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‘Better regulation’ toolbox

This toolbox complements the better regulation guidelines presented in SWD(2021) 305 final

It is presented here in the form of a single document and structured around various chapters
containing individual tools. It is also available and intended to be used as a series of web-
based tools which are downloadable from the Commission's ‘better regulation’ website.
https://ec.europa.eu/info/law/law-making-process/planning-and-proposing-law/better-
regulation-why-and-how_en

In general, the toolbox presents guidance, tips and best practice. Users are not expected to
read and apply each individual tool but to use the toolbox selectively and with common
sense. However, some aspects of the toolbox must be applied because they are linked to the
requirements of the ‘better regulation’ guidelines, the Commission’s working methods or
political commitments given by the Commission. These are explained in the first Tool #1 on
principles, procedures and exceptions. Questions about this toolbox can be sent to unit A2 of
Directorate responsible for strategy, better regulation and corporate governance in the
Secretariat-General (SG-BETTER-REGULATIONS@ec.europa.eu).

The ‘better regulation’ toolbox is used internally in the Commission and therefore contains
references to internal procedures as well as intranet pages that are not publically available.
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TOOL #1. PRINCIPLES, PROCEDURES & EXCEPTIONS

Through its ‘better regulation’ policy, the Commission has committed to design, deliver and
support the implementation of high quality policies. ‘Better regulation’ covers the whole EU
policy cycle — planning, design, adoption, implementation, evaluation and revision. All EU
interventions — legislative or non-legislative, policy initiatives or spending programmes — aim
to achieve certain objectives through one or several means, in line with the goals and
responsibilities set by the EU Treaty.

The European Parliament, Council and the Commission concluded an Interinstitutional
Agreement on Better Law-Making in 2016. The three institutions recognised their joint
responsibility to deliver high-quality legislation:

— In areas where it has the greatest added value for European citizens and strengthen
the competitiveness and sustainability of the Union’s economy;

— Which delivers the Union’s policy objectives in the simplest, most efficient and
effective way possible;

— Which avoids overregulation and unnecessary administrative burdens for citizens,
administrations and businesses and particularly SMEs; and

— Which is designed to facilitate its transposition and practical application.

‘Better regulation’ is governed within the Commission by a set of common principles and
follow established processes. These principles have developed over the years, based on
progress in standards, methods and data sources and were also inspired by international work
such as the 2012 OECD regulatory policy recommendations! and later work developed in the
OECD. They apply to all DGs and services involved in the preparation, implementation or
evaluation of EU interventions and associated stakeholder consultations. The application of
these principles and procedures will help to provide a rigorous evidence base to inform
decision-making and contribute to making Commission initiatives more effective, coherent,
relevant and efficient. It should also enhance transparency, participation, learning and
accountability.

Box 1. Key dimensions of ‘better regulation’

Evidence from all preparatory and analytical work, including stakeholder
Embedded in the planning | consultations, should feed into the policy development process. Lessons from
and policy cycle implementation and evaluations form part of the ‘evaluate first’ approach to
policy development.

The Commission's impact assessments, stakeholder consultations, fitness checks
Of high quality and evaluations should conform to the requirements of the ‘better regulation’
guidelines; the Regulatory Scrutiny Board provides an independent check.

‘Better regulation’ instruments should be based on the best available evidence.
They should provide a transparent explanation of why some evidence may not be
Evidence-based available and why it is appropriate to act in the absence of evidence. ‘Evidence’
refers to multiple sources of data, information and knowledge, including
quantitative data such as statistics and measurements, qualitative data such as

1 Recommendation of the Council on Regulatory Policy and Governance - OECD
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opinions, stakeholder input, conclusions of evaluations, as well as scientific and
expert advice.

Strategic/forward looking

Integrating strategic foresight into policy-making to ensure that policymakers and
institutions can anticipate changes and proactively shape the future developments.

Participatory/ open to
stakeholders’ views

Ensure wide participation throughout the policy cycle. The Commission should
seek and consider a wide range of views and input and ensure that all relevant
parties have had the opportunity to express their opinions. Web-based public
consultations together with targeted consultations are key elements of a
consultation strategy. Stakeholders should be given sufficient time to respond. In
addition, stakeholders may provide feedback on legislative proposals adopted by
the College and relevant draft implementing and delegated acts.

Respect for principles of
subsidiarity and
proportionality

‘Better regulation’ instruments should explain how respect for subsidiarity and
proportionality is ensured. EU action should be relevant and necessary, offer
value beyond what Member State action alone can deliver and not go further than
what is necessary to resolve the problem or meet the policy objective.

Comprehensive

All relevant impacts of alternative policy solutions should be considered
including economic, social, environmental impacts.

