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Abstract 

This study takes stock of the implementation of the regulatory 
offsetting mechanism known as the ‘one in, one out’ (OIOO) 
approach by the European Commission. 

Overall, this mechanism was found to be relevant and useful to 
address the issue of managing the EU regulatory burden on 
businesses. While there has been a clear commitment from the 
Commission to ensuring the OIOO approach is applied 
effectively, there remains scope for the Commission to increase 
the transparency underpinning its methodology. 
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EXECUTIVE SUMMARY 
This report sets out the results of the study on the application of the ‘one in, one out’ (OIOO) approach 
and its impact on businesses, particularly SMEs, requested by the European Parliament’s Committee on 
Industry, Research and Energy (ITRE). This study’s objectives were to take stock of the implementation 
of the OIOO approach by the European Commission and consider its anticipated impacts given the 
relatively short amount of time the approach has been in place. 

In terms of its methodology, this study was informed by an extensive literature review and a 
representative interview programme that included important SME and business associations at the EU 
and national levels. Consultation with the Commission also informed this report and was key to 
generating information on the implementation of the OIOO approach in addition to key insights 
contained in the European Commission’s Annual Burden Survey 2022, published in September 2023. 

Overall, this study found that the OIOO approach, as a regulatory offsetting mechanism, is highly 
relevant and needed to address the issue of the EU regulatory burden. While there has been a clear 
commitment from the Commission to ensuring the OIOO approach is applied effectively, there remains 
scope for the Commission to increase the transparency underpinning its methodology. Indeed, while 
the OIOO approach has been systematically integrated within the European Commission’s Impact 
Assessment process – primarily, by being considered in Impact Assessment reports and in decisions 
made by the Regulatory Scrutiny Board – there is a need to increase the transparency regarding the 
methodology used to assess the overall outputs of the OIOO approach. 

The data presented in the Annual Burden Survey 2022 indicates that the anticipated cost savings 
generated by the legislative proposals examined were largely able to offset the anticipated 
regulatory costs introduced, thus leading to a net (expected) decrease in the EU regulatory 
burden in the first year of implementation (2022). Notwithstanding, the Commission’s analysis 
should be interpreted with caution in light of important methodological challenges. For example, 
beyond common limitations associated with the EU Standard Cost Model (such as the difficulty in 
determining accurate cost estimates), the aggregation of cost estimates across impact assessments is 
a difficult exercise particularly for impact assessments where estimates are expressed in ranges and/or 
where no preferred policy option has been retained. Moreover, the lack of transparency regarding the 
Commission’s methodology, notably linked to cost and cost savings data generated via the OIOO 
calculator, makes any definitive assessment of its application difficult at this stage. 

In terms of impact, it is too early in the OIOO approach’s implementation to provide a definitive 
assessment of its impact on the regulatory burden and thus on the competitiveness of 
businesses and SMEs. The perception of businesses consulted for this study suggest that there has 
been a net increase (or expected increase in the short-term) of the EU regulatory burden in recent years. 
This is primarily due to the recent adoption of important pieces of EU legislation. Moreover, there is a 
general sense that the policy goals linked to the Green Transition will further fuel the existing burden. 
In addition, the important cost savings identified in the Annual Burden Survey 2022 – expected to 
amount to EUR 7.3 billion annually over the next ten years – will not emerge until some time after these 
proposals are adopted, enacted and, in the case of Directives, transposed. In addition, there are 
potential barriers to the regulatory approach’s effectiveness, such as gold plating, decreased 
effectiveness over time and costs created by co-legislator amendments. Despite these constraints and 
a general lack of awareness regarding the approach’s existence, the introduction of the OIOO approach 
was received positively by the consulted stakeholders. 
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Looking at the broader Better Regulation Agenda, it should be noted that the OIOO approach comes 
on the backdrop of broader efforts made by the Commission to simplify EU legislation and 
remove unnecessary burdens on European undertakings and SMEs. This includes important 
initiatives that preceded the implementation of the OIOO approach, including REFIT, the Think Small 
First principle, and the SME test. These initiatives were found to be complementary to the OIOO 
approach and, as the OECD has noted, regulatory offsetting mechanisms function best when they are 
implemented alongside other regulatory best practices. As such, it would be important for future 
assessments of the OIOO approach to consider its coherence with the broader Better Regulation 
Agenda. 

In light of the above findings, the following recommendations were made: 

• Recommendation 1: The European Commission should consider adopting a more concerted 
and targeted approach to raising awareness and disseminating the results of the OIOO 
approach. 

• Recommendation 2: The Parliament and Council should seek to ensure that supplementary 
impact assessments are carried out when significant amendments are introduced in legislative 
proposals wherever possible. 

• Recommendation 3: European businesses, including SMEs, and their representative 
associations should be incentivised to report cost data to national and EU authorities. 

• Recommendation 4: The European Commission should increase the transparency around the 
monitoring and the overall methodology for the aggregation of costs. 

• Recommendation 5: The European Commission should consider making provisions for an 
independent evaluation of the OIOO mechanism. 
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 INTRODUCTION 

1.1. Scope and objectives of the assignment 
The ITRE Committee requested a study on ‘the application of the one in one out approach and its 
impact on businesses’, with the aim of providing an independent expert opinion to the European 
Parliament (the Parliament) to form an evidence-based view on the fitness for purpose of the ‘one in, 
one out’ (OIOO) approach and progress made to date with respect to its implementation. 

The technical and impact analysis of the OIOO approach is based on a literature review and primary 
data collection drawing from existing and available data, studies and analysis from various sources (see 
the References section of this report for a full bibliography). This analysis is complemented by a 
representative interview programme that gathered the views and feedback of European Small and 
Medium-Sized Business Enterprises (SMEs) and other key stakeholders on the extent to which the OIOO 
approach has been applied in practice and on the potential impacts on the regulatory burden 
stemming from EU legislation. 

In this context, four key research issues have been investigated. The application of the OIOO 
approach by the Commission has been examined, and its effects on SMEs have been analysed. 
Moreover, the principle’s application or non-application has effects on the administration and 
competitiveness of European businesses, especially SMEs, and this report has assessed those effects. 
Also, the study reports the perceptions of SMEs on the OIOO approach and its implementation. Last, 
the role that the SME Envoys Network plays in relation to the OIOO approach was examined. 

There are two main elements to this report. The first is a technical and impact analysis of the European 
Commission’s OIOO approach. This assessment focuses on the methodology and overall guidance 
provided by the European Commission in the Better Regulation Guidelines (BRG) and Toolbox, 
including the methodology on the EU Standard Cost Model. More specifically, Tool #59 provides 
practical guidance on cost estimates and their relevance and application for the OIOO approach (see 
Section 2.3). Furthermore, the study reviewed the state-of-play with respect to the implementation of 
the OIOO approach by: 

• Reviewing the OIOO pilot exercise conducted by the Commission in 2021 (Section 3.2); 

• Examining the Impact Assessments (IAs) that have been published by the European 
Commission since the approach officially came into force on 1 January 2022. An analysis is 
provided in Section 3.3; and 

This report contains the study on the application of the ‘one in, one out’ (OIOO) approach and its 
impact on businesses, particularly SMEs, as requested by the European Parliament’s Committee on 
Industry, Research and Energy (ITRE). The overall aim of this study is to take stock of the 
implementation of the OIOO approach by the European Commission. In addition, the assignment 
aims to review the emerging, future or ‘anticipated’ impacts of the approach, particularly with 
respect to the competitiveness of European undertakings and SMEs. 

This study was informed by an extensive literature review and an interview programme that 
consulted important SME and business associations at the EU and national levels. Consultation with 
the Commission also informed this report and was key to generating feedback on the 
implementation of the OIOO approach in addition to key insights contained in the European 
Commission’s Annual Burden Survey 2022 published in September 2023. 
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• Assessing the information and data contained in the European Commission’s Annual Burden 
Survey 2022, published in September 2023. This important document sets out the results of the 
implementation of the OIOO approach during its first year of implementation. However, as 
discussed throughout the report, there remain important limitations and a lack of clarity with 
regard to certain elements, for example, the methodology underpinning the aggregation of 
costs across impact assessments. 

The second element of the assignment is a review of the early impacts of the OIOO approach since 
its introduction. Given the short timeframe since the mechanism became operational, not enough time 
has passed to allow for the adoption of legislation for which the OIOO approach has been applied. As 
a result, the expected impacts have not had time to emerge, particularly in terms of alleviating the 
existing regulatory burden on SMEs. This is detailed in Section 4 of this report. However, to mitigate 
this, the assignment considered potential future and anticipated impacts. Key to this exercise was to 
gather feedback from SMEs and other relevant business associations on the added value of the OIOO 
approach, its benefits and the extent to which costs for businesses introduced by new EU legislation 
have been offset. To this end, a balanced sample of stakeholder views on the issues raised was gathered 
to inform the independent assessment presented in this study. 

1.2. Summary of the methodological approach 
The analysis presented in this study was supported by extensive desk-based research and a targeted 
interview programme. 

The desk research done for this assignment had three main aims. First, a literature review was 
conducted to review the existing data and analysis with respect to the EU regulatory burden, its 
historical evolution, and its current impact on businesses, particularly SMEs. In addition, there are 
important lessons to be learned concerning the OIOO approach within the broader context of 
regulatory oversight, particularly from countries that have experimented with and/or have long-
standing mechanisms of a similar nature. To this end, examples of national OIOO mechanisms are 
presented in Section 2. Indeed, as the EU OIOO approach is still in its early stages, it can benefit from 
lessons learned and best practices from these national-level examples. Some of these lessons learned 
were also used to inform the analysis of emerging and future impacts (Section 4) and the conclusions 
and recommendations set out in Section 5. 

The second aim of the desk research was to undertake a mapping of European Commission IAs 
published between January 2022 and mid-June 2023 with a view to generating an evidence base on 
the implementation of the OIOO approach. The results and findings from this exercise are presented in 
Section 3.3 and are complemented by the Commission’s analysis of the application of the OIOO 
approach in 2022 presented in the Annual Burden Survey 2022. 

Third, the desk research looked in detail at examples of IAs which applied the OIOO approach, with the 
aim of illustrating, in a practical manner, the ways in which the mechanism has been implemented (see 
Section 3.4). An interview programme was included to complement the findings from the desk 
research. A total of 16 interviews were conducted with representatives of EU and national 
business/SME associations and EU institutions, including the European Commission. 

It is important to note a significant limitation with respect to the interview programme, which emerged 
during its implementation: there was a general lack of awareness regarding the methodology 
underpinning the Commission’s OIOO approach and knowledge among stakeholders regarding its 
implementation. This was particularly true for national level stakeholders across the EU Member States. 
Therefore, many stakeholders were only able to provide theoretical views on the added value of the 
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OIOO approach and provide feedback on the existing regulatory burden they or their members 
experience. Stakeholder feedback is presented in Section 4 of this report, which considers the 
(anticipated) impacts of the OIOO approach. 

To further illustrate the research findings, three case studies have been conducted covering the 
following topics: i) the sustainability of one in, ‘x’ out (OIXO) mechanisms and the concept of ‘regulatory 
room’; ii) the relationship between the OIOO approach and the European Green Deal; and iii) an 
illustration of indirect costs in the wholesale/retail sector. While the results of the case studies are used 
throughout the study, they are also presented as standalone outputs in Annex 2. 

1.3. Structure of the report 
Building on a summary of the background and context to the OIOO approach presented in Section 2, 
the results of the technical and impact assessments are presented in Section 3 (technical assessment) 
and Section 4 (impact assessment). On this basis, Section 5 provides the conclusions and 
recommendations stemming from the research. The recommendations are also informed by and 
reflect the needs of SMEs based on the feedback collected from key SME interest groups. 

The main body of this study is supported by a bibliography, the list of IAs reviewed (Annex 1), the 
standalone case studies (Annex 2) and the follow-on review of the OIOO pilot (Annex 3). 
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 BACKGROUND AND CONTEXT 

2.1. EU regulatory burden and its impact on companies 
It is important to provide a definition of the concept of the regulatory burden as it can be 
conceptualised and interpreted in different ways. The concept of regulatory burden encompasses a 
variety of costs and other constraints/hindrances imposed on public authorities, consumers, 
businesses and citizens more broadly as a result of requirements and obligations created by regulation 
and often embedded in legislation1. While regulation creates benefits, it also creates obligations that 
can take resources away from economic activity and thus affect the productivity and competitiveness 
of companies2. 

There are different types of costs associated with the regulatory burden. A first distinction that 
can be made is whether regulatory costs are ‘direct’ or ‘indirect’. According to a study conducted by 
CEPS in 2013, direct costs are generally referred to as compliance costs, and there are three main 
categories. The first is ‘charges’, which are costs that are directly imposed by legislation and regulation 
such as taxes, fees and levies. These are often more easily quantifiable as the sums to be collected are 
defined by the legislator. However, it may be difficult to determine what types of stakeholders will bear 
the costs as these can be passed on by primary recipients to consumers or other businesses3. 
Conversely, ‘indirect costs’ are more difficult to adequately identify and quantify as, although not 
intended to emerge by regulators, they can nevertheless affect SMEs as a result of information 
reporting requirements imposed on their suppliers or companies to which they supply. The third case 

                                                             
1  It should be noted, however, that not all the regulatory burden stems from legislation. There is indeed a substantive share which derives 

from implementation mechanisms as was shown by Haywood, J. R., & Greene, M., Avoiding an overzealous approach: a perspective on 
regulatory burden, ILAR journal, 49(4), 2008, 426-434. Available at: https://pubmed.ncbi.nlm.nih.gov/18849596/.  

2  CEPS, 2013, Assessing the costs and benefits of regulation. Available at: https://ec.europa.eu/smart-regulation/impact/ 
commission_guidelines/docs/131210_cba_study_sg_final.pdf.  

3  CEPS, 2013, Assessing the costs and benefits of regulation. 

This section presents the background and context underpinning this study. It begins by reviewing 
the issue of the EU regulatory burden, which created the need for a OIOO approach at the EU level. 
The EU regulatory burden has been a persistent consideration for companies and legislators over 
the last two decades, although recent data indicates that the overall burden on businesses may 
have been decreasing. 

In this context, defining what constitutes burdensome requirements and the ways in which 
companies are affected can be complex. SMEs are particularly affected by burdensome obligations 
as they do not have the same financial and human resources as larger companies. As a result, larger 
companies can more easily assess and navigate the complexity of EU and national legal frameworks 
to comply with regulatory requirements. There is a well attested negative relationship between the 
level of regulatory burden and the competitiveness of SMEs. 

In addition, this section provides an overview of the measures and strategies taken by the European 
Commission and other EU institutions to lessen the burden stemming from EU regulation, including 
the Regulatory Fitness and Performance programme (REFIT), the SME test and more recently the Fit 
for Future Platform (F4F); it is important to consider the OIOO approach in this environment. Last, 
this section sets out the historical context and policy debate leading up to the introduction of the 
EU OIOO approach in November 2021 and national implementations of similar regulatory 
mechanisms. 

https://pubmed.ncbi.nlm.nih.gov/18849596/
https://ec.europa.eu/smart-regulation/impact/commission_guidelines/docs/131210_cba_study_sg_final.pdf
https://ec.europa.eu/smart-regulation/impact/commission_guidelines/docs/131210_cba_study_sg_final.pdf
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study presented in Annex 2 provides an example of the impact of indirect costs on the regulatory 
burden faced by European wholesale and retail companies. 

The second type of compliance costs is ‘substantive compliance costs’. These costs are less explicit 
than the first category (i.e. charges) and include obligations with which relevant stakeholders must 
comply. These costs can include: (i) capital costs (e.g. physical assets that need to be acquired to comply 
with a new regulation); and (ii) operating and maintenance costs, such as annual expenditure of 
purchased services needed to meet regulatory requirements. 

Moreover, so-called ‘hassle costs’ are another type of constraint associated with the burden created 
by regulation. Although difficult to quantify because they are less tangible, these costs include, among 
others, administrative delays (when not directly attributable to an information obligation) and similarly, 
opportunity costs4 created by protracted lead times when dealing with administrative or litigation 
procedures among others5. These costs or hindrances are often subjectively felt by affected 
stakeholders and often arise, for instance, due to the overlap of different regulatory requirements 
on companies6. Hassle costs are important to bear in mind as, although not directly created by new 
regulation, they can nevertheless influence stakeholders’ perceptions of the regulatory burden and, as 
a result, generate bias when data is collected to measure the regulatory burden on companies 
(particularly when self-reported via surveys). 

This categorisation formed the basis for the typology of costs detailed in Tool #56 of the Better 
Regulation Toolbox7. Figure 1 below provides a visual representation of the costs but also benefits 
stemming from regulatory activity elaborated in the CEPS study, before the specific typology from Tool 
#56 is presented. 

  

                                                             
4  Reducing regulation can address opportunity costs as a lesser burden can free up the private sector’s capacity to innovate, diversify, and 

expand thus generating further economic growth.  
5  CEPS, 2013, Assessing the costs and benefits of regulation. 
6  CEPS, 2013, Assessing the costs and benefits of regulation. 
7  European Commission, 2021, Better Regulation Toolbox, Chapter 8, Tool #56. Typology of costs and benefits, p.504. Available at: 

https://commission.europa.eu/system/files/2023-09/BRT-2023-Chapter%208-
Methodologies%20for%20analysing%20impacts%20in%20IAs%20evaluations%20and%20fitness%20checks_0.pdf. 

https://commission.europa.eu/system/files/2023-09/BRT-2023-Chapter%208-Methodologies%20for%20analysing%20impacts%20in%20IAs%20evaluations%20and%20fitness%20checks_0.pdf
https://commission.europa.eu/system/files/2023-09/BRT-2023-Chapter%208-Methodologies%20for%20analysing%20impacts%20in%20IAs%20evaluations%20and%20fitness%20checks_0.pdf
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Figure 1: Types of costs and benefits created by regulation 

 

Source:  CEPS (2013) 

Source:  European Commission, Better Regulation Toolbox (2021). 
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With respect to the EU regulatory burden, this has been a recurrent issue in European and national 
policy debates due in part to the growing and cumulative outputs of regulatory activities. This is 
illustrated by a 2008 survey of 500 SMEs conducted as part of the European Small Business Act, which 
found that over-regulation was one of the biggest hurdles faced by SMEs at the time8. More 
specifically, surveyed SMEs reported that EU rules in areas such as health and safety and the 
environment were the most burdensome9. An overly high regulatory burden can negatively affect 
economic growth and job creation. For example, a 2014 DG ECFIN report found that reforms aimed at 
reducing regulatory obstacles are associated with higher market entry rates for new companies and 
exporters10. 

Moreover, an excessive regulatory burden can be the result of the cumulative effect of legislation. A 
2014 study conducted by the Centre for Strategy & Evaluation Services (CSES) for DG Enterprise (now 
DG GROW) on the cost of the cumulative effects of compliance for SMEs revealed — based on inputs 
from over 16,000 SMEs — that SMEs that are subject to sectoral and product legislation, such as 
undertakings in the construction and electrical engineering industries, were particularly vulnerable to 
the cumulative effect of EU regulation as they need to comply with different types of legislation ranging 
from industrial product requirements, employment, health and safety, environmental and business-
related regulation11. As mentioned previously, this regulatory overlap across multiple policy areas can 
also contribute towards the emergence of ‘hassle costs’. 

However, more recent data suggests there has been an overall improvement in terms of 
stakeholder perceptions of the negative impact of the EU regulatory burden in recent years. 
According to data gathered by the Single Market Scoreboard, overall business framework conditions 
have been improving across the Single Market; albeit, challenges do remain in specific areas12. In 2021, 
stakeholder perceptions of the regulatory burden in the EU were on average between 3.5 and 4 on a 
scale of 0 (highest burden) to 7 (lowest burden), with improvements seen in 23 Member States over 
the preceding three years. However, these data should be interpreted carefully as the data collection 
methods did not allow for disaggregation of the regulatory burden stemming from EU and national 
origin. Indeed, it is often difficult for companies to accurately report on the legislative origin of a given 
obligation as was revealed by previous studies13. Additionally, as discussed further in Section 4, these 
data should be tempered by the interview feedback gathered by this study as there was a general 
consensus across SME associations to indicate that the EU regulatory burden has been getting 
increasingly more burdensome. Figure 2, below, provides a summary of the data discussed above. 

                                                             
8  Casey Z. for Politico EU, 2008, Small businesses critical of EU red tape. Available at: https://www.politico.eu/article/small-businesses-critical-

of-eu-red-tape. 
9  Casey Z. for Politico EU, 2008, Small businesses critical of EU red tape. 
10  Ciriaci D., 2014, Business Dynamics and Red Tape Barriers, European Economy – Economic Papers 2008 – 2015 532, Directorate-General 

Economic and Financial Affairs (DG ECFIN), European Commission. Available at: https://ideas.repec.org/p/euf/ecopap/0532.html. 
11  CSES, 2014, The cost of the cumulative effects of compliance with EU law for SMEs. Produced for DG ENTR. Available at: 

https://op.europa.eu/en/publication-detail/-/publication/2c74690f-9aa0-11e6-9bca-01aa75ed71a1/language-en/format-PDF/source-
search. 

12  European Commission, Single Market Scoreboard. Available at: https://single-market-scoreboard.ec.europa.eu/business-framework-
conditions/administration_rules_en. 

13  See for example European Commission, Executive Agency for Small and Medium-sized Enterprises, Whittle, M., Eager, J., Smit, J. et al., 
Study on the competitiveness of the EU engineering industries and the impact of digitalisation – Final report, Publications Office, 2020. 
Available at: https://data.europa.eu/doi/10.2826/020261. 

https://www.politico.eu/article/small-businesses-critical-of-eu-red-tape
https://www.politico.eu/article/small-businesses-critical-of-eu-red-tape
https://ideas.repec.org/p/euf/ecopap/0532.html
https://op.europa.eu/en/publication-detail/-/publication/2c74690f-9aa0-11e6-9bca-01aa75ed71a1/language-en/format-PDF/source-search
https://op.europa.eu/en/publication-detail/-/publication/2c74690f-9aa0-11e6-9bca-01aa75ed71a1/language-en/format-PDF/source-search
https://single-market-scoreboard.ec.europa.eu/business-framework-conditions/administration_rules_en
https://single-market-scoreboard.ec.europa.eu/business-framework-conditions/administration_rules_en
https://data.europa.eu/doi/10.2826/020261
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Figure 2: Impact of the regulatory burden as reported by companies in 2021 and evolution 
since 2018. 

 

Source:  World Economic Forum (WEF)14. 

Moreover, SMEs are particularly vulnerable to the burdens stemming from regulation. This is 
mainly because SMEs are typically less able than larger firms to navigate the complexity of the 
regulatory framework15. According to data from Business Europe, whereas a larger company may need 
to spend EUR 1 per employee to comply with regulation, an SME may need to spend this amount ten 
times over, averaging EUR 10 per employee16. Moreover, according to the OECD, reducing the 
regulatory burden on SMEs can facilitate their participation in the formal economy, help improve their 
productivity and competitiveness, and enhance their participation in and benefits from a globally 
integrated economy17. The 2014 study CSES conducted for DG Enterprise also found that among SMEs, 
micro enterprises were particularly vulnerable to burdensome regulatory requirements18. 

                                                             
14  As referenced in the Single Market Scoreboard. Available at: https://single-market-scoreboard.ec.europa.eu/business-framework-

conditions/administration_rules_en. 
15  Chittenden F., Kauser S., Poutziouris P., 2002, Regulatory Burdens of Small Business: A Literature Review. Available at: 

https://citeseerx.ist.psu.edu/document?repid=rep1&type=pdf&doi=379b99d948948c40bc312da69f79499d76fc2812. 
16  Business Europe, 2020, Reducing regulatory burdens on SMEs. Available at: https://www.businesseurope.eu/policies/smes-and-

entrepreneurship/reducing-regulatory-burdens-smes. 
17  OECD Studies on SMEs and Entrepreneurship, Strengthening SMEs and Entrepreneurship for Productivity and Inclusive Growth, OECD 

2018 Ministerial Conference on SMEs, Improving the business environment for SMEs through effective regulation. Available at:  
https://www.oecd-ilibrary.org/sites/062487da-en/index.html?itemId=/content/component/062487da-en. 

18  CSES, 2014, The cost of the cumulative effects of compliance with EU law for SMEs. 

WEF Indicator: Burden of government regulation 

This indicator measures the burden of government regulation by tracking replies to the survey question: “In 
your country, how easy is it for companies to comply with government regulation and administrative 
requirements (e.g. permits, reporting, legislation)? (0 = Overly-complex; 7 = Extremely easy)”. 

This indicator is on a 0-7 scale, with 0 being the worst and 7 being the best. Higher values indicate a better 
performance (i.e. less burdensome regulation). 

In addition, the right axis of the chart indicates the percentage change since 2018. 

https://single-market-scoreboard.ec.europa.eu/business-framework-conditions/administration_rules_en
https://single-market-scoreboard.ec.europa.eu/business-framework-conditions/administration_rules_en
https://citeseerx.ist.psu.edu/document?repid=rep1&type=pdf&doi=379b99d948948c40bc312da69f79499d76fc2812
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https://www.businesseurope.eu/policies/smes-and-entrepreneurship/reducing-regulatory-burdens-smes
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This is particularly problematic when considering that SMEs account for 99% of all businesses in the 
EU and are as such the backbone of the European economy19. In the last five years, SMEs have 
created around 85% of new jobs in the Single Market and provided two-thirds of total private sector 
employment. As such, SMEs and entrepreneurship more generally play a crucial role in economic 
growth, innovation, job creation, and social integration in the EU. 

2.2. EU measures to address the EU regulatory burden 
To address this issue, the EU institutions have been taking action to mitigate and reduce the 
overall EU regulatory burden by: (i) improving the degree of coherence between legislation; 
(ii) simplifying legislation; and (iii) improving the quality of legislation to ensure EU regulation fulfils its 
role of protecting citizens while ensuring no unnecessary burden is created. This sub-section reviews 
the reforms made and measures taken within the EU policymaking process to address the burden 
resulting from EU regulation. 

The Regulatory Fitness and Performance Programme (REFIT), launched in 2012 by the European 
Commission, is an important initiative. With the aim of simplifying EU legislation and reducing the 
negative impact of regulatory costs, REFIT has been integrated within the IA process for several years 
and co-exists alongside the OIOO approach in many of the IAs reviewed for the purposes of this study 
(see Sections 3.3 and 3.4). According to the Commission, since its introduction, REFIT has delivered 
achievements including, but not limited to20: 

• 162 REFIT initiatives implemented between 2015-2019; and 

• 44 main initiatives under REFIT cited in the Commission’s 2020 Work Programme. 

Additionally, the Commission designed and launched the REFIT Scoreboard in 2014 to monitor REFIT 
initiatives across relevant policy areas. 18 policy areas were defined, reflecting the remit of individual 
Commission DGs. As part of this initiative, the Commission published the annual REFIT scoreboard to 
track the progression of initiatives for burden reduction and simplification, with the aim of monitoring 
efforts and progress made but also to provide transparency in relation to the work of the Commission 
in this area. 

Moreover, REFIT benefited from stakeholder inputs to identify existing burdens and opportunities for 
reduction and simplification. More specifically, the Commission set up the REFIT Platform in 2015 with 
a view to allowing EU citizens, organisations and businesses to provide bottom-up suggestions on how 
to make EU regulation more efficient and effective, while reducing their associated burden. Its mandate 
expired on 31 October 2019 and was replaced by the Fit for Future Platform (F4F)21. 

Another relevant initiative with respect to reducing the regulatory burden on SMEs is the SME Test, 
which is also integrated within Commission IAs. The SME Test was introduced to specifically review, ex-
ante, the potential effects of EU legislative proposals on SMEs. Crucially, the SME Test was implemented 
to support the rolling out of the ‘Think Small First’ principle, first enshrined in the Small Business Act 

                                                             
19  European Commission, 2020, Unleashing the full potential of European SMEs. Available at:  

https://ec.europa.eu/commission/presscorner/detail/en/fs_20_426. 
20  European Commission, REFIT – making EU law simpler, less costly and future proof. Available at: https://commission.europa.eu/law/law-

making-process/evaluating-and-improving-existing-laws/refit-making-eu-law-simpler-less-costly-and-future-proof_en. 
21  European Commission, Fit for Future Platform (F4F). Available at: https://commission.europa.eu/law/law-making-process/evaluating-and-

improving-existing-laws/refit-making-eu-law-simpler-less-costly-and-future-proof/fit-future-platform-f4f_en. 

https://ec.europa.eu/commission/presscorner/detail/en/fs_20_426
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https://commission.europa.eu/law/law-making-process/evaluating-and-improving-existing-laws/refit-making-eu-law-simpler-less-costly-and-future-proof_en
https://commission.europa.eu/law/law-making-process/evaluating-and-improving-existing-laws/refit-making-eu-law-simpler-less-costly-and-future-proof/fit-future-platform-f4f_en
https://commission.europa.eu/law/law-making-process/evaluating-and-improving-existing-laws/refit-making-eu-law-simpler-less-costly-and-future-proof/fit-future-platform-f4f_en
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and which set out the framework for policy support in favour of SMEs by the Commission22. The 
Commission defines the Think Small First principle as follows: 

“The ‘Think Small First’ principle implies that policy makers give full consideration to SMEs at the early 
policy development stage. Ideally rules impacting on business should be created from the SMEs point 
of view or in other words, SMEs should be considered by public authorities as being their ‘prime 
customers’ as far as business regulation is concerned. The principle relies on the fact that ‘one size 
does not fit all’ but a lighter touch approach can also be beneficial to larger businesses. Conversely, 
rules and procedures designed for large companies create disproportionate, if not unbearable 
burdens for SMEs as they lack the economies of scale”23.  

Additionally, and similar in focus to the SME Test, the SME envoys network was set up in 2011 as part 
of the review of the Small Business Act. The rationale for the creation of the network was based on the 
need to make further progress in terms of the regulatory and policy frameworks affecting SMEs. More 
specifically, the SME envoys network was set up with the aim of increasing the visibility of the needs of 
SMEs within the Commission. Operationally, the SME envoys (i.e. members of the network) enable 
communication between the Commission, relevant national authorities and SMEs. In addition, they 
also promote the interests of SMEs and are tasked with facilitating the implementation of the Think 
Small First principle24. 

In its 2021 annual report to the Competitiveness Council, the SME envoys network set out the results 
of its work in relation to burden reduction and other policy initiatives to support SMEs25. With respect 
to the former, the network contributed to the work of the F4F platform and identified legislation with 
potentially significant impacts on SMEs26. However, there is no explicit reference to the OIOO approach 
in the SME envoys network’s annual reports. In the September 2023 State of the Union (SOTU) address, 
President of the European Commission Ursula Von der Leyen announced the appointment of an EU 
SME Envoy that will report directly to the Commission president. However, it is not clear at the time of 
writing what role and duties this new SME Envoy will have, and how it will impact the role of the 
network. 

Last, the 2023 SOTU address also announced the aim to reduce reporting obligations at the 
European level by 25% and called on the Member States to achieve the same target at the national 
level27. 

In light of the above, it is important to recognise the broader context within which the OIOO approach 
was introduced, and which includes several long-standing initiatives and strategies to address the EU 
regulatory burden. The following sub-section provides a brief summary of the historical context 
leading to the implementation of the OIOO approach. 

                                                             
22  European Commission, 2008, A ‘small business act’ for European SMEs. Available at: https://eur-lex.europa.eu/EN/legal-

content/summary/a-small-business-act-for-european-smes.html. 
23  European Commission, 2009, Think Small First – Considering SME interests in policy-making including the application of an ‘SME Test’. 

Available at: https://ec.europa.eu/docsroom/documents/10038/attachments/1/translations/en/renditions/native#:~:text=Ideally%20   
rules%20impacting%20on%20business,as%20business%20regulation%20is%20concerned. 

24  European Commission, SME envoys network. Available at: https://single-market-economy.ec.europa.eu/smes/sme-strategy/sme-envoys-
network_en. 

25  SME Envoy Network, 2021 Report of the SME envoy network to the competitiveness council. Available at: https://single-market-
economy.ec.europa.eu/system/files/2021-11/2021%20Annual%20Report%20SME%20Envoy%20Network%20Final.pdf. 

26  More specifically, the following laws were identified by the Network: Directive 2011/7/EU on combating late payment in commercial 
transaction, Ecodesign Directive 2009/125/EC, Directive (EU) 2015/2302 on package travel, and the New Legislative Framework for 
products.  

27  European Commission 2023, 2023 State of the Union Address by President von der Leyen. Available at:  
https://ec.europa.eu/commission/presscorner/detail/en/speech_23_4426. 
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2.3. Introduction of the OIOO approach at EU level 
Historically, the OIOO approach was considered by the Juncker Commission before being discarded on 
the basis that its costs and impracticalities would outweigh its potential benefits28. However, the 
subsequent Von der Leyen Commission revived discussions on the OIOO approach within the EU policy 
debate and it was subsequently announced as one of the key priorities of the Commission from 2022. 

The introduction of the OIOO approach was preceded by a feasibility study for an EU-level OIOO 
regulatory mechanism, undertaken by CEPS on behalf of the German Ministry for Economic Affairs 
and Energy29. This feasibility study reviewed the reasons underpinning the hesitation within the 
Commission at the time towards the OIOO approach and identified several arguments against the 
introduction of the approach. Overall, these arguments can be grouped in three overarching 
categories: 

• Administrative burden on the part of the Commission; 

• Methodological challenges and limitations; and 

• Risk of under-regulation. 

In terms of the increased administrative burden on the Commission, it was argued that introducing 
a OIOO mechanism would create a significant burden on the Commission, which could in turn lead to 
important delays in the EU administrative and policy-making process. This was reported to relate to the 
need to attain interinstitutional consensus on the best way to offset administrative costs of new 
legislation in the absence of pre-defined regulatory provisions to be repealed to counterbalance any 
new regulatory burden. 

Regarding the methodological challenges, several stakeholders pointed to the need to identify and 
generate reliable quantitative data to create valid cost estimates. Indeed, the effectiveness of the OIOO 
approach is inextricably linked to an accurate evidence base to determine, on the one hand, novel costs 
that are being introduced and, on the other, the existing costs that are borne by business and citizens 
when identifying an adequate ‘out’. Another significant challenge from a methodological perspective 
lies in the implementation mechanisms of EU Directives. Given that EU Directives are implemented by 
being transposed into national law, there is inevitably a degree of variance in the national transposition 
processes due to differences in the way Member States choose to enact EU law. This issue is further 
explored in Section 4 of this report. 

Last, regarding the risk of under-regulation, there were (and arguably still are) a number of arguments 
against an EU OIOO approach that are rooted in the strategic aims and purpose of regulation. 
Regulation should be able to provide market conditions that are conducive for adequate competition 
in a sustainable framework. Ensuring the sustainability of markets is one of the tasks of regulators, 
particularly when market failures occur. The role of regulators is also to ensure adequate protection of 
consumers. As such, regulation does not only create costs but also benefits. The benefits of regulation 
are often more intangible, making them more difficult to assess quantitatively and to verify attribution 
to the intervention being examined. In light of the important global challenges brought by climate 
change, there is a continued need to ensure regulation contributes towards the achievement of the EU 
Green Transition. This need was also recognised by third countries such as the UK in relation to its 

                                                             
28  CEPS, 2019, Feasibility Study: Introducing ‘One-In-One-Out’ in the European Commission. Available at: https://www.ceps.eu/ceps-

publications/feasibility-study-introducing-one-in-one-out-in-the-european-commission/. 
29  CEPS, 2019, Feasibility Study: Introducing ‘One-In-One-Out’ in the European Commission. 
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objective to achieve Net Zero and for which similar concerns have been made regarding the potential 
tension between regulatory offsetting mechanisms and environmental regulation30. 

Retrospectively, a recent report prepared for the European Parliament’s Committee on Legal Affairs 
(JURI) on the EU’s OIOO principle as a law-making tool echoes several of the concerns raised in the EU 
policy debate31. More specifically, the author took the view that the OIOO approach, as it was 
conceived, is not a suitable tool for better law-making due to a strong bias towards costs at the expense 
of EU regulatory goals. In this context, the report noted that the risk of adhering to a reductionist 
‘bookkeeping’ approach is incompatible with the more holistic nature and role of regulation. 

The OIOO approach was announced via the ‘Better Regulation’ Communication of 29 April 2021, which 
set out the main principles and rationale underpinning the approach32. More specifically, the 
Commission argued that the OIOO mechanism had the practical advantage of drawing the 
attention of EU policymakers to the impact and costs of applying legislation which have SMEs 
within their scope. 

The Commission also reiterated its goal to limit the EU regulatory burden on SMEs, which were severely 
affected by the COVID-19 pandemic and announced that it will work with the SME envoys network to 
screen EU initiatives where significant impacts on SMEs can be created33. Additionally, the Commission 
acknowledged the overall positive outcomes generated by the OIOO and other similar approaches in 
Member States where it is in force. Noting the need to tailor the approach to the specificities of the EU 
administrative and policymaking framework, the Commission nonetheless announced that the EU 
OIOO approach had been developed based on national-level good practice34. 

Prior to being formally introduced in the updated BRG published in November 2021, the Commission 
carried out a pilot project (see Section 3.2 for an overview and follow-up to the pilot). Building on the 
lessons learnt from this exercise, the Commission begun applying the OIOO approach to the 2022 
Commission’s Work Programme. The scope and methodology for the approach are defined in the BRG, 
particularly Tool #59 (‘Cost estimates and the ‘one in, one out’ approach’); however, other Tools are also 
important, including Tool #56 (‘Typology of costs and benefits’), Tool #57 (‘Methods to assess costs and 
benefits’) and Tool #58 (‘EU Standard Cost Model’), as they set out the Commission’s broader typology 
and methodology for cost estimates35. 

2.4. Examples of OIOO mechanisms at the national level 
Several EU Member States and OECD countries have OIOO (or similar) approaches in place or have 
experimented with such regulatory offsetting mechanisms. 

The first country to implement a regulatory offsetting mechanism was the United Kingdom. In the 
early 2010s, UK regulators considered the OIOO principle as a suitable regulatory tool to enhance the 

                                                             
30  HM Government, 2022, The benefits of Brexit. Available at:  

https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/1054643/benefits-of-brexit.pdf. 
31  European Parliament, 2023, The ‘one in, one out’ principle, a real better lawmaking tool? JURI Committee. Available at:  

https://www.europarl.europa.eu/RegData/etudes/STUD/2023/753421/IPOL_STU(2023)753421_EN.pdf. 
32  European Commission, 2021, Communication on ‘Better regulation: Joining forces to make better laws’ (COM/2021/219). Available at: 

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:52021DC0219. 
33  European Commission, SME envoys network. Available at: https://single-market-economy.ec.europa.eu/smes/sme-strategy/sme-envoys-

network_en. 
34  However, it should be noted that good practice from the national level can only be applied to the EU regulatory framework and 

mechanisms to a degree given the important differences of terms of the legislative and enforcement process. 
35  European Commission, 2021, Better regulation: guidelines and toolbox. Available at: https://commission.europa.eu/law/law-making-

process/planning-and-proposing-law/better-regulation/better-regulation-guidelines-and-toolbox_en. 
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competitiveness of British firms36. The rationale for the introduction of the OIOO was twofold. First, it 
was rooted in the need to decrease costs for businesses, particularly SMEs. Second, there was a need 
to provide a more favourable business environment with the right incentives for further innovation 
and growth. At the time, feedback from British business associations was that regulation was a 
significant barrier to growth as significant work time and constant administration was needed to 
ensure compliance37. 

The introduction of the UK OIOO approach was informed by the 2011-13 Red Tape Challenge38, which 
aimed to foster dialogue between policy makers and business leaders on how the aims of existing 
regulation could be fulfilled in the least burdensome way possible. The outcomes of the Challenge led 
to the development of the first iteration of the OIOO approach, the central aims of which were to: 

• Remove or simplify existing regulations that unnecessarily impede growth; 

• Reduce the overall volume of new regulation by introducing regulation only as a last resort; 

• Improve the quality of any remaining new regulation; and 

• Move to less onerous and less bureaucratic enforcement regimes where inspections are 
targeted and risk-based. 

The implementation of the UK’s OIOO approach was set out by the publication of guidelines39. These 
guidelines detailed in practical terms how the OIOO was to be implemented via a three-stage process: 
(i) conduct an initial assessment of the net cost to business of complying with any proposed regulation 
(i.e. assess the ‘in’); (ii) validate the initial assessment by the independent Regulatory Policy Committee; 
and (iii) identify and implement a suitable deregulatory measure that relieves business of the same net 
cost (i.e. the ‘out’). Subsequently, the OIOO approach was replaced by the ‘one in, two out’ (OI2O) 
approach by the UK central government in 2013 before being again updated to the ’one in, three out’ 
(OI3O) mechanism in March 2016, with the aim of cutting an additional £10 billion of regulatory 
burden. Interestingly, from an operational perspective, regulatory burden relief was achieved by 
making compliance less costly (e.g. by streamlining reporting processes) rather than by removing 
existing regulatory requirements. Moreover, the experience of the OIOO in the UK revealed that most 
of the burden was offset by discarding a small number of laws. 

However, despite this initial success, the UK discontinued the use of the OIXO40 mechanism in 2017, 
noting that although the OI2O and OI3O approaches offer several advantages from an economic 
growth perspective (e.g. by emphasising the need for balanced and business-friendly regulation 
among regulators and policy-makers), they may not be consistent with achieving the UK’s climate 
change goals (known as Net Zero)41. This discontinued use is further explored in the first case study on 
the sustainability of regulatory offsetting mechanisms (Annex 2).  

In addition, a report from the UK’s National Audit Office in 2016 identified several methodological and 
operational weaknesses, concluding that the scheme had made limited progress in reducing 
regulatory costs years after its launch. The UK’s National Audit Office also concluded that cost estimates 
                                                             
36  UK Government, 2011, One-in, One-out: Statement of New Regulation. Available at: https://assets.publishing.service.gov.uk/ 

government/uploads/system/uploads/attachment_data/file/31617/11-p96a-one-in-one-out-new-regulation.pdf. 
37  OECD, 2016, UK Red tape challenge. Available at: https://www.oecd.org/gov/regulatory-policy/GBR-Red-Tape-Challenge.pdf. 
38  UK Government, 2011, Red Tape Challenge. 
39  UK Government, 2011, One-in, One-out: Statement of New Regulation. 
40  OIXO is the acronym used to refer to any regulatory offsetting mechanisms where the ‘out’ can vary. 
41  UK Regulatory Policy Committee, 2022, Government responds to the Better Regulation Framework consultation. Available at:  

https://rpc.blog.gov.uk/2022/02/07/government-responds-to-the-better-regulation-framework-consultation/. 
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https://rpc.blog.gov.uk/2022/02/07/government-responds-to-the-better-regulation-framework-consultation/


Application of the ‘One in, one out’ approach – and its impact on businesses 
 

 24  PE 754.202 

were often inaccurate and that regulators also tended to disregard wider social and economic impacts 
when their work was constrained by a regulatory offsetting mechanism42. 

In the EU, several Member States have implemented OIOO-type mechanisms in recent years. Indeed, 
in the early 2010s many Member States became increasingly worried about the negative impact of 
over-regulation and launched so-called ‘Cutting Red Tape’ strategies. These strategies featured several 
tools such as regulatory burden relief targets (e.g. in Germany, Hungary etc.) but also OIOO 
mechanisms as a way to ensure no additional burden was created as a result of law making. By 2019, 
Austria, Finland, France, Germany, Hungary, Italy, Latvia, Lithuania, Spain and Sweden had all put in 
place a form a regulatory offsetting mechanism to constrain their regulatory activities43. In addition, 
other Member States (e.g. Poland, Romania, Slovakia and Slovenia) were considering introducing 
similar mechanisms44.  

Figure 3, below, provides a map of the European countries in which OIXO mechanisms have been 
implemented or tested, before examples from France, Germany and Italy are presented in more detail. 

Figure 3: EU countries that have implemented OIXO mechanisms as of 2019. 

 
Source:  CEPS (2019) feasibility study of OIOO at EU level. 

In France, a regulatory freeze (‘gel de la réglementation’) was first introduced via the Circulaire of 17 July 
201345. At the outset, French central government departments were required to apply the OIOO 
principle by: (i) offsetting the increase in costs to businesses; and (ii) removing or (if not possible, 
achievable or desirable) simplifying an existing regulation when a new one was enacted. The French 
system also included costs to local governments and citizens within its scope. Subsequently, the 

                                                             
42  Golberg E. for The Regulatory Review, 2020, The Jury Is Still Out on One-In-One-Out. Available at:  

https://www.theregreview.org/2020/02/03/golberg-jury-still-out-one-in-out/.   
43  CEPS, 2019, Feasibility Study: Introducing ‘One-In-One-Out’ in the European Commission.  
44  CEPS, 2019, Feasibility Study: Introducing ‘One-In-One-Out’ in the European Commission. 
45  French law, 2013, Circulaire du 17 juillet 2013 relative à la mise en œuvre du gel de la réglementation. Available at:  

https://www.legifrance.gouv.fr/jorf/id/JORFTEXT000027721600. 

https://www.theregreview.org/2020/02/03/golberg-jury-still-out-one-in-out/
https://www.legifrance.gouv.fr/jorf/id/JORFTEXT000027721600
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approach was updated to maximise its impact, as it was deemed that it had failed to achieve its 
expected outcomes. The Macron government introduced a ‘one in, two out’ (OI2O) rule called the 
‘maîtrise du flux des textes réglementaires’ in 2017, similar to the UK example a few years prior. Moreover, 
an institutional body was tasked with overseeing the effective implementation of the regulatory 
offsetting mechanism (the central government’s General Secretariat). 

Germany introduced a OIOO mechanism in 2014 as part of a Bureaucracy Reduction and Better 
Regulation initiative. According to a CEPS study conducted in 201946, the introduction of the OIOO 
approach in Germany was positive, as a net reduction in the regulatory burden of around EUR 2 billion 
was reportedly achieved in 2015-2018. However, German authorities argued that the efforts to provide 
further regulatory burden relief were constrained by burdens imposed by EU legislation, as an 
additional burden of EUR 0.5 billion of EU origin had to be considered. Figure 4, below, shows the 
evolution of the regulatory burden on the German economy between 2015 and 2019, thereby 
highlighting the growing EU-induced regulatory burden on German businesses according to the 
Normenkontrollrat, the independent and permanent body tasked with reducing the administrative 
burden (similar to the role of the General Secretariat in France).47 

Despite its success, there have been criticisms levied against the German regulatory offsetting 
mechanism. More specifically, the German Industry and Trade Association (DIHK) voiced concerns by 
highlighting that stakeholder consultations involving businesses were often limited to a few days, that 
there was a lack of transparency in the methodology and that the limited scope of the scheme excludes 
costs such as one-off investment costs (also referred to as adjustment costs), which were argued to be 
the most burdensome for businesses48. 

  

                                                             
46  CEPS, 2019, Feasibility Study: Introducing ‘One-In-One-Out’ in the European Commission. 
47  National Regulatory Control Council (Normenkontrollrat), 2019, Annual Report 2019 of the National Regulatory Control Council – Less 

Bureaucracy, Better Legislation – Consider Practical Implementation, Make Results Tangible, Demand Progress. Available at:  
https://www.normenkontrollrat.bund.de/Webs/NKR/SharedDocs/Downloads/EN/Annual-Reports/Annual-Report-
2019.pdf?__blob=publicationFile&v=2 

48  Golberg E. for The Regulatory Review, 2020, The Jury Is Still Out on One-In-One-Out. 

https://www.normenkontrollrat.bund.de/Webs/NKR/SharedDocs/Downloads/EN/Annual-Reports/Annual-Report-2019.pdf?__blob=publicationFile&v=2
https://www.normenkontrollrat.bund.de/Webs/NKR/SharedDocs/Downloads/EN/Annual-Reports/Annual-Report-2019.pdf?__blob=publicationFile&v=2
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Figure 4: Regulatory burden since the introduction of the OIOO mechanism in Germany. 

 
Source:  Normenkontrollrat (2019) Annual Report 2019. 

Italy has been applying its OIOO mechanism since 2011. Similar to the Commission’s OIOO approach, 
its scope encompasses both costs on citizens and businesses and the offsetting is conducted at the 
aggregate level on an annual basis. Put differently, the offsetting is carried out by reviewing the total 
amount of new burden created by all legislation enacted in a given year rather than on a case-by-case 
basis. 

As in the case of Germany, it has been reported that, overall, national-level OIOO approaches have 
generated positive outcomes, which would explain why several Member States and other 
stakeholders (including SME associations) supported the introduction of a OIOO principle as part of the 
European policy-making process49. Indeed, the European Council called on the Commission to consider 
the introduction of a OIOO approach on several occasions50. 

  

                                                             
49  CEPS, 2019, Feasibility Study: Introducing ‘One-In-One-Out’ in the European Commission. 
50  See for example European Council Conclusions of December 2014, May 2016, March 2018, November 2018 and May 2019.  
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 OIOO METHODOLOGY AND ITS IMPLEMENTATION 

3.1. Methodology for the OIOO approach 
The methodology for the OIOO approach is presented in Tool #59, Chapter 8 – ‘Methodologies for 
analysing impacts in impact assessments, evaluations and fitness checks’ of the BRG51. This tool is 
preceded by Tool #58 on the ’EU Standard Cost Model’, thereby indicating the importance of this Tool 
and of its underpinning methodology for the implementation of the OIOO approach. 

The methodology for the OIOO approach is structured around four key sections, namely: (i) the scope 
of the OIOO approach; (ii) the cost calculations needed; (iii) the application of the approach (including 
the offsetting of costs); and (iv) relevant references and supporting material, notably the methodology 
produced by the OECD. 

Regarding its applicability, the Commission’s methodology specifies that the OIOO approach does not 
cover proposals that entail negligible administrative costs for businesses and citizens in line with the 
proportionality principle. For these cases, costs may be negligible either because the proposal does 
not introduce obligations on businesses or citizens to a great extent or because the ‘ins’ and ‘outs’ in a 
                                                             
51  European Commission, 2021, Better regulation: guidelines and toolbox. 

This section sets out the findings from the technical assessment of the OIOO approach. It does so 
by first reviewing the methodology developed by the Commission and set out in the Better 
Regulation Guidelines and Toolbox. Overall, the methodology for the OIOO was found to draw from 
best practice particularly in terms of cost estimates (i.e. the Standard Cost Model) and from 
guidance issued by the OECD on OIXO mechanisms. However, there is limited information and 
guidance in terms of how the offsetting is to be achieved. 

In addition, this section reviews the OIOO pilot conducted by the Commission prior to officially 
launching the OIOO approach. The review of the pilot shows that this exercise allowed the 
Commission to test out its methodology and to draw lessons learned in terms of the operational 
issues that could emerge during implementation. However, there is limited detail with respect to 
the offsetting and therefore only limited conclusions can be made with respect to the effectiveness 
of the offsetting. Additionally, the follow-up to the pilot revealed a potential barrier to the effective 
implementation of the principle: co-legislator amendments introduced later in the legislative 
process that can distort the initial analysis presented in Commission Impact Assessments. 

Last, this section reviews the implementation of the OIOO approach by the European Commission 
since its entry into force in January 2022. This review was informed by an exhaustive mapping of 
Commission IAs to identify the legislative proposals that were subject to the OIOO approach. 
Overall, the analysis shows that, despite minor delays in the first quarter of 2022, the OIOO 
approach has been systematically considered in Impact Assessments by the Commission, albeit to 
different degrees. Moreover, the study considers the key information and insights contained in the 
Annual Burden Survey 2022, which offers a comprehensive overview of the first year of 
implementation of the OIOO approach. Overall, this latest analysis would suggest that a net burden 
reduction was achieved (i.e. more ‘outs’ were created than ‘ins’) in the first year of implementation 
of the OIOO approach, as all new regulatory costs could be effectively offset as a result of the new 
cost savings introduced. However, important gaps remain regarding the methodology 
underpinning this study and further reviews will be needed to fully ascertain the effects of the OIOO 
approach. 
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proposal offset each other. Conversely, ‘significant costs’ are defined by looking at the overall 
magnitude of the (primarily monetary) burden stemming from the obligations and related 
requirements, as well as the number of affected business and citizens (e.g. the impact on a large 
number of businesses, relevance for SMEs and micro businesses). 

In terms of its scope, the Commission’s OIOO approach includes costs on businesses and citizens 
but not on public authorities. Moreover, it includes two main types of costs: adjustment and 
administrative costs. This is in contrast to certain national-level OIOO schemes that only include 
administrative costs (e.g. in Germany). These costs are collectively referred to as direct compliance costs 
and are discussed below. 

As defined by the BRG, adjustment costs refer to the costs that are borne by businesses and citizens 
linked to investment or expenses to adjust their activity to comply with new regulatory requirements. 
Examples of adjustment costs include the upgrading of production lines, reducing damage to the 
environment, improving public health or raising the level of consumer or worker protection. While 
these measures may create initial costs in the short to medium term, they can also create new business 
opportunities and/or generate indirect benefits, such as a stronger level playing field in the Single 
Market. However, it should be noted that, in contrast to administrative costs (see below), adjustment 
costs are not fully offset by the Commission but are compensated to the greatest possible extent using 
EU funds among others. 

Administrative costs, on the other hand, are costs that are linked to the activities performed to comply 
with the administrative requirements included in the legal provisions. For example, new reporting 
requirements were introduced in the revision of EU rules concerning ozone layer protection, such as 
for production emissions and sales and purchases of ozone-depleting substances. This obliged 
businesses to conduct purely administrative activities, resulting in estimated administrative costs of 
EUR 0.1 million52. 

Importantly, it should be noted that the OIOO approach is well suited to identify and capture costs; 
however, benefits are often not reflected as accurately and systematically due to their (often) less 
tangible nature. As reported by the Commission during an interview conducted for this study, there is 
a certain degree of flexibility embedded within the implementation of the approach’s methodology 
regarding, for example, the introduction of specific costs that may be burdensome in the short-term, 
but that may nevertheless be needed and expected to result in larger societal benefits in the longer 
term53. As a result, the implementation of the OIOO approach’s methodology seems to also be driven 
in part by discretionary political choices linked to regulatory needs. 

To facilitate the calculation of administrative costs, the Commission has developed a OIOO calculator 
based on the EU Standard Cost Model. Feedback from the Commission’s Secretariat-General indicates 
that the calculator was designed to facilitate the aggregation of costs and support the analysis 
presented in the Annual Burden Survey 2022. More specifically, the tool was designed to be an internal 
and user-friendly interface to facilitate the implementation of the EU Standard Cost Model, supported 
by other public-facing outputs54. 

                                                             
52  European Commission, 2022, Annual Burden Survey 2021. Available at: https://commission.europa.eu/publications/annual-burden-

survey_en. 
53  Interview with the Secretariat-General of the European Commission, 20 July 2023. 
54  Interview with the Secretariat-General of the European Commission, 20 July 2023. 

https://commission.europa.eu/publications/annual-burden-survey_en
https://commission.europa.eu/publications/annual-burden-survey_en
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In addition, the Commission created checklists to identify and calculate both adjustment and 
administrative costs. The table below sets out the steps to be taken to estimate these costs as defined 
by the BRG. 

Table 1: Commission’s checklist for the identification and calculation of adjustment and 
administrative costs. 

Steps for estimating adjustment costs Steps for estimating administrative costs* 

1. Identify substantive requirements that 
legislation (in line with the preferred 
option) will impose on citizens and/or 
businesses. 

1. Identify and classify additional 
administrative obligations and obligations 
eliminated. 

2. Estimate the number of businesses and 
citizens who will be affected by the 
proposal. 

2. Identify any required complementary action 
(e.g. staff training). 

3. Estimate the adjustment net costs for a 
‘normally efficient business’ or citizen. 

3. Identify target group (i.e. segmentation). 

4. Estimate the ‘business as usual’ factor. 4. Identify the frequency of required action. 

5. Consider special groups (SMEs, micro 
businesses etc.). 

5. Identify required and relevant cost 
parameters. 

6. Estimate adjustment costs for every 
substantive requirement. 

6. Assess the number of entities that will be 
affected. 

7. Estimate whether adjustment costs are 
likely to change over time (i.e. correct for 
digitalisation). 

7. Assess the performance of a ‘normally 
efficient entity’. 

8. Sum up and extrapolate, if necessary. 8. Assess ‘business as usual’ costs and 
extrapolate data to EU level. 

Source:  Better Regulation Toolbox, * based on Tool #58 ‘EU Standard Cost Model’. 

In terms of the offsetting, the methodology provides for a certain degree of flexibility. Indeed, 
while the aim is to offset costs in the same policy areas, in line with the six ‘headline ambitions’ outlined 
in the Commission’s Work Programme, flexibility is also allowed to offset costs in different policy areas 
in certain limited circumstances. This stems from the need to ensure all policy areas can meet their 
regulatory needs. For instance, some policy areas are comparatively small relative to other more 
established policy areas and, as such, offsetting in the same policy area may undermine the regulatory 
needs and goals currently being pursued by the Commission. This is why the possibility of ‘trading’ 
between policy areas was envisaged and introduced with the aim of striking a balance between the 
need for regulation and the need to alleviate the regulatory burden. Section 3.3 illustrates a practical 
example of how trading across policy areas was used to ensure costs ‘in’ created by the Green Deal 
policy area were effectively offset by cost savings and ‘outs’ in other policy areas. 

Furthermore, the Commission’s Secretariat-General provided additional insights with respect to the 
offsetting. First, that the offsetting is achieved at the aggregate level (i.e. across all policy areas) 
and on an annual basis. In practical terms, this was reported to be achieved by: (i) aggregating the 
new costs; (ii) taking into consideration savings achieved by the benefits brought by the new Acts, and 
ultimately (if needed) by; (iii) offsetting in the same or across policy areas. Flexibility has been added to 
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the system to allow for data limitations and gaps with respect to the cost estimates, given the 
methodological challenges and dependence of the Commission on national-level data from businesses 
and public authorities. Subsequently, the data is collated on a yearly basis using the OIOO calculator 
and a value is produced for each policy area. The Commission also noted that it periodically monitors 
(e.g. every 2-3 months) the costs being brought in by new pieces of legislation to ensure the offsetting 
can be effectively achieved in a given year55. 

In reviewing the Commission’s methodology for the OIOO approach, it is important to take stock of a 
number of good practices drawing from previous experience at the national level and academic 
research. Noting that a growing number of member countries have been interested in implementing 
a OIOO or similar regulatory offsetting mechanisms, the OECD produced guidance to this end. In its 
guidance, the OECD recognised the challenges faced by implementers of such mechanisms and 
recommended that, to maximise the effectiveness and overall impact of the principle, the following 
recommendations should be followed56: 

• Ensuring a solid methodology for calculating regulatory costs; 

• Linking the responsibility for finding offsets to the ‘owners’ of regulation; 

• Setting up quality oversight mechanisms; 

• Securing strong political commitment and support; and 

• Implementing regulatory offsetting as a complement to other regulatory management tools. 

With respect to the first bullet point, the Standard Cost Model is a methodology that has been in use 
for over 20 years. It is the most widely applied methodology for measuring costs and has been 
endorsed by the OECD among others. The methodology underpinning the Standard Cost Model is an 
activity-based measurement of the compliance costs put on businesses. While the methodology is the 
gold standard and does capture a large share of the regulatory burden on businesses, it does not 
capture indirect costs. This may be an issue for businesses and SMEs that are not legally subject to 
regulatory obligations, but which are de facto subject to these same obligations. For instance, this can 
occur when an economic actor that is subject to new obligations requests that all suppliers in their 
supply chains comply with the regulatory requirements (e.g. reporting requirements). This issue is 
explored further by the third case study on the impact of indirect costs on the retail and wholesale 
sector presented in Annex 2.  

In terms of the second bullet point (i.e. linking the responsibility for finding offsets to the ‘owners’ of 
regulation), the BRG and Toolbox establish the governance of the OIOO approach in the wider context 
of the IA process, while also explicitly stating the ‘offsetting hierarchy’ in Tool #59. Responsibility is 
shared between individual DGs and the Secretariat-General. When preparing an IA, the responsible 
DG is required to consider not only the costs and benefits of the intervention under examination, but 
also the inclusion of mechanisms to simplify or reduce the administrative burden stemming from the 
intervention, and the scale of such burden reduction. The Secretariat-General is then responsible for 
bringing these data together at the overarching level, as well as monitoring and analysing the balance 
between ‘ins’ and ‘outs’ to ensure effective offsetting is achieved. 

With respect to the third bullet point, the Regulatory Scrutiny Board (RSB) was identified to consider 
the OIOO approach in its appraisals of IAs. Moreover, the Secretariat-General reviews the quality of the 

                                                             
55  Interview with the Secretariat-General of the European Commission, 20 July 2023. 
56  OECD, 2019, One-In, X-Out: Regulatory offsetting in selected OECD countries. Available at: https://www.oecd-ilibrary.org/governance/one-

in-x-out-regulatory-offsetting-in-selected-oecd-countries_67d71764-en. 

https://www.oecd-ilibrary.org/governance/one-in-x-out-regulatory-offsetting-in-selected-oecd-countries_67d71764-en
https://www.oecd-ilibrary.org/governance/one-in-x-out-regulatory-offsetting-in-selected-oecd-countries_67d71764-en
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data provided by individual DGs in their IAs and broader regulatory work according to interview 
feedback. 

For bullet points four and five, it seems there is a strong political commitment within the Commission 
to support the implementation of the OIOO approach despite the challenges it raises, 
methodologically but also practically in terms of the increased burden on Commission services. 
Concerning the existence of other regulatory management tools, Section 2.2, provides examples of 
important regulatory management tools, such as REFIT and the SME Test, that exhibit a high degree of 
complementarity with the OIOO approach. 

As such, the methodology underpinning the OIOO approach and its broader context can be said to be 
in line with best practice identified by the OECD. 

The next section reviews the pilot undertaken by the Commission to test the OIOO approach before its 
formal adoption. 

3.2. Review of the OIOO pilot 
Prior to being formally introduced in November 2021, the Commission carried out a pilot project on 
the OIOO approach in the second half of 2021. Ten legislative proposals covering a broad range of 
policy areas, impacting different sectors and stakeholders were included in the pilot57. Table 2, below, 
provides an overview of the proposals that were included in the Commission’s pilot project and the 
associated regulatory burden identified. 

Table 2: Legislative proposals within scope of the pilot project on the OIOO approach. 

EU legislative proposal COM reference Policy area Identified regulatory 
burden 

Solvency II COM/2021/581 
final 

Single Market / 
consumer 
protection  

• Recurrent costs:  
EUR -217.2m 

Ozone layer protection 
(Revision of EU rules)  

COM/2022/151 
final 

Environment  • Recurrent costs:  
EUR -0.1m 

Review of EU rules on 
fluorinated greenhouse gases 

COM/2022/150 
final 

Environment • Recurrent costs:  
EUR 5.7m 

• One-off costs:  
EUR 3m 

Revision of the industrial 
emissions Directive and the 
European pollutant release 
and transfer register 
Regulation 

COM/2022/156 
final 

Environment • Recurrent costs:  
EUR 130.8m 

• One-off costs:  
EUR 1.95bn 

Revision of the energy 
performance of buildings 
Directive 

COM/2021/802 
final 

Environment • One-off costs:  
EUR 8.15bn 

                                                             
57  European Commission, 2021, Better regulation: guidelines and toolbox. 
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EU legislative proposal COM reference Policy area Identified regulatory 
burden 

Revision of the EU legislation 
on blood, tissues and cells 

COM/2022/338 
final 

Public health  • Recurrent costs:  
EUR 15.9m 

• One-off costs:  
EUR 0.58m 

Digitalisation of visa 
procedures 

COM/2022/658 
final 

Migration and 
home affairs  

No OIOO 
administrative costs 

Revision of Regulation on EU 
guidelines for the 
development of the 
trans‑European transport 
network (TEN-T) 

COM/2021/812 
final 

Trans-
European 
networks  

• Recurrent costs:  
EUR 0.9m 

Revision of the design 
protection Directive and the 
design protection Regulation 

COM/2022/667 
final 

Single Market  No cost estimates 
provided. However 
early assessment 
suggests reduction of 
recurrent costs of 
around EUR 2m 

Review of the marketing 
standards framework for 
fishery and aquaculture 
products 

COM/2023/101 
final 

Fisheries  No cost estimates 
provided. 

Source:  Annual Burden Survey 2021. 

The main aim of the pilot was to test the overall OIOO approach by implementing its methodology 
and identifying/calculating costs. Overall, the outcomes of the pilot were deemed to be positive by the 
Commission in terms of the effectiveness of its methodology, even though no offsetting was realised 
as part of the pilot58. Moreover, the Commission identified the following lessons learned in terms of 
Better Regulation59: 

• The Commission significantly strengthened its working methods by changing practices 
towards increased quantification and improvement of cost estimates. 

• Designing the OIOO calculator was done in a consistent and flexible manner to cater for 
different situations faced. 

• Working on a positive interplay between the OIOO approach and REFIT allowed to 
comprehensively cover costs and beneficiaries in the overall reporting of the annual burden 
survey. 

• Ensuring to the greatest possible extent compensation of adjustment costs and a 
quantification of wider benefits is key to avoiding unbalanced discussions. 

• Including one-off administrative costs that are to be offset together with recurrent 
administrative costs. 

                                                             
58  European Commission, 2022, Annual Burden Survey 2021. 
59  European Commission, 2022, Annual Burden Survey 2021. 
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• Ensuring the costs and cost savings relevant for ‘one in, one out’ were clearly presented in IAs 
required adaptation of the IA template. 

In Annex 3, a summary of the pilot exercise undertaken by the Commission is provided, as well as a 
follow-on review since the pilot’s results were published in the Annual Burden Survey 2021 (published 
in August 2022).  

Overall, it should be noted that, at the time of writing, only one of the proposals has been adopted.60 
As such, it is still premature to provide an assessment of the effectiveness of the pilot, particularly with 
respect to the offsetting. While the pilot demonstrated how the OIOO approach could be applied 
across a wide range of policy areas, several issues should be noted. 

First, as previously highlighted, applying the approach revealed that there is an imbalance towards 
the identification and quantification of costs rather than the benefits of legislation. Indeed, for 
most of the selected proposals, cost estimates were provided; however, benefits were rarely quantified. 
Moreover, costs sometimes can be presented in ranges, which can make it difficult to aggregate costs 
across initiatives and subsequently offset those costs through savings and offsetting provisions. 

Second, the Annual Burden Survey 2021, which contains the results and findings from the pilot, 
provided little detail in terms of how the offsetting is to be achieved. This was justified by the fact 
that the pilot’s aim was not to achieve effective offsetting against the sampled proposals, while noting 
that a full analysis of the offsetting would be provided in the 2022 version of the Annual Burden 
Survey61. The Annual Burden Survey 2022, published in September 2023, details that the approach of 
the Commission is not to remove mechanically one legal Act when introducing a new one, but rather 
to estimate costs and savings stemming from legislative proposals. Full scrutiny of the pilot is not 
emphasised again in the 2022 version of the Annual Burden Survey, which analyses a larger pool of IAs 
applying the OIOO approach. However, it is noted that, since the pilot has ended, and following 
difficulties in classifying different cost categories, the Commission revised the IA template to facilitate 
a clear presentation of costs and benefits.  

Third, the pilot revealed the need for internal capacity building within the Commission. This is an 
issue that was recognised in the Annual Burden Survey 2021 as a lesson learnt from the exercise. The 
Commission indicated in this report that its Secretariat-General would provide a series of training and 
information sessions to DGs to raise awareness on this new horizontal regulatory approach, its 
underpinning methodology for the identification of costs and the offsetting mechanism, including 
through the Commission’s internal OIOO calculator. In the 2022 version of the Annual Burden Survey62, 
it is mentioned that the pilot was a ‘paradigm change’ that triggered the provision of additional 
training for staff and raised awareness on the costs linked to regulation and the important role of the 
OIOO approach in minimising those costs. 

Fourth, importantly the follow-up to the OIOO pilot conducted for the purposes of this study 
highlighted that significant changes can be made to proposals put forward by the Commission, 
after the proposal stage. Amendments introduced by European co-legislators (i.e. the Parliament and 
Council) can be substantive and therefore alter the initial cost estimates provided in European 
Commission IAs. While amendments do not always lead to higher costs, there is limited consideration 

                                                             
60  As of December 2023, only the proposal for a Regulation as regards the digitalisation of the visa procedure has been adopted. Available 

at: https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A52022PC0658. 
61  European Commission, 2023, Annual Burden Survey 2022. Available at: https://commission.europa.eu/publications/annual-burden-

survey_en. 
62  European Commission, 2023, Annual Burden Survey 2022. 

https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A52022PC0658
https://commission.europa.eu/publications/annual-burden-survey_en
https://commission.europa.eu/publications/annual-burden-survey_en
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of the impact of these changes on costs, which is an important issue to bear in mind with respect to 
the overall effectiveness of the EU OIOO approach in the future. 

3.3. Implementation of the OIOO approach 
A mapping of all the IAs since the OIOO approach was included in the updated BRG and Toolbox in 
November 2021 was undertaken. During the period November 2021 to mid-June 2023, a total of 116 
legislative proposals accompanied by an IA or supporting analysis were identified through the 
Commission’s Work Programme and reviewed (see Annex 1 for a full list). However, following interview 
feedback from the Commission’s Secretariat-General, the scope was reduced to 1 January 2022 until 
19 June 2023 (when this study was conducted) as this is the timeframe within which the mechanism 
has been in force. 

During that time, a total of 93 IAs related to these proposals were published. Of those, 57 (61%) 
applied or considered the OIOO approach to some extent. In this context, an IA is judged to have 
explicitly applied the OIOO approach when it contains: (i) a dedicated section within the main body of 
the IA report that explains how the OIOO approach has been applied and the results; and (ii) reference 
to the OIOO approach within the cost and benefit summary tables presented in Annex 3 (Who is 
affected and how?). An IA has ‘considered’ the OIOO approach when there is no dedicated section 
within the IA report, but the OIOO is considered within the Annex 3 tables. If neither of these conditions 
are met, the IA is judged to have not explicitly applied the OIOO approach63. 

As can be seen in the below figure, there was limited application of the OIOO approach in Q1 of 2022 
(1 of 10 IAs, 10%). This was primarily due to the fact that IAs take time to conduct (often 6-12 months) 
and time was needed following the inclusion of the OIOO approach in the BRG and Toolbox for it to be 
applied and communicated in published IAs. 

Nevertheless, from the second quarter of 2022 through to June 2023, the OIOO approach has 
been applied or considered in most Commission IAs (67.5%, 56 of 83 IAs). This figure increases to 
80% (52 of 65) when considering Q3 2022 onwards. The chart below (Figure 5) demonstrates the 
application of the principle across this timeline. 

                                                             
63  It should be noted that the IAs that have not ‘applied’ the OIOO approach under these criteria have likely still considered the costs and 

benefits stemming from the initiative under examination and have therefore been included in the Commission’s Annual Burden Survey 
2022 analysis. 
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Figure 5: Number of Commission IAs that considered the OIOO approach: 1 January 2022 to 
19 June 2023. 

 
Source:  CSES own elaboration. 

The first IA to formerly consider and apply the OIOO approach was published on 30 March 2022 and 
accompanied the proposal for a Regulation for the harmonisation of the marketing of construction 
products64. The IA underpinning this proposal was developed by DG GROW. Subsequently, in May 
2022, three proposals either ‘considered’ or ‘fully applied’ the OIOO approach. These were proposals 
from DG HOME65, DG JUST66 and DG TAXUD67. 

Additionally, there are notable differences in the number of pieces of legislation being developed 
across different Commission DGs. Indeed, DG GROW has produced the largest number of IAs (15) in 
the period within scope, followed by DG JUST (12), DG HOME (9) and DG ENV (8). Conversely, seven 
DGs have published two or fewer proposals and IAs in the period January 2022 to mid-June 2023 (DG 
AGRI and DG EMPL with 2; DG DEFIS, DG DIGIT, DG ENER, DG TRADE and Eurostat with 1). 

The below table provides an overview of the number of proposals and the application of the OIOO 
approach by DG. 

  

                                                             
64   European Commission, Proposal for a Regulation of the European Parliament and of the Council laying down harmonised conditions for 

the marketing of construction products, amending Regulation (EU) 2019/1020 and repealing Regulation (EU) 305/2011 (COM/2022/144 
final), 2022. Available at: https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=COM:2022:144:FIN. 

65  European Commission, Impact Assessment accompanying the proposal for a Regulation of the European Parliament and of the Council 
laying down rules to prevent and combat child sexual abuse, 2022. Available at: https://eur-lex.europa.eu/legal-
content/EN/TXT/?uri=CELEX%3A52022SC0209. 

66  European Commission, Impact Assessment accompanying the proposal for a Directive of the European Parliament and of the Council 
amending Directive 2011/83/EU concerning financial services contracts concluded at a distance and repealing Directive 2002/65/EC. 
Available at: https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=CELEX%3A52022SC0141. 

67  European Commission, Impact Assessment accompanying the proposal for a Council Directive on laying down rules on a debt-equity 
bias reduction and on limiting the deductibility of interest for corporate income tax purposes, 2022. Available at: https://taxation-
customs.ec.europa.eu/system/files/2022-05/SWD_2022_145_1_EN_impact_assessment_part1_v3.pdf.  
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Table 3: Summary of the application of the OIOO approach by European Commission DGs: 1 
January 2022 to 19 June 202368 

Directorate-General 2022 2023 Total 

Not explicitly 
applied 

Yes, applied / 
considered 

Not explicitly 
applied 

Yes, applied / 
considered 

GROW 3 4 2 6 15 

JUST 5 4  3 12 

HOME 5 4   9 

ENV 3 5   8 

FISMA 1 3  3 7 

MOVE    7 7 

COMP 4 1  1 6 

CNECT 2 3  1 6 

SANTE 3 1  1 5 

TAXUD  3  2 5 

CLIMA 2 1  1 4 

AGRI 1   1 2 

EMPL  1 1  2 

DEFIS 1    1 

DIGIT  1    1 

ENER   1  1 

TRADE 1    1 

ESTAT    1 1 

Total 32 30 4 27 93 

Source:  CSES own elaboration. 

There are also variations with respect to the extent to which different Commission DGs have 
implemented the OIOO approach; however, these largely reflect the number of IAs produced by the 
DGs. As such, DG GROW is the DG that has applied the OIOO approach in the most cases, with 10 IAs 
where the OIOO was applied/considered. This is followed by DG JUST and DG MOVE (7 instances), DG 
FISMA (6 instances) and DG ENV (5 instances). 