Coherent/ conducted
collectively

Coherence across different policy domains and between related policy
instruments is essential. New initiatives, impact assessments, consultations and
evaluations should be prepared in cooperation with all relevant services in the
framework of interservice coordination groups.

Proportionate

‘Better regulation’ instruments should be used in a way that is proportionate to
the type of intervention or initiative, the importance of the problem or objective,
and the magnitude of the expected or observed impacts.

Being transparent to the outside world is important if initiatives are to be
understood and credible. Results of evaluations, impact assessments and

Transparent consultations should be publicly available. The reasons for disagreeing with
alternative views should be explained.
Independent Evidence should inform political decisions — not the other way around.

Appropriately resourced
and organised

Sufficient time as well as appropriate human and financial resources should be
available to enable each evaluation, impact assessment or consultation to deliver
a timely and high-quality result. DGs should establish centres of expertise (or
functions) to support ‘better regulation” activities throughout the policy cycle.

Sustainable

The balanced integration of economic, social and environmental considerations
and impacts, pursued through ‘better regulation’ contributes to the objective of
sustainable development laid down in the Treaties® and the EU commitment to
implement the sustainable development goals (SDGSs).

On the one hand, the ‘better regulation’ guidelines set out the mandatory requirements and
obligations for ‘better regulation’ for each step of the policy cycle. The toolbox on the other
hand provides more specific and operational guidance on the practical application of the
guidelines and additional advice for applying ‘better regulation’ in practice.

Some elements of the toolbox are mandatory. Many of the tools are, on the other hand,

advisory in nature.

2 TEU, Articles 3 and 21, and TFEU Article 11.
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Users of the toolbox are not expected to read and apply each individual tool but to use the
toolbox selectively and with common sense when they need additional guidance.

The ‘better regulation’ guidelines should be applied flexibly and in a proportionate manner
that reflects the circumstances of each individual initiative. What matters is to conform to the
spirit of the guidelines (and of relevant toolbox tools) and that as a result that DGs produce
high quality impact assessments, evaluations etc. The Secretariat-General can be consulted
about the practical application of the guidelines in individual cases.

There will, however, be occasions when certain procedural steps or processes cannot be done
or need to be shortened or simplified for good reasons (e.g. political urgency, the need to
respect confidentiality and security concerns etc.). Such exceptions from the requirements of
the guidelines and toolbox are possible but prior approval is necessary. This should be done
in the following ways:

— When a politically sensitive and important initiative® is first presented for political
validation, the need for flexibility or an exception should already be described (and
justification provided) in the relevant fields of the Decide IT platform. The main
exceptions concern: a deviation from the ‘evaluate first’ principle, not conducting an
impact assessment, not conducting a public consultation (when procedurally
required)®. The agreement of the Commissioner responsible for ‘better regulation’
will then explicitly cover the intended exception.

— If an exception is required after validation®, DGs must seek approval from the
Director responsible for ‘better regulation’ in the Secretariat-General in consultation
with the Cabinet of the Commissioner responsible for ‘better regulation’.

DGs must request approval by sending a message to the following functional mailbox and
should describe (1) what is being requested; (2) why it is needed:

SG-BETTER-REGULATION-EXCEPTIONS@ec.europa.eu

All approved exceptions mentioned above should be documented in the relevant 1A
(Annex 1), evaluation or fitness check (Annex on procedural information) staff working
document as well as in the explanatory memorandum accompanying a Commission
proposal.

3 See Tool #6 (Planning and validation of initiatives)

4 For other exceptions (for instance language regime, duration of public consultation, etc.) DGs must equally
seek approval by sending a motivated request to the functional email address above.

5 After validations means concretely following the validation of a politically sensitive and important initiative
(PSI), or if the initiative is not a PSI or it is validated within the lead DG (as for evaluations and fitness
checks).
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TOOL #2. THE REGULATORY FITNESS PROGRAMME (REFIT) AND THE FIT
FOR FUTURE PLATFORM

Simple and efficient legislation is a key objective for the Commission and an integral part of
the ‘better regulation’ agenda.

In 2012, the Commission launched the Regulatory Fitness and Performance Programme
(REFIT), to step up efforts® on simplification and burden reduction.

The concept has evolved over time. REFIT now requires all evaluations’ and all revisions to
systematically consider simplification and burden reduction. This should be done without
undermining the achievement of the policy objectives.

REFIT is delivered through the ‘better regulation’ tools. Reviews of existing legislation
(meaning both the evaluation and any subsequent revisions) should seek opportunities to
simplify and reduce administrative burden for people, businesses and administrations,
including through potential benefits offered by digital transformation and innovative
practices®.

Concretely this means REFIT has to be considered:

- during planning®;

- by the interservice coordination groups that are set up to contribute to evaluations and
impact assessments??;

- in the consultation of citizens and stakeholders;

- in evaluation reportst!;

- in impact assessments?;

- in the assessment by the Regulatory Scrutiny Board;

- in explanatory memoranda accompanying legislative proposals®.