In terms of quantitative results, the Annual Burden Survey 2022 contained key insights with respect 
to the implementation of the OIOO approach in its first year of implementation69. These are detailed 
below. 

First, according to the analysis carried out by the European Commission, the OIOO approach was 
fully and effectively applied in 2022. More specially, according to the estimates and calculations of 

                                                             
68  It should be noted that the Commission used broader policy clusters called ‘headline ambitions’ in its Annual Burden Survey. This point 

is further discussed in this section.  
69  European Commission, 2023. Annual Burden Survey 2022. 
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the European Commission in that year, over EUR 4.46 billion of new regulatory costs were introduced 
across all policy areas. However, according to the same analysis cost savings introduced by the same 
regulations led to an ‘out’ estimated to be EUR 11.78 billion, resulting in an anticipated net burden 
reduction in 2022 of EUR 7.31 billion70. 

Second, the Annual Burden Survey 2022 also revealed that the vast majority of legislative proposals 
led to compliance costs. More specifically, European Commission proposals were accompanied by 
administrative costs (57.6%, n=30 of 52) and/or adjustment costs (28.8%, n=15 of 52). Only seven 
(13.4%) out of 52 relevant proposals did not have any associated costs. The figure below summarises 
the key findings from the Annual Burden Survey 2022: 

Figure 6: EU regulatory burden and the application of the OIOO approach 

Source:  Annual Burden Survey 2022. 

Third, only a few proposals led to significant administrative costs and savings. Indeed, four 
initiatives were found to introduce significant costs and account for nearly 95% of the total new 
administrative costs. Similarly, with respect to the initiatives expected to remove administrative costs, 
two initiatives were reported to be responsible for nearly 90% of savings. As reported by the European 
Commission, this shows that the overall result of the OIOO offsetting approach largely depends on a 
small number of ‘costly’ initiatives. As such, the regular monitoring of the implementation of the OIOO 
approach helped identify these initiatives at an early stage and ensured that they received close 
attention during the policymaking process. The table below provides a few examples to illustrate the 
nature of these cost savings. 

  

                                                             
70  European Commission, 2023. Annual Burden Survey 2022. 
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Table 4: Examples of initiatives delivering key cost savings (Annual Burden Survey 2022) 
Key cost savings identified by the Annual Burden Survey 2022 

Two legislative proposals published in 2022 are expected to collectively account for nearly 90% of 
cost savings – the Commission reports net savings of up to EUR 10.43 billion annually over the 
next ten years. To illustrate the nature of these cost savings, these legislative proposals are set out 
below with their respective cost savings outlined. 

1- Interoperable Europe Act: EUR -5,748.2 million 

This legislative proposal was developed to strengthen cross-border interoperability and cooperation 
in the public sector across the EU71. Beyond the main target beneficiaries (i.e. public authorities at 
the national and regional level), businesses and citizens are also expected to be indirectly and 
positively affected by this proposal. 

More specifically, businesses interacting with public administrations online were argued by the 
proposal’s Impact Assessment to have the potential to benefit from a reduction in the time spent 
filling out administrative forms but also from enhanced availability of the information businesses 
need (e.g. to start a business, VAT rules and rates, open a branch, finding partners, standards in 
Europe, providing services abroad, resolving disputes, access to finance, and exchanges for new 
entrepreneurs)72. 

Moreover, businesses and SMEs involved in cross-border transactions are expected to benefit 
directly from the improved interoperability of digital public services (e.g. multilingual digital public 
services). 

2- Amendments to Regulation No 282/2011 as regards information requirements for VAT 
schemes: EUR -4,684.2 million 

This proposal is part of a broader legislative package known as the ‘VAT in the Digital Age initiative’ 
(ViDA)73. Among other changes, the legislative package will introduce real-time digital reporting of 
VAT information requirements based on e-invoicing that will provide Member States with relevant 
information needed to combat VAT fraud more effectively, especially carousel fraud. According to 
the Commission, the move to e-invoicing will help reduce VAT fraud by up to EUR 11 billion a year 
and bring down administrative and compliance costs for EU traders by over EUR 4.1 billion a year 
over the next ten years. 

Cost savings are derived from two sources. First, the Commission noted in its Impact Assessment 
that, despite the adjustment costs that this proposal will create (which are expected to be 
significantly higher for larger companies), administrative costs will be reduced as the process for 
reporting VAT information is further streamlined through digital means74. Second, as digital 
reporting obligations are harmonised at the EU level, this is likely to reduce the administrative 
burden derived from multiple divergent national obligations created by Member States. However, it 
should be noted that with respect to this last point, the Commission conceded in its Impact 

                                                             
71  European Commission, 2022, Interoperable Europe Act Proposal. Available at: https://commission.europa.eu/publications/interoperable-

europe-act-proposal_en. 
72  European Commission, 2022, Impact Assessment Report accompanying the proposal for a Regulation of the European Parliament and of 

the Council laying down measures for a high level of public sector interoperability across the Union. Available at:  
https://commission.europa.eu/system/files/2022-11/swd_2022_721_f1_impact_assesment_en_v3_p1_2253149.pdf. 

73  European Commission, 2023, VAT in the Digital Age. Available at:  https://taxation-customs.ec.europa.eu/taxation-1/value-added-tax-
vat/vat-digital-age_en. 

74  European Commission, 2023, Impact Assessment Report accompanying the proposal for a Regulation for a Council Implementing Regulation 
amending Implementing Regulation (EU), No 282/2011 as regards information requirements for certain VAT schemes. Available at:  
https://op.europa.eu/en/publication-detail/-/publication/6ae13d80-9af3-11ed-b508-01aa75ed71a1/language-en/format-PDF/source-
294389365. 

https://commission.europa.eu/publications/interoperable-europe-act-proposal_en
https://commission.europa.eu/publications/interoperable-europe-act-proposal_en
https://commission.europa.eu/system/files/2022-11/swd_2022_721_f1_impact_assesment_en_v3_p1_2253149.pdf
https://taxation-customs.ec.europa.eu/taxation-1/value-added-tax-vat/vat-digital-age_en
https://taxation-customs.ec.europa.eu/taxation-1/value-added-tax-vat/vat-digital-age_en
https://op.europa.eu/en/publication-detail/-/publication/6ae13d80-9af3-11ed-b508-01aa75ed71a1/language-en/format-PDF/source-294389365
https://op.europa.eu/en/publication-detail/-/publication/6ae13d80-9af3-11ed-b508-01aa75ed71a1/language-en/format-PDF/source-294389365
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Key cost savings identified by the Annual Burden Survey 2022 
Assessment that national obligations are not within its purview and, as such, harmonisation may not 
be achieved uniformly across the single market75. This example highlights the assumptions that can 
be made while developing and quantifying cost and cost saving estimates, and which may affect the 
validity and accuracy of these estimates. 

Source:  CSES own elaboration based on Annual Burden Survey 2022. 

Moreover, there are important findings from the European Commission’s analysis of the 
implementation of the OIOO approach across policy areas. Interestingly, and in line with stakeholder 
feedback, the ‘European Green Deal’ policy area was the only policy area where direct offsetting 
could not be achieved. Indeed, EUR 2.3 billion of new costs linked to environment policy goals were 
introduced while only EUR 0.3 billion of cost savings could be identified. As such, there is a EUR 1.9 
billion surplus in this policy area. 

However, the costs related to the Green Deal were largely offset by cost savings under other headline 
ambitions. The ‘Europe fit for the digital age’ and ‘An economy that works for people’ were the two 
areas which generated the largest amount of cost savings totalling EUR 10.9 billion (EUR 6 billion and 
EUR 4.8 billion, respectively). 

The table below (Table 5) provides a summary of the analysis of the application of the OIOO approach 
against the European Commission’s six headline ambitions. 

Table 5: Application of the OIOO approach across policy areas 

Policy areas by headline ambition Number of 
proposals 

INs (costs) OUTs 
(savings) 

NET 
(= INs - OUTs) 

[EUR MILLION/YEAR] 

A European Green Deal 15 2352.3 -387.4 1964.9 

A Europe fit for the digital age 13 1899.8 -6090.1 -4190.2 

An economy that works for people 9 85.9 -4862.3 -4776.4 

A stronger Europe in the world 0 0 0 0 

Promoting our European way of life 9 130.9 -377.3 -246.4 

A new push for European democracy 6 0.6 -63.9 -63.3 

Total 52 4469.4 -11780.9 -7311.5 

Figures are rounded. 

Source:  Annual Burden Survey 2022. 

However, it should be noted that, from a methodological perspective, it is difficult to provide an 
accurate quantitative analysis of the net burden reduction. This was recognised by the Commission 
in its Annual Burden Survey 2022: 

“The range of Commission proposals and types of costs and benefits themselves rarely makes it 
possible to give a single aggregate figure of expected costs and (even less so) of the benefits. Adding 

                                                             
75  European Commission, 2023, Impact Assessment Report accompanying the proposal for a Regulation as regards information requirements 

for certain VAT schemes. 
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a monetary value to quantifications is in most cases even more difficult to achieve or would involve a 
disproportionate use of resources”76. 

Indeed, as was found by this study, an analysis that deducts the ‘outs’ from the ‘ins’ faces important 
challenges that make this assessment difficult and arguably undesirable at this stage of the approach’s 
implementation. Specifically, aggregating ‘ins’ can be difficult as many IAs report costs in ranges. The 
Better Regulation Toolbox states that a single value will need to be reported by the Commission, noting 
that the average or median value should be used and the level of uncertainty indicated in the 
comments. Single values are reported for each initiative included within the Annual Burden Survey 
2022; however, it is not clear where the analysis has used an average or median value, as well as which 
of these values has been selected and why, while the level of certainty is also not reported. 

Furthermore, the identification of compliance costs and cost savings can be difficult in IAs where a 
preferred policy option has not been suggested. As different policy options have different cost 
implications, aggregating costs for these IAs is an important methodological challenge. Moreover, the 
Annual Burden Survey 2022 integrates costs and cost savings for legislative proposals that have not 
explicitly considered or applied the OIOO approach. 

An example of this lack of clarity on how the figures presented in IAs have been processed for the 
purposes of the Annual Burden Survey 2022 is the proposal for a Directive on Corporate Sustainability 
Due Diligence, published in February 2022. As one of the earliest proposals in the sample, the OIOO 
approach was not fully applied (i.e. it was not explicitly addressed within the IA in line with the above 
criteria), while no administrative costs were reported in the Annual Burden Survey 2022. 

However, the IA indicated significant costs stemming from the preferred combination of policy 
measures; specifically, Annex 3 notes that compliance costs for businesses would comprise EUR 1.13 / 
0.94 billion in one-off costs and EUR 2.37 / 1.72 billion in recurrent costs, with (partially monetised) 
trickle down costs expected for companies that are not within the scope of the proposed legislation 
but “belong to the value chain or group of a (large) company covered by the regulation”77. While the IA 
does not explicitly state whether these costs are administrative in nature, it is not clear why no 
administrative costs have been reported in the Annual Burden Survey 2022, particularly considering 
that business representatives interviewed for this study highlighted this piece of proposed legislation 
as potentially very burdensome. 

As a result, the data presented with the Annual Burden Survey should be interpreted with due 
consideration for the limited information on the precise methodology used for the assessment and 
aggregation of costs beyond the limitations usually associated with the Standard Cost Model. 

In addition, there is a lack of clarity regarding the sample of IAs covered by the Annual Burden Survey 
2022. While our analysis identified a total of 62 potentially relevant impact assessments published in 
2022, the Annual Burden Survey 2022 only covered 52. The Annual Burden Survey 2022 states that the 
OIOO approach “covers initiatives adopted in 2022 under the 2022 Commission work programme, earlier 
work programmes or other initiatives outside the work programme that are expected to give rise to 
significant administrative costs or savings and are accompanied by an impact assessment”. However, it is 
not clear in all cases how inclusion/exclusion decisions were made. For instance, initiatives such as the 

                                                             
76  European Commission, 2023, Annual Burden Survey 2022, p. 13. 
77  European Commission, 2022, Impact Assessment Report: Annexes Accompanying the Proposal for a Directive on Corporate Sustainability 

Due Diligence, SWD(2022) 42 final. Available at: https://eur-lex.europa.eu/resource.html?uri=cellar:c851d397-9584-11ec-b4e4-
01aa75ed71a1.0001.02/DOC_2&format=PDF. 

https://eur-lex.europa.eu/resource.html?uri=cellar:c851d397-9584-11ec-b4e4-01aa75ed71a1.0001.02/DOC_2&format=PDF
https://eur-lex.europa.eu/resource.html?uri=cellar:c851d397-9584-11ec-b4e4-01aa75ed71a1.0001.02/DOC_2&format=PDF
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Proposal for a Directive concerning urban wastewater treatment78, which was highlighted in Annex II 
of the Work Programme, and the Proposal on preventing and combating trafficking in human beings 
and protecting its victims79, which was not listed in the Work Programme, were not included. 

Another important point to bear in mind is, as noted by the European Parliament’s Impact Assessment 
Unit, there are also methodological issues in terms of the redefinition of policy areas in the Annual 
Burden Survey 2022 under broader ‘headline ambitions’, which follows the classification presented 
in the Commission's 2022 Work Programme. In practical terms, this may mean that there is more room 
for the Commission to ensure the offsetting is effectively achieved within these larger policy clusters. 
However, this may also constrain the ability to ensure adequate regulatory oversight is achieved, in 
particular considering the possibility of disproportionate impacts on certain business sectors. It is also 
not clear how each legislative initiative has been assigned to a ‘headline ambition’ when many could 
contribute to multiple goals. 

3.4. Application of the OIOO approach at policy area level 
This section provides an in-depth review of the application of the OIOO across different policy 
initiatives. Based on the findings from the IA mapping, the research selected relevant regulatory 
proposals developed by DG ENV, DG CONNECT, DG HOME and DG JUST. Table 6 provides an overview 
of the selected sample. 

Table 6: Overview of the proposed sample of IAs to be reviewed 

Proposal COM reference DG 

Amendments to Directives 2009/102/EC and (EU) 
2017/1132 as regards further expanding and upgrading 
the use of digital tools and processes in company law. 

COM/2023/177 final JUST 

Regulation on the collection and transfer of advance 
passenger information (API) for enhancing and facilitating 
external border controls. 

COM/2022/729 final HOME 

Proposal for a Directive of the European Parliament and of 
the Council concerning urban wastewater treatment 
(recast). 

COM/2022/541 final ENV 

Proposal for a Regulation of the European Parliament and 
Council on horizontal cybersecurity requirements for 
products with digital elements and amending Regulation 
(EU) 2019/1020 

COM/2022/454 final CONNECT 

Source:  CSES own elaboration. 

  

                                                             
78  European Commission, 2022, Proposal for a Directive concerning urban wastewater treatment. Available at: https://eur-

lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A52022SC0541&qid=1688462327036.  
79  European Commission, 2022, Proposal on preventing and combating trafficking in human beings and protecting its victims. Available at: 

https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A52022SC0425&qid=1689517180521.  

https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A52022SC0541&qid=1688462327036
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A52022SC0541&qid=1688462327036
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A52022SC0425&qid=1689517180521
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Below we provide the analysis against each selected legislative proposal and accompanying Impact 
Assessments. 

Proposal for a Directive amending Directives 2009/102/EC and (EU) 2017/1132 as regards further 
expanding and upgrading the use of digital tools and processes in company law 

Policy context: This proposal aims to amend the following two Directives: 

• Directive 2009/102/EC, which establishes rules applicable to single-member private limited 
companies and rules on the limitation of liability of the individual entrepreneur within the 
EU, thereby codifying and repealing the Twelfth Company Law Directive 89/667/EEC. 

• Directive (EU) 2017/1132 relating to certain aspects of company law. This law brings together 
most EU rules on company law in a single Directive, covering the formation, capital and 
disclosure requirements, and operations of limited liability companies. It has since been 
amended in certain areas by Directive 2019/1151 (on the use of digital tools and processes 
in company law); Directive 2019/2121 (on cross-border conversions, divisions and mergers); 
and Directive (EU) 2019/1023. 

A key objective of the EU legal framework on company law is to ensure the availability and 
accessibility of company data, through national business registers and via the business registers 
interconnection system (BRIS). However, as noted in the IA, “access to and use of reliable company 
information from business registers in cross-border situations is still hindered by barriers”80, including: 

• Insufficient availability of useful company data in national business registers and/or at EU 
level through the BRIS. 

• Lack of interconnection between BRIS and other EU-level interconnection systems, such as 
the beneficial ownership registers interconnection system (BORIS). 

• Inefficiencies in the reporting of company data when companies set up subsidiaries or 
branches in other Member States. More specifically, it is reportedly difficult or not possible 
to resubmit data already provided in one Member State in another, while burdensome 
formalities (e.g. need for certified translations) are still required in some cases. 

To address these challenges, this proposal aims to “enhance transparency and trust in the business 
environment, achieve more digitalised and connected cross-border public services for companies, easier 
cross-border expansion for small and medium-sized enterprises (SMEs) and more effective EU action 
against abuse and fraud, in turn, leading to a more integrated and digitalised single market”81. 

The specific objectives are to: (i) increase the amount and improve the reliability of company data 
available in business registers and accessible cross-border through BRIS; and (ii) enable direct use of 
company data available in business registers when setting up cross-border branches/subsidiaries 
and in other cross-border activities and situations. 

The measures proposed include: 

• Making information about partnerships and third country company branches available in 
BRIS, and making information about cross-border group structures and ownership as well as 

                                                             
80  European Commission, 2023, Impact Assessment Report Accompanying the Proposal for a Directive amending Directives 2009/102/EC 

and (EU) 2017/1132 as regards further expanding and upgrading the use of digital tools and processes in company law, SWD(2023) 178 
final, p.5. Available at: https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A52023SC0178&qid=1701180163626. 

81  European Commission, 2023, Executive Summary of the Impact Assessment Report, SWD(2023) 179 final. Available at: https://eur-
lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A52023SC0179&qid=1701180225086. 

https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A52023SC0178&qid=1701180163626
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A52023SC0179&qid=1701180225086
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A52023SC0179&qid=1701180225086
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Proposal for a Directive amending Directives 2009/102/EC and (EU) 2017/1132 as regards further 
expanding and upgrading the use of digital tools and processes in company law 

place of management and place of the main economic activity available in national registers 
and BRIS. 

• Connecting BRIS with BORIS and with Insolvency Registers Interconnection system (IRI), use 
of EUID (European unique company identifier) and new search functionalities in BRIS. 

• The obligation to check a harmonised list of elements and common basic procedural 
requirements for ensuring reliable and up-to-date data. 

• Once-only principle (no resubmission of company information) when a company from a 
Member State sets up subsidiaries or branches in other Member States, harmonised 
company extract, mutual recognition principle for certain company data and abolition of 
formalities (apostille). 

Affected stakeholders: The main stakeholders impacted by the proposed measures are companies, 
across all sectors, and national administrations, primarily including business registers, but also tax 
authorities, labour authorities and courts. Consumers would also be impacted through the 
achievement of various benefits. 

Review of cost estimates: The proposal would introduce one-off costs for businesses, as well as 
one-off and recurring costs for national administrations across the EU. They would be as follows: 

Businesses would not face any adjustment costs. Across the EU-27, national administrations, 
namely business registers, would face EUR 5.4 million in one-off costs to adapt the IT systems 
(approximately EUR 200,000 per Member State), as well as EUR 4 million in recurrent staff costs 
(e.g. to carry out ex-ante verification of company data). It is also likely that registers that charge 
access fees for company extracts could lose around EUR 7.9 million per year in revenue. 

Businesses would face one-off administrative costs of approximately EUR 311 million linked to the 
filing of information to the business register. However, these costs will only apply to companies that 
do not currently file such information. Across the estimated population of 14 million such 
companies, this equates to around EUR 22 per company. 

In addition, national administrations could face recurrent revenue losses of around EUR 9.5 million 
per year due to the abolishment of apostille (fees). 

Review of the application of the OIOO approach: The IA contains a summary of the application of 
the ‘one in, one out’ approach, as well as cost and benefit tables. The costs are as detailed above. 
While other opportunities for cost savings have been identified by the analysis (e.g. the reduction in 
administrative burdens for public authorities due to the abolishment of the apostille), the only cost 
savings that have been monetised relate to the ability for companies to make direct use of company 
data from business registers in cross-border situations. According to the analysis, this would provide 
recurrent administrative burden reduction for businesses of approximately EUR 437 million per year. 

In this context, it is concluded that the “very strong recurrent impact in terms of reducing administrative 
burden for companies” clearly outweigh the one-off costs to businesses associated with setting up 
the initiative. 

Costs EUR 311m one-off; no recurrent 
Benefits EUR 437m recurrent per year 
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Proposal for a Directive for the collection and transfer of Advance Passenger Information (API) for 
enhancing and facilitating external border controls 

Policy context: The proposal for a Regulation related to the collection and transfer of Advance 
Passenger Information (API) was designed with the policy aim of enhancing and facilitating external 
Schengen border controls, and thus preventing, detecting, investigating, and prosecuting terrorist 
offences and other serious crime. 

The use of API and Passenger Name Record (PNR) data was described by the Commission to be an 
effective tool for law enforcement authorities to detect terrorists and other serious criminals. More 
specifically, the operational goal of this proposal is to close the security gaps by allowing the joint 
processing of API and PNR data. Member State authorities will thus be able to confirm the identity 
of passengers and confirm whether passengers have travelled and boarded planes. 

The preferred option in this IA involves the collection of API data on extra-Schengen inbound flights 
(for external border management), on extra-EU inbound and outbound flights, intra-EU and 
domestic flights for law enforcement purposes. In addition, the obligation for air carriers to transmit 
a complete API data set using automated means would only apply for both external border 
management and for law enforcement purposes. Data transmitted would then be processed by the 
Passenger Information Units (PIU) in a systematic manner. PIUs are competent authorities in Member 
States for the prevention, detection, investigation or prosecution of terrorist offences and of serious 
crime. They were created via the PNR Directive (EU) 2016/681. 

Affected stakeholders: The stakeholders who will be primarily affected by this proposal are the 
airline industry and national authorities involved in law enforcement. Moreover, citizens would also 
be affected in an indirect manner, as their data would be handled differently compared to previous 
practices. However, the IA states that there will not be any additional costs for travellers. 

Review of cost estimates: As set out in the proposal’s IA assessment, there would be significant new 
one-off and recurrent costs added for airlines operating in the Single Market. They would be as 
follows: 

Adjustment costs: 

• One-off costs to adapt IT systems for the transmission of API data, estimated to be up to a 
total of EUR 75 million. 

• One-off costs for the capture of API data using automated means are estimated to be up to 
a total of EUR 50 million. 

Administrative costs: Recurrent costs for the transmission of API data on inbound, outbound, 
selected intra-EU and domestic flights to competent authorities, competent border authorities and 
Passenger Information Units in Member States, estimated to be around EUR 25.40 million per year. 

Review of the application of the OIOO approach: The IA identifies a number of benefits which 
would be created: 

• Reduced costs of transmitting inbound API data due to the router, which would constitute 
EUR 5.49 million recurrent cost savings for airlines. 

• Reduced costs of transmitting outbound API data due to the router, which constitute 
EUR 2.11 million recurrent cost savings for airlines. 
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Proposal for a Directive for the collection and transfer of Advance Passenger Information (API) for 
enhancing and facilitating external border controls 

• Reduction of fines as the result of mandatory collection of API data by automated means 
estimated to be potentially up to EUR 80 million. 

However, overall, it seems from the analysis of the IA that the costs would outweigh the monetary 
benefits. The table below provides a summary: 

Costs EUR 125m one-off; EUR 25.4m recurrent 
Benefits EUR 87.6m recurrent 
TOTAL After 1 year: EUR -37.4m; after 5 years: EUR 186m 

Moreover, this example illustrates, as is the case for many other regulatory proposals, the difficulty 
in quantifying and monetising the benefits of regulation and legislation. For instance, given that the 
goal of this proposal is to contribute to fighting crime and terrorism, this is an outcome which is 
difficult to monetise; however, it is undoubtedly an outcome which would yield significant social 
benefits such as the avoidance of terrorist attacks and potential ensuing casualties. 

 

Proposal for a Directive of the European Parliament and of the Council concerning urban 
wastewater treatment (recast) 

Policy context: The proposal for the recast of the Directive concerning urban wastewater treatment 
was designed with the policy aim of removing pollution from urban sources, thus contributing to 
Green Deal policy objectives and improving the level of governance of the sector. 

The current Urban Wastewater Treatment Directive (UWWTD), adopted in 1991, has led to a 
significant reduction in the release of pollutants, but it was deemed inadequate to address the new 
challenges posed by climate change, biodiversity loss, emerging pollutants and the circular 
economy. The proposal therefore aims to modernise the UWWTD by introducing new obligations 
and standards that reflect the latest scientific and technological developments. The proposal would 
require Member States to ensure that wastewater from all agglomerations above 2,000 people is 
collected and treated according to EU minimum standards, with stricter requirements for sensitive 
areas and advanced treatment for the removal of micro-pollutants. The proposal would also improve 
the control of pollution due to rainwater, promote water re-use and resource recovery, as well as 
enhance monitoring and reporting. 

The IA’s preferred option is based on a combination of measures that would achieve a high level of 
environmental protection while ensuring cost-effectiveness and proportionality. In addition, the 
preferred option was also argued to have the potential to result in significant benefits for water 
quality, ecosystems, human health and climate resilience, as well as economic opportunities for the 
wastewater sector. To cover treatment costs, a system of extended producer responsibility (EPR) 
targeting pharmaceuticals and cosmetics has also been envisaged.  

Affected stakeholders: The stakeholders who will be primarily affected by this proposal are the 
national and regional authorities that will be involved in the implementation and enforcement of 
the revised Directive. In addition, water and wastewater operators will be on the frontline as they 
will be directly affected. Additionally, citizens will be indirectly affected as they pay water tariffs and 
taxes to support the wastewater treatment sector. Finally, pharmaceutical and personal care 
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Proposal for a Directive of the European Parliament and of the Council concerning urban 
wastewater treatment (recast) 

products industries will have to set up new ‘Producer responsibility’ organisations and finance their 
operations. Other industries may also be affected indirectly. 

Review of cost estimates: As set out in the proposal’s IA assessment, there would be significant 
one-off and recurrent costs added: 

Adjustment costs were estimated at EUR 28.6 billion between the entry into force of the revised 
Directive and 2040, to cover the required investments needed to meet the new standards and reach 
energy neutrality. These costs are expected to be passed on by public authorities, as explained in 
section 7.2 of the IA: REFIT and ‘One in, One out’82. 

Administrative costs are mentioned briefly. The pharmaceutical and personal care products sectors 
are required to organise and finance the new system of producer responsibility to cover the costs 
related to advanced additional treatment for micro-pollutants (EUR 1.185 billion per year) and the 
related administrative costs (EUR 11.2 million per year). However, through simplifications and 
clarifications created within the proposal, businesses will benefit from new opportunities, essentially 
within innovation and research. 

Review of the application of the OIOO approach: The IA identifies a number of new costs, and the 
RSB mentions it in their comments (recurring and one-off investment costs). They are detailed 
previously.  

Administrative cost savings are mentioned briefly in Annex 3 of the IA. The digitalisation of 
national databases for reporting will bring potential savings, which will be compensated by 
additional costs due to reporting more parameters. Also, more modest savings are envisaged 
through more coherence reporting with E-PRTR (European Pollutants Release and Transfer Register). 

This example particularly illustrates the difficulties in quantifying costs, and more importantly, cost 
savings – a key feature of the OIOO approach’s offsetting mechanism in its first year of 
implementation. 

 

Cybersecurity Resilience Act 

Policy context: This proposal has been coined the ‘Cybersecurity Resilience Act' (CRA) and comes 
on the backdrop of growing cyber-attacks leading to an estimated global annual cost of cybercrime 
of EUR 5.5 trillion by 202183. In this context, it was found that hardware and software products suffer 
from two main weaknesses creating additional (and avoidable) costs for users of the European 
economy. 

This was argued to be the result of the current low level of cybersecurity, reflected by widespread 
vulnerabilities and the insufficient and inconsistent provision of security updates needed to address 
them. In addition, there is concomitant and insufficient understanding and access to information by 

                                                             
82  European Commission, 2022, Impact assessment accompanying the proposal for a Directive of the European Parliament and of the 

Council concerning urban wastewater treatment (recast), SWD(2022) 544 final. Available at: https://eur-lex.europa.eu/legal-
content/EN/TXT/?uri=celex%3A52022SC0541.  

83  European Commission, 2022, Proposal for a Regulation of the European Parliament and Council on horizontal cybersecurity requirements 
for products with digital elements and amending Regulation (EU) 2019/1020. Available at: https://eur-lex.europa.eu/legal-
content/EN/TXT/?uri=celex%3A52022PC0454.  

https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A52022SC0541
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A52022SC0541
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A52022PC0454
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A52022PC0454
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Cybersecurity Resilience Act 

users, preventing them from choosing products with adequate cybersecurity features or using them 
in a secure manner. In an ever more connected environment, a cybersecurity incident in one product 
can affect an entire organisation or a whole supply chain. This can lead to severe disruption of 
economic and social activities or even lead to potential risk to human life in some instances. 

Affected stakeholders: According to the proposal’s IA, the following stakeholders would be mainly 
affected by the initiative: 

• Software manufacturers; 

• Hardware manufacturers; 

• Importers of products with digital elements; 

• Distributers of products with digital elements; 

• End-users: including businesses, public authorities and consumers; 

• Market surveillance authorities; 

• Accreditation and notifying authorities; and 

• Notified bodies. 

However, it should be noted that the end-user category is potentially very broad as it would not only 
include national/regional authorities but also millions of businesses and consumers. 

Review of cost estimates: Overall, the preferred option would create compliance and 
enforcement costs for businesses, notified bodies and public authorities (including notifying, 
accreditation and market surveillance authorities). For software developers and hardware 
manufacturers, the new proposal is also expected to increase the direct compliance costs for new 
cybersecurity requirements, conformity assessment, documentation and reporting obligations, 
leading to aggregated compliance costs amounting to up to roughly EUR 29 billion for an 
estimated market value of products with digital elements of up to EUR 1,485 billion in turnover. End 
users, including business end users, consumers and citizens may face higher prices of products with 
digital elements. However, these should be seen against the background of the significant benefits 
described above. 

Review of the application of the OIOO approach: The IA fully considered and provided an analysis 
to support the implementation of the OIOO approach. Indeed, ‘ins’ and ‘out’ were clearly defined, 
identified and calculated. Overall, the cost savings that could be calculated within this IA were 
not large enough to fully offset the new costs. 

More specifically, first with respect to the ‘ins’, the IA noted the preferred option is likely to lead to 
an increase of compliance costs for businesses. In particular, hardware and software manufacturers 
will be impacted by adjustment costs as a result of the new and additional cybersecurity 
requirements and internal testing costs. Additionally, conformity assessment procedures involving 
a third party when placing products on the market and documentation requirements are also 
expected to lead to additional administrative costs. 

In total, the IA estimated that this initiative would lead to additional administrative costs of around 
EUR 8.9 billion ('in'), taking into account business-as-usual costs. The one-off administrative costs 
were estimated to be around EUR 7.6 billion with recurrent costs of EUR 1.3 billion. 
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Cybersecurity Resilience Act 

With respect to the ‘outs’, the IA’s analysis stated that administrative costs should be offset with 
removed administrative costs linked to the initiative. More specially, administrative cost savings 
were estimated to represent approximately EUR 6.95 billion. Administrative costs savings were 
reported to be related to two main sources. First, the initiative will facilitate compliance with 
administrative costs related to supply chain management under the upcoming NIS2 Directive. 
Second, the initiative was argued to be a significant contributor to preventing the fragmentation of 
rules at national and EU level related to the cybersecurity of products with digital elements; however, 
the benefits associated with reduced fragmentation could not be quantified. 

The table below provides a summary of the OIOO approach in the context of the CRA: 

 One-off Recurrent 
Cost savings 
derived from 
compliance with 
NIS2 obligations  

By company: 0.5 FTE (on average EUR 
33,280) for Network and Information 
Security (NIS) entities. 
Aggregated average: EUR 3.65 billion. 

By company 1-2% additional ICT 
security spending, for NIS entities 
(around EUR 30,000 by company, 
taking an average of 1.5%). 
Aggregated average: EUR 3.3 
billion. 

Administrative 
costs 

Aggregated average: EUR 7.6 billion. Aggregated average: EUR 1.3 
billion. 

Total 
administrative 
burden  

Net costs of EUR 3.95 billion. Net cost savings of EUR 2 billion. 

 

Overall, the policy-level analysis has illustrated a range of findings with respect to the practical 
implementation of the OIOO approach. 

First, it revealed that IAs provide detailed analysis with respect to the costs that are expected to be 
created by new legislative proposals. As was reported by the Parliament’s Impact Assessment Unit, 
there has been a marked increase in the number of European Commission impact assessments that 
have quantified and monetised costs since the introduction of the OIOO approach. 

Second, there is an inherent difficulty in identifying all relevant affected stakeholders, particularly 
those that are indirectly affected. For example, the CRA has a number of targeted stakeholders that will 
be directly affected by the new proposal (e.g. hardware and software manufacturers); however, the 
trickle-down effects of the proposal are also likely to affect important numbers of other businesses and 
consumers both in a negative (e.g. increased costs) and a positive way (e.g. better functioning digital 
products). 

Third, the analysis highlighted the methodological difficulties in quantifying and monetising both 
costs and benefits. For instance, in the case of the CRA, the benefits linked to the decreased levels of 
fragmentation at the national level with respect to cybersecurity rules could not be quantified given 
their intangible nature. Moreover, in the case of the API Directive, monetising the impact of the non-
emergence of terrorism events is similarly a dimension which cannot be adequately captured despite 
its important societal benefits. 
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For costs, the generation of assumptions and the context of methodological caveats and limitations 
are clearly vital in both the calculation and interpretation of cost estimates. For instance, given a lack 
of precise publicly available data, the estimation of the number of products to be affected by the CRA 
has been based on the “assumption of one product per manufacturer”84, which is recognised by the IA as 
an underestimation. 

  

                                                             
84  European Commission, 2022, Impact Assessment Report Accompanying the proposal for a Cyber Resilience Act, SWD(2022) 282 final, Part 1/3, 

p.39. Available at: https://eur-lex.europa.eu/resource.html?uri=cellar:af2401a4-34e9-11ed-9c68-01aa75ed71a1.0001.02/DOC_1& 
format=PDF. 

https://eur-lex.europa.eu/resource.html?uri=cellar:af2401a4-34e9-11ed-9c68-01aa75ed71a1.0001.02/DOC_1&format=PDF
https://eur-lex.europa.eu/resource.html?uri=cellar:af2401a4-34e9-11ed-9c68-01aa75ed71a1.0001.02/DOC_1&format=PDF
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 IMPACT OF OIOO AND STAKEHOLDER FEEDBACK 

4.1. Identification and assessment of (early) impacts 
Overall, it is difficult to assess the impact of the OIOO approach at this stage of its implementation, 
particularly in quantitative and monetary terms. This is primarily because the mechanism has not been 
in force long enough for the legislative interventions to be adopted, enacted and for impacts to be 
realised. There is a certain latency between the moment the offsetting is achieved in theory (i.e. within 
IAs) and measurable impacts on SMEs in terms of their competitiveness (i.e. following adoption and 
implementation of the proposed legislation). However, with respect to the early impacts of the OIOO 
approach, a few findings can be noted. 

First, the introduction of the principle has resulted in a more systematic and increased commitment 
to cost quantification (primarily within the Commission), and in turn, an increased awareness of the 
costs stemming from EU regulation. This was a central argument for the introduction of the OIOO 
approach in national level examples (e.g. Germany and the UK among others). Interview feedback from 
the Commission’s Secretariat-General suggests that the OIOO approach has been effective in creating 
strong incentives for the Commission to continue its wider efforts to: (i) avoid the introduction of 
unnecessary and avoidable new costs; (ii) identify and implement opportunities for regulatory 
simplification, and reduce the existing regulatory burden; and (iii) develop policy options for new 
regulation that also introduce benefits in terms of cost savings. 

In addition, the introduction of the OIOO approach has generated a signalling effect to European 
SMEs and businesses, particularly in terms of future EU policy-making orientations. The perceptions 
of consulted SME associations of the approach are generally positive, considering its added value and 
role in preventing an increase of the existing burden. Moreover, the OIOO approach is an addition to 
the Better Regulation Agenda that complements pre-existing, long-standing initiatives to simplify and 
remove unnecessary burdens on European undertakings and SMEs in particular, such as REFIT and the 
SME test. 

This section provides a summary of the emerging findings from the research on the impacts of the 
OIOO approach. Overall, as shown in previous sections, it is difficult to assess the approach’s impact 
in monetary terms at this stage given that the proposals within its scope have not been enacted. 

However, there are a number of existing and anticipated benefits that could be identified, not least 
of which are an increased focus on cost quantification within the Commission and, concomitantly, 
higher incentives for the Commission and other actors involved in the legislative process to 
consider the economic impact of regulation. In addition, the introduction of the OIOO approach 
created signalling effects, as interviewees reported welcoming this new regulatory initiative 
despite growing concerns regarding the EU regulatory burden. 

Looking ahead, interview feedback suggests there is a strong need for a regulatory offsetting 
mechanism at the EU level in light of the existing and future burden, which is expected to be driven 
by EU policy ambitions such as the Green Transition and the more recent pledge to reduce 
reporting requirements by 25%. In this context, there is a need for the Commission to further its 
efforts to communicate and raise awareness of what the OIOO approach entails, as many of the 
consulted stakeholders were unfamiliar with the approach’s methodology, implementation and 
results to date. 
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However, there is limited evidence in terms of the active role of the SME envoys network, as there 
is no mention of the OIOO approach in any of the network’s annual reports and interview feedback 
suggested the network has had a very limited role. 

Notwithstanding, the data collected indicates that it is unclear whether the net burden has been 
reduced or even contained. Despite the important limitations faced by this study, a number of 
examples demonstrated that the expected costs of new proposed regulation seem to be higher than 
their potential benefits; however, it is important to note again that benefits are often more difficult to 
quantify. This is in contrast to the findings of the Single Market Scoreboard presented above, 
suggesting that legislation entering into force in recent years has in fact increased the EU regulatory 
burden. 

This has been validated by SME and business associations, who have reported a perceived net increase 
in the EU regulatory burden in recent years. For example, according to a study cited by EuroCommerce, 
in France in the period between 2017 and 2022, a total of 850 new obligations were imposed on French 
companies through EU measures85. This was reported to be contained in 36 Directives and 80 
Regulations, representing 5,422 pages of rules. In addition, the same study noted that 64 obligations, 
contained in 10 Directives, are yet to be transposed by France and are expected to come into force in 
the next few years. While this study did not assess the extent to which obligations were removed, it 
illustrates the scale at which new obligations are being introduced. 

Similarly, representatives of businesses (including SMEs) in the Netherlands, Germany and 
Czechia have reported increasing obligations stemming from EU interventions. For instance, in 
the Netherlands, the cost for companies to implement new regulations in 2022 was estimated to 
amount to EUR 194 million86, while a representative from the Czech Chamber of Commerce consulted 
for this analysis also reported that the number of EU obligations affecting businesses has been 
increasing in the last couple of years. Additionally, a prominent German business association reported 
that SMEs continue to be heavily affected by burdensome reporting requirements, while SMEUnited 
made a public statement arguing that the OIOO approach will not be sufficient to ‘lighten the load’ on 
SMEs in terms of adequately addressing burdensome regulatory requirements87. 

As such, in light of the existing burden and the potentially increasing future burden which may 
be driven by important policy goals such as the Green Transition, there is a pressing need for the 
continued and strengthened application of the EU OIOO approach. While it is still early to make a 
definitive assessment on the effectiveness of the approach’s implementation, the data collected and 
presented in this report shows the Commission has been considering and applying the principle 
systematically. However, there remains scope to strengthen its implementation by increasing the 
visibility of the approach, as well as the arrangements for the offsetting. In addition, the EU OIOO would 
benefit from a further independent review into its implementation to take stock of the impact created 
both in terms of the burden relief and with regards to contribution to EU policy goals. 

Moreover, there is a need to further communicate and raise awareness of what the OIOO 
approach entails, as most of the consulted stakeholders were unfamiliar with the approach’s 
methodology and results to date. For example, several stakeholders considered that the unit of analysis 

                                                             
85  EuroCommerce, 2023, Industrial Forum Task Force 1 – Recommendations on Reporting Obligations. Available at: https://single-market-

economy.ec.europa.eu/industry/strategy/industrial-policy-dialogue-and-expert-advice_en. 
86  EuroCommerce, 2023, Industrial Forum Task Force 1 – Recommendations on Reporting Obligations. 
87  SMEUnited, 2022, One in, one out approach: more costs than benefits? Available at: https://www.smeunited.eu/news/one-in-one-out-

approach-more-costs-than-benefits. 

https://single-market-economy.ec.europa.eu/industry/strategy/industrial-policy-dialogue-and-expert-advice_en
https://single-market-economy.ec.europa.eu/industry/strategy/industrial-policy-dialogue-and-expert-advice_en
https://www.smeunited.eu/news/one-in-one-out-approach-more-costs-than-benefits
https://www.smeunited.eu/news/one-in-one-out-approach-more-costs-than-benefits
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for the offsetting was the volume of regulation or number of pieces of legislation adopted rather than 
the costs linked to specific proposals. In this context, the Commission could adopt similar 
communication strategies to those adopted by other countries, such as South Korea, which named its 
regulatory offsetting mechanism ‘cost in, cost out’ to avoid confusion among stakeholders88. 

Looking ahead, there are also important barriers to the effective implementation of the approach that 
should be mentioned when considering anticipated impacts. For example, at the EU level, the OIOO 
approach is vulnerable to additional costs introduced by the co-legislator. As part of the 
Institutional Agreement on Better Law-Making, the European Parliament agreed to conduct impact 
assessments on significant amendments to legislative proposals; however, limited publicly available 
evidence of this practice has been identified, while feedback from stakeholders suggests that this is not 
something that takes place on a systematic basis. Interview feedback from the Parliament’s Impact 
Assessment Unit suggests that there are thousands of amendments introduced by different 
parliamentary committees on an annual basis, with tight time constraints created by legislative 
timetables. As such, it may not be feasible to systematically conduct follow-on IAs. 

At the national level, another significant barrier is gold plating when EU Directives are transposed into 
national legislation – i.e. when a Member State adopts additional provisions beyond those 
implemented in the directive. This was reported by the Commission and private sector stakeholders as 
a persistent issue that is likely to negatively impact the effectiveness of the OIOO approach. In 2015, it 
was reported that almost a third (32%) of all the burden associated with the EU regulatory burden was 
a result of gold plating practices at the national and regional level89. Recent examples of gold plating 
include the transposition of ‘packaging’ Directive (94/62/EC), where the OECD highlighted gold plating 
in the Netherlands90. 

However, there have been efforts implemented at the EU and the national level to minimise the risk of 
gold plating. At the EU level, the Inter-Institutional Agreement between European bodies called on 
Member States to communicate to their citizens when transposing EU legislation and clearly 
distinguish amendments and additions that are not explicitly required or envisaged in the original EU 
legal text. Moreover, as illustrated by the figures presented previously, the Commission has been more 
regularly adopting Regulations in recent years, rather than Directives, as the legislative instrument of 
choice. In addition, at the national level, some Member States have been taking action to combat this 
issue. For example, in France a bill was adopted by the Senate in 2018 to combat the over-transposition 
of European standards into French law91. Nevertheless, the stakeholders consulted for this assignment 
agreed that there is a continued need for further incentives to mitigate this enforcement risk. 

Additionally, from a longer-term perspective, there may be intrinsic limitations to the approach, as 
the longer it is in force, the more likely it is to reach a point of diminishing returns whereby it becomes 
difficult to identify costs that can be removed without negatively affecting regulatory needs and thus 
creating a risk of deregulation (see case study 1 in Annex 3 on the sustainability of OIXO mechanisms). 
This is an issue that was experienced by some countries and which justified the discontinuation of the 
approach (e.g. in the UK). However, it is still relatively early for the implementation of the OIOO 
approach at the EU level to be affected by this issue.  

                                                             
88  OECD, 2019, One-In, X-Out: Regulatory offsetting in selected OECD countries. 
89  E. Magrani, N. Alija and F. Andrade, 2021, ‘Gold-plating’ in the transposition of EU Law ‘Gold-Plating’. Available at: https://e-

publica.pt/article/31477. 
90  OECD, 2010, Better Regulation in Europe: the Netherlands. Available at: https://web-archive.oecd.org/2012-06-14/108144-44912396.pdf.  
91  Euractiv, 2018, France continues fight against ‘gold plating’ of EU laws. Available at:  

https://www.euractiv.com/section/politics/news/france-continues-to-fight-against-too-many-standards/. 
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 CONCLUSIONS AND RECOMMENDATIONS 
This section presents the conclusions and recommendations stemming from the research. 

5.1. Overall conclusions 
Overall, the OIOO approach has been systematically applied by the Commission. Despite initial 
delays, the overwhelming majority of IAs conducted since the introduction of the OIOO approach have 
considered and applied the approach. As shown in Section 3.3, proposals that are expected to create 
substantial new obligations (both in terms of volume and monetary implications) were subject to the 
OIOO methodology and analysis. Moreover, reviews and decisions made by the RSB also considered 
the OIOO approach, for example, as a criterion for the quality of IAs submitted. However, there remains 
scope to increase the standardisation of the ways cost estimates are presented in impact assessments. 

Linked to the above, the Commission’s own analysis, presented in the Annual Burden Survey 
2022, confirmed the effective application of the OIOO approach in its first year of 
implementation. The data published within the Annual Burden Survey 2022 only covers the year 2022; 
however, it indicates that the cost savings were largely able to offset new regulatory costs, thus leading 
to a net (expected) decrease in the EU regulatory burden in this first year of implementation. 
Notwithstanding, the Commission’s analysis should be interpreted with caution in light of the 
important methodological challenges it faced. Indeed, the aggregation of cost estimates across IAs is 
a difficult exercise, particularly where estimates are expressed in ranges and/or where no preferred 
policy option has been identified. Moreover, the transparency limitations regarding the Commission’s 
methodology, notably linked to data generated with the OIOO calculator, makes any definitive 
assessment difficult at this stage. 

However, it is too early in the OIOO approach’s implementation to provide a definitive 
assessment of its impact on the regulatory burden and ultimately on the competitiveness of 
businesses and SMEs. As set out in Section 4, the perceptions of business representatives consulted 
for this study suggest that there has been a net increase (or expected increase in the short-term) in the 
EU regulatory burden in recent years. This is because of important pieces of EU regulation that have 
recently been adopted. There is also a consensus that the policy goals linked to the green transition, in 
particular, will further fuel the existing burden. 

The significant cost savings identified in the Annual Burden Survey 2022, which are expected to 
amount to EUR 7.3 billion, will not emerge until some time after these proposals are enacted, and 
transposed in the case of Directives. In addition, there are intrinsic methodological challenges (e.g. 
accuracy of cost estimates, non-inclusion of indirect costs, etc.) and practical limitations (e.g. decreased 
effectiveness of OIXO mechanisms over time (see case study 1), that will affect the impact of the OIOO 
approach. In this context, an independent evaluation could be conducted at a suitable time to assess 
this new EU regulatory mechanism and its real-life impact. This exercise could also consider how the 
OIOO approach could support the Commission’s ambition to reduce the administrative burden on 
businesses by 25%. 

Looking at the broader Better Regulation Agenda, it should be noted that the OIOO approach 
comes on the backdrop of broader efforts made by the Commission to simplify EU legislation 
and remove unnecessary burdens on European undertakings and SMEs in particular. As noted in 
Section 2, there are important existing initiatives that preceded the implementation of the OIOO 
approach, including REFIT, the Think Small First principle, and the SME test. These initiatives were found 
to be complementary to the OIOO approach and, as the OECD has noted, regulatory offsetting 
mechanisms function best when they are implemented alongside other regulatory best practices. As 
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such, it would be important for future assessments of the OIOO approach to consider its coherence 
with the broader Better Regulation Agenda. 

Overall, SME associations consulted for this study perceived positively the introduction of the 
OIOO approach. In light of the concerns with the existing EU burden, most stakeholders indicated their 
support for the implementation of a regulatory offsetting mechanism by the Commission; however, 
there is a general lack of awareness and understanding among stakeholders as to what the OIOO 
approach consists of in practical terms. This is particularly true at the national level. For instance, there 
seems to be a degree of confusion regarding what aspects of the regulatory burden are in scope (e.g. 
some stakeholders believed that the OIOO approach is concerned with the volume of legislation rather 
than with the costs stemming from that legislation). 

Last, with respect to the SME envoys network, it is unclear what role the network has played in 
the implementation of the OIOO approach. The interview feedback and the documentary review 
found that, while the network plays a role in identifying legislative initiatives that may have particularly 
significant impacts on SMEs, they do not seem to have a direct role in the implementation of the OIOO 
approach. 

5.2. Recommendations 
Recommendation 1: The European Commission should consider adopting a more concerted and 
targeted approach to raising awareness and disseminating the results of the OIOO approach. 
There is a general lack of awareness among stakeholders in terms of what the approach is and what it 
entails in operational terms, particularly with regard to the process of offsetting new costs. For example, 
there is a perception that the offsetting should be achieved with respect to the total volume of 
legislation introduced, whereas in reality the principle focuses on costs. This would help increase the 
visibility of the approach, facilitate the submission of evidence by stakeholders to the IA process (i.e. to 
support improved quantification of costs), as well as provide a stronger signalling effect in terms of the 
Commission’s efforts to ensure the EU regulatory burden is contained with the support of other existing 
mechanisms and initiatives, such as the recent F4F platform. Such awareness raising could also help 
alleviate concerns on the part of stakeholders regarding recent regulatory activity linked to the digital 
and green transition policy goals. In addition, further dissemination and communication activities 
should be adopted by the European Commission to support the publication of its Annual Burden 
Surveys. 

Recommendation 2: The Parliament and Council should seek to ensure, wherever possible, that 
supplementary impact assessments are carried out when significant amendments are 
introduced in legislative proposals. At present, this is one of the potential barriers to the effective 
implementation of the OIOO approach. In line with the Inter-Institutional Agreement on Better Law-
Making, the Parliament has committed to conducting IAs of its own for substantive amendments 
introduced during the legislative process. As such, it is important for the Parliament and the Council to 
ensure that legislative amendments that are expected or likely to create additional costs are subject to 
a follow-on impact assessment. The purpose would be to complement the Commission’s initial analysis 
and try to identify the scale of costs resulting from any significant amendments. While this may not be 
feasible for all legislative proposals or amendments due to the limited resources available to the 
Parliament, a targeted approach could be adopted. Indeed, the Annual Burden Survey 2022 revealed 
that only a limited number of legislative proposals (i.e. four) were responsible for the majority of the 
new burden introduced. As such, the Parliament could devote its resources to assessing the impact of 
amendments introduced in those proposals which bear a disproportionate share of the new costs. 
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Recommendation 3: European businesses, including SMEs, and their representative associations 
should be incentivised to report cost data to national and EU authorities. Indeed, the effective 
functioning of the OIOO approach is contingent on an adequate and accurate evidence base to 
produce cost estimates. Without this, a clear understanding of the regulatory burden and thus effective 
offsetting cannot be achieved. While there are inherent methodological limitations to the EU Standard 
Cost Model and the typology of costs, it has proven to be an adequate system to capture most of the 
regulatory costs with a reasonable degree of confidence. As noted by the Commission, the data used 
for cost estimates is not generated by the Commission but rather provided by national authorities and 
other stakeholders that are expected to be impacted by the proposed intervention being examined. 
As such, the Commission’s analysis depends on the quality and validity of the national-level data 
provided92. 

Recommendation 4: The European Commission should further increase the transparency around 
the monitoring of the OIOO approach and the overall methodology for the aggregation of costs. 
At present, there is a lack of transparency regarding the methodology underpinning the aggregation 
of cost estimates within the context of the Annual Burden Survey. The 2022 Annual Burden Survey has 
so far provided limited detail with respect to how this is achieved, particularly in terms of the 
methodology. Given the important role played by the OIOO calculator in this context, the Commission 
should consider making this tool public to enhance the transparency of its OIOO methodology. 

Recommendation 5: The European Commission should consider making provisions for an 
independent evaluation of the OIOO approach. There is a need for a periodic impact evaluation to 
take stock of the medium- and longer-term impacts of the OIOO approach both in terms of effectively 
reducing the burden on SMEs but also in terms of not interfering with the achievement of EU policy 
goals, such as the Green Deal. Linked to this, there is a need for an independent body to assess the 
implementation of the OIOO approach and its impact. For instance, this role could be played by the 
Regulatory Scrutiny Board, which has already been considering the application of the OIOO approach 
in its appraisals or by another relevant independent body that is not involved in the development of 
cost estimates and the application of the OIOO approach to ensure objectivity.  

                                                             
92  Interview with the Secretariat-General of the European Commission, 20 July 2023. 
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ANNEX 1: LIST OF IMPACT ASSESSMENTS  
Date Title IA code DG 

12/01/2022 Proposal for a Regulation of the European Parliament and of the Council 
on the European Union Drugs Agency 93 

SWD/2022/8 final HOME 

27/01/2022 Communication from the Commission Guidelines on State aid for climate, 
environmental protection and energy 2022 94 

SWD/2022/0019 final COMP 

15/02/2022 Proposal for a Regulation of the European Parliament and of the Council  
establishing the Union Secure Connectivity Programme for the period 
2022-2027 

SWD/2022/30 final DEFIS 

23/02/2022 Proposal for a Regulation of the European Parliament and of the Council 
on harmonised rules on fair access to and use of data (Data Act) 

SWD/2022/34 final CNECT 

23/02/2022 Proposal for a Directive of the European Parliament and of the Council  on 
Corporate Sustainability Due Diligence and amending Directive (EU) 
2019/1937 

SWD/2022/42 final JUST 

08/03/2022 Proposal for a Directive of the European Parliament and of the Council on 
combating violence against women and domestic violence 

SWD/2022/62 final JUST 

16/03/2022 Proposal for a Regulation of the European Parliament and of the Council  
amending Regulation (EU) No 909/2014 as regards settlement discipline, 
cross-border provision of services, supervisory cooperation, provision of 
banking-type ancillary services and requirements for third-country central 
securities depositories 

SWD/2022/75 final FISMA 

30/03/2022 Proposal for a Regulation of the European Parliament and of the Council 
establishing a framework for setting ecodesign requirements for 
sustainable products and repealing Directive 2009/125/EC 

SWD/2022/82 final ENV 

30/03/2022 Proposal for a Regulation of the European Parliament and of the Council 
laying down harmonised conditions for the marketing of construction 
products, amending Regulation (EU) 2019/1020 and repealing Regulation 
(EU) 305/2011 

SWD/2022/88 final GROW 

30/03/2022 Proposal for a Directive of the European Parliament and of the Council  
amending Directives 2005/29/EC and 2011/83/EU as regards empowering 
consumers for the green transition through better protection against 
unfair practices and better information 

SWD/2022/85 final JUST 

05/04/2022 Proposal for a Regulation of the European Parliament and of the Council  
on substances that deplete the ozone layer and repealing Regulation (EC) 
No 1005/2009 

SWD/2022/99 final CLIMA 

05/04/2022 Proposal for a Regulation of the European Parliament and of the Council  
on fluorinated greenhouse gases, amending Directive (EU) 2019/1937 and 
repealing Regulation (EU) No 517/2014 

SWD/2022/96 final CLIMA 

05/04/2022 Proposal for a Directive of the European Parliament and of the Council 
amending Directive 2010/75/EU of the European Parliament and of the 
Council of 24 November 2010 on industrial emissions (integrated pollution 
prevention and control) and Council Directive 1999/31/EC of 26 April 1999 
on the landfill of waste. 

Proposal for a Regulation of the European Parliament and of the Council 
on reporting of environmental data from industrial installations and 
establishing an Industrial Emissions Portal 

SWD/2022/111 final ENV 

                                                             
93  Not included within the scope of the Annual Burden Survey 2022. 
94  Not a legislative proposal, but accompanied by an IA. Not included within the scope of the Annual Burden Survey 2022. 
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Date Title IA code DG 

13/04/2022 Proposal for a Regulation of the European Parliament and of the Council 
on geographical indication protection for craft and industrial products and 
amending Regulations (EU) 2017/1001 and (EU) 2019/1753 of the 
European Parliament and of the Council and Council Decision (EU) 
2019/1754 95 

SWD/2022/115 final GROW 

27/04/2022 Proposal for a Directive of the European Parliament and of the Council on 
a single application procedure for a single permit for third-country 
nationals to reside and work in the territory of a Member State and on a 
common set of rights for third-country workers legally residing in a 
Member State (recast) 

SWD/2022/656 final HOME 

27/04/2022 Proposal for a Regulation of the European Parliament and of the Council 
amending Regulations (EC) No 767/2008, (EC) No 810/2009, and (EU) No 
2017/2226 of the European Parliament and of the Council, Council 
Regulations (EC) No 1683/95, (EC) No 333/2002, (EC) No 693/2003 and (EC) 
No 694/2003 and Convention implementing the Schengen Agreement, as 
regards the digitalisation of the visa procedure 

SWD/2022/658 final HOME 

27/04/2022 Proposal for a Directive of the European Parliament and of the Council 
concerning the status of third-country nationals who are long-term 
residents (recast) 

SWD/2022/651 final HOME 

27/04/2022 Proposal for a Directive of the European Parliament and of the Council on 
protecting persons who engage in public participation from manifestly 
unfounded or abusive court proceedings (“Strategic lawsuits against 
public participation”) 

SWD/2022/117 final JUST 

02/05/2022 Proposal for a Regulation of the European Parliament and of the Council 
on European Union geographical indications for wine, spirit drinks and 
agricultural products, and quality schemes for agricultural products, 
amending Regulations (EU) No 1308/2013, (EU) 2017/1001 and (EU) 
2019/787 and repealing Regulation (EU) No 1151/2012 

SWD/2022/135 final AGRI 

03/05/2022 Proposal for a Regulation of the European Parliament and of the Council 
on the European Health Data Space 

SWD/2022/131 final SANTE 

10/05/2022 Commission Regulation (EU) 2022/720 on the application of Article 101(3) 
of the Treaty on the Functioning of the European Union to categories of 
vertical agreements and concerted practices  

Communication from the Commission Approval of the content of a draft 
for a Communication from the Commission Guidelines on vertical 
restraints 

SWD/2022/0139 final COMP 

11/05/2022 Proposal for a Regulation of the European Parliament and of the Council  
laying down rules to prevent and combat child sexual abuse 

SWD/2022/209 final HOME 

11/05/2022 Proposal for a Directive of the European Parliament and of the Council 
amending Directive 2011/83/EU concerning financial services contracts 
concluded at a distance and repealing Directive 2002/65/EC 

SWD/2022/141 final JUST 

11/05/2022 Proposal for a Council Directive on laying down rules on a debt-equity bias 
reduction and on limiting the deductibility of interest for corporate 
income tax purposes 96 

SWD/2022/145 final/2 TAXUD 

11/05/2022 Proposal for a Regulation of the European Parliament and of the Council 
establishing a framework of measures for strengthening Europe's 
semiconductor ecosystem (Chips Act) 

SWD/2022/147 CNECT 

25/05/2022 Proposal for a Directive of the European Parliament and of the Council on 
asset recovery and confiscation 

SWD/2022/245 final HOME 

                                                             
95  Not included within the scope of the Annual Burden Survey 2022. 
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22/06/2022 Proposal for a Regulation of the European Parliament and of the Council 
on nature restoration 

SWD/2022/167 final ENV 

22/06/2022 Proposal for a Regulation of the European Parliament and of the Council 
on the sustainable use of plant protection products and amending 
Regulation (EU) 2021/2115 

SWD/2022/170 final SANTE 

14/07/2022 Proposal for a Regulation of the European Parliament and of the Council 
on standards of quality and safety for substances of human origin 
intended for human application and repealing Directives 2002/98/EC and 
2004/23/EC 

SWD/2022/190 final SANTE 

14/09/2022 Proposal for a Regulation of the European Parliament and of the Council 
on prohibiting products made with forced labour on the Union market 

SWD/2022/0439 final TRADE 

15/09/2022 Proposal for a Regulation of the European Parliament and of the Council 
on horizontal cybersecurity requirements for products with digital 
elements and amending Regulation (EU) 2019/1020 

SWD/2022/282 final CNECT 

16/09/2022 Proposal for a Regulation of the European Parliament and of the Council 
establishing a common framework for media services in the internal 
market (European Media Freedom Act) and amending Directive 
2010/13/EU 

SWD/2022/286 final CNECT 

20/09/2022 Regulation of the European Parliament and of the Council for a Single 
Market Emergency Instrument 

Regulation of the European Parliament and of the Council  amending 
Regulations (EU) 2016/424, (EU) 2016/425, (EU) 2016/426, (EU) 2019/1009 
and (EU) No 305/2011 as regards emergency procedures for the 
conformity assessment, adoption of common specifications and market 
surveillance due to a Single Market emergency 

Directive of the European Parliament and of the Council  amending 
Directives 2000/14/EC, 2006/42/EC, 2010/35/EU, 2013/29/EU, 2014/28/EU, 
2014/29/EU, 2014/30/EU, 2014/31/EU, 2014/32/EU, 2014/33/EU, 
2014/34/EU, 2014/35/EU, 2014/53/EU and 2014/68/EU as regards 
emergency procedures for the conformity assessment, adoption of 
common specifications and market surveillance due to a Single Market 
emergency 

SWD/2022/289 final/2 GROW 

28/09/2022 Proposal for a Directive of the European Parliament and of the Council 
amending Directive 2009/148/EC on the protection of workers from the 
risks related to exposure to asbestos at work 

SWD/2022/311 final EMPL 

28/09/2022 Proposal for a Directive of the European Parliament and of the Council on 
liability for defective products 

SWD/2022/316 final GROW 

28/09/2022 Proposal for a Directive of the European Parliament and of the Council on 
adapting non-contractual civil liability rules to artificial intelligence 

SWD/2022/319 final JUST 

29/09/2022 Communication from the Commission Guidelines on the application of EU 
competition law to collective agreements regarding the working 
conditions of solo self-employed persons 97 

SWD/2022/0321 final COMP 

26/10/2022 Proposal for a Directive of the European Parliament and of the Council 
concerning urban wastewater treatment (recast) 98 

SWD/2022/541 final ENV 

26/10/2022 Proposal for a Directive of the European Parliament and of the Council on 
ambient air quality and cleaner air for Europe (recast) 

SWD/2022/545 final ENV 

                                                             
97  Not a legislative proposal, but accompanied by an IA. Not included within the scope of the Annual Burden Survey 2022. 
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26/10/2022 Proposal for a Directive of the European Parliament and of the Council 
amending Directive 2000/60/EC establishing a framework for Community 
action in the field of water policy, Directive 2006/118/EC on the protection 
of groundwater against pollution and deterioration and Directive 
2008/105/EC on environmental quality standards in the field of water 
policy 

SWD/2022/540 final ENV 

26/10/2022 Proposal for a Regulation of the European Parliament and of the Council 
amending Regulations (EU) No 260/2012 and (EU) No 2021/1230 as 
regards instant credit transfers in euro 

SWD/2022/546 final FISMA 

27/10/2022 Proposal for a Regulation of the European Parliament and the Council on 
import, export and transit measures for firearms, their essential 
components and ammunition, implementing Article 10 of the United 
Nations' Protocol against the illicit manufacturing of and trafficking in 
firearms, their parts and components and ammunition, supplementing the 
United Nations Convention against Transnational Organised Crime (UN 
Firearms Protocol) (recast) 

SWD/2022/298 final HOME 

07/11/2022 Proposal for a Regulation of the European Parliament and of the Council 
on data collection and sharing relating to short-term accommodation 
rental services and amending Regulation (EU) 2018/1724 

SWD/2022/350 final GROW 

10/11/2022 Proposal for a Regulation of the European Parliament and of the Council 
on type-approval of motor vehicles and of engines and of systems, 
components and separate technical units intended for such vehicles, with 
respect to their emissions and battery durability (Euro 7) and repealing 
Regulations (EC) No 715/2007 and (EC) No 595/2009 

SWD/2022/359 final GROW 

18/11/2022 Proposal for a Regulation of the European Parliament and of the Council 
laying down measures for a high level of public sector interoperability 
across the Union (Interoperable Europe Act) 

SWD/2022/721 final DIGIT  

28/11/2022 Proposal for a Regulation of the European Parliament and of the Council 
amending Council Regulation (EC) No 6/2002 on Community designs and 
repealing Commission Regulation (EC) No 2246/2002 and the Proposal for 
a Directive of the European Parliament and of the Council on the legal 
protection of designs (recast) 

SWD/2022/368 final GROW 

30/11/2022 Proposal for a Regulation of the European Parliament and of the Council 
establishing a Union certification framework for carbon removals 

SWD/2022/377 final CLIMA 

30/11/2022 Proposal for a Regulation of the European Parliament and the Council on 
packaging and packaging waste, amending Regulation (EU) 2019/1020, 
and repealing Directive 94/62/EC 

SWD/2022/384 final ENV 

07/12/2022 Proposal for a Regulation of the European Parliament and of the Council 
amending Regulations (EU) No 648/2012, (EU) No 575/2013 and (EU) 
2017/1131 as regards measures to mitigate excessive exposures to third-
country central counterparties and improve the efficiency of Union 
clearing markets 

Proposal for a Directive of the European Parliament and of the Council 
amending Directives 2009/65/EU, 2013/36/EU and (EU) 2019/2034 as 
regards the treatment of concentration risk towards central counterparties 
and the counterparty risk on centrally cleared derivative transactions 

SWD/2022/697 final FISMA 
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07/12/2022 Proposal for a Directive of the European Parliament and of the Council 
amending Directive 2014/65/EU to make public capital markets in the 
Union more attractive for companies and to facilitate access to capital for 
small and medium-sized enterprises and repealing Directive 2001/34/EC 

Proposal for a Directive of the European Parliament and of the Council on 
multiple-vote share structures in companies that seek the admission to 
trading of their shares on an SME growth market 

Proposal for a Regulation of the European Parliament and of the Council  
amending Regulations (EU) 2017/1129, (EU) No 596/2014 and (EU) No 
600/2014 to make public capital markets in the Union more attractive for 
companies and to facilitate access to capital for small and medium-sized 
enterprises 

SWD/2022/762 final FISMA 

07/12/2022 Proposal for a Council Regulation on jurisdiction, applicable law, 
recognition of decisions and acceptance of authentic instruments in 
matters of parenthood and on the creation of a European Certificate of 
Parenthood 

SWD/2022/391 final JUST 

07/12/2022 Proposal for a Directive of the European Parliament and of the Council 
harmonising certain aspects of insolvency law 

SWD/2022/395 final JUST 

07/12/2022 Proposal for a Directive of the European Parliament and of the Council on 
standards for equality bodies in the field of equal treatment and equal 
opportunities between women and men in matters of employment and 
occupation, and deleting Article 20 of Directive 2006/54/EC and Article 11 
of Directive 2010/41/EU 

SWD/2022/386 final JUST 

08/12/2022 Proposal for a Council Directive amending Directive 2011/16/EU on 
administrative cooperation in the field of taxation 

SWD/2022/401 final TAXUD 

08/12/2022 Proposal for a Council Directive amending Directive 2006/112/EC as 
regards VAT rules for the digital age 

Proposal for a Council Regulation amending Regulation (EU) No 904/2010 
as regards the VAT administrative cooperation arrangements needed for 
the digital age 

Proposal for a Council Implementing Regulation amending Implementing 
Regulation (EU) No 282/2011 as regards information requirements for 
certain VAT schemes 

SWD/2022/393 final TAXUD 

13/12/2022 Proposal for a Regulation of the European Parliament and of the Council 
on the collection and transfer of advance passenger information (API) for 
enhancing and facilitating external border controls, amending Regulation 
(EU) 2019/817 and Regulation (EU) 2018/1726, and repealing Council 
Directive 2004/82/EC 

Proposal for a Regulation of the European Parliament and of the Council 
on the collection and transfer of advance passenger information for the 
prevention, detection, investigation and prosecution of terrorist offences 
and serious crime, and amending Regulation (EU) 2019/818 

SWD/2022/422 final HOME 

13/12/2022 Proposal for a Regulation of the European Parliament and of the Council 
on fees and charges payable to the European Medicines Agency, 
amending Regulation (EU) 2017/745 of the European Parliament and of 
the Council and repealing Council Regulation (EC) No 297/95 and 
Regulation (EU) 658/2014 of the European Parliament and of the Council 
99 

SWD/2022/414 final SANTE 
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14/12/2022 Communication from the Commission Regulation Guidelines on State aid 
in the agriculture and forestry sectors and in rural areas and Commission 
Regulation declaring certain categories of aid in the agricultural and 
forestry sectors and in rural areas compatible with the internal market in 
application of Articles 107 and 108 of the Treaty on the Functioning of the 
European Union 

SWD/2022/0418 final COMP 

14/12/2022 Communication from the Commission — Guidelines for the examination 
of State aid to the fishery and aquaculture sector declaring certain 
categories of aid to undertakings active in the production, processing and 
marketing of fishery and aquaculture products compatible with the 
internal market in application of Articles 107 and 108 of the Treaty on the 
Functioning of the European Union and Commission Regulation (EU) No 
717/2014 of 27 June 2014 on the application of Articles 107 and 108 of the 
Treaty on the Functioning of the European Union to de minimis aid in the 
fishery and aquaculture sector 100 

SWD/2022/0408 final COMP 

19/12/2022 Proposal for a Regulation of the European Parliament and of the Council 
amending Regulation (EC) No 1272/2008 of the European Parliament and 
of the Council on classification, labelling and packaging of substances and 
mixtures 

SWD/2022/435 final ENV 

19/12/2022 Proposal for a Directive of the European Parliament and of the Council 
amending Directive 2011/36/EU on preventing and combating trafficking 
in human beings and protecting its victims 101 

SWD/2022/425 final HOME 

21/12/2022 Commission Implementing Regulation laying down a list of specific high-
value datasets and the arrangements for their publication and re-use 102 

SWD/2022/0432 final CNECT 

20/01/2023 Proposal for a Regulation of the European Parliament and of the Council 
on European statistics on population and housing, amending Regulation 
(EC) No 862/2007 and repealing Regulations (EC) No 763/2008 and (EU) No 
1260/2013 

SWD/2023/11 final ESTAT 

13/02/2023 Proposal for a Directive of the European Parliament and of the Council 
amending Council Directive 98/24/EC and Directive 2004/37/EC of the 
European Parliament and of the Council as regards the limit values for lead 
and its inorganic compounds and diisocyanates 

SWD/2023/35 final EMPL 

14/02/2023 Proposal for a Regulation of the European Parliament and of the Council 
amending Regulation (EU) 2019/1242 as regards strengthening the CO₂ 
emission performance standards for new heavy-duty vehicles and 
integrating reporting obligations, and repealing Regulation (EU) 2018/956 

SWD/2023/88 final CLIMA 

23/02/2023 Proposal for a Regulation of the European Parliament and of the Council 
on measures to reduce the cost of deploying gigabit electronic 
communications networks and repealing Directive 2014/61/EU (Gigabit 
Infrastructure Act) 

SWD/2023/46 final CNECT 

27/02/2023 Proposal for a Regulation of the European Parliament and of the Council 
amending Regulation (EU) 2019/1009 as regards the digital labelling of EU 
fertilising products 

SWD/2023/49 final GROW 

01/03/2023 Proposal for a Directive of the European Parliament and of the Council 
amending Directive (EU) 2015/413 facilitating cross-border exchange of 
information on road-safety-related traffic offences 

SWD/2023/126 final MOVE 
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01/03/2023 Proposal for a Directive of the European Parliament and of the Council on 
driving licences, amending Directive (EU) 2022/2561 of the European 
Parliament and of the Council, Regulation (EU) 2018/1724 of the European 
Parliament and of the Council and repealing Directive 2006/126/EC of the 
European Parliament and of the Council and Commission Regulation (EU) 
No 383/2012 

Proposal for a Directive of the European Parliament and of the Council on 
the Union-wide effect of certain driving disqualifications 

SWD/2023/128 final MOVE 

16/03/2023 Proposal for a Regulation of the European Parliament and of the Council 
establishing a framework for ensuring a secure and sustainable supply of 
critical raw materials and amending Regulations (EU) 168/2013, (EU) 
2018/858, 2018/1724 and (EU) 2019/1020 

SWD/2023/161 final GROW 

22/03/2023 Proposal for a Directive of the European Parliament and of the Council on 
common rules promoting the repair of goods and amending Regulation 
(EU) 2017/2394, Directives (EU) 2019/771 and (EU) 2020/1828 

SWD/2023/59 final JUST 

29/03/2023 Proposal for a Directive of the European Parliament and of the Council 
amending Directives 2009/102/EC and (EU) 2017/1132 as regards further 
expanding and upgrading the use of digital tools and processes in 
company law 

SWD/2023/178 final JUST 

30/03/2023 Proposal for a Regulation of the European Parliament and of the Council 
on the approval and market surveillance of non-road mobile machinery 
circulating on public roads and amending Regulation (EU) 2019/1020 

SWD/2023/65 final GROW 

17/04/2023 Commission Regulation (EU) 2023/826 laying down ecodesign 
requirements for off mode, standby mode, and networked standby energy 
consumption of electrical and electronic household and office equipment 
pursuant to Directive 2009/125/EC of the European Parliament and of the 
Council and repealing Commission Regulation (EC) No 1275/2008 and 
Commission Regulation (EC) No 107/2009 

SWD/2023/0086 final ENER 

18/04/2023 Proposals for a Directive of the European Parliament and of the Council 
amending Directive 2014/59/EU as regards early intervention measures, 
conditions for resolution and financing of resolution action   

Regulation of the European Parliament and of the Council  amending 
Regulation (EU) 806/2014 as regards early intervention measures, 
conditions for resolution and financing of resolution action 

Directive of the European Parliament and of the Council amending 
Directive 2014/49/EU as regards the scope of deposit protection, use of 
deposit guarantee schemes funds, cross-border cooperation, and 
transparency 