Annex Il of the Commission work programme includes the most relevant REFIT initiatives.

The Commission has long been making efforts to reduce regulatory burdens. In 2007, it launched the
Administrative Burden Reduction Programme (ABR) to measure costs imposed by information obligations
on business and to eliminate any unnecessary administrative burdens.

Evaluations covering legislation but also other instruments such as communications, strategies, frameworks,
etc.

8 See Tool #28 for guidance on digital-ready policy making.

While REFIT aspects should be looked at in all revisions and all evaluations, when labelling them in Decide,
the REFIT label should be applied to all revisions of existing legislation and evaluations with significant
REFIT potential. A duly justified explanation should be included in case a revision or evaluation is not going
to be ‘labelled” REFIT in Decide.

Digital expertise will be useful for the design of simplification options; therefore Commission services can
consider involving DIGIT in the interservice coordination groups.

See template for the evaluation report and in particular the section on efficiency and relevant REFIT
information.

See template for the impact assessment report and in particular the section on REFIT for the preferred
option.

13 See Tool #40 (Drafting the explanatory memorandum)

10

11

12
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There may be cases when simplification and burden reduction are not possible. This should
be adequately justified in the explanatory memoranda accompanying legislative proposals
and in the evaluation staff working documents. In cases where opportunities to simplify or
reduce burdens are identified, the Commission services should try to quantify them to the
extent possible.

Such quantification is crucial for applying the ‘one-in, one-out” approach®®.

General objective of REFIT Programme
Better Regulation EU legislation is fit-for-purpose and up-to-date. Policy objectives and high
Helps to design and deliver high-quality policies and standards are achieved at minimum costs.
support their implementation.

, Specific objectives of REFIT Programme
Fit for Future Platform « Reduce all types of unnecessary regulatory costs
ey Modemise existing EU legislation, in particular through digitalisation
Activities under REFIT Programme
« Consult stakeholders (Have your say - Have your say: Simplify!)
« Prepare of evaluations and impact assessments
« Identify REFIT initiatives in the Commission work programme
« Cooperate with the other institutions and Member States, at national,
regional and local level
» (annual) reporting

Scrutinises existing legislation that the Commission

could evaluate and revise during this mandate.

REFIT scoreboard and the annual burden survey

The Commission monitors the REFIT programme’s progress through the
REFIT scoreboard. The scoreboard reports the state-of-play of REFIT initi-
atives, from evaluation to implementation on the ground.

The annual burden survey highlights the EU's annual efforts to simplify
and modernise EU legislation and reduce burdens throughout the year.

The progress of initiatives since 2015 that include a simplification and burden reduction
angle is monitored through the REFIT Scoreboard. Commission services provide information
on REFIT for the files in their area of competence as part of the regular updating of the
Scoreboard. The Scoreboard covers initiatives throughout their lifecycle: from evaluation to
revision and implementation. Annually, the Commission also publishes an Annual Burden
Survey. The survey provides illustrative REFIT examples.

2. THE FIT FOR FUTURE PLATFORM

The Fit for Future Platform (F4F)™ is a high-level expert group bringing together Member
States, the Committee of the Regions, the European Economic and Social Committee and
stakeholders. It also includes a collaboration with the SME Envoy Network represented by

14 See Tool #59 (Cost estimates and the ‘one in, one out’ approach).
5 Building on the experience with the predecessor REFIT Platform.

12
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the EU SME Envoy. It was established through Decision (2020)2977% that determines its
mandate, role and the way it will work.

The Fit for Future Platform will contribute to REFIT by helping identify initiatives where
there are opportunities to simplify and reduce burdens of EU laws, including through the use
of digital tools.

The Fit for Future Platform will work on topics identified in its annual work programme. For
each topic, it will adopt opinions with suggestions on simplifying and reducing potential
unnecessary costs linked to EU laws, assessing whether identified Union legislation and its
objectives remain appropriate, given the need to tackle new challenges and examining how
digitalisation and increased use of electronic tools can support these objectives.

Commission services will be consulted on the topics for the annual work programme (both
before it is finalised and during their assessment by the Platform). The opinions will serve as
input to the evaluations and impact assessments and other evidence-based activities carried
out by the Commission.

16 https://ec.europa.eu/info/sites/default/files/c2020 2977 en.pdf
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TOOL #3. ROLE OF THE REGULATORY SCRUTINY BOARD

The Regulatory Scrutiny Board (RSB or Board) is an independent body within the
Commission that scrutinises the quality of impact assessments, fitness checks and selected
evaluations. The Board provides quality assurance to the political level of the Commission
enabling it to take decisions on the basis of the best available evidence.