SWD/2023/225 final FISMA 

21/04/2023 Proposal for a Directive of the European Parliament and of the Council 
amending Council Directives 2001/110/EC relating to honey, 2001/112/EC 
relating to fruit juices and certain similar products intended for human 
consumption, 2001/113/EC relating to fruit jams, jellies and marmalades 
and sweetened chestnut purée intended for human consumption, and 
2001/114/EC relating to certain partly or wholly dehydrated preserved 
milk for human consumption 

SWD/2023/97 final AGRI 

26/04/2023 Proposal for a Directive of the European Parliament and of the Council on 
the Union code relating to medicinal products for human use, and 
repealing Directive 2001/83/EC and Directive 2009/35/EC 

Proposal for a Regulation of the European Parliament and of the Council 
laying down Union procedures for the authorisation and supervision of 
medicinal products for human use and establishing rules governing the 
European Medicines Agency, amending Regulation (EC) No 1394/2007 
and Regulation (EU) No 536/2014 and repealing Regulation (EC) No 
726/2004, Regulation (EC) No 141/2000 and Regulation (EC) No 1901/2006 

SWD/2023/192 final SANTE 
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27/04/2023 Proposal for a Regulation of the European Parliament and of the Council 
on compulsory licensing for crisis management and amending Regulation 
(EC) 816/2006 

SWD/2023/121 final GROW 

27/04/2023 Proposal for a Regulation of the European Parliament and of the Council 
on the supplementary protection certificate for medicinal products 
(recast) 

Proposal for a Regulation of the European Parliament and of the Council 
on the supplementary protection certificate for plant protection products 
(recast) 

Proposal for a Regulation of the European Parliament and of the Council 
on the unitary supplementary protection certificate for medicinal 
products, and amending Regulation (EU) 2017/1001, Regulation (EC) No 
1901/2006 as well as Regulation (EU) No 608/2013 

Proposal for a Regulation of the European Parliament and of the Council 
on the unitary supplementary protection certificate for plant protection 
products 

SWD/2023/118 final GROW 

27/04/2023 Proposal for a Regulation of the European Parliament and of the Council 
on standard essential patents and amending Regulation (EU) 2017/1001 

SWD/2023/124 final GROW 

28/04/2023 Proposal for a Regulation of the European Parliament and of the Council 
on detergents and surfactants, amending Regulation (EU) 2019/1020 and 
repealing Regulation (EC) No 648/2004 

SWD/2023/114 final GROW 

17/05/2023 Proposal for a Regulation of the European Parliament and of the Council 
establishing the Union Customs Code and the European Union Customs 
Authority, and repealing Regulation (EU) No 952/2013 

SWD/2023/140 final TAXUD 

24/05/2023 Proposal for a Directive of the European Parliament and of the Council 
amending Directives (EU) 2009/65/EC, 2009/138/EC, 2011/61/EU, 
2014/65/EU and (EU) 2016/97 as regards the Union retail investor 
protection rules and Regulation of the European Parliament and of the 
Council amending Regulation (EU) No 1286/2014 as regards the 
modernisation of the key information document 

SWD/2023/278 final FISMA 

24/05/2023 Proposal for a Regulation of the European Parliament and of the Council 
amending Regulation (EC) No 561/2006 as regards minimum 
requirements on minimum breaks and daily and weekly rest periods in the 
occasional passenger transport sector 

SWD/2023/137 final MOVE 

31/05/2023 Proposal for a Regulation of the European Parliament and of the Council 
on jurisdiction, applicable law, recognition and enforcement of measures 
and cooperation in matters relating to the protection of adults and 
proposal for a Council decision authorising Member States to become or 
remain parties, in the interest of the European Union, to the Convention of 
13 January 2000 on the International Protection of Adults 

SWD/2023/155 final JUST 

01/06/2023 Communication from the Commission, Approval of the content of a draft 
for a Communication from the Commission – Guidelines on the 
applicability of Article 101 of the Treaty on the Functioning of the 
European Union to horizontal co-operation agreements  

Commission Regulation (EU)  2023/1066 of 1 June 2023 on the application 
of Article 101(3) of the Treaty on the Functioning of the European Union 
to certain categories of research and development agreements 

Commission Regulation (EU) 2023/1067 of 1 June 2023 on the application 
of Article 101(3) of the Treaty on the Functioning of the European Union 
to certain categories of specialisation agreements 

SWD/2023/0167 final COMP 

01/06/2023 Proposal for a Directive of the European Parliament and of the Council 
amending Directive 2009/16/EC on port State control 

SWD/2023/148 final MOVE 

01/06/2023 Proposal for a Directive of the European Parliament and of the Council 
amending Directive 2009/21/EC on compliance with flag State 
requirements 

SWD/2023/165 final MOVE 
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01/06/2023 Proposal for a Directive of the European Parliament and of the Council 
amending Directive 2005/35/EC on ship-source pollution and on the 
introduction of penalties, including criminal penalties, for pollution 
offences 

SWD/2023/159 final MOVE 

01/06/2023 Proposal for a Directive of the European Parliament and of the Council 
amending Directive 2009/18/EC establishing the fundamental principles 
governing the investigation of accidents in the maritime transport sector 

SWD/2023/145 final MOVE 

13/06/2023 Proposal for a Regulation of the European Parliament and of the Council 
on the transparency and integrity of Environmental, Social and 
Governance (ESG) rating activities 

SWD/2023/204 final FISMA 

16/06/2023 Commission Regulation laying down ecodesign requirements for 
smartphones, mobile phones other than smartphones, cordless phones 
and slate tablets pursuant to Directive 2009/125/EC of the European 
Parliament and of the Council and amending Commission Regulation (EU) 
2023/826 and Commission Delegated Regulation supplementing 
Regulation (EU) 2017/1369 of the European Parliament and of the Council 
with regard to the energy labelling of smartphones and slate tablets 

SWD/2023/0101 final GROW 

19/06/2023 Proposal for a Council Directive on Faster and Safer Relief of Excess 
Withholding Taxes 

SWD/2023/216 final TAXUD 
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ANNEX 2: CASE STUDIES 

Case study 1: Sustainability of OIXO mechanisms and ‘regulatory room’ 

Introduction 

There are a number of regulatory offsetting mechanisms currently in force in EU Member States and 
OECD countries103. In addition, there are examples of past regulatory mechanisms that have been 
discontinued (e.g. Portugal, UK etc.). As mentioned in Section 2 of the report, these mechanisms can 
take different forms with a varying degree of ambition regarding offsetting goals. For example, in 
France, the initial ‘one in, one out’ (OIOO) mechanism was subsequently replaced by a ‘one in, two 
out’ (OI2O) mechanism signalling the increased level of ambition on the part of the French 
government at the time regarding not only preventing any new burden to be created but also a 
commitment to removing existing burden104.  

Given the relatively early stage of implementation of the European Commission’s OIOO approach, it 
is useful to take stock of national examples of such regulatory mechanisms to identify lessons learned 
and good practice. These could in turn inform the future implementation of the EU regulatory 
mechanism.  

One of the lessons learned at the national level from the implementation of regulatory offsetting 
mechanisms is that these mechanisms can reach a point of ‘diminishing returns’ further along 
their implementation whereby it becomes increasingly difficult for regulators and policymakers to 
identify existing and suitable regulations (as well as related obligations and costs) that can be 
removed without hindering important policy goals. The following sections of this case study provides 
an overview of this issue linked to the sustainability of regulatory offsetting mechanisms and 
considers potential implications for the newly established EU OIOO approach. 

Policy context:  

As mentioned above, several advanced economies have trialled or have been enforcing regulatory 
offsetting mechanisms with different levels of offsetting goals. These mechanisms can be referred to 
as ‘OIXO’ mechanisms, i.e. ‘one in, X out’ where ‘X’ varies depending on the offsetting target being 
pursued (up to one in, three out mechanisms have been implemented in the UK for instance)105.  

While there are many examples of success of such mechanisms (e.g. Germany), there are also reports 
of these mechanisms facing important methodological and practical challenges. One of these 
challenges lies in the sustainability of the OIXO mechanisms afters several years of 
implementation. Indeed, several observers and regulators have noted the long-term challenges 
faced by such regulatory mechanisms106.  

                                                             
103  OECD, 2019, One-In, X-Out: Regulatory offsetting in selected OECD countries. 
104  Gibert, P., 2018, Réflexions sur l’appropriation française de l’analyse d’impact de la réglementation (A.I.R) dans le cas de la mise en œuvre 

des études d’impact des projets de loi, Politiques & management public, 3-4, 243-272. Available at:  
https://doi.org/10.3166/pmp.35.2018.0012. 

105  HM Government, Department for Business Innovation and Skills, 2016, Government going further to cut red tape by £10 billion, Press 
release. Available at: https://www.gov.uk/government/news/government-going-further-to-cut-red-tape-by-10-billion. 

106  OECD, 2017, 9th OECD Conference of measuring regulatory burden performance. Available at: https://web-archive.oecd.org/2018-03-
12/475752-Proceedings-9th-Conference-MRP.pdf.  

https://doi.org/10.3166/pmp.35.2018.0012
https://www.gov.uk/government/news/government-going-further-to-cut-red-tape-by-10-billion
https://web-archive.oecd.org/2018-03-12/475752-Proceedings-9th-Conference-MRP.pdf
https://web-archive.oecd.org/2018-03-12/475752-Proceedings-9th-Conference-MRP.pdf
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Review of the issue: 

The issue of sustainability of OIXO mechanisms has been discussed in the literature, albeit to a limited 
degree. More specifically, there is a paucity of data and limited body of literature regarding the 
longer-term impact of OIXO systems107. This is in part due to the methodological difficulties in 
adequately assessing these mechanisms and the limited timeframe over which such mechanisms 
have been implemented. 

However, it has been noted (including by stakeholders interviewed for this study) that there may be 
an intrinsic limitation regarding the principle’s longer-term effectiveness. Participants to the 9th 
OECD conference on ‘measuring regulatory performance’ noted the potentially limited 
sustainability of the OIXO mechanisms108. More specifically, it was recognised that in the context 
of economies where the regulatory framework has already been significantly streamlined, national 
authorities might find themselves ‘hitting a wall’ and find it increasingly difficult to identify ‘outs’ to 
give way to new pieces of regulation that are needed for compelling public policy reasons109. 

Moreover, in the UK the implementation of the OI2O was discontinued on the basis that in addition 
to methodological limitations with respect to developing cost estimates, the OI2O rule was deemed 
to be inconsistent with “delivering world-class regulation to support the economy in adapting to a 
new wave of technological revolution or to achieving net zero”110. This would suggest that OIXO 
mechanisms can, under certain policy and regulatory circumstances, find themselves incoherent with 
policy goals such as developing and enforcing adequate environmental standards needed for the 
sustainability of the Single Market. 

Implications for the EU’s OIOO approach: 

While there are a number of (albeit limited) documented examples of OIXO mechanisms becoming 
increasingly less effective over time, this is something that is unlikely to affect the EU OIOO approach 
at this stage. This is because the principle is relatively recent, having only been officially launched in 
2022. As demonstrated in Section 3 of this report, the implementation of the OIOO approach within 
the Commission took some time to be fully operational. In addition, offsetting provisions that were 
identified and set out in the latest Annual Burden Survey 2022 have yet to be fully implemented, i.e. 
obligations removed at the national level. 

However, looking ahead there may be a risk with regard to this implementation issue as the EU’s 
regulatory framework has benefited from a number of initiatives over the years aimed at ensuring 
that EU regulation is further simplified and less burdensome (e.g. REFIT, ‘Think Small Principle’ etc.). 
As such, there may be increasingly limited room within the current framework to make way for new 
regulatory obligations and related costs. Further assessments of the European Commission’s 
implementation will be needed to investigate this issue further. 

 

  

                                                             
107  OECD, 2017, 9th OECD Conference of measuring regulatory burden performance. This lack of data on impact was recognised by the OECD 

in its Working Paper.  
108  OECD, 2017, 9th OECD Conference of measuring regulatory burden performance. 
109  OECD, 2017, 9th OECD Conference of measuring regulatory burden performance. 
110  HM Government, The benefits of Brexit, 2022. 
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Case study 2: The OIOO approach and the European Green Deal 

Introduction: 

The OIOO approach affects EU policymaking and businesses (including SMEs) in a horizontal manner. 
Conceptual and practical advantages and drawbacks associated with this regulatory offsetting 
mechanism have been highlighted by stakeholders—see Section 4 of the main report. The Green 
transition is also an important horizontal priority for the European Commission, as reiterated by 
President von der Leyen in the 2023 State of the Union address111. Consequently, there has been and 
will continue to be significant legislative and regulatory activity coming from the Commission in the 
short to medium term to lay out the rules necessary to effectively achieve its stated decarbonisation 
and climate neutrality goals, particularly those linked to the overall objective of cutting down 
emissions by 40% by 2030 and the more ambitious goal of reaching complete climate neutrality by 
2050112,113.  

Policy context:  

The Green Transition is the policy, industrial and regulatory process of transforming the European 
economy to reduce greenhouse gas emissions and other negative environmental impacts, while also 
creating new opportunities for growth and innovation. One of the main challenges linked to the 
Green Transition is the increased regulatory burden that it may impose on businesses and 
citizens. For example, a European Parliament briefing published in 2022 on the ‘impact of the Green 
Deal’ argued that regulation linked to the Green Transition has the potential to negatively impact 
the competitiveness of European undertakings by generating higher costs for businesses114. More 
specifically, this briefing noted that, if third countries have lower climate policy goals, the 
international competitiveness of EU industries may be negatively affected, particularly in the case of 
energy-intensive industries115. 

In addition, the Annual Burden Survey 2022 revealed that legislation pertaining to the Green Deal 
headline ambition accounted for a large share of the new EU regulatory burden created, as measured 
by the new costs introduced. Overall, the European Commission reported that this is the only policy 
area with a net surplus (i.e. more costs introduced than removed)116. The table below provides a 
summary of the new costs introduced, the costs removed and the regulatory balance following this 
process. 

Number of proposal INs (in EUR million) OUTs (in EUR million) NET (INs-OUTs) 
15 +2,352.3 -387.4 +1,964.9 

In light of these challenges, the Commission’s approach has been to mitigate the regulatory 
drawbacks associated with the Green Transition by minimising the regulatory burden and thus 
ensuring the proper functioning and international competitiveness of the single market. To this end, 
the Commission has re-emphasised its commitment to strengthening its stakeholder consultation 

                                                             
111  European Commission, 2023, State of the Union address. 
112  European Commission, 2023, 2030 climate & energy framework. Available at: https://climate.ec.europa.eu/eu-action/climate-strategies-

targets/2030-climate-energy-framework_en.  
113  European Parliament, 2022, Economic impacts of the green transition, Briefing. Available at:  

https://www.europarl.europa.eu/RegData/etudes/BRIE/2022/733623/EPRS_BRI(2022)733623_EN.pdf. 
114  European Parliament, 2022, Economic impacts of the green transition. 
115  European Parliament, 2022, Economic impacts of the green transition. 
116  European Commission, 2023, Annual Burden Survey 2022. 
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process within EU policymaking on the design and implementation of new legislation to identify and 
consider practical negative regulatory impacts, as well as the continued monitoring and evaluation 
of policy impacts117. This will include a specific focus on assessing the competitiveness of EU industry. 

Overall, the EU regulatory burden linked to the Green Transition stems from proposals put forward 
by DG ENV but also other European Commission DGs. This is because the Green Transition, as a 
transversal policy framework, affects the majority of proposals issued by the Commission, directly or 
indirectly. 

Review of the issue: 

As recognised by the European Commission, achieving the EU’s long-term sustainable economy 
goals requires extensive action to create a regulatory environment that scales up incentives to create 
the right conditions for important sectors to reach net zero. In 2022, the largest contributors to the 
new administrative burden were four proposals (e.g. on packaging and packaging waste (with new 
costs of up to EUR +1.3 billion)118, on the sustainable use of plant protection products (EUR +576 
million)119, and the proposal on industrial emissions and on the landfill of waste (EUR +467 
million)120). 

However, while environment legislation can create significant costs, it can also create cost 
savings for businesses. For instance, the legislative proposals drafted by the European Commission 
in 2022 on (i) new emission standards for cars, vans, lorries and buses and on (ii) harmonised 
conditions for the marketing of construction products reduced costs relative to the existing burden 
with EUR -210 million and EUR -177 million cost savings created respectively. However, these cost 
savings were insufficient to cancel out the new costs.   

As part of this study, interview feedback provided by business and SME associations also highlighted 
several points on the links between regulatory burden and the Green Transition: 

• It is important not to discourage new entrepreneurs with excessive burdensome 
requirements as they are the ones taking on the risk, testing new business models and ideas 
which can benefit the European economy and society at large;  

• Overall, the Green Deal is supported by industry associations, however, they are concerned 
about new targets, without the necessary simplifications that should accompany those 
measures; 

• Existing environmental standards and rules should be more effectively enforced. This would 
create less of a need to create additional standards as the current framework is already 
addressing many market failures associated with climate change.  

Implications for the EU’s OIOO approach: 

The Green Transition has several implications in the context of a regulatory offsetting mechanism 
such as the OIOO approach. These implications are set out below.  

First, it should be noted and acknowledged that environmental regulation often creates 
significant costs. This was highlighted by the Annual Burden 2022 which showed that the Green 
Deal was the only policy area for which a net burden increase was recorded. Despite positive cost 

                                                             
117  European Commission, 2023, Annual Burden Survey 2022. 
118  European Commission, 2023, Annual Burden Survey 2022. 
119  European Commission, 2023, Annual Burden Survey 2022. 
120  European Commission, 2023, Annual Burden Survey 2022. 
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savings estimated by the European Commission, these remained too marginal to effectively 
counterbalance the new costs introduced. To mitigate this issue, the flexibility provided by the 
option of ‘trading across policy area’ was envisaged as this allows Green Transition regulatory needs 
to be met while ensuring the OIOO continues to be implemented effectively across all policy areas 
(or headline ambitions to re-use the Commission’s terminology).  

Second, the review of environmental regulation also highlights the bias in favour of costs in the 
EU Standard Cost Model, often, at the expense of benefits. This is particularly the case for 
environmental regulation where benefits are difficult to quantify and may only emerge in the 
medium to longer-term. An academic study looking at environmental regulation in the United States 
found that environmental benefits failed to be consistently identified and taken into account in 
Impact Assessments conducted by US regulatory agencies121. 

Last, it is important to note that the European Commission compensates and mitigates against 
costs linked to the Green Transition by providing substantial EU funding to support European 
businesses in complement to the OIOO approach. More specifically, both the 2021-2027 Multiannual 
Financial Framework (worth over EUR 2.018 trillion) and the recovery instrument NextGenerationEU 
(worth EUR 806.9 billion) have earmarked funding for Green Transition goals. For instance, the 
centrepiece of NextGenerationEU, the Recovery and Resilience Facility worth some EUR 723.8 billion, 
has 40% of its funds allocated to climate change action, which represent some EUR 289.5 billion122. 

  

                                                             
121  Sinden, A., 2019, The problem of unquantified benefits, Environmental Law, 49(1), 73-129. Available at:  

https://papers.ssrn.com/sol3/papers.cfm?abstract_id=3087370. 
122  European Commission, 2023, Next Generation EU. https://next-generation-eu.europa.eu/index_en. 
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Case study 3: Impact of indirect costs – examples from the wholesale and 
retail sector 

Introduction: 

Indirect costs are costs stemming from legislation, but which are nevertheless not created as the 
direct result of an obligation. Indirect costs can be caused and/or driven by different issues related 
to the changes brought about by new pieces of legislation, which can, in some cases, distort markets. 
While there is a paucity of academic and grey literature on the dichotomy between direct and 
indirect costs, particularly from a conceptual perspective, the CEPS study mentioned several times 
in the main body of the report provides a working definition of the regulatory concept of indirect 
costs as follows123,124: 

“Indirect costs are costs incurred in related markets or experienced by consumers, government 
agencies or other stakeholders that are not under the direct scope of the regulation.” 

In addition, the CEPS study further defines a number of so-called ‘secondary’ indirect costs which are 
often more difficult to identify and, to a greater extent, accurately measure. They are nevertheless 
important to consider. To this end, they can be loosely grouped in the following main categories as 
defined by CEPS (2014): 

1. Substitution effects 

Substitution effects may occur when new regulation creates behavioural impacts (for instance, 
consequential and sustained changes in the behaviour of consumers, firms and citizens). These 
behavioural impacts can in turn affect markets. For example, if new regulatory requirements lead to 
an increase in the price of a particular product, this may lead to consumers responding by buying 
less of that product and instead switch to ‘substitute’ goods. To illustrate this, an emblematic 
example is airline safety regulation. Indeed, increasing airline safety regulation (e.g. by mandating 
additional tests and maintenance by airlines) will contribute to reducing the number of air fatalities; 
however, incidentally such increased standards will also lead to an increase in the cost of air travel. 
This, in turn, can price out or lead some travellers to decide flying is no longer a cost-effective mode 
of transport and choose to travel by car instead. However, (regulated) commercial air travel has been 
consistently shown to be statistically safer than driving125 and, as such, this could go counter to the 
strategic policy objective of reducing fatalities. 

2. Transaction costs 

Another example of potential costs are costs associated with transactions. Transaction costs are costs 
that are linked to transactions between consumers and markets. Generally speaking, lower 
transaction costs lead to higher market efficiency, as more transactions have the potential to be 
completed. In the case of new regulation leading to higher transaction costs, this could decrease the 
overall efficiency of market-based transactions and, as a result, lead to higher costs for companies 
and businesses and ultimately consumers as these costs are passed on. 

                                                             
123  The lack of academic attention to the conceptual elements underpinning this dichotomy were recognised by a Working Paper prepared 

for the UK’s Regulatory Policy Committee and the Better Regulation Executive in 2015. For more information see: 
https://regulatorypolicycommittee.weebly.com/uploads/7/8/8/5/78855130/direct_and_indirect_impacts_of_regulation_on_business_
dec_2016_version.pdf. 

124  CEPS, 2013, Assessing the Costs and Benefits of Regulation. 
125  Allianz, 2015, How aviation safety has improved. Available at: https://commercial.allianz.com/news-and-insights/expert-risk-articles/how-

aviation-safety-has-improved.html. 
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3. Reduced competition and inefficient resource allocation 

Regulation can, in some cases, affect competition in markets. According to CEPS (2013), there are 
three important ways in which competition can be affected: 

• Increased barriers to market entry: for example, by creating regulatory requirements that are 
difficult for new market actors to meet or by discouraging entry by artificially reducing the 
profitability of a given market. 

• Preventing firms from competing with each other: by creating new rules that reduce price 
competition or restrict advertising (e.g. rules that prohibit sales below cost, or set minimum 
prices); or depriving market players of their minimum efficient scale by imposing market 
fragmentation. 

• Facilitating collusion: (often inadvertently) by making it easier for market players to 
coordinate their strategies, e.g. through increased market transparency, imposed price 
changes, mandatory standard adoption, etc. 

4. Reduced investment and innovation 

Regulation can also negatively affect research and development in the private sector, which is 
needed to continue to innovate and grow the economy. More specifically, new regulation can lower 
incentives to invest in research or, more generally restrict incentives to produce innovative products. 

5. Uncertainty and investment 

This last category of indirect cost is less tangible and therefore more difficult to define. It relates to 
the legal and regulatory uncertainty that may make companies more risk averse, particularly in terms 
of undertaking longer-term investments. For example, a high frequency in the changing of rules and 
standards applicable to a particular industry can lead to lower levels of investment in and by the 
same industry. 

The above cost categories and examples are cross-cutting and applicable to many sectors of the 
European economy. However, there are specific examples pertaining to the wholesale and retail 
sectors that are important to lay out in the context of this case study. First, the policy context with 
respect to how the issues of indirect costs is approached by the European Commission in the context 
of Better Regulation is discussed before the practical issues faced by the European wholesale and 
retail sector are presented. 

Policy context: 

The European Commission includes indirect costs in its Better Regulation Guidelines and Toolbox – 
“these costs are described to be generally administrative costs such as, for example, overhead costs 
incurred in connection with the eligible direct costs for the action”126. 

Moreover, indirect costs and indirect impacts of legislation are also recognised and highlighted as 
important in Tool #21 ‘Sectoral Competitiveness’ of the Better Regulation Toolbox127. In this context, 
indirect costs are described as being “triggered by changes in relative prices and changes in supply 
and demand for inputs and outputs on the relevant markets of the targeted sector”. The Commission 
notes their importance by stating that the net effect of indirect costs and impacts can be greater 
than the sum of all the direct effects of legislation, particularly if they affect many sectors within or 

                                                             
126  European Commission (2023). Better Regulation Toolbox. 
127  European Commission (2023). Better Regulation Toolbox. 
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outside the supply chain. In addition, indirect costs can also alter the overall expected cost/benefit 
ratio if not appropriately considered. In this context, indirect costs are considered in Commission 
Impact Assessments; however, the degree to which this is done on a systematic basis is unclear. 

Review of the issue: 

The European retail and wholesale sector is a key economic sector in the single market. This sector 
comprises nearly five million enterprises, about one-fifth of all companies registered in the EU. 
Collectively, these companies meet roughly one-third of total household consumption needs in the 
EU, generating an annual revenue close to EUR 7 trillion128. 

According to interview feedback gathered from EuroCommerce (the EU-level association 
representing wholesalers and retailers), the regulatory burden on this sector has been increasing in 
recent years and is expected to continue increasing in the short to medium term. This is partly due 
to the fact that resellers and retailers are at the end of long value chains, with a diversity and high 
number of regulated products. As a result, the companies in this sector are subject, both directly and 
indirectly, to a raft of regulation that affects their products, ranging for example from chemical to 
food through to sustainability regulation. 

In addition to the overlapping and cumulative regulatory requirements, wholesalers and retailers are 
subject to a high volume of regulation which makes it difficult for SMEs, with fewer resources, to be 
aware of all the regulations they are subject to and therefore to be fully compliant. 

Implications for the EU’s OIOO approach: 

At present, the Commission’s OIOO approach does not include indirect compliance costs within its 
scope. As a result, the burden that is offset does not include these costs, which as described above 
can be substantial. 

In the case of the wholesale and retail sector, interview feedback suggests that while SMEs are 
usually exempt from burdensome regulatory requirements, reflecting efforts made by the 
Commission over the years, they can, however, be effectively burdened by requirements placed on 
other and often larger companies. 

For instance, interview feedback from a EuroCommerce national member revealed that the so-called 
‘Corporate Sustainability Due Diligence Directive’ forces SMEs to provide information to larger 
companies to whom they supply their products as these larger companies only accept to trade with 
SMEs that will share this information. In addition to potential loss of market shares, SMEs were also 
reported to suffer from opportunity costs as more time is spent on meeting reporting requirements 
rather than growing their business. 

  

                                                             
128  McKinsey, 2022, Transforming the EU wholesale and retail sector. Available at: https://www.mckinsey.com/industries/retail/our-

insights/transforming-the-eu-retail-and-wholesale-sector.  
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ANNEX 3: DETAILS FROM THE REVIEW OF THE OIOO PILOT 

Solvency II 
The initiative on the revision of the prudential rules for insurance and reinsurance companies (Solvency 
II) was announced by the Commission in September 2020. Subsequently, the Commission published 
an IA along with an evaluation of Solvency II in 2021. There is no mention of the OIOO approach in the 
proposal’s IA. However, there was an effort made to precisely quantify the costs and benefits of the 
proposed initiative. 

The Parliament’s Committee on Economic and Monetary Affairs (ECON) reviewed this proposal and a 
draft report was tabled in June 2022. The draft report added amendments to the Commission’s 
proposal. Several of these amendments are susceptible to considerably change the quantifications of 
the initial IA. For instance, one amendment would widen the range of insurance companies to be 
excluded from the scope of Solvency II by increasing the thresholds in size and risk level. It also 
proposes to replace absolute thresholds with relative ones to account for market size. In total, 805 
amendments have been tabled, and the Committee report was tabled for plenary in July 2023. In 
September 2023, the Committee decided to enter into interinstitutional negotiations, which was 
subsequently confirmed by the plenary129. 

Ozone layer protection (Revision of EU rules) 
The Commission published on 5 April 2022 a proposal to revise EU rules regarding ozone layer 
protection. Similar to Solvency II, the proposal’s IA does not explicitly refer to the OIOO approach. 
However, the REFIT section mentions cost savings of the proposed options, which is a useful step in the 
direction of offsetting. More specifically, the cost savings were argued by the Commission to have the 
potential to reduce the administrative burden, for example, for businesses applying for a trader licence 
(B1) instead of currently using the per-shipment licence system. 

This file was assigned to the European Parliament’s Committee on Environment, Public Health and 
Food Safety (ENVI). The ENVI Committee voted its report on 1 March 2023. Noteworthy modifications 
included narrowing exemptions, strengthening labelling provisions, and also penalty provisions 
(maximum administrative fines for example). Following a plenary vote on 30 March 2023, negotiations 
between the Parliament and the Council were concluded in June with a partial agreement. In October 
2023, the Committee agreed to approve the text produced through interinstitutional negotiations130. 

Review of EU rules on fluorinated greenhouse gases 
The European Commission published on 5 April 2022 a proposal to review EU rules on fluorinated 
greenhouse gases (F-gases). The proposal’s IA does not directly mention the OIOO approach, however, 
there is a large section describing who is impacted and how, as well as a detailed table setting out the 
quantification of costs and benefits. 

Within the Parliament, the proposal was referred to the ENVI Committee. The Committee adopted its 
report, and the Parliament also adopted its position in March 2023, with several amendments, such as 

                                                             
129  European Parliament Legislative Train Schedule, 2023, Revision of the prudential rules for insurance and reinsurance companies (Solvency 

II). Available at: https://www.europarl.europa.eu/legislative-train/theme-an-economy-that-works-for-people/file-solvency-ii-revision-2. 
130  European Parliament Legislative Train Schedule, 2023, Revision of Regulation (EC) No 1005/2009 on substances that deplete the ozone layer 

(REFIT). Available at: https://www.europarl.europa.eu/legislative-train/theme-a-european-green-deal/file-revision-of-ozone-regulation. 
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a strengthening of the requirements to place products containing F-gases on the market. In April 2023, 
the Council adopted its decision, which amended the proposal's phase down schedule, lowered the 
hydrofluorocarbon (HFCs) quota allocation prices from EUR 3 to EUR 2, agreed to postpone several 
bans in comparison to the Commission's proposal, mainly for heat pumps, and took a less prescriptive 
approach on the provisions on penalties. In October 2023, the Committee agreed to approve the text 
produced through interinstitutional negotiations131. 

Revision of the Industrial Emissions Directive (IED) and the European 
Pollutant Release and Transfer Register Regulation (E-PRTR) 
The Commission tabled its proposal for a revision of the IED, and on the E-PRTR on 5 April 2022. The IA 
highlights that ”while it has not been possible to quantify and monetise all impacts, it is estimated that the 
set of measures enhancing the effectiveness of the Directive have health benefits between EUR 860 million 
and EUR 2.8 billion per year with annual business CAPEX/OPEX costs of about EUR 210 million”132. Moreover, 
the overall burden of the initiative was quantified, and the costs were also counted in the documents. 

Within the Parliament, the ENVI Committee added amendments, and the report was voted in the 
plenary in July 2023 for interinstitutional negotiations133. 

Revision of the Energy Performance of Buildings Directive 
The Commission tabled its proposal for a revision of the Energy Performance of Buildings Directive 
(EPBD) in December 2021. The file was allocated to the Parliament’s ITRE Committee. The final report 
was adopted by the Committee in February 2023 and voted in the Parliament’s plenary session in 
March 2023. This revision is currently undergoing negotiations between the Parliament and the 
Council134. 

Regarding the IA, it is mentioned that the measures of the preferred policy option would reduce the 
associated administrative burden by almost EUR 100 million per year. Beyond this number, the 
proposed digitalisation of Energy Performance Certificates and new provisions on data exchange and 
databases were also argued to reduce administrative and compliance costs135. 

Revision of the EU legislation on blood, tissues and cells 
An inception IA was published in 2020, and the legislative proposal was put forward in July 2022 by the 
Commission. The aim was to establish measures setting high standards of quality and safety for all 
substances of human origin ('SoHOs') intended for human application and for activities related to those 

                                                             
131  European Parliament Legislative Train Schedule, 2023, Review of EU rules on fluorinated greenhouse gases. Available at:  
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133  European Parliament Legislative Train Schedule, 2023, Revision of Directive 2010/75/EU on industrial emissions (REFIT). Available at: 
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substances to ensure a high level of human health protection, in particular for SoHO donors, SoHO 
recipients and offspring from medically assisted reproduction. The file was allocated to the Parliament’s 
ENVI Committee, which adopted its report in July 2023. The plenary session was held at the start of 
September 2023, and the matter was subsequently referred back to the ENVI Committee for 
interinstitutional negotiations136. 

Regarding cost savings, the Commission tried to quantify the effects, and offsetting is briefly discussed. 
The cost savings amounts gathered from the chosen policy option are also summarised in a table, 
which is useful from the OIOO pilot perspective137. 

Digitalisation of visa procedures 
The Commission presented a proposal for the digitalisation of EU visas on 27 May 2022. The aims of the 
proposal are to modernise the visa application process for individuals entering the Schengen area and 
to reduce risks of identity fraud, forgery and facilitate the verification process at the border through 
digitalisation. The text was voted by the Civil liberties, Justice and Home Affairs (LIBE) Committee in 
January 2023. The Council and Parliament had agreed on rules for this initiative in June 2023, and at 
the end of the same month there was an agreement in the Committee on the amendments brought 
by interinstitutional negotiations. Following adoption by the Parliament in October 2023, the act was 
adopted by the Council in November 2023, and the final act was published in the Official Journal on 7 
December 2023138. 

Regarding the IA itself, it is the first document in the pilot study where there is an explicit mention and 
acknowledgement of the OIOO approach. The initiative will reportedly not generate adjustment costs 
for the private sector and will only concern public authorities and third-country nationals. Moreover, 
savings on administrative costs for EU citizens and businesses would reportedly be negligible. The main 
limitation identified in this IA with regard to the OIOO approach is that there is no precise 
quantification, and there is no mention of any provisions for the offsetting. These points can be justified 
by the nature of the instrument, which does not create costs for businesses139. 

Revision of Regulation on EU guidelines for the development of the 
trans‑European transport network (TEN-T) 
In December 2021, the Commission published a proposal for the Trans-European Transport Network 
(TEN-T) policy, which aims to develop a Europe-wide network of railway lines, roads, inland waterways, 
maritime shipping routes, ports, airports and railroad terminals. The Parliament’s Committee on 
Transport and Tourism (TRAN) reviewed the initiative in April 2023. Later that month, the Parliament’s 
plenary confirmed the revision and approved the start of interinstitutional negotiations140. 

                                                             
136  European Parliament Legislative Train Schedule, 2023, Revision of the blood, tissues and cells legislation. Available at:  

https://www.europarl.europa.eu/legislative-train/theme-promoting-our-european-way-of-life/file-revision-of-the-blood-tissues-and-
cells-legislation. 

137  European Commission, Proposal for a Regulation of the European Parliament and of the Council on standards of quality and safety for 
substances of human origin intended for human application and repealing Directives 2002/98/EC and 2004/23/EC, COM/2022/338 final, 
14 July 2022. Available at: https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A52022PC0338. 

138  European Parliament Legislative Train Schedule, 2023, Digitalisation of visa procedures. Available at:  
https://www.europarl.europa.eu/legislative-train/theme-promoting-our-european-way-of-life/file-digitalisation-of-visa-procedures. 

139  European Commission, 2022, Impact Assessment accompanying the Proposal for the Digitalisation of visa procedures. Available at: 
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A52022SC0658&qid=1701267507174. 

140  European Parliament Legislative Train Schedule, 2023, Revision of the Regulation on the trans-European transport network (TEN-T). Available 
at: https://www.europarl.europa.eu/legislative-train/theme-a-european-green-deal/file-ten-t-regulation-review. 
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The proposal makes explicit that the initiative was not part of the REFIT initiatives. However, the 
explanatory memorandum notes that the proposed Regulation will increase the efficiency of the 
regulatory framework as a whole. Additionally, the evaluation of the TEN-T Regulation confirmed that 
it would benefit from simplification. All in all, this initiative does not provide much quantification141. 

Revision of the design protection Directive and the design protection 
Regulation 
The Commission published in November 2022 two package proposals to revise both the Design 
Directive (Directive 98/71/EC) and the Community Design Regulation (Council Regulation (EC) No 
6/2002) in view of contributing to the Intellectual Property Action Plan (published in November 2020). 
The Parliament’s Committee on Legal Affairs (JURI) adopted its report in October 2023. The Committee 
decided to enter into interinstitutional negotiations in November 2023, confirmed by plenary142. 

The proposal was part of the REFIT initiatives with the aim of simplifying the filing of new designs and 
improving competitiveness in many ways. Additionally, benefits were not clearly quantified, but were 
described qualitatively. For example, it was argued that EU consumers would benefit from the 
emergence of a liberalised market for spare parts with presumably more competitive pricing143. 

Review of the marketing standards framework for fishery and aquaculture 
products 
In 2020, the Commission published its ‘Farm to Fork’ strategy which aims to drive a shift to sustainable 
food systems to contribute to achieving European Green Deal objectives. No impact assessment for 
this proposal could be retrieved. 

The revision was initially announced for Q4 2020 but was pushed back. In 2019, an evaluation study 
was published highlighting that the current marketing standards have a positive but limited impact in 
terms of their objectives144. At the start of 2022, the Commission invited stakeholders to participate to 
an online consultation. Subsequently, in February 2023, an implementation report was published145. It 
was mentioned that the upcoming Sustainable Food System Initiative, ‘expected by the end of 2023’, 
would provide scope for better consumer information. After the initiative will be published, there 
might be new action for the seafood sector specifically. Therefore, this proposal has been on hold, 
awaiting developments on other initiatives146. 

 
 
 
  

                                                             
141  European Commission, Proposal for a Regulation of the European Parliament and of the Council on Union guidelines for the development 

of the trans-European transport network, amending Regulation (EU) 2021/1153 and Regulation (EU) No 913/2010 and repealing 
Regulation (EU) 1315/2013, 14 December 2021. Available at: https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=COM:2021:812:FIN. 

142  European Parliament Legislative Train Schedule, 2023, Revision of the Design Directive (Recast). Available at:  
https://www.europarl.europa.eu/legislative-train/theme-a-europe-fit-for-the-digital-age/file-revision-of-the-design-directive-(recast). 

143  European Commission, Impact Assessment accompanying a Proposal for a Regulation on the legal protection of designs, 28 November 2022. 
Available at: https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A52022SC0368&qid=1701270065258. 

144  European Commission, 2019, Evaluation on Marketing standards framework for fishery and aquaculture products. Available at: https://eur-
lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:52019SC0453. 

145  European Commission, 2023, Report on the Implementation of Regulation (EU) No 1379/2013 on the common organisation of the 
markets in fishery and aquaculture products. Available at: https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=COM:2023:101:FIN. 

146  European Parliament Legislative Train Schedule, 2023, Marketing standards in fishery and aquaculture products. Available at:  
https://www.europarl.europa.eu/legislative-train/theme-a-european-green-deal/file-marketing-standards-in-fishery-and-aquaculture-
products. 
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This study takes stock of the implementation of the regulatory offsetting mechanism known as the 
‘one in, one out’ (OIOO) approach by the European Commission. 
 
Overall, this mechanism was found to be relevant and useful to address the issue of managing the 
EU regulatory burden on businesses. While there has been a clear commitment from the 
Commission to ensuring the OIOO approach is applied effectively, there remains scope for the 
Commission to increase the transparency underpinning its methodology. 
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	Executive Summary
	This report sets out the results of the study on the application of the ‘one in, one out’ (OIOO) approach and its impact on businesses, particularly SMEs, requested by the European Parliament’s Committee on Industry, Research and Energy (ITRE). This study’s objectives were to take stock of the implementation of the OIOO approach by the European Commission and consider its anticipated impacts given the relatively short amount of time the approach has been in place.
	In terms of its methodology, this study was informed by an extensive literature review and a representative interview programme that included important SME and business associations at the EU and national levels. Consultation with the Commission also informed this report and was key to generating information on the implementation of the OIOO approach in addition to key insights contained in the European Commission’s Annual Burden Survey 2022, published in September 2023.
	Overall, this study found that the OIOO approach, as a regulatory offsetting mechanism, is highly relevant and needed to address the issue of the EU regulatory burden. While there has been a clear commitment from the Commission to ensuring the OIOO approach is applied effectively, there remains scope for the Commission to increase the transparency underpinning its methodology. Indeed, while the OIOO approach has been systematically integrated within the European Commission’s Impact Assessment process – primarily, by being considered in Impact Assessment reports and in decisions made by the Regulatory Scrutiny Board – there is a need to increase the transparency regarding the methodology used to assess the overall outputs of the OIOO approach.
	The data presented in the Annual Burden Survey 2022 indicates that the anticipated cost savings generated by the legislative proposals examined were largely able to offset the anticipated regulatory costs introduced, thus leading to a net (expected) decrease in the EU regulatory burden in the first year of implementation (2022). Notwithstanding, the Commission’s analysis should be interpreted with caution in light of important methodological challenges. For example, beyond common limitations associated with the EU Standard Cost Model (such as the difficulty in determining accurate cost estimates), the aggregation of cost estimates across impact assessments is a difficult exercise particularly for impact assessments where estimates are expressed in ranges and/or where no preferred policy option has been retained. Moreover, the lack of transparency regarding the Commission’s methodology, notably linked to cost and cost savings data generated via the OIOO calculator, makes any definitive assessment of its application difficult at this stage.
	In terms of impact, it is too early in the OIOO approach’s implementation to provide a definitive assessment of its impact on the regulatory burden and thus on the competitiveness of businesses and SMEs. The perception of businesses consulted for this study suggest that there has been a net increase (or expected increase in the short-term) of the EU regulatory burden in recent years. This is primarily due to the recent adoption of important pieces of EU legislation. Moreover, there is a general sense that the policy goals linked to the Green Transition will further fuel the existing burden. In addition, the important cost savings identified in the Annual Burden Survey 2022 – expected to amount to EUR 7.3 billion annually over the next ten years – will not emerge until some time after these proposals are adopted, enacted and, in the case of Directives, transposed. In addition, there are potential barriers to the regulatory approach’s effectiveness, such as gold plating, decreased effectiveness over time and costs created by co-legislator amendments. Despite these constraints and a general lack of awareness regarding the approach’s existence, the introduction of the OIOO approach was received positively by the consulted stakeholders.
	Looking at the broader Better Regulation Agenda, it should be noted that the OIOO approach comes on the backdrop of broader efforts made by the Commission to simplify EU legislation and remove unnecessary burdens on European undertakings and SMEs. This includes important initiatives that preceded the implementation of the OIOO approach, including REFIT, the Think Small First principle, and the SME test. These initiatives were found to be complementary to the OIOO approach and, as the OECD has noted, regulatory offsetting mechanisms function best when they are implemented alongside other regulatory best practices. As such, it would be important for future assessments of the OIOO approach to consider its coherence with the broader Better Regulation Agenda.
	In light of the above findings, the following recommendations were made:
	 Recommendation 1: The European Commission should consider adopting a more concerted and targeted approach to raising awareness and disseminating the results of the OIOO approach.
	 Recommendation 2: The Parliament and Council should seek to ensure that supplementary impact assessments are carried out when significant amendments are introduced in legislative proposals wherever possible.
	 Recommendation 3: European businesses, including SMEs, and their representative associations should be incentivised to report cost data to national and EU authorities.
	 Recommendation 4: The European Commission should increase the transparency around the monitoring and the overall methodology for the aggregation of costs.
	 Recommendation 5: The European Commission should consider making provisions for an independent evaluation of the OIOO mechanism.
	1. Introduction
	1.1. Scope and objectives of the assignment
	1.2. Summary of the methodological approach
	1.3. Structure of the report

	The ITRE Committee requested a study on ‘the application of the one in one out approach and its impact on businesses’, with the aim of providing an independent expert opinion to the European Parliament (the Parliament) to form an evidence-based view on the fitness for purpose of the ‘one in, one out’ (OIOO) approach and progress made to date with respect to its implementation.
	The technical and impact analysis of the OIOO approach is based on a literature review and primary data collection drawing from existing and available data, studies and analysis from various sources (see the References section of this report for a full bibliography). This analysis is complemented by a representative interview programme that gathered the views and feedback of European Small and Medium-Sized Business Enterprises (SMEs) and other key stakeholders on the extent to which the OIOO approach has been applied in practice and on the potential impacts on the regulatory burden stemming from EU legislation.
	In this context, four key research issues have been investigated. The application of the OIOO approach by the Commission has been examined, and its effects on SMEs have been analysed. Moreover, the principle’s application or non-application has effects on the administration and competitiveness of European businesses, especially SMEs, and this report has assessed those effects. Also, the study reports the perceptions of SMEs on the OIOO approach and its implementation. Last, the role that the SME Envoys Network plays in relation to the OIOO approach was examined.
	There are two main elements to this report. The first is a technical and impact analysis of the European Commission’s OIOO approach. This assessment focuses on the methodology and overall guidance provided by the European Commission in the Better Regulation Guidelines (BRG) and Toolbox, including the methodology on the EU Standard Cost Model. More specifically, Tool #59 provides practical guidance on cost estimates and their relevance and application for the OIOO approach (see Section 2.3). Furthermore, the study reviewed the state-of-play with respect to the implementation of the OIOO approach by:
	 Reviewing the OIOO pilot exercise conducted by the Commission in 2021 (Section 3.2);
	 Examining the Impact Assessments (IAs) that have been published by the European Commission since the approach officially came into force on 1 January 2022. An analysis is provided in Section 3.3; and
	 Assessing the information and data contained in the European Commission’s Annual Burden Survey 2022, published in September 2023. This important document sets out the results of the implementation of the OIOO approach during its first year of implementation. However, as discussed throughout the report, there remain important limitations and a lack of clarity with regard to certain elements, for example, the methodology underpinning the aggregation of costs across impact assessments.
	The second element of the assignment is a review of the early impacts of the OIOO approach since its introduction. Given the short timeframe since the mechanism became operational, not enough time has passed to allow for the adoption of legislation for which the OIOO approach has been applied. As a result, the expected impacts have not had time to emerge, particularly in terms of alleviating the existing regulatory burden on SMEs. This is detailed in Section 4 of this report. However, to mitigate this, the assignment considered potential future and anticipated impacts. Key to this exercise was to gather feedback from SMEs and other relevant business associations on the added value of the OIOO approach, its benefits and the extent to which costs for businesses introduced by new EU legislation have been offset. To this end, a balanced sample of stakeholder views on the issues raised was gathered to inform the independent assessment presented in this study.
	The analysis presented in this study was supported by extensive desk-based research and a targeted interview programme.
	The desk research done for this assignment had three main aims. First, a literature review was conducted to review the existing data and analysis with respect to the EU regulatory burden, its historical evolution, and its current impact on businesses, particularly SMEs. In addition, there are important lessons to be learned concerning the OIOO approach within the broader context of regulatory oversight, particularly from countries that have experimented with and/or have long-standing mechanisms of a similar nature. To this end, examples of national OIOO mechanisms are presented in Section 2. Indeed, as the EU OIOO approach is still in its early stages, it can benefit from lessons learned and best practices from these national-level examples. Some of these lessons learned were also used to inform the analysis of emerging and future impacts (Section 4) and the conclusions and recommendations set out in Section 5.
	The second aim of the desk research was to undertake a mapping of European Commission IAs published between January 2022 and mid-June 2023 with a view to generating an evidence base on the implementation of the OIOO approach. The results and findings from this exercise are presented in Section 3.3 and are complemented by the Commission’s analysis of the application of the OIOO approach in 2022 presented in the Annual Burden Survey 2022.
	Third, the desk research looked in detail at examples of IAs which applied the OIOO approach, with the aim of illustrating, in a practical manner, the ways in which the mechanism has been implemented (see Section 3.4). An interview programme was included to complement the findings from the desk research. A total of 16 interviews were conducted with representatives of EU and national business/SME associations and EU institutions, including the European Commission.
	It is important to note a significant limitation with respect to the interview programme, which emerged during its implementation: there was a general lack of awareness regarding the methodology underpinning the Commission’s OIOO approach and knowledge among stakeholders regarding its implementation. This was particularly true for national level stakeholders across the EU Member States. Therefore, many stakeholders were only able to provide theoretical views on the added value of the OIOO approach and provide feedback on the existing regulatory burden they or their members experience. Stakeholder feedback is presented in Section 4 of this report, which considers the (anticipated) impacts of the OIOO approach.
	To further illustrate the research findings, three case studies have been conducted covering the following topics: i) the sustainability of one in, ‘x’ out (OIXO) mechanisms and the concept of ‘regulatory room’; ii) the relationship between the OIOO approach and the European Green Deal; and iii) an illustration of indirect costs in the wholesale/retail sector. While the results of the case studies are used throughout the study, they are also presented as standalone outputs in Annex 2.
	Building on a summary of the background and context to the OIOO approach presented in Section 2, the results of the technical and impact assessments are presented in Section 3 (technical assessment) and Section 4 (impact assessment). On this basis, Section 5 provides the conclusions and recommendations stemming from the research. The recommendations are also informed by and reflect the needs of SMEs based on the feedback collected from key SME interest groups.
	The main body of this study is supported by a bibliography, the list of IAs reviewed (Annex 1), the standalone case studies (Annex 2) and the follow-on review of the OIOO pilot (Annex 3).
	2. Background and context
	2.1. EU regulatory burden and its impact on companies
	2.2. EU measures to address the EU regulatory burden
	2.3. Introduction of the OIOO approach at EU level
	2.4. Examples of OIOO mechanisms at the national level

	It is important to provide a definition of the concept of the regulatory burden as it can be conceptualised and interpreted in different ways. The concept of regulatory burden encompasses a variety of costs and other constraints/hindrances imposed on public authorities, consumers, businesses and citizens more broadly as a result of requirements and obligations created by regulation and often embedded in legislation. While regulation creates benefits, it also creates obligations that can take resources away from economic activity and thus affect the productivity and competitiveness of companies.
	There are different types of costs associated with the regulatory burden. A first distinction that can be made is whether regulatory costs are ‘direct’ or ‘indirect’. According to a study conducted by CEPS in 2013, direct costs are generally referred to as compliance costs, and there are three main categories. The first is ‘charges’, which are costs that are directly imposed by legislation and regulation such as taxes, fees and levies. These are often more easily quantifiable as the sums to be collected are defined by the legislator. However, it may be difficult to determine what types of stakeholders will bear the costs as these can be passed on by primary recipients to consumers or other businesses. Conversely, ‘indirect costs’ are more difficult to adequately identify and quantify as, although not intended to emerge by regulators, they can nevertheless affect SMEs as a result of information reporting requirements imposed on their suppliers or companies to which they supply. The third case study presented in Annex 2 provides an example of the impact of indirect costs on the regulatory burden faced by European wholesale and retail companies.
	The second type of compliance costs is ‘substantive compliance costs’. These costs are less explicit than the first category (i.e. charges) and include obligations with which relevant stakeholders must comply. These costs can include: (i) capital costs (e.g. physical assets that need to be acquired to comply with a new regulation); and (ii) operating and maintenance costs, such as annual expenditure of purchased services needed to meet regulatory requirements.
	Moreover, so-called ‘hassle costs’ are another type of constraint associated with the burden created by regulation. Although difficult to quantify because they are less tangible, these costs include, among others, administrative delays (when not directly attributable to an information obligation) and similarly, opportunity costs created by protracted lead times when dealing with administrative or litigation procedures among others. These costs or hindrances are often subjectively felt by affected stakeholders and often arise, for instance, due to the overlap of different regulatory requirements on companies. Hassle costs are important to bear in mind as, although not directly created by new regulation, they can nevertheless influence stakeholders’ perceptions of the regulatory burden and, as a result, generate bias when data is collected to measure the regulatory burden on companies (particularly when self-reported via surveys).
	This categorisation formed the basis for the typology of costs detailed in Tool #56 of the Better Regulation Toolbox. Figure 1 below provides a visual representation of the costs but also benefits stemming from regulatory activity elaborated in the CEPS study, before the specific typology from Tool #56 is presented.
	Figure 1: Types of costs and benefits created by regulation
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	Source:  CEPS (2013)
	Source:  European Commission, Better Regulation Toolbox (2021).
	With respect to the EU regulatory burden, this has been a recurrent issue in European and national policy debates due in part to the growing and cumulative outputs of regulatory activities. This is illustrated by a 2008 survey of 500 SMEs conducted as part of the European Small Business Act, which found that over-regulation was one of the biggest hurdles faced by SMEs at the time. More specifically, surveyed SMEs reported that EU rules in areas such as health and safety and the environment were the most burdensome. An overly high regulatory burden can negatively affect economic growth and job creation. For example, a 2014 DG ECFIN report found that reforms aimed at reducing regulatory obstacles are associated with higher market entry rates for new companies and exporters.
	Moreover, an excessive regulatory burden can be the result of the cumulative effect of legislation. A 2014 study conducted by the Centre for Strategy & Evaluation Services (CSES) for DG Enterprise (now DG GROW) on the cost of the cumulative effects of compliance for SMEs revealed — based on inputs from over 16,000 SMEs — that SMEs that are subject to sectoral and product legislation, such as undertakings in the construction and electrical engineering industries, were particularly vulnerable to the cumulative effect of EU regulation as they need to comply with different types of legislation ranging from industrial product requirements, employment, health and safety, environmental and business-related regulation. As mentioned previously, this regulatory overlap across multiple policy areas can also contribute towards the emergence of ‘hassle costs’.
	However, more recent data suggests there has been an overall improvement in terms of stakeholder perceptions of the negative impact of the EU regulatory burden in recent years. According to data gathered by the Single Market Scoreboard, overall business framework conditions have been improving across the Single Market; albeit, challenges do remain in specific areas. In 2021, stakeholder perceptions of the regulatory burden in the EU were on average between 3.5 and 4 on a scale of 0 (highest burden) to 7 (lowest burden), with improvements seen in 23 Member States over the preceding three years. However, these data should be interpreted carefully as the data collection methods did not allow for disaggregation of the regulatory burden stemming from EU and national origin. Indeed, it is often difficult for companies to accurately report on the legislative origin of a given obligation as was revealed by previous studies. Additionally, as discussed further in Section 4, these data should be tempered by the interview feedback gathered by this study as there was a general consensus across SME associations to indicate that the EU regulatory burden has been getting increasingly more burdensome. Figure 2, below, provides a summary of the data discussed above.
	Figure 2: Impact of the regulatory burden as reported by companies in 2021 and evolution since 2018.
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	Source:  World Economic Forum (WEF).
	Moreover, SMEs are particularly vulnerable to the burdens stemming from regulation. This is mainly because SMEs are typically less able than larger firms to navigate the complexity of the regulatory framework. According to data from Business Europe, whereas a larger company may need to spend EUR 1 per employee to comply with regulation, an SME may need to spend this amount ten times over, averaging EUR 10 per employee. Moreover, according to the OECD, reducing the regulatory burden on SMEs can facilitate their participation in the formal economy, help improve their productivity and competitiveness, and enhance their participation in and benefits from a globally integrated economy. The 2014 study CSES conducted for DG Enterprise also found that among SMEs, micro enterprises were particularly vulnerable to burdensome regulatory requirements.
	This is particularly problematic when considering that SMEs account for 99% of all businesses in the EU and are as such the backbone of the European economy. In the last five years, SMEs have created around 85% of new jobs in the Single Market and provided two-thirds of total private sector employment. As such, SMEs and entrepreneurship more generally play a crucial role in economic growth, innovation, job creation, and social integration in the EU.
	To address this issue, the EU institutions have been taking action to mitigate and reduce the overall EU regulatory burden by: (i) improving the degree of coherence between legislation; (ii) simplifying legislation; and (iii) improving the quality of legislation to ensure EU regulation fulfils its role of protecting citizens while ensuring no unnecessary burden is created. This sub-section reviews the reforms made and measures taken within the EU policymaking process to address the burden resulting from EU regulation.
	The Regulatory Fitness and Performance Programme (REFIT), launched in 2012 by the European Commission, is an important initiative. With the aim of simplifying EU legislation and reducing the negative impact of regulatory costs, REFIT has been integrated within the IA process for several years and co-exists alongside the OIOO approach in many of the IAs reviewed for the purposes of this study (see Sections 3.3 and 3.4). According to the Commission, since its introduction, REFIT has delivered achievements including, but not limited to:
	 162 REFIT initiatives implemented between 2015-2019; and
	 44 main initiatives under REFIT cited in the Commission’s 2020 Work Programme.
	Additionally, the Commission designed and launched the REFIT Scoreboard in 2014 to monitor REFIT initiatives across relevant policy areas. 18 policy areas were defined, reflecting the remit of individual Commission DGs. As part of this initiative, the Commission published the annual REFIT scoreboard to track the progression of initiatives for burden reduction and simplification, with the aim of monitoring efforts and progress made but also to provide transparency in relation to the work of the Commission in this area.
	Moreover, REFIT benefited from stakeholder inputs to identify existing burdens and opportunities for reduction and simplification. More specifically, the Commission set up the REFIT Platform in 2015 with a view to allowing EU citizens, organisations and businesses to provide bottom-up suggestions on how to make EU regulation more efficient and effective, while reducing their associated burden. Its mandate expired on 31 October 2019 and was replaced by the Fit for Future Platform (F4F).
	Another relevant initiative with respect to reducing the regulatory burden on SMEs is the SME Test, which is also integrated within Commission IAs. The SME Test was introduced to specifically review, ex-ante, the potential effects of EU legislative proposals on SMEs. Crucially, the SME Test was implemented to support the rolling out of the ‘Think Small First’ principle, first enshrined in the Small Business Act and which set out the framework for policy support in favour of SMEs by the Commission. The Commission defines the Think Small First principle as follows:
	“The ‘Think Small First’ principle implies that policy makers give full consideration to SMEs at the early policy development stage. Ideally rules impacting on business should be created from the SMEs point of view or in other words, SMEs should be considered by public authorities as being their ‘prime customers’ as far as business regulation is concerned. The principle relies on the fact that ‘one size does not fit all’ but a lighter touch approach can also be beneficial to larger businesses. Conversely, rules and procedures designed for large companies create disproportionate, if not unbearable burdens for SMEs as they lack the economies of scale”. 
	Additionally, and similar in focus to the SME Test, the SME envoys network was set up in 2011 as part of the review of the Small Business Act. The rationale for the creation of the network was based on the need to make further progress in terms of the regulatory and policy frameworks affecting SMEs. More specifically, the SME envoys network was set up with the aim of increasing the visibility of the needs of SMEs within the Commission. Operationally, the SME envoys (i.e. members of the network) enable communication between the Commission, relevant national authorities and SMEs. In addition, they also promote the interests of SMEs and are tasked with facilitating the implementation of the Think Small First principle.
	In its 2021 annual report to the Competitiveness Council, the SME envoys network set out the results of its work in relation to burden reduction and other policy initiatives to support SMEs. With respect to the former, the network contributed to the work of the F4F platform and identified legislation with potentially significant impacts on SMEs. However, there is no explicit reference to the OIOO approach in the SME envoys network’s annual reports. In the September 2023 State of the Union (SOTU) address, President of the European Commission Ursula Von der Leyen announced the appointment of an EU SME Envoy that will report directly to the Commission president. However, it is not clear at the time of writing what role and duties this new SME Envoy will have, and how it will impact the role of the network.
	Last, the 2023 SOTU address also announced the aim to reduce reporting obligations at the European level by 25% and called on the Member States to achieve the same target at the national level.
	In light of the above, it is important to recognise the broader context within which the OIOO approach was introduced, and which includes several long-standing initiatives and strategies to address the EU regulatory burden. The following sub-section provides a brief summary of the historical context leading to the implementation of the OIOO approach.
	Historically, the OIOO approach was considered by the Juncker Commission before being discarded on the basis that its costs and impracticalities would outweigh its potential benefits. However, the subsequent Von der Leyen Commission revived discussions on the OIOO approach within the EU policy debate and it was subsequently announced as one of the key priorities of the Commission from 2022.
	The introduction of the OIOO approach was preceded by a feasibility study for an EU-level OIOO regulatory mechanism, undertaken by CEPS on behalf of the German Ministry for Economic Affairs and Energy. This feasibility study reviewed the reasons underpinning the hesitation within the Commission at the time towards the OIOO approach and identified several arguments against the introduction of the approach. Overall, these arguments can be grouped in three overarching categories:
	 Administrative burden on the part of the Commission;
	 Methodological challenges and limitations; and
	 Risk of under-regulation.
	In terms of the increased administrative burden on the Commission, it was argued that introducing a OIOO mechanism would create a significant burden on the Commission, which could in turn lead to important delays in the EU administrative and policy-making process. This was reported to relate to the need to attain interinstitutional consensus on the best way to offset administrative costs of new legislation in the absence of pre-defined regulatory provisions to be repealed to counterbalance any new regulatory burden.
	Regarding the methodological challenges, several stakeholders pointed to the need to identify and generate reliable quantitative data to create valid cost estimates. Indeed, the effectiveness of the OIOO approach is inextricably linked to an accurate evidence base to determine, on the one hand, novel costs that are being introduced and, on the other, the existing costs that are borne by business and citizens when identifying an adequate ‘out’. Another significant challenge from a methodological perspective lies in the implementation mechanisms of EU Directives. Given that EU Directives are implemented by being transposed into national law, there is inevitably a degree of variance in the national transposition processes due to differences in the way Member States choose to enact EU law. This issue is further explored in Section 4 of this report.
	Last, regarding the risk of under-regulation, there were (and arguably still are) a number of arguments against an EU OIOO approach that are rooted in the strategic aims and purpose of regulation. Regulation should be able to provide market conditions that are conducive for adequate competition in a sustainable framework. Ensuring the sustainability of markets is one of the tasks of regulators, particularly when market failures occur. The role of regulators is also to ensure adequate protection of consumers. As such, regulation does not only create costs but also benefits. The benefits of regulation are often more intangible, making them more difficult to assess quantitatively and to verify attribution to the intervention being examined. In light of the important global challenges brought by climate change, there is a continued need to ensure regulation contributes towards the achievement of the EU Green Transition. This need was also recognised by third countries such as the UK in relation to its objective to achieve Net Zero and for which similar concerns have been made regarding the potential tension between regulatory offsetting mechanisms and environmental regulation.
	Retrospectively, a recent report prepared for the European Parliament’s Committee on Legal Affairs (JURI) on the EU’s OIOO principle as a law-making tool echoes several of the concerns raised in the EU policy debate. More specifically, the author took the view that the OIOO approach, as it was conceived, is not a suitable tool for better law-making due to a strong bias towards costs at the expense of EU regulatory goals. In this context, the report noted that the risk of adhering to a reductionist ‘bookkeeping’ approach is incompatible with the more holistic nature and role of regulation.
	The OIOO approach was announced via the ‘Better Regulation’ Communication of 29 April 2021, which set out the main principles and rationale underpinning the approach. More specifically, the Commission argued that the OIOO mechanism had the practical advantage of drawing the attention of EU policymakers to the impact and costs of applying legislation which have SMEs within their scope.
	The Commission also reiterated its goal to limit the EU regulatory burden on SMEs, which were severely affected by the COVID-19 pandemic and announced that it will work with the SME envoys network to screen EU initiatives where significant impacts on SMEs can be created. Additionally, the Commission acknowledged the overall positive outcomes generated by the OIOO and other similar approaches in Member States where it is in force. Noting the need to tailor the approach to the specificities of the EU administrative and policymaking framework, the Commission nonetheless announced that the EU OIOO approach had been developed based on national-level good practice.
	Prior to being formally introduced in the updated BRG published in November 2021, the Commission carried out a pilot project (see Section 3.2 for an overview and follow-up to the pilot). Building on the lessons learnt from this exercise, the Commission begun applying the OIOO approach to the 2022 Commission’s Work Programme. The scope and methodology for the approach are defined in the BRG, particularly Tool #59 (‘Cost estimates and the ‘one in, one out’ approach’); however, other Tools are also important, including Tool #56 (‘Typology of costs and benefits’), Tool #57 (‘Methods to assess costs and benefits’) and Tool #58 (‘EU Standard Cost Model’), as they set out the Commission’s broader typology and methodology for cost estimates.
	Several EU Member States and OECD countries have OIOO (or similar) approaches in place or have experimented with such regulatory offsetting mechanisms.
	The first country to implement a regulatory offsetting mechanism was the United Kingdom. In the early 2010s, UK regulators considered the OIOO principle as a suitable regulatory tool to enhance the competitiveness of British firms. The rationale for the introduction of the OIOO was twofold. First, it was rooted in the need to decrease costs for businesses, particularly SMEs. Second, there was a need to provide a more favourable business environment with the right incentives for further innovation and growth. At the time, feedback from British business associations was that regulation was a significant barrier to growth as significant work time and constant administration was needed to ensure compliance.
	The introduction of the UK OIOO approach was informed by the 2011-13 Red Tape Challenge, which aimed to foster dialogue between policy makers and business leaders on how the aims of existing regulation could be fulfilled in the least burdensome way possible. The outcomes of the Challenge led to the development of the first iteration of the OIOO approach, the central aims of which were to:
	 Remove or simplify existing regulations that unnecessarily impede growth;
	 Reduce the overall volume of new regulation by introducing regulation only as a last resort;
	 Improve the quality of any remaining new regulation; and
	 Move to less onerous and less bureaucratic enforcement regimes where inspections are targeted and risk-based.
	The implementation of the UK’s OIOO approach was set out by the publication of guidelines. These guidelines detailed in practical terms how the OIOO was to be implemented via a three-stage process: (i) conduct an initial assessment of the net cost to business of complying with any proposed regulation (i.e. assess the ‘in’); (ii) validate the initial assessment by the independent Regulatory Policy Committee; and (iii) identify and implement a suitable deregulatory measure that relieves business of the same net cost (i.e. the ‘out’). Subsequently, the OIOO approach was replaced by the ‘one in, two out’ (OI2O) approach by the UK central government in 2013 before being again updated to the ’one in, three out’ (OI3O) mechanism in March 2016, with the aim of cutting an additional £10 billion of regulatory burden. Interestingly, from an operational perspective, regulatory burden relief was achieved by making compliance less costly (e.g. by streamlining reporting processes) rather than by removing existing regulatory requirements. Moreover, the experience of the OIOO in the UK revealed that most of the burden was offset by discarding a small number of laws.
	However, despite this initial success, the UK discontinued the use of the OIXO mechanism in 2017, noting that although the OI2O and OI3O approaches offer several advantages from an economic growth perspective (e.g. by emphasising the need for balanced and business-friendly regulation among regulators and policy-makers), they may not be consistent with achieving the UK’s climate change goals (known as Net Zero). This discontinued use is further explored in the first case study on the sustainability of regulatory offsetting mechanisms (Annex 2). 
	In addition, a report from the UK’s National Audit Office in 2016 identified several methodological and operational weaknesses, concluding that the scheme had made limited progress in reducing regulatory costs years after its launch. The UK’s National Audit Office also concluded that cost estimates were often inaccurate and that regulators also tended to disregard wider social and economic impacts when their work was constrained by a regulatory offsetting mechanism.
	In the EU, several Member States have implemented OIOO-type mechanisms in recent years. Indeed, in the early 2010s many Member States became increasingly worried about the negative impact of over-regulation and launched so-called ‘Cutting Red Tape’ strategies. These strategies featured several tools such as regulatory burden relief targets (e.g. in Germany, Hungary etc.) but also OIOO mechanisms as a way to ensure no additional burden was created as a result of law making. By 2019, Austria, Finland, France, Germany, Hungary, Italy, Latvia, Lithuania, Spain and Sweden had all put in place a form a regulatory offsetting mechanism to constrain their regulatory activities. In addition, other Member States (e.g. Poland, Romania, Slovakia and Slovenia) were considering introducing similar mechanisms. 
	Figure 3, below, provides a map of the European countries in which OIXO mechanisms have been implemented or tested, before examples from France, Germany and Italy are presented in more detail.
	Figure 3: EU countries that have implemented OIXO mechanisms as of 2019.
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	Source:  CEPS (2019) feasibility study of OIOO at EU level.
	In France, a regulatory freeze (‘gel de la réglementation’) was first introduced via the Circulaire of 17 July 2013. At the outset, French central government departments were required to apply the OIOO principle by: (i) offsetting the increase in costs to businesses; and (ii) removing or (if not possible, achievable or desirable) simplifying an existing regulation when a new one was enacted. The French system also included costs to local governments and citizens within its scope. Subsequently, the approach was updated to maximise its impact, as it was deemed that it had failed to achieve its expected outcomes. The Macron government introduced a ‘one in, two out’ (OI2O) rule called the ‘maîtrise du flux des textes réglementaires’ in 2017, similar to the UK example a few years prior. Moreover, an institutional body was tasked with overseeing the effective implementation of the regulatory offsetting mechanism (the central government’s General Secretariat).
	Germany introduced a OIOO mechanism in 2014 as part of a Bureaucracy Reduction and Better Regulation initiative. According to a CEPS study conducted in 2019, the introduction of the OIOO approach in Germany was positive, as a net reduction in the regulatory burden of around EUR 2 billion was reportedly achieved in 2015-2018. However, German authorities argued that the efforts to provide further regulatory burden relief were constrained by burdens imposed by EU legislation, as an additional burden of EUR 0.5 billion of EU origin had to be considered. Figure 4, below, shows the evolution of the regulatory burden on the German economy between 2015 and 2019, thereby highlighting the growing EU-induced regulatory burden on German businesses according to the Normenkontrollrat, the independent and permanent body tasked with reducing the administrative burden (similar to the role of the General Secretariat in France).
	Despite its success, there have been criticisms levied against the German regulatory offsetting mechanism. More specifically, the German Industry and Trade Association (DIHK) voiced concerns by highlighting that stakeholder consultations involving businesses were often limited to a few days, that there was a lack of transparency in the methodology and that the limited scope of the scheme excludes costs such as one-off investment costs (also referred to as adjustment costs), which were argued to be the most burdensome for businesses.
	Figure 4: Regulatory burden since the introduction of the OIOO mechanism in Germany.
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	Source:  Normenkontrollrat (2019) Annual Report 2019.
	Italy has been applying its OIOO mechanism since 2011. Similar to the Commission’s OIOO approach, its scope encompasses both costs on citizens and businesses and the offsetting is conducted at the aggregate level on an annual basis. Put differently, the offsetting is carried out by reviewing the total amount of new burden created by all legislation enacted in a given year rather than on a case-by-case basis.
	As in the case of Germany, it has been reported that, overall, national-level OIOO approaches have generated positive outcomes, which would explain why several Member States and other stakeholders (including SME associations) supported the introduction of a OIOO principle as part of the European policy-making process. Indeed, the European Council called on the Commission to consider the introduction of a OIOO approach on several occasions.
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	The methodology for the OIOO approach is presented in Tool #59, Chapter 8 – ‘Methodologies for analysing impacts in impact assessments, evaluations and fitness checks’ of the BRG. This tool is preceded by Tool #58 on the ’EU Standard Cost Model’, thereby indicating the importance of this Tool and of its underpinning methodology for the implementation of the OIOO approach.
	The methodology for the OIOO approach is structured around four key sections, namely: (i) the scope of the OIOO approach; (ii) the cost calculations needed; (iii) the application of the approach (including the offsetting of costs); and (iv) relevant references and supporting material, notably the methodology produced by the OECD.
	Regarding its applicability, the Commission’s methodology specifies that the OIOO approach does not cover proposals that entail negligible administrative costs for businesses and citizens in line with the proportionality principle. For these cases, costs may be negligible either because the proposal does not introduce obligations on businesses or citizens to a great extent or because the ‘ins’ and ‘outs’ in a proposal offset each other. Conversely, ‘significant costs’ are defined by looking at the overall magnitude of the (primarily monetary) burden stemming from the obligations and related requirements, as well as the number of affected business and citizens (e.g. the impact on a large number of businesses, relevance for SMEs and micro businesses).
	In terms of its scope, the Commission’s OIOO approach includes costs on businesses and citizens but not on public authorities. Moreover, it includes two main types of costs: adjustment and administrative costs. This is in contrast to certain national-level OIOO schemes that only include administrative costs (e.g. in Germany). These costs are collectively referred to as direct compliance costs and are discussed below.
	As defined by the BRG, adjustment costs refer to the costs that are borne by businesses and citizens linked to investment or expenses to adjust their activity to comply with new regulatory requirements. Examples of adjustment costs include the upgrading of production lines, reducing damage to the environment, improving public health or raising the level of consumer or worker protection. While these measures may create initial costs in the short to medium term, they can also create new business opportunities and/or generate indirect benefits, such as a stronger level playing field in the Single Market. However, it should be noted that, in contrast to administrative costs (see below), adjustment costs are not fully offset by the Commission but are compensated to the greatest possible extent using EU funds among others.
	Administrative costs, on the other hand, are costs that are linked to the activities performed to comply with the administrative requirements included in the legal provisions. For example, new reporting requirements were introduced in the revision of EU rules concerning ozone layer protection, such as for production emissions and sales and purchases of ozone-depleting substances. This obliged businesses to conduct purely administrative activities, resulting in estimated administrative costs of EUR 0.1 million.
	Importantly, it should be noted that the OIOO approach is well suited to identify and capture costs; however, benefits are often not reflected as accurately and systematically due to their (often) less tangible nature. As reported by the Commission during an interview conducted for this study, there is a certain degree of flexibility embedded within the implementation of the approach’s methodology regarding, for example, the introduction of specific costs that may be burdensome in the short-term, but that may nevertheless be needed and expected to result in larger societal benefits in the longer term. As a result, the implementation of the OIOO approach’s methodology seems to also be driven in part by discretionary political choices linked to regulatory needs.
	To facilitate the calculation of administrative costs, the Commission has developed a OIOO calculator based on the EU Standard Cost Model. Feedback from the Commission’s Secretariat-General indicates that the calculator was designed to facilitate the aggregation of costs and support the analysis presented in the Annual Burden Survey 2022. More specifically, the tool was designed to be an internal and user-friendly interface to facilitate the implementation of the EU Standard Cost Model, supported by other public-facing outputs.
	In addition, the Commission created checklists to identify and calculate both adjustment and administrative costs. The table below sets out the steps to be taken to estimate these costs as defined by the BRG.
	Table 1: Commission’s checklist for the identification and calculation of adjustment and administrative costs.
	1. Identify and classify additional administrative obligations and obligations eliminated.
	1. Identify substantive requirements that legislation (in line with the preferred option) will impose on citizens and/or businesses.
	2. Identify any required complementary action (e.g. staff training).
	2. Estimate the number of businesses and citizens who will be affected by the proposal.
	3. Identify target group (i.e. segmentation).
	3. Estimate the adjustment net costs for a ‘normally efficient business’ or citizen.
	4. Identify the frequency of required action.
	4. Estimate the ‘business as usual’ factor.
	5. Identify required and relevant cost parameters.
	5. Consider special groups (SMEs, micro businesses etc.).
	6. Assess the number of entities that will be affected.
	6. Estimate adjustment costs for every substantive requirement.
	7. Assess the performance of a ‘normally efficient entity’.
	7. Estimate whether adjustment costs are likely to change over time (i.e. correct for digitalisation).
	8. Assess ‘business as usual’ costs and extrapolate data to EU level.
	8. Sum up and extrapolate, if necessary.
	Source:  Better Regulation Toolbox, * based on Tool #58 ‘EU Standard Cost Model’.
	In terms of the offsetting, the methodology provides for a certain degree of flexibility. Indeed, while the aim is to offset costs in the same policy areas, in line with the six ‘headline ambitions’ outlined in the Commission’s Work Programme, flexibility is also allowed to offset costs in different policy areas in certain limited circumstances. This stems from the need to ensure all policy areas can meet their regulatory needs. For instance, some policy areas are comparatively small relative to other more established policy areas and, as such, offsetting in the same policy area may undermine the regulatory needs and goals currently being pursued by the Commission. This is why the possibility of ‘trading’ between policy areas was envisaged and introduced with the aim of striking a balance between the need for regulation and the need to alleviate the regulatory burden. Section 3.3 illustrates a practical example of how trading across policy areas was used to ensure costs ‘in’ created by the Green Deal policy area were effectively offset by cost savings and ‘outs’ in other policy areas.
	Furthermore, the Commission’s Secretariat-General provided additional insights with respect to the offsetting. First, that the offsetting is achieved at the aggregate level (i.e. across all policy areas) and on an annual basis. In practical terms, this was reported to be achieved by: (i) aggregating the new costs; (ii) taking into consideration savings achieved by the benefits brought by the new Acts, and ultimately (if needed) by; (iii) offsetting in the same or across policy areas. Flexibility has been added to the system to allow for data limitations and gaps with respect to the cost estimates, given the methodological challenges and dependence of the Commission on national-level data from businesses and public authorities. Subsequently, the data is collated on a yearly basis using the OIOO calculator and a value is produced for each policy area. The Commission also noted that it periodically monitors (e.g. every 2-3 months) the costs being brought in by new pieces of legislation to ensure the offsetting can be effectively achieved in a given year.
	In reviewing the Commission’s methodology for the OIOO approach, it is important to take stock of a number of good practices drawing from previous experience at the national level and academic research. Noting that a growing number of member countries have been interested in implementing a OIOO or similar regulatory offsetting mechanisms, the OECD produced guidance to this end. In its guidance, the OECD recognised the challenges faced by implementers of such mechanisms and recommended that, to maximise the effectiveness and overall impact of the principle, the following recommendations should be followed:
	 Ensuring a solid methodology for calculating regulatory costs;
	 Linking the responsibility for finding offsets to the ‘owners’ of regulation;
	 Setting up quality oversight mechanisms;
	 Securing strong political commitment and support; and
	 Implementing regulatory offsetting as a complement to other regulatory management tools.
	With respect to the first bullet point, the Standard Cost Model is a methodology that has been in use for over 20 years. It is the most widely applied methodology for measuring costs and has been endorsed by the OECD among others. The methodology underpinning the Standard Cost Model is an activity-based measurement of the compliance costs put on businesses. While the methodology is the gold standard and does capture a large share of the regulatory burden on businesses, it does not capture indirect costs. This may be an issue for businesses and SMEs that are not legally subject to regulatory obligations, but which are de facto subject to these same obligations. For instance, this can occur when an economic actor that is subject to new obligations requests that all suppliers in their supply chains comply with the regulatory requirements (e.g. reporting requirements). This issue is explored further by the third case study on the impact of indirect costs on the retail and wholesale sector presented in Annex 2. 
	In terms of the second bullet point (i.e. linking the responsibility for finding offsets to the ‘owners’ of regulation), the BRG and Toolbox establish the governance of the OIOO approach in the wider context of the IA process, while also explicitly stating the ‘offsetting hierarchy’ in Tool #59. Responsibility is shared between individual DGs and the Secretariat-General. When preparing an IA, the responsible DG is required to consider not only the costs and benefits of the intervention under examination, but also the inclusion of mechanisms to simplify or reduce the administrative burden stemming from the intervention, and the scale of such burden reduction. The Secretariat-General is then responsible for bringing these data together at the overarching level, as well as monitoring and analysing the balance between ‘ins’ and ‘outs’ to ensure effective offsetting is achieved.
	With respect to the third bullet point, the Regulatory Scrutiny Board (RSB) was identified to consider the OIOO approach in its appraisals of IAs. Moreover, the Secretariat-General reviews the quality of the data provided by individual DGs in their IAs and broader regulatory work according to interview feedback.
	For bullet points four and five, it seems there is a strong political commitment within the Commission to support the implementation of the OIOO approach despite the challenges it raises, methodologically but also practically in terms of the increased burden on Commission services. Concerning the existence of other regulatory management tools, Section 2.2, provides examples of important regulatory management tools, such as REFIT and the SME Test, that exhibit a high degree of complementarity with the OIOO approach.
	As such, the methodology underpinning the OIOO approach and its broader context can be said to be in line with best practice identified by the OECD.
	The next section reviews the pilot undertaken by the Commission to test the OIOO approach before its formal adoption.
	Prior to being formally introduced in November 2021, the Commission carried out a pilot project on the OIOO approach in the second half of 2021. Ten legislative proposals covering a broad range of policy areas, impacting different sectors and stakeholders were included in the pilot. Table 2, below, provides an overview of the proposals that were included in the Commission’s pilot project and the associated regulatory burden identified.
	Table 2: Legislative proposals within scope of the pilot project on the OIOO approach.
	Solvency II
	 Recurrent costs: EUR -217.2m
	Ozone layer protection (Revision of EU rules) 
	 Recurrent costs: EUR -0.1m
	 Recurrent costs: EUR 5.7m
	Review of EU rules on fluorinated greenhouse gases
	 One-off costs: EUR 3m
	Revision of the industrial emissions Directive and the European pollutant release and transfer register Regulation
	 Recurrent costs: EUR 130.8m
	 One-off costs: EUR 1.95bn
	 One-off costs: EUR 8.15bn
	Revision of the energy performance of buildings Directive
	 Recurrent costs: EUR 15.9m
	Revision of the EU legislation on blood, tissues and cells
	 One-off costs: EUR 0.58m
	Digitalisation of visa procedures
	Revision of Regulation on EU guidelines for the development of the trans‑European transport network (TEN-T)
	 Recurrent costs: EUR 0.9m
	Revision of the design protection Directive and the design protection Regulation
	Review of the marketing standards framework for fishery and aquaculture products
	Source:  Annual Burden Survey 2021.
	The main aim of the pilot was to test the overall OIOO approach by implementing its methodology and identifying/calculating costs. Overall, the outcomes of the pilot were deemed to be positive by the Commission in terms of the effectiveness of its methodology, even though no offsetting was realised as part of the pilot. Moreover, the Commission identified the following lessons learned in terms of Better Regulation:
	 The Commission significantly strengthened its working methods by changing practices towards increased quantification and improvement of cost estimates.
	 Designing the OIOO calculator was done in a consistent and flexible manner to cater for different situations faced.
	 Working on a positive interplay between the OIOO approach and REFIT allowed to comprehensively cover costs and beneficiaries in the overall reporting of the annual burden survey.
	 Ensuring to the greatest possible extent compensation of adjustment costs and a quantification of wider benefits is key to avoiding unbalanced discussions.
	 Including one-off administrative costs that are to be offset together with recurrent administrative costs.
	 Ensuring the costs and cost savings relevant for ‘one in, one out’ were clearly presented in IAs required adaptation of the IA template.
	In Annex 3, a summary of the pilot exercise undertaken by the Commission is provided, as well as a follow-on review since the pilot’s results were published in the Annual Burden Survey 2021 (published in August 2022). 
	Overall, it should be noted that, at the time of writing, only one of the proposals has been adopted. As such, it is still premature to provide an assessment of the effectiveness of the pilot, particularly with respect to the offsetting. While the pilot demonstrated how the OIOO approach could be applied across a wide range of policy areas, several issues should be noted.
	First, as previously highlighted, applying the approach revealed that there is an imbalance towards the identification and quantification of costs rather than the benefits of legislation. Indeed, for most of the selected proposals, cost estimates were provided; however, benefits were rarely quantified. Moreover, costs sometimes can be presented in ranges, which can make it difficult to aggregate costs across initiatives and subsequently offset those costs through savings and offsetting provisions.
	Second, the Annual Burden Survey 2021, which contains the results and findings from the pilot, provided little detail in terms of how the offsetting is to be achieved. This was justified by the fact that the pilot’s aim was not to achieve effective offsetting against the sampled proposals, while noting that a full analysis of the offsetting would be provided in the 2022 version of the Annual Burden Survey. The Annual Burden Survey 2022, published in September 2023, details that the approach of the Commission is not to remove mechanically one legal Act when introducing a new one, but rather to estimate costs and savings stemming from legislative proposals. Full scrutiny of the pilot is not emphasised again in the 2022 version of the Annual Burden Survey, which analyses a larger pool of IAs applying the OIOO approach. However, it is noted that, since the pilot has ended, and following difficulties in classifying different cost categories, the Commission revised the IA template to facilitate a clear presentation of costs and benefits. 
	Third, the pilot revealed the need for internal capacity building within the Commission. This is an issue that was recognised in the Annual Burden Survey 2021 as a lesson learnt from the exercise. The Commission indicated in this report that its Secretariat-General would provide a series of training and information sessions to DGs to raise awareness on this new horizontal regulatory approach, its underpinning methodology for the identification of costs and the offsetting mechanism, including through the Commission’s internal OIOO calculator. In the 2022 version of the Annual Burden Survey, it is mentioned that the pilot was a ‘paradigm change’ that triggered the provision of additional training for staff and raised awareness on the costs linked to regulation and the important role of the OIOO approach in minimising those costs.
	Fourth, importantly the follow-up to the OIOO pilot conducted for the purposes of this study highlighted that significant changes can be made to proposals put forward by the Commission, after the proposal stage. Amendments introduced by European co-legislators (i.e. the Parliament and Council) can be substantive and therefore alter the initial cost estimates provided in European Commission IAs. While amendments do not always lead to higher costs, there is limited consideration of the impact of these changes on costs, which is an important issue to bear in mind with respect to the overall effectiveness of the EU OIOO approach in the future.
	A mapping of all the IAs since the OIOO approach was included in the updated BRG and Toolbox in November 2021 was undertaken. During the period November 2021 to mid-June 2023, a total of 116 legislative proposals accompanied by an IA or supporting analysis were identified through the Commission’s Work Programme and reviewed (see Annex 1 for a full list). However, following interview feedback from the Commission’s Secretariat-General, the scope was reduced to 1 January 2022 until 19 June 2023 (when this study was conducted) as this is the timeframe within which the mechanism has been in force.
	During that time, a total of 93 IAs related to these proposals were published. Of those, 57 (61%) applied or considered the OIOO approach to some extent. In this context, an IA is judged to have explicitly applied the OIOO approach when it contains: (i) a dedicated section within the main body of the IA report that explains how the OIOO approach has been applied and the results; and (ii) reference to the OIOO approach within the cost and benefit summary tables presented in Annex 3 (Who is affected and how?). An IA has ‘considered’ the OIOO approach when there is no dedicated section within the IA report, but the OIOO is considered within the Annex 3 tables. If neither of these conditions are met, the IA is judged to have not explicitly applied the OIOO approach.
	As can be seen in the below figure, there was limited application of the OIOO approach in Q1 of 2022 (1 of 10 IAs, 10%). This was primarily due to the fact that IAs take time to conduct (often 6-12 months) and time was needed following the inclusion of the OIOO approach in the BRG and Toolbox for it to be applied and communicated in published IAs.
	Nevertheless, from the second quarter of 2022 through to June 2023, the OIOO approach has been applied or considered in most Commission IAs (67.5%, 56 of 83 IAs). This figure increases to 80% (52 of 65) when considering Q3 2022 onwards. The chart below (Figure 5) demonstrates the application of the principle across this timeline.
	Figure 5: Number of Commission IAs that considered the OIOO approach: 1 January 2022 to 19 June 2023.
	/
	Source:  CSES own elaboration.
	The first IA to formerly consider and apply the OIOO approach was published on 30 March 2022 and accompanied the proposal for a Regulation for the harmonisation of the marketing of construction products. The IA underpinning this proposal was developed by DG GROW. Subsequently, in May 2022, three proposals either ‘considered’ or ‘fully applied’ the OIOO approach. These were proposals from DG HOME, DG JUST and DG TAXUD.
	Additionally, there are notable differences in the number of pieces of legislation being developed across different Commission DGs. Indeed, DG GROW has produced the largest number of IAs (15) in the period within scope, followed by DG JUST (12), DG HOME (9) and DG ENV (8). Conversely, seven DGs have published two or fewer proposals and IAs in the period January 2022 to mid-June 2023 (DG AGRI and DG EMPL with 2; DG DEFIS, DG DIGIT, DG ENER, DG TRADE and Eurostat with 1).
	The below table provides an overview of the number of proposals and the application of the OIOO approach by DG.
	Table 3: Summary of the application of the OIOO approach by European Commission DGs: 1 January 2022 to 19 June 2023
	Source:  CSES own elaboration.
	There are also variations with respect to the extent to which different Commission DGs have implemented the OIOO approach; however, these largely reflect the number of IAs produced by the DGs. As such, DG GROW is the DG that has applied the OIOO approach in the most cases, with 10 IAs where the OIOO was applied/considered. This is followed by DG JUST and DG MOVE (7 instances), DG FISMA (6 instances) and DG ENV (5 instances).
	In terms of quantitative results, the Annual Burden Survey 2022 contained key insights with respect to the implementation of the OIOO approach in its first year of implementation. These are detailed below.
	First, according to the analysis carried out by the European Commission, the OIOO approach was fully and effectively applied in 2022. More specially, according to the estimates and calculations of the European Commission in that year, over EUR 4.46 billion of new regulatory costs were introduced across all policy areas. However, according to the same analysis cost savings introduced by the same regulations led to an ‘out’ estimated to be EUR 11.78 billion, resulting in an anticipated net burden reduction in 2022 of EUR 7.31 billion.
	Second, the Annual Burden Survey 2022 also revealed that the vast majority of legislative proposals led to compliance costs. More specifically, European Commission proposals were accompanied by administrative costs (57.6%, n=30 of 52) and/or adjustment costs (28.8%, n=15 of 52). Only seven (13.4%) out of 52 relevant proposals did not have any associated costs. The figure below summarises the key findings from the Annual Burden Survey 2022:
	Figure 6: EU regulatory burden and the application of the OIOO approach
	Third, only a few proposals led to significant administrative costs and savings. Indeed, four initiatives were found to introduce significant costs and account for nearly 95% of the total new administrative costs. Similarly, with respect to the initiatives expected to remove administrative costs, two initiatives were reported to be responsible for nearly 90% of savings. As reported by the European Commission, this shows that the overall result of the OIOO offsetting approach largely depends on a small number of ‘costly’ initiatives. As such, the regular monitoring of the implementation of the OIOO approach helped identify these initiatives at an early stage and ensured that they received close attention during the policymaking process. The table below provides a few examples to illustrate the nature of these cost savings.
	Table 4: Examples of initiatives delivering key cost savings (Annual Burden Survey 2022)
	Two legislative proposals published in 2022 are expected to collectively account for nearly 90% of cost savings – the Commission reports net savings of up to EUR 10.43 billion annually over the next ten years. To illustrate the nature of these cost savings, these legislative proposals are set out below with their respective cost savings outlined.
	1- Interoperable Europe Act: EUR -5,748.2 million
	This legislative proposal was developed to strengthen cross-border interoperability and cooperation in the public sector across the EU. Beyond the main target beneficiaries (i.e. public authorities at the national and regional level), businesses and citizens are also expected to be indirectly and positively affected by this proposal.
	More specifically, businesses interacting with public administrations online were argued by the proposal’s Impact Assessment to have the potential to benefit from a reduction in the time spent filling out administrative forms but also from enhanced availability of the information businesses need (e.g. to start a business, VAT rules and rates, open a branch, finding partners, standards in Europe, providing services abroad, resolving disputes, access to finance, and exchanges for new entrepreneurs).
	Moreover, businesses and SMEs involved in cross-border transactions are expected to benefit directly from the improved interoperability of digital public services (e.g. multilingual digital public services).
	2- Amendments to Regulation No 282/2011 as regards information requirements for VAT schemes: EUR -4,684.2 million
	This proposal is part of a broader legislative package known as the ‘VAT in the Digital Age initiative’ (ViDA). Among other changes, the legislative package will introduce real-time digital reporting of VAT information requirements based on e-invoicing that will provide Member States with relevant information needed to combat VAT fraud more effectively, especially carousel fraud. According to the Commission, the move to e-invoicing will help reduce VAT fraud by up to EUR 11 billion a year and bring down administrative and compliance costs for EU traders by over EUR 4.1 billion a year over the next ten years.
	Cost savings are derived from two sources. First, the Commission noted in its Impact Assessment that, despite the adjustment costs that this proposal will create (which are expected to be significantly higher for larger companies), administrative costs will be reduced as the process for reporting VAT information is further streamlined through digital means. Second, as digital reporting obligations are harmonised at the EU level, this is likely to reduce the administrative burden derived from multiple divergent national obligations created by Member States. However, it should be noted that with respect to this last point, the Commission conceded in its Impact Assessment that national obligations are not within its purview and, as such, harmonisation may not be achieved uniformly across the single market. This example highlights the assumptions that can be made while developing and quantifying cost and cost saving estimates, and which may affect the validity and accuracy of these estimates.
	Source:  CSES own elaboration based on Annual Burden Survey 2022.
	Moreover, there are important findings from the European Commission’s analysis of the implementation of the OIOO approach across policy areas. Interestingly, and in line with stakeholder feedback, the ‘European Green Deal’ policy area was the only policy area where direct offsetting could not be achieved. Indeed, EUR 2.3 billion of new costs linked to environment policy goals were introduced while only EUR 0.3 billion of cost savings could be identified. As such, there is a EUR 1.9 billion surplus in this policy area.
	However, the costs related to the Green Deal were largely offset by cost savings under other headline ambitions. The ‘Europe fit for the digital age’ and ‘An economy that works for people’ were the two areas which generated the largest amount of cost savings totalling EUR 10.9 billion (EUR 6 billion and EUR 4.8 billion, respectively).
	The table below (Table 5) provides a summary of the analysis of the application of the OIOO approach against the European Commission’s six headline ambitions.
	Table 5: Application of the OIOO approach across policy areas
	Figures are rounded.
	Source:  Annual Burden Survey 2022.
	However, it should be noted that, from a methodological perspective, it is difficult to provide an accurate quantitative analysis of the net burden reduction. This was recognised by the Commission in its Annual Burden Survey 2022:
	“The range of Commission proposals and types of costs and benefits themselves rarely makes it possible to give a single aggregate figure of expected costs and (even less so) of the benefits. Adding a monetary value to quantifications is in most cases even more difficult to achieve or would involve a disproportionate use of resources”.
	Indeed, as was found by this study, an analysis that deducts the ‘outs’ from the ‘ins’ faces important challenges that make this assessment difficult and arguably undesirable at this stage of the approach’s implementation. Specifically, aggregating ‘ins’ can be difficult as many IAs report costs in ranges. The Better Regulation Toolbox states that a single value will need to be reported by the Commission, noting that the average or median value should be used and the level of uncertainty indicated in the comments. Single values are reported for each initiative included within the Annual Burden Survey 2022; however, it is not clear where the analysis has used an average or median value, as well as which of these values has been selected and why, while the level of certainty is also not reported.
	Furthermore, the identification of compliance costs and cost savings can be difficult in IAs where a preferred policy option has not been suggested. As different policy options have different cost implications, aggregating costs for these IAs is an important methodological challenge. Moreover, the Annual Burden Survey 2022 integrates costs and cost savings for legislative proposals that have not explicitly considered or applied the OIOO approach.
	An example of this lack of clarity on how the figures presented in IAs have been processed for the purposes of the Annual Burden Survey 2022 is the proposal for a Directive on Corporate Sustainability Due Diligence, published in February 2022. As one of the earliest proposals in the sample, the OIOO approach was not fully applied (i.e. it was not explicitly addressed within the IA in line with the above criteria), while no administrative costs were reported in the Annual Burden Survey 2022.
	However, the IA indicated significant costs stemming from the preferred combination of policy measures; specifically, Annex 3 notes that compliance costs for businesses would comprise EUR 1.13 / 0.94 billion in one-off costs and EUR 2.37 / 1.72 billion in recurrent costs, with (partially monetised) trickle down costs expected for companies that are not within the scope of the proposed legislation but “belong to the value chain or group of a (large) company covered by the regulation”. While the IA does not explicitly state whether these costs are administrative in nature, it is not clear why no administrative costs have been reported in the Annual Burden Survey 2022, particularly considering that business representatives interviewed for this study highlighted this piece of proposed legislation as potentially very burdensome.
	As a result, the data presented with the Annual Burden Survey should be interpreted with due consideration for the limited information on the precise methodology used for the assessment and aggregation of costs beyond the limitations usually associated with the Standard Cost Model.
	In addition, there is a lack of clarity regarding the sample of IAs covered by the Annual Burden Survey 2022. While our analysis identified a total of 62 potentially relevant impact assessments published in 2022, the Annual Burden Survey 2022 only covered 52. The Annual Burden Survey 2022 states that the OIOO approach “covers initiatives adopted in 2022 under the 2022 Commission work programme, earlier work programmes or other initiatives outside the work programme that are expected to give rise to significant administrative costs or savings and are accompanied by an impact assessment”. However, it is not clear in all cases how inclusion/exclusion decisions were made. For instance, initiatives such as the Proposal for a Directive concerning urban wastewater treatment, which was highlighted in Annex II of the Work Programme, and the Proposal on preventing and combating trafficking in human beings and protecting its victims, which was not listed in the Work Programme, were not included.
	Another important point to bear in mind is, as noted by the European Parliament’s Impact Assessment Unit, there are also methodological issues in terms of the redefinition of policy areas in the Annual Burden Survey 2022 under broader ‘headline ambitions’, which follows the classification presented in the Commission's 2022 Work Programme. In practical terms, this may mean that there is more room for the Commission to ensure the offsetting is effectively achieved within these larger policy clusters. However, this may also constrain the ability to ensure adequate regulatory oversight is achieved, in particular considering the possibility of disproportionate impacts on certain business sectors. It is also not clear how each legislative initiative has been assigned to a ‘headline ambition’ when many could contribute to multiple goals.
	This section provides an in-depth review of the application of the OIOO across different policy initiatives. Based on the findings from the IA mapping, the research selected relevant regulatory proposals developed by DG ENV, DG CONNECT, DG HOME and DG JUST. Table 6 provides an overview of the selected sample.
	Table 6: Overview of the proposed sample of IAs to be reviewed
	Amendments to Directives 2009/102/EC and (EU) 2017/1132 as regards further expanding and upgrading the use of digital tools and processes in company law.
	Regulation on the collection and transfer of advance passenger information (API) for enhancing and facilitating external border controls.
	Proposal for a Directive of the European Parliament and of the Council concerning urban wastewater treatment (recast).
	Proposal for a Regulation of the European Parliament and Council on horizontal cybersecurity requirements for products with digital elements and amending Regulation (EU) 2019/1020
	Source:  CSES own elaboration.
	Below we provide the analysis against each selected legislative proposal and accompanying Impact Assessments.
	 Directive 2009/102/EC, which establishes rules applicable to single-member private limited companies and rules on the limitation of liability of the individual entrepreneur within the EU, thereby codifying and repealing the Twelfth Company Law Directive 89/667/EEC.
	 Directive (EU) 2017/1132 relating to certain aspects of company law. This law brings together most EU rules on company law in a single Directive, covering the formation, capital and disclosure requirements, and operations of limited liability companies. It has since been amended in certain areas by Directive 2019/1151 (on the use of digital tools and processes in company law); Directive 2019/2121 (on cross-border conversions, divisions and mergers); and Directive (EU) 2019/1023.
	 Insufficient availability of useful company data in national business registers and/or at EU level through the BRIS.
	 Lack of interconnection between BRIS and other EU-level interconnection systems, such as the beneficial ownership registers interconnection system (BORIS).
	 Inefficiencies in the reporting of company data when companies set up subsidiaries or branches in other Member States. More specifically, it is reportedly difficult or not possible to resubmit data already provided in one Member State in another, while burdensome formalities (e.g. need for certified translations) are still required in some cases.
	 Making information about partnerships and third country company branches available in BRIS, and making information about cross-border group structures and ownership as well as place of management and place of the main economic activity available in national registers and BRIS.
	 Connecting BRIS with BORIS and with Insolvency Registers Interconnection system (IRI), use of EUID (European unique company identifier) and new search functionalities in BRIS.
	 The obligation to check a harmonised list of elements and common basic procedural requirements for ensuring reliable and up-to-date data.
	 Once-only principle (no resubmission of company information) when a company from a Member State sets up subsidiaries or branches in other Member States, harmonised company extract, mutual recognition principle for certain company data and abolition of formalities (apostille).
	 One-off costs to adapt IT systems for the transmission of API data, estimated to be up to a total of EUR 75 million.
	 One-off costs for the capture of API data using automated means are estimated to be up to a total of EUR 50 million.
	 Reduced costs of transmitting inbound API data due to the router, which would constitute EUR 5.49 million recurrent cost savings for airlines.
	 Reduced costs of transmitting outbound API data due to the router, which constitute EUR 2.11 million recurrent cost savings for airlines.
	 Reduction of fines as the result of mandatory collection of API data by automated means estimated to be potentially up to EUR 80 million.
	 Software manufacturers;
	 Hardware manufacturers;
	 Importers of products with digital elements;
	 Distributers of products with digital elements;
	 End-users: including businesses, public authorities and consumers;
	 Market surveillance authorities;
	 Accreditation and notifying authorities; and
	 Notified bodies.
	Overall, the policy-level analysis has illustrated a range of findings with respect to the practical implementation of the OIOO approach.
	First, it revealed that IAs provide detailed analysis with respect to the costs that are expected to be created by new legislative proposals. As was reported by the Parliament’s Impact Assessment Unit, there has been a marked increase in the number of European Commission impact assessments that have quantified and monetised costs since the introduction of the OIOO approach.
	Second, there is an inherent difficulty in identifying all relevant affected stakeholders, particularly those that are indirectly affected. For example, the CRA has a number of targeted stakeholders that will be directly affected by the new proposal (e.g. hardware and software manufacturers); however, the trickle-down effects of the proposal are also likely to affect important numbers of other businesses and consumers both in a negative (e.g. increased costs) and a positive way (e.g. better functioning digital products).
	Third, the analysis highlighted the methodological difficulties in quantifying and monetising both costs and benefits. For instance, in the case of the CRA, the benefits linked to the decreased levels of fragmentation at the national level with respect to cybersecurity rules could not be quantified given their intangible nature. Moreover, in the case of the API Directive, monetising the impact of the non-emergence of terrorism events is similarly a dimension which cannot be adequately captured despite its important societal benefits.
	For costs, the generation of assumptions and the context of methodological caveats and limitations are clearly vital in both the calculation and interpretation of cost estimates. For instance, given a lack of precise publicly available data, the estimation of the number of products to be affected by the CRA has been based on the “assumption of one product per manufacturer”, which is recognised by the IA as an underestimation.
	4. Impact of OIOO and stakeholder feedback
	4.1. Identification and assessment of (early) impacts

	Overall, it is difficult to assess the impact of the OIOO approach at this stage of its implementation, particularly in quantitative and monetary terms. This is primarily because the mechanism has not been in force long enough for the legislative interventions to be adopted, enacted and for impacts to be realised. There is a certain latency between the moment the offsetting is achieved in theory (i.e. within IAs) and measurable impacts on SMEs in terms of their competitiveness (i.e. following adoption and implementation of the proposed legislation). However, with respect to the early impacts of the OIOO approach, a few findings can be noted.
	First, the introduction of the principle has resulted in a more systematic and increased commitment to cost quantification (primarily within the Commission), and in turn, an increased awareness of the costs stemming from EU regulation. This was a central argument for the introduction of the OIOO approach in national level examples (e.g. Germany and the UK among others). Interview feedback from the Commission’s Secretariat-General suggests that the OIOO approach has been effective in creating strong incentives for the Commission to continue its wider efforts to: (i) avoid the introduction of unnecessary and avoidable new costs; (ii) identify and implement opportunities for regulatory simplification, and reduce the existing regulatory burden; and (iii) develop policy options for new regulation that also introduce benefits in terms of cost savings.
	In addition, the introduction of the OIOO approach has generated a signalling effect to European SMEs and businesses, particularly in terms of future EU policy-making orientations. The perceptions of consulted SME associations of the approach are generally positive, considering its added value and role in preventing an increase of the existing burden. Moreover, the OIOO approach is an addition to the Better Regulation Agenda that complements pre-existing, long-standing initiatives to simplify and remove unnecessary burdens on European undertakings and SMEs in particular, such as REFIT and the SME test.
	However, there is limited evidence in terms of the active role of the SME envoys network, as there is no mention of the OIOO approach in any of the network’s annual reports and interview feedback suggested the network has had a very limited role.
	Notwithstanding, the data collected indicates that it is unclear whether the net burden has been reduced or even contained. Despite the important limitations faced by this study, a number of examples demonstrated that the expected costs of new proposed regulation seem to be higher than their potential benefits; however, it is important to note again that benefits are often more difficult to quantify. This is in contrast to the findings of the Single Market Scoreboard presented above, suggesting that legislation entering into force in recent years has in fact increased the EU regulatory burden.
	This has been validated by SME and business associations, who have reported a perceived net increase in the EU regulatory burden in recent years. For example, according to a study cited by EuroCommerce, in France in the period between 2017 and 2022, a total of 850 new obligations were imposed on French companies through EU measures. This was reported to be contained in 36 Directives and 80 Regulations, representing 5,422 pages of rules. In addition, the same study noted that 64 obligations, contained in 10 Directives, are yet to be transposed by France and are expected to come into force in the next few years. While this study did not assess the extent to which obligations were removed, it illustrates the scale at which new obligations are being introduced.
	Similarly, representatives of businesses (including SMEs) in the Netherlands, Germany and Czechia have reported increasing obligations stemming from EU interventions. For instance, in the Netherlands, the cost for companies to implement new regulations in 2022 was estimated to amount to EUR 194 million, while a representative from the Czech Chamber of Commerce consulted for this analysis also reported that the number of EU obligations affecting businesses has been increasing in the last couple of years. Additionally, a prominent German business association reported that SMEs continue to be heavily affected by burdensome reporting requirements, while SMEUnited made a public statement arguing that the OIOO approach will not be sufficient to ‘lighten the load’ on SMEs in terms of adequately addressing burdensome regulatory requirements.
	As such, in light of the existing burden and the potentially increasing future burden which may be driven by important policy goals such as the Green Transition, there is a pressing need for the continued and strengthened application of the EU OIOO approach. While it is still early to make a definitive assessment on the effectiveness of the approach’s implementation, the data collected and presented in this report shows the Commission has been considering and applying the principle systematically. However, there remains scope to strengthen its implementation by increasing the visibility of the approach, as well as the arrangements for the offsetting. In addition, the EU OIOO would benefit from a further independent review into its implementation to take stock of the impact created both in terms of the burden relief and with regards to contribution to EU policy goals.
	Moreover, there is a need to further communicate and raise awareness of what the OIOO approach entails, as most of the consulted stakeholders were unfamiliar with the approach’s methodology and results to date. For example, several stakeholders considered that the unit of analysis for the offsetting was the volume of regulation or number of pieces of legislation adopted rather than the costs linked to specific proposals. In this context, the Commission could adopt similar communication strategies to those adopted by other countries, such as South Korea, which named its regulatory offsetting mechanism ‘cost in, cost out’ to avoid confusion among stakeholders.
	Looking ahead, there are also important barriers to the effective implementation of the approach that should be mentioned when considering anticipated impacts. For example, at the EU level, the OIOO approach is vulnerable to additional costs introduced by the co-legislator. As part of the Institutional Agreement on Better Law-Making, the European Parliament agreed to conduct impact assessments on significant amendments to legislative proposals; however, limited publicly available evidence of this practice has been identified, while feedback from stakeholders suggests that this is not something that takes place on a systematic basis. Interview feedback from the Parliament’s Impact Assessment Unit suggests that there are thousands of amendments introduced by different parliamentary committees on an annual basis, with tight time constraints created by legislative timetables. As such, it may not be feasible to systematically conduct follow-on IAs.
	At the national level, another significant barrier is gold plating when EU Directives are transposed into national legislation – i.e. when a Member State adopts additional provisions beyond those implemented in the directive. This was reported by the Commission and private sector stakeholders as a persistent issue that is likely to negatively impact the effectiveness of the OIOO approach. In 2015, it was reported that almost a third (32%) of all the burden associated with the EU regulatory burden was a result of gold plating practices at the national and regional level. Recent examples of gold plating include the transposition of ‘packaging’ Directive (94/62/EC), where the OECD highlighted gold plating in the Netherlands.
	However, there have been efforts implemented at the EU and the national level to minimise the risk of gold plating. At the EU level, the Inter-Institutional Agreement between European bodies called on Member States to communicate to their citizens when transposing EU legislation and clearly distinguish amendments and additions that are not explicitly required or envisaged in the original EU legal text. Moreover, as illustrated by the figures presented previously, the Commission has been more regularly adopting Regulations in recent years, rather than Directives, as the legislative instrument of choice. In addition, at the national level, some Member States have been taking action to combat this issue. For example, in France a bill was adopted by the Senate in 2018 to combat the over-transposition of European standards into French law. Nevertheless, the stakeholders consulted for this assignment agreed that there is a continued need for further incentives to mitigate this enforcement risk.
	Additionally, from a longer-term perspective, there may be intrinsic limitations to the approach, as the longer it is in force, the more likely it is to reach a point of diminishing returns whereby it becomes difficult to identify costs that can be removed without negatively affecting regulatory needs and thus creating a risk of deregulation (see case study 1 in Annex 3 on the sustainability of OIXO mechanisms). This is an issue that was experienced by some countries and which justified the discontinuation of the approach (e.g. in the UK). However, it is still relatively early for the implementation of the OIOO approach at the EU level to be affected by this issue.
	5. Conclusions and recommendations
	5.1. Overall conclusions
	5.2. Recommendations

	This section presents the conclusions and recommendations stemming from the research.
	Overall, the OIOO approach has been systematically applied by the Commission. Despite initial delays, the overwhelming majority of IAs conducted since the introduction of the OIOO approach have considered and applied the approach. As shown in Section 3.3, proposals that are expected to create substantial new obligations (both in terms of volume and monetary implications) were subject to the OIOO methodology and analysis. Moreover, reviews and decisions made by the RSB also considered the OIOO approach, for example, as a criterion for the quality of IAs submitted. However, there remains scope to increase the standardisation of the ways cost estimates are presented in impact assessments.
	Linked to the above, the Commission’s own analysis, presented in the Annual Burden Survey 2022, confirmed the effective application of the OIOO approach in its first year of implementation. The data published within the Annual Burden Survey 2022 only covers the year 2022; however, it indicates that the cost savings were largely able to offset new regulatory costs, thus leading to a net (expected) decrease in the EU regulatory burden in this first year of implementation. Notwithstanding, the Commission’s analysis should be interpreted with caution in light of the important methodological challenges it faced. Indeed, the aggregation of cost estimates across IAs is a difficult exercise, particularly where estimates are expressed in ranges and/or where no preferred policy option has been identified. Moreover, the transparency limitations regarding the Commission’s methodology, notably linked to data generated with the OIOO calculator, makes any definitive assessment difficult at this stage.
	However, it is too early in the OIOO approach’s implementation to provide a definitive assessment of its impact on the regulatory burden and ultimately on the competitiveness of businesses and SMEs. As set out in Section 4, the perceptions of business representatives consulted for this study suggest that there has been a net increase (or expected increase in the short-term) in the EU regulatory burden in recent years. This is because of important pieces of EU regulation that have recently been adopted. There is also a consensus that the policy goals linked to the green transition, in particular, will further fuel the existing burden.
	The significant cost savings identified in the Annual Burden Survey 2022, which are expected to amount to EUR 7.3 billion, will not emerge until some time after these proposals are enacted, and transposed in the case of Directives. In addition, there are intrinsic methodological challenges (e.g. accuracy of cost estimates, non-inclusion of indirect costs, etc.) and practical limitations (e.g. decreased effectiveness of OIXO mechanisms over time (see case study 1), that will affect the impact of the OIOO approach. In this context, an independent evaluation could be conducted at a suitable time to assess this new EU regulatory mechanism and its real-life impact. This exercise could also consider how the OIOO approach could support the Commission’s ambition to reduce the administrative burden on businesses by 25%.
	Looking at the broader Better Regulation Agenda, it should be noted that the OIOO approach comes on the backdrop of broader efforts made by the Commission to simplify EU legislation and remove unnecessary burdens on European undertakings and SMEs in particular. As noted in Section 2, there are important existing initiatives that preceded the implementation of the OIOO approach, including REFIT, the Think Small First principle, and the SME test. These initiatives were found to be complementary to the OIOO approach and, as the OECD has noted, regulatory offsetting mechanisms function best when they are implemented alongside other regulatory best practices. As such, it would be important for future assessments of the OIOO approach to consider its coherence with the broader Better Regulation Agenda.
	Overall, SME associations consulted for this study perceived positively the introduction of the OIOO approach. In light of the concerns with the existing EU burden, most stakeholders indicated their support for the implementation of a regulatory offsetting mechanism by the Commission; however, there is a general lack of awareness and understanding among stakeholders as to what the OIOO approach consists of in practical terms. This is particularly true at the national level. For instance, there seems to be a degree of confusion regarding what aspects of the regulatory burden are in scope (e.g. some stakeholders believed that the OIOO approach is concerned with the volume of legislation rather than with the costs stemming from that legislation).
	Last, with respect to the SME envoys network, it is unclear what role the network has played in the implementation of the OIOO approach. The interview feedback and the documentary review found that, while the network plays a role in identifying legislative initiatives that may have particularly significant impacts on SMEs, they do not seem to have a direct role in the implementation of the OIOO approach.
	Recommendation 1: The European Commission should consider adopting a more concerted and targeted approach to raising awareness and disseminating the results of the OIOO approach. There is a general lack of awareness among stakeholders in terms of what the approach is and what it entails in operational terms, particularly with regard to the process of offsetting new costs. For example, there is a perception that the offsetting should be achieved with respect to the total volume of legislation introduced, whereas in reality the principle focuses on costs. This would help increase the visibility of the approach, facilitate the submission of evidence by stakeholders to the IA process (i.e. to support improved quantification of costs), as well as provide a stronger signalling effect in terms of the Commission’s efforts to ensure the EU regulatory burden is contained with the support of other existing mechanisms and initiatives, such as the recent F4F platform. Such awareness raising could also help alleviate concerns on the part of stakeholders regarding recent regulatory activity linked to the digital and green transition policy goals. In addition, further dissemination and communication activities should be adopted by the European Commission to support the publication of its Annual Burden Surveys.
	Recommendation 2: The Parliament and Council should seek to ensure, wherever possible, that supplementary impact assessments are carried out when significant amendments are introduced in legislative proposals. At present, this is one of the potential barriers to the effective implementation of the OIOO approach. In line with the Inter-Institutional Agreement on Better Law-Making, the Parliament has committed to conducting IAs of its own for substantive amendments introduced during the legislative process. As such, it is important for the Parliament and the Council to ensure that legislative amendments that are expected or likely to create additional costs are subject to a follow-on impact assessment. The purpose would be to complement the Commission’s initial analysis and try to identify the scale of costs resulting from any significant amendments. While this may not be feasible for all legislative proposals or amendments due to the limited resources available to the Parliament, a targeted approach could be adopted. Indeed, the Annual Burden Survey 2022 revealed that only a limited number of legislative proposals (i.e. four) were responsible for the majority of the new burden introduced. As such, the Parliament could devote its resources to assessing the impact of amendments introduced in those proposals which bear a disproportionate share of the new costs.
	Recommendation 3: European businesses, including SMEs, and their representative associations should be incentivised to report cost data to national and EU authorities. Indeed, the effective functioning of the OIOO approach is contingent on an adequate and accurate evidence base to produce cost estimates. Without this, a clear understanding of the regulatory burden and thus effective offsetting cannot be achieved. While there are inherent methodological limitations to the EU Standard Cost Model and the typology of costs, it has proven to be an adequate system to capture most of the regulatory costs with a reasonable degree of confidence. As noted by the Commission, the data used for cost estimates is not generated by the Commission but rather provided by national authorities and other stakeholders that are expected to be impacted by the proposed intervention being examined. As such, the Commission’s analysis depends on the quality and validity of the national-level data provided.
	Recommendation 4: The European Commission should further increase the transparency around the monitoring of the OIOO approach and the overall methodology for the aggregation of costs. At present, there is a lack of transparency regarding the methodology underpinning the aggregation of cost estimates within the context of the Annual Burden Survey. The 2022 Annual Burden Survey has so far provided limited detail with respect to how this is achieved, particularly in terms of the methodology. Given the important role played by the OIOO calculator in this context, the Commission should consider making this tool public to enhance the transparency of its OIOO methodology.
	Recommendation 5: The European Commission should consider making provisions for an independent evaluation of the OIOO approach. There is a need for a periodic impact evaluation to take stock of the medium- and longer-term impacts of the OIOO approach both in terms of effectively reducing the burden on SMEs but also in terms of not interfering with the achievement of EU policy goals, such as the Green Deal. Linked to this, there is a need for an independent body to assess the implementation of the OIOO approach and its impact. For instance, this role could be played by the Regulatory Scrutiny Board, which has already been considering the application of the OIOO approach in its appraisals or by another relevant independent body that is not involved in the development of cost estimates and the application of the OIOO approach to ensure objectivity.
	REFERENCES
	 Allianz, 2015, How aviation safety has improved. Available at: https://commercial.allianz.com/news-and-insights/expert-risk-articles/how-aviation-safety-has-improved.html.
	 Business Europe, 2020, Reducing regulatory burdens on SMEs. Available at:  https://www.businesseurope.eu/policies/smes-and-entrepreneurship/reducing-regulatory-burdens-smes.
	 Casey Z. for Politico EU, 2008, Small businesses critical of EU red tape. Available at:  https://www.politico.eu/article/small-businesses-critical-of-eu-red-tape.
	 CEPS, 2013, Assessing the costs and benefits of regulation. Available at: https://ec.europa.eu/smart-regulation/impact/commission_guidelines/docs/131210_cba_study_sg_final.pdf. 
	 CEPS, 2019, Feasibility Study: Introducing ‘One-In-One-Out’ in the European Commission. Available at: https://www.ceps.eu/ceps-publications/feasibility-study-introducing-one-in-one-out-in-the-european-commission/.
	 Chittenden F., Kauser S., Poutziouris P., 2002, Regulatory Burdens of Small Business: A Literature Review. Available at: https://citeseerx.ist.psu.edu/document?repid=rep1&type=pdf&doi=  379b99d948948c40bc312da69f79499d76fc2812.
	 Ciriaci D., 2014, Business Dynamics and Red Tape Barriers, European Economy – Economic Papers 2008 – 2015 532, Directorate-General Economic and Financial Affairs (DG ECFIN), European Commission. Available at: https://ideas.repec.org/p/euf/ecopap/0532.html.
	 CSES, 2014, The cost of the cumulative effects of compliance with EU law for SMEs. Produced for DG ENTR. Available at: https://op.europa.eu/en/publication-detail/-/publication/2c74690f-9aa0-11e6-9bca-01aa75ed71a1/language-en/format-PDF/source-search.
	 E. Magrani, N. Alija and F. Andrade, 2021, ‘Gold-plating’ in the transposition of EU Law ‘Gold-Plating’. Available at: https://e-publica.pt/article/31477.
	 Euractiv, 2018, France continues fight against ‘gold plating’ of EU laws. Available at:  https://www.euractiv.com/section/politics/news/france-continues-to-fight-against-too-many-standards/.
	 EuroCommerce, 2023, Industrial Forum Task Force 1 – Recommendations on Reporting Obligations. Available at: https://single-market-economy.ec.europa.eu/industry/strategy/industrial-policy-dialogue-and-expert-advice_en.
	 European Commission 2023, 2023 State of the Union Address by President von der Leyen. Available at: https://ec.europa.eu/commission/presscorner/detail/en/speech_23_4426.
	 European Commission, 2008, A ‘small business act’ for European SMEs. Available at: https://eur-lex.europa.eu/EN/legal-content/summary/a-small-business-act-for-european-smes.html.
	 European Commission, 2009, Think Small First – Considering SME interests in policy-making including the application of an ‘SME Test’. Available at:  https://ec.europa.eu/docsroom/documents/10038/attachments/1/translations/en/renditions/native#:~:text=Ideally%20rules%20impacting%20on%20business,as%20business%20regulation%20is%20concerned.
	 European Commission, 2019, Evaluation on Marketing standards framework for fishery and aquaculture products. Available at: https://eur-lex.europa.eu/legal-content/EN/TXT/?uri= CELEX:52019SC0453.
	 European Commission, 2020, Unleashing the full potential of European SMEs. Available at:  https://ec.europa.eu/commission/presscorner/detail/en/fs_20_426.
	 European Commission, 2021, Better regulation: guidelines and toolbox. Available at:  https://commission.europa.eu/law/law-making-process/planning-and-proposing-law/better-regulation/better-regulation-guidelines-and-toolbox_en.
	 European Commission, 2021, Communication on ‘Better regulation: Joining forces to make better laws’ (COM/2021/219). Available at: https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri= CELEX:52021DC0219.
	 European Commission, 2021, Proposal for a Directive of the European Parliament and of the Council on the energy performance of buildings (recast), 15 December 2021. Available at: https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=COM%3A2021%3A802%3AFIN&qid=1639582331528.
	 European Commission, 2021, Proposal for a Regulation of the European Parliament and of the Council on Union guidelines for the development of the trans-European transport network, amending Regulation (EU) 2021/1153 and Regulation (EU) No 913/2010 and repealing Regulation (EU) 1315/2013, 14 December 2021. Available at: https://eur-lex.europa.eu/legal-content/EN/ALL/?uri= COM:2021:812:FIN.
	 European Commission, 2022, Annual Burden Survey 2021. Available at:  https://commission.europa.eu/publications/annual-burden-survey_en.
	 European Commission, 2022, Impact Assessment accompanying a Proposal for a Regulation on the legal protection of designs, 28 November 2022. Available at: https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A52022SC0368&qid=1701270065258.
	 European Commission, 2022, Impact assessment accompanying the proposal for a Directive of the European Parliament and of the Council concerning urban wastewater treatment (recast), SWD(2022) 544 final. Available at: https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex% 3A52022SC0541. 
	 European Commission, 2022, Impact Assessment accompanying the Proposal for the Digitalisation of visa procedures. Available at: https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX% 3A52022SC0658&qid=1701267507174.
	 European Commission, 2022, Impact Assessment accompanying the proposal for a Regulation of the European Parliament and of the Council laying down rules to prevent and combat child sexual abuse, 2022. Available at: https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A52022SC0209.
	 European Commission, 2022, Impact Assessment accompanying the proposal for a Directive of the European Parliament and of the Council amending Directive 2011/83/EU concerning financial services contracts concluded at a distance and repealing Directive 2002/65/EC. Available at: https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=CELEX%3A52022SC0141.
	 European Commission, 2022, Impact Assessment accompanying the proposal for a Council Directive on laying down rules on a debt-equity bias reduction and on limiting the deductibility of interest for corporate income tax purposes. Available at: https://taxation-customs.ec.europa.eu/system/files/ 2022-05/SWD_2022_145_1_EN_impact_assessment_part1_v3.pdf. 
	 European Commission, 2022, Impact Assessment Report accompanying the proposal for a Regulation of the European Parliament and of the Council laying down measures for a high level of public sector interoperability across the Union. Available at: https://commission.europa.eu/system/files/2022-11/swd_2022_721_f1_impact_assesment_en_v3_p1_2253149.pdf.
	 European Commission, 2022, Impact Assessment Report Accompanying the proposal for a Cyber Resilience Act, SWD(2022) 282 final, Part 1/3, p.39. Available at: https://eur-lex.europa.eu/ resource.html?uri=cellar:af2401a4-34e9-11ed-9c68-01aa75ed71a1.0001.02/DOC_1&format=PDF.
	 European Commission, 2022, Impact Assessment Report: Annexes Accompanying the Proposal for a Directive on Corporate Sustainability Due Diligence, SWD(2022) 42 final. Available at: https://eur-lex.europa.eu/resource.html?uri=cellar:c851d397-9584-11ec-b4e4-01aa75ed71a1.0001.02/DOC_2&format=PDF.
	 European Commission, 2022, Interoperable Europe Act Proposal. Available at:  https://commission.europa.eu/publications/interoperable-europe-act-proposal_en.
	 European Commission, 2022, Proposal for a directive amending Directive 2010/75/EU on industrial emissions (integrated pollution prevention and control) and Council Directive 1999/31/EC on the landfill of waste, COM/2022/156 final. Available at: https://eur-lex.europa.eu/legal-content/EN/TXT/ ?uri=celex%3A52022PC0156.
	 European Commission, 2022, Proposal for a Directive concerning urban wastewater treatment. Available at: https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A52022SC0541&qid= 1688462327036. 
	 European Commission, 2022, Proposal for a Regulation of the European Parliament and Council on horizontal cybersecurity requirements for products with digital elements and amending Regulation (EU) 2019/1020. Available at: https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A52022 PC0454. 
	 European Commission, 2022, Proposal for a Regulation of the European Parliament and of the Council laying down harmonised conditions for the marketing of construction products, amending Regulation (EU) 2019/1020 and repealing Regulation (EU) 305/2011, COM/2022/144 final. Available at:  https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=COM:2022:144:FIN.
	 European Commission, 2022, Proposal for a Regulation of the European Parliament and of the Council on standards of quality and safety for substances of human origin intended for human application and repealing Directives 2002/98/EC and 2004/23/EC, COM/2022/338 final, 14 July 2022. Available at: https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A52022PC0338.
	 European Commission, 2022, Proposal on preventing and combating trafficking in human beings and protecting its victims. Available at: https://eur-lex.europa.eu/legal-content/EN/TXT/?uri= CELEX%3A52022SC0425&qid=1689517180521. 
	 European Commission, 2023, 2023 State of the Union Address by President von der Leyen. Available at: https://ec.europa.eu/commission/presscorner/detail/en/speech_23_4426
	 European Commission, 2023, 2030 climate & energy framework. Available at:  https://climate.ec.europa.eu/eu-action/climate-strategies-targets/2030-climate-energy-framework_en. 
	 European Commission, 2023, Annual Burden Survey 2022. Available at:  https://commission.europa.eu/publications/annual-burden-survey_en.
	 European Commission, 2023, Executive Summary of the Impact Assessment Report, SWD(2023) 179 final. Available at: https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A52023SC0179 &qid=1701180225086.
	 European Commission, 2023, Impact Assessment Report accompanying the proposal for a Regulation for a Council Implementing Regulation amending Implementing Regulation (EU), No 282/2011 as regards information requirements for certain VAT schemes. Available at:  https://op.europa.eu/en/publication-detail/-/publication/6ae13d80-9af3-11ed-b508-01aa75ed71a1/language-en/format-PDF/source-294389365.
	 European Commission, 2023, Impact Assessment Report Accompanying the Proposal for a Directive amending Directives 2009/102/EC and (EU) 2017/1132 as regards further expanding and upgrading the use of digital tools and processes in company law, SWD(2023) 178 final, p.5. Available at: https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A52023SC0178&qid=1701180163626.
	 European Commission, 2023, Next Generation EU. Available at: https://next-generation-eu.europa.eu/index_en.
	 European Commission, 2023, Report on the Implementation of Regulation (EU) No 1379/2013 on the common organisation of the markets in fishery and aquaculture products. Available at: https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=COM:2023:101:FIN.
	 European Commission, 2023, VAT in the Digital Age. Available at:  https://taxation-customs.ec. europa.eu/taxation-1/value-added-tax-vat/vat-digital-age_en.
	 European Commission, Executive Agency for Small and Medium-sized Enterprises, Whittle, M., Eager, J., Smit, J. et al., Study on the competitiveness of the EU engineering industries and the impact of digitalisation – Final report, Publications Office, 2020. Available at:  https://data.europa.eu/doi/10.2826/020261.
	 European Commission, Fit for Future Platform (F4F). Available at:  https://commission.europa.eu/law/law-making-process/evaluating-and-improving-existing-laws/refit-making-eu-law-simpler-less-costly-and-future-proof/fit-future-platform-f4f_en.
	 European Commission, REFIT – making EU law simpler, less costly and future proof. Available at: https://commission.europa.eu/law/law-making-process/evaluating-and-improving-existing-laws/refit-making-eu-law-simpler-less-costly-and-future-proof_en.
	 European Commission, SME envoys network. Available at: https://single-market-economy.ec.europa.eu/smes/sme-strategy/sme-envoys-network_en.
	 European Parliament Legislative Train Schedule, 2023, Digitalisation of visa procedures. Available at: https://www.europarl.europa.eu/legislative-train/theme-promoting-our-european-way-of-life/file-digitalisation-of-visa-procedures.
	 European Parliament Legislative Train Schedule, 2023, Marketing standards in fishery and aquaculture products. Available at: https://www.europarl.europa.eu/legislative-train/theme-a-european-green-deal/file-marketing-standards-in-fishery-and-aquaculture-products.
	 European Parliament Legislative Train Schedule, 2023, Review of EU rules on fluorinated greenhouse gases. Available at: https://www.europarl.europa.eu/legislative-train/theme-a-european-green-deal/file-review-of-eu-rules-on-fluorinated-greenhouse-gases.
	 European Parliament Legislative Train Schedule, 2023, Revision of the prudential rules for insurance and reinsurance companies (Solvency II). Available at: https://www.europarl.europa.eu/legislative-train/theme-an-economy-that-works-for-people/file-solvency-ii-revision-2.
	 European Parliament Legislative Train Schedule, 2023, Revision of Regulation (EC) No 1005/2009 on substances that deplete the ozone layer (REFIT). Available at:  https://www.europarl.europa.eu/ legislative-train/theme-a-european-green-deal/file-revision-of-ozone-regulation.
	 European Parliament Legislative Train Schedule, 2023, Revision of Directive 2010/75/EU on industrial emissions (REFIT). Available at: https://www.europarl.europa.eu/legislative-train/theme-a-european-green-deal/file-revision-of-the-industrial-emissions-directive-(refit).
	 European Parliament Legislative Train Schedule, 2023, Revision of the Energy Performance of Buildings Directive. Available at: https://www.europarl.europa.eu/legislative-train/theme-a-european-green-deal/file-revision-of-the-energy-performance-of-buildings-directive.
	 European Parliament Legislative Train Schedule, 2023, Revision of the blood, tissues and cells legislation. Available at: https://www.europarl.europa.eu/legislative-train/theme-promoting-our-european-way-of-life/file-revision-of-the-blood-tissues-and-cells-legislation.
	 European Parliament Legislative Train Schedule, 2023, Revision of the Regulation on the trans-European transport network (TEN-T). Available at: https://www.europarl.europa.eu/legislative-train/theme-a-european-green-deal/file-ten-t-regulation-review.
	 European Parliament Legislative Train Schedule, 2023, Revision of the Design Directive (Recast). Available at: https://www.europarl.europa.eu/legislative-train/theme-a-europe-fit-for-the-digital-age/file-revision-of-the-design-directive-(recast).
	 European Parliament, 2022, Economic impacts of the green transition, Briefing. Available at:  https://www.europarl.europa.eu/RegData/etudes/BRIE/2022/733623/EPRS_BRI(2022)733623_EN.pdf.
	 European Parliament, 2023, The ‘one in, one out’ principle, a real better lawmaking tool? JURI Committee. Available at: https://www.europarl.europa.eu/RegData/etudes/STUD/2023/753421/ IPOL_STU(2023)753421_EN.pdf.
	 French law, 2013, Circulaire du 17 juillet 2013 relative à la mise en œuvre du gel de la réglementation. Available at: https://www.legifrance.gouv.fr/jorf/id/JORFTEXT000027721600.
	 Gibert, P., 2018, Réflexions sur l’appropriation française de l’analyse d’impact de la réglementation (A.I.R) dans le cas de la mise en œuvre des études d’impact des projets de loi, Politiques & management public, 3-4, 243-272. Available at:  https://doi.org/10.3166/pmp.35.2018.0012.
	 Golberg E. for The Regulatory Review, 2020, The Jury Is Still Out on One-In-One-Out. Available at: https://www.theregreview.org/2020/02/03/golberg-jury-still-out-one-in-out/.  
	 Haywood, J. R., & Greene, M., Avoiding an overzealous approach: a perspective on regulatory burden, ILAR journal, 49(4), 2008, 426-434. Available at: https://pubmed.ncbi.nlm.nih.gov/18849596/. 
	 HM Government, 2022, The benefits of Brexit. Available at: https://assets.publishing.service.gov.uk/ government/uploads/system/uploads/attachment_data/file/1054643/benefits-of-brexit.pdf.
	 HM Government, Department for Business Innovation and Skills, 2016, Government going further to cut red tape by £10 billion, Press release. Available at:  https://www.gov.uk/government/news/government-going-further-to-cut-red-tape-by-10-billion.
	 McKinsey, 2022, Transforming the EU wholesale and retail sector. Available at:  https://www.mckinsey.com/industries/retail/our-insights/transforming-the-eu-retail-and-wholesale-sector. 
	 National Regulatory Control Council (Normenkontrollrat), 2019, Annual Report 2019 of the National Regulatory Control Council – Less Bureaucracy, Better Legislation – Consider Practical Implementation, Make Results Tangible, Demand Progress. Available at: https://www.normenkontrollrat.bund.de/ Webs/NKR/SharedDocs/Downloads/EN/Annual-Reports/Annual-Report-2019.pdf?__blob=publicationFile&v=2
	 OECD Studies on SMEs and Entrepreneurship, Strengthening SMEs and Entrepreneurship for Productivity and Inclusive Growth, OECD 2018 Ministerial Conference on SMEs, Improving the business environment for SMEs through effective regulation. Available at: https://www.oecd-ilibrary.org/sites/062487da-en/index.html?itemId=/content/component/062487da-en.
	 OECD, 2010, Better Regulation in Europe: the Netherlands. Available at: https://web-archive.oecd.org/2012-06-14/108144-44912396.pdf. 
	 OECD, 2016, UK Red tape challenge. Available at: https://www.oecd.org/gov/regulatory-policy/GBR-Red-Tape-Challenge.pdf.
	 OECD, 2017, 9th OECD Conference of measuring regulatory burden performance. Available at:  https://web-archive.oecd.org/2018-03-12/475752-Proceedings-9th-Conference-MRP.pdf. 
	 OECD, 2019, One-In, X-Out: Regulatory offsetting in selected OECD countries. Available at:  https://www.oecd-ilibrary.org/governance/one-in-x-out-regulatory-offsetting-in-selected-oecd-countries_67d71764-en.
	 Sinden, A., 2019, The problem of unquantified benefits, Environmental Law, 49(1), 73-129. Available at: https://papers.ssrn.com/sol3/papers.cfm?abstract_id=3087370.
	 SME Envoy Network, 2021 Report of the SME envoy network to the competitiveness council. Available at: https://single-market-economy.ec.europa.eu/system/files/2021-11/2021%20Annual%20          Report%20SME%20Envoy%20Network%20Final.pdf.
	 SMEUnited, 2022, One in, one out approach: more costs than benefits? Available at:  https://www.smeunited.eu/news/one-in-one-out-approach-more-costs-than-benefits.
	 UK Government, 2011, One-in, One-out: Statement of New Regulation. Available at:  https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/31617/11-p96a-one-in-one-out-new-regulation.pdf.
	 UK Regulatory Policy Committee, 2022, Government responds to the Better Regulation Framework consultation. Available at: https://rpc.blog.gov.uk/2022/02/07/government-responds-to-the-better-regulation-framework-consultation/.
	Annex 1: List of Impact Assessments
	Annex 2: Case Studies
	Case study 1: Sustainability of OIXO mechanisms and ‘regulatory room’
	Case study 2: The OIOO approach and the European Green Deal
	Case study 3: Impact of indirect costs – examples from the wholesale and retail sector

	Introduction
	There are a number of regulatory offsetting mechanisms currently in force in EU Member States and OECD countries. In addition, there are examples of past regulatory mechanisms that have been discontinued (e.g. Portugal, UK etc.). As mentioned in Section 2 of the report, these mechanisms can take different forms with a varying degree of ambition regarding offsetting goals. For example, in France, the initial ‘one in, one out’ (OIOO) mechanism was subsequently replaced by a ‘one in, two out’ (OI2O) mechanism signalling the increased level of ambition on the part of the French government at the time regarding not only preventing any new burden to be created but also a commitment to removing existing burden. 
	Given the relatively early stage of implementation of the European Commission’s OIOO approach, it is useful to take stock of national examples of such regulatory mechanisms to identify lessons learned and good practice. These could in turn inform the future implementation of the EU regulatory mechanism. 
	One of the lessons learned at the national level from the implementation of regulatory offsetting mechanisms is that these mechanisms can reach a point of ‘diminishing returns’ further along their implementation whereby it becomes increasingly difficult for regulators and policymakers to identify existing and suitable regulations (as well as related obligations and costs) that can be removed without hindering important policy goals. The following sections of this case study provides an overview of this issue linked to the sustainability of regulatory offsetting mechanisms and considers potential implications for the newly established EU OIOO approach.
	Policy context: 
	As mentioned above, several advanced economies have trialled or have been enforcing regulatory offsetting mechanisms with different levels of offsetting goals. These mechanisms can be referred to as ‘OIXO’ mechanisms, i.e. ‘one in, X out’ where ‘X’ varies depending on the offsetting target being pursued (up to one in, three out mechanisms have been implemented in the UK for instance). 
	While there are many examples of success of such mechanisms (e.g. Germany), there are also reports of these mechanisms facing important methodological and practical challenges. One of these challenges lies in the sustainability of the OIXO mechanisms afters several years of implementation. Indeed, several observers and regulators have noted the long-term challenges faced by such regulatory mechanisms. 
	Review of the issue:
	The issue of sustainability of OIXO mechanisms has been discussed in the literature, albeit to a limited degree. More specifically, there is a paucity of data and limited body of literature regarding the longer-term impact of OIXO systems. This is in part due to the methodological difficulties in adequately assessing these mechanisms and the limited timeframe over which such mechanisms have been implemented.
	However, it has been noted (including by stakeholders interviewed for this study) that there may be an intrinsic limitation regarding the principle’s longer-term effectiveness. Participants to the 9th OECD conference on ‘measuring regulatory performance’ noted the potentially limited sustainability of the OIXO mechanisms. More specifically, it was recognised that in the context of economies where the regulatory framework has already been significantly streamlined, national authorities might find themselves ‘hitting a wall’ and find it increasingly difficult to identify ‘outs’ to give way to new pieces of regulation that are needed for compelling public policy reasons.
	Moreover, in the UK the implementation of the OI2O was discontinued on the basis that in addition to methodological limitations with respect to developing cost estimates, the OI2O rule was deemed to be inconsistent with “delivering world-class regulation to support the economy in adapting to a new wave of technological revolution or to achieving net zero”. This would suggest that OIXO mechanisms can, under certain policy and regulatory circumstances, find themselves incoherent with policy goals such as developing and enforcing adequate environmental standards needed for the sustainability of the Single Market.
	Implications for the EU’s OIOO approach:
	While there are a number of (albeit limited) documented examples of OIXO mechanisms becoming increasingly less effective over time, this is something that is unlikely to affect the EU OIOO approach at this stage. This is because the principle is relatively recent, having only been officially launched in 2022. As demonstrated in Section 3 of this report, the implementation of the OIOO approach within the Commission took some time to be fully operational. In addition, offsetting provisions that were identified and set out in the latest Annual Burden Survey 2022 have yet to be fully implemented, i.e. obligations removed at the national level.
	However, looking ahead there may be a risk with regard to this implementation issue as the EU’s regulatory framework has benefited from a number of initiatives over the years aimed at ensuring that EU regulation is further simplified and less burdensome (e.g. REFIT, ‘Think Small Principle’ etc.). As such, there may be increasingly limited room within the current framework to make way for new regulatory obligations and related costs. Further assessments of the European Commission’s implementation will be needed to investigate this issue further.
	 It is important not to discourage new entrepreneurs with excessive burdensome requirements as they are the ones taking on the risk, testing new business models and ideas which can benefit the European economy and society at large; 
	 Overall, the Green Deal is supported by industry associations, however, they are concerned about new targets, without the necessary simplifications that should accompany those measures;
	 Existing environmental standards and rules should be more effectively enforced. This would create less of a need to create additional standards as the current framework is already addressing many market failures associated with climate change. 
	1. Substitution effects
	2. Transaction costs
	3. Reduced competition and inefficient resource allocation
	 Increased barriers to market entry: for example, by creating regulatory requirements that are difficult for new market actors to meet or by discouraging entry by artificially reducing the profitability of a given market.
	 Preventing firms from competing with each other: by creating new rules that reduce price competition or restrict advertising (e.g. rules that prohibit sales below cost, or set minimum prices); or depriving market players of their minimum efficient scale by imposing market fragmentation.
	 Facilitating collusion: (often inadvertently) by making it easier for market players to coordinate their strategies, e.g. through increased market transparency, imposed price changes, mandatory standard adoption, etc.
	4. Reduced investment and innovation
	5. Uncertainty and investment
	Annex 3: Details from the review of the OIOO pilot
	Solvency II
	Ozone layer protection (Revision of EU rules)
	Review of EU rules on fluorinated greenhouse gases
	Revision of the Industrial Emissions Directive (IED) and the European Pollutant Release and Transfer Register Regulation (E-PRTR)
	Revision of the Energy Performance of Buildings Directive
	Revision of the EU legislation on blood, tissues and cells
	Digitalisation of visa procedures
	Revision of Regulation on EU guidelines for the development of the trans‑European transport network (TEN-T)
	Revision of the design protection Directive and the design protection Regulation
	Review of the marketing standards framework for fishery and aquaculture products

	The initiative on the revision of the prudential rules for insurance and reinsurance companies (Solvency II) was announced by the Commission in September 2020. Subsequently, the Commission published an IA along with an evaluation of Solvency II in 2021. There is no mention of the OIOO approach in the proposal’s IA. However, there was an effort made to precisely quantify the costs and benefits of the proposed initiative.
	The Parliament’s Committee on Economic and Monetary Affairs (ECON) reviewed this proposal and a draft report was tabled in June 2022. The draft report added amendments to the Commission’s proposal. Several of these amendments are susceptible to considerably change the quantifications of the initial IA. For instance, one amendment would widen the range of insurance companies to be excluded from the scope of Solvency II by increasing the thresholds in size and risk level. It also proposes to replace absolute thresholds with relative ones to account for market size. In total, 805 amendments have been tabled, and the Committee report was tabled for plenary in July 2023. In September 2023, the Committee decided to enter into interinstitutional negotiations, which was subsequently confirmed by the plenary.
	The Commission published on 5 April 2022 a proposal to revise EU rules regarding ozone layer protection. Similar to Solvency II, the proposal’s IA does not explicitly refer to the OIOO approach. However, the REFIT section mentions cost savings of the proposed options, which is a useful step in the direction of offsetting. More specifically, the cost savings were argued by the Commission to have the potential to reduce the administrative burden, for example, for businesses applying for a trader licence (B1) instead of currently using the per-shipment licence system.
	This file was assigned to the European Parliament’s Committee on Environment, Public Health and Food Safety (ENVI). The ENVI Committee voted its report on 1 March 2023. Noteworthy modifications included narrowing exemptions, strengthening labelling provisions, and also penalty provisions (maximum administrative fines for example). Following a plenary vote on 30 March 2023, negotiations between the Parliament and the Council were concluded in June with a partial agreement. In October 2023, the Committee agreed to approve the text produced through interinstitutional negotiations.
	The European Commission published on 5 April 2022 a proposal to review EU rules on fluorinated greenhouse gases (F-gases). The proposal’s IA does not directly mention the OIOO approach, however, there is a large section describing who is impacted and how, as well as a detailed table setting out the quantification of costs and benefits.
	Within the Parliament, the proposal was referred to the ENVI Committee. The Committee adopted its report, and the Parliament also adopted its position in March 2023, with several amendments, such as a strengthening of the requirements to place products containing F-gases on the market. In April 2023, the Council adopted its decision, which amended the proposal's phase down schedule, lowered the hydrofluorocarbon (HFCs) quota allocation prices from EUR 3 to EUR 2, agreed to postpone several bans in comparison to the Commission's proposal, mainly for heat pumps, and took a less prescriptive approach on the provisions on penalties. In October 2023, the Committee agreed to approve the text produced through interinstitutional negotiations.
	The Commission tabled its proposal for a revision of the IED, and on the E-PRTR on 5 April 2022. The IA highlights that ”while it has not been possible to quantify and monetise all impacts, it is estimated that the set of measures enhancing the effectiveness of the Directive have health benefits between EUR 860 million and EUR 2.8 billion per year with annual business CAPEX/OPEX costs of about EUR 210 million”. Moreover, the overall burden of the initiative was quantified, and the costs were also counted in the documents.
	Within the Parliament, the ENVI Committee added amendments, and the report was voted in the plenary in July 2023 for interinstitutional negotiations.
	The Commission tabled its proposal for a revision of the Energy Performance of Buildings Directive (EPBD) in December 2021. The file was allocated to the Parliament’s ITRE Committee. The final report was adopted by the Committee in February 2023 and voted in the Parliament’s plenary session in March 2023. This revision is currently undergoing negotiations between the Parliament and the Council.
	Regarding the IA, it is mentioned that the measures of the preferred policy option would reduce the associated administrative burden by almost EUR 100 million per year. Beyond this number, the proposed digitalisation of Energy Performance Certificates and new provisions on data exchange and databases were also argued to reduce administrative and compliance costs.
	An inception IA was published in 2020, and the legislative proposal was put forward in July 2022 by the Commission. The aim was to establish measures setting high standards of quality and safety for all substances of human origin ('SoHOs') intended for human application and for activities related to those substances to ensure a high level of human health protection, in particular for SoHO donors, SoHO recipients and offspring from medically assisted reproduction. The file was allocated to the Parliament’s ENVI Committee, which adopted its report in July 2023. The plenary session was held at the start of September 2023, and the matter was subsequently referred back to the ENVI Committee for interinstitutional negotiations.
	Regarding cost savings, the Commission tried to quantify the effects, and offsetting is briefly discussed. The cost savings amounts gathered from the chosen policy option are also summarised in a table, which is useful from the OIOO pilot perspective.
	The Commission presented a proposal for the digitalisation of EU visas on 27 May 2022. The aims of the proposal are to modernise the visa application process for individuals entering the Schengen area and to reduce risks of identity fraud, forgery and facilitate the verification process at the border through digitalisation. The text was voted by the Civil liberties, Justice and Home Affairs (LIBE) Committee in January 2023. The Council and Parliament had agreed on rules for this initiative in June 2023, and at the end of the same month there was an agreement in the Committee on the amendments brought by interinstitutional negotiations. Following adoption by the Parliament in October 2023, the act was adopted by the Council in November 2023, and the final act was published in the Official Journal on 7 December 2023.
	Regarding the IA itself, it is the first document in the pilot study where there is an explicit mention and acknowledgement of the OIOO approach. The initiative will reportedly not generate adjustment costs for the private sector and will only concern public authorities and third-country nationals. Moreover, savings on administrative costs for EU citizens and businesses would reportedly be negligible. The main limitation identified in this IA with regard to the OIOO approach is that there is no precise quantification, and there is no mention of any provisions for the offsetting. These points can be justified by the nature of the instrument, which does not create costs for businesses.
	In December 2021, the Commission published a proposal for the Trans-European Transport Network (TEN-T) policy, which aims to develop a Europe-wide network of railway lines, roads, inland waterways, maritime shipping routes, ports, airports and railroad terminals. The Parliament’s Committee on Transport and Tourism (TRAN) reviewed the initiative in April 2023. Later that month, the Parliament’s plenary confirmed the revision and approved the start of interinstitutional negotiations.
	The proposal makes explicit that the initiative was not part of the REFIT initiatives. However, the explanatory memorandum notes that the proposed Regulation will increase the efficiency of the regulatory framework as a whole. Additionally, the evaluation of the TEN-T Regulation confirmed that it would benefit from simplification. All in all, this initiative does not provide much quantification.
	The Commission published in November 2022 two package proposals to revise both the Design Directive (Directive 98/71/EC) and the Community Design Regulation (Council Regulation (EC) No 6/2002) in view of contributing to the Intellectual Property Action Plan (published in November 2020). The Parliament’s Committee on Legal Affairs (JURI) adopted its report in October 2023. The Committee decided to enter into interinstitutional negotiations in November 2023, confirmed by plenary.
	The proposal was part of the REFIT initiatives with the aim of simplifying the filing of new designs and improving competitiveness in many ways. Additionally, benefits were not clearly quantified, but were described qualitatively. For example, it was argued that EU consumers would benefit from the emergence of a liberalised market for spare parts with presumably more competitive pricing.
	In 2020, the Commission published its ‘Farm to Fork’ strategy which aims to drive a shift to sustainable food systems to contribute to achieving European Green Deal objectives. No impact assessment for this proposal could be retrieved.
	The revision was initially announced for Q4 2020 but was pushed back. In 2019, an evaluation study was published highlighting that the current marketing standards have a positive but limited impact in terms of their objectives. At the start of 2022, the Commission invited stakeholders to participate to an online consultation. Subsequently, in February 2023, an implementation report was published. It was mentioned that the upcoming Sustainable Food System Initiative, ‘expected by the end of 2023’, would provide scope for better consumer information. After the initiative will be published, there might be new action for the seafood sector specifically. Therefore, this proposal has been on hold, awaiting developments on other initiatives.