The Board comprises a chairperson and eight members. All nine members are appointed by
the Commission to serve full-time for a three-year non-renewable term, which can be
extended by up to one year under exceptional circumstances!’. The chairperson and four
members come from within the Commission services. The four remaining members are
recruited from outside the Commission. The Board acts independently and prepares its
opinions autonomously. It does not seek or take instructions from within the Commission,
nor from any other national or EU decentralised agency or other EU body. All Board
members act in their personal capacity. They share collective responsibility for the decisions
of the Board.

The Board’s rules of procedure cover its mandate and proceedings. The Board publishes its
opinions on impact assessments, fitness checks, and selected evaluations on the
Commission’s website together with the related reports. At the request of the Commission
department concerned, the Board may, at its discretion, meet with services upstream on
planned impact assessments, fitness checks or selected evaluations.

A Secretary, together with a team from the European Commission’s Secretariat-General,
supports the activities of the Board. This includes analytical and administrative support, such
as planning and preparation of Board meetings, interactions with the services and associated
follow-up.

The Board scrutinises all impact assessments, all fitness checks and selected evaluations. The
list of selected evaluations that the Board wishes to scrutinise is notified to DGs and services
early in each calendar year'®. The list is based on DGs’ evaluation planning, management
plans and information in Decide and the Commissions’ work programme. The Board issues
an opinion on each impact assessment report, fitness check and evaluation reports it
scrutinises.

All the fitness checks and the evaluations selected for the Board’s review shall be submitted
for the Board’s consideration well in advance of any related impact assessment report. In case
a fitness check or an evaluation report is submitted to the Board in parallel with the
corresponding impact assessment, the Board may scrutinise both reports at the same meeting,
but shall examine them in two separate slots. In such cases, the Board shall in principle issue
two separate opinions, but may decide to issue a single opinion. When an evaluation is not
selected for scrutiny but it is annexed as a ‘back-to-back’ to an impact assessment report, the

17 Such as to ensure the continuity of the functioning of the Board, its balanced composition between internal
and external members or its full capacity at times of exceptionally high workload.

18 The selection of evaluations for scrutiny is communicated to DGs in the second quarter of the year (T) and
concern evaluations and fitness checks to be finalised in next year (T+1).

14
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Board assesses its usefulness for the impact assessment, as part of its scrutiny of the latter,
without having a separate meeting and without issuing two separate opinions®®.

The tables below summarise which documents need to be transmitted to the RSB.

Impact Assessments

What?

Note signed by the Director General of the lead DG addressed to the chair of
the RSB.

Draft impact assessment report (SWD).
Executive summary of the impact assessment report (SWD).

Minutes of the last meeting of the interservice coordination group set up to
discuss the impact assessment report prior to submission of the impact
assessment report to the RSB.

Where relevant, any underlying reports or studies prepared by consultants, or
links to these.

Underlying evaluation report (SWD), as attachments or links to them.

When?

The lead DG should reserve a slot?® for a future Board meeting at which the 1A
report will be discussed. In general, the slot should be reserved at least 3
months before the Board meeting. However, it is recommended to reserve a
slot as soon as an initiative is validated.

This slot should reflect the envisaged timing of the political initiative, the time
needed to adapt or resubmit the impact assessment report in light of the Board’s
opinion(s), considering the impact of a potential resubmission, and the time
needed to complete a formal interservice consultation and formal adoption by
the College.

The documents shall be submitted to the RSB at least four weeks before the
Board meeting where the draft IA report will be discussed.

In exceptional cases, the RSB may decide that the draft impact assessment
report does not need to be discussed at a Board meeting, but can be dealt with
in a written procedure. This can only be decided on a case-by-case basis once
the draft impact assessment report has been submitted to the RSB and will
depend on the quality and lack of complexity of the case at hand.

How?

All correspondence about the reservation of slots should be sent to the
functional mailbox:
REGULATORY-SCRUTINY-BOARD@ec.europa.eu

Transmission of the draft impact assessment report and associated documents
should be via ARES. It is helpful if these documents are also sent to the RSB’s
functional mailbox. SECEM can also be used for confidential or sensitive files.

All other questions and enquiries should be sent to the RSB’s functional

19 See Tool #50 (‘Back-to-back’ evaluations and impact assessments); where the evaluation SWD can also be
integrated as an annex to the 1A report (if the RSB has not selected the evaluation for scrutiny) and where the
RSB will generally only issue a single opinion covering both the evaluation and IA elements in the report.

20 A simple email request to REGULATORY-SCRUTINY-BOARD@ec.europa.eu
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mailbox.

Resubmissions

Where the RSB issues a negative opinion, the lead DG will have to incorporate
the Board’s recommendations into a revised impact assessment report, to
discuss those changes with the ISCG (a written consultation is also possible)
and to submit a revised report to the RSB together with all the relevant other
documents (see ‘What?’ section above). There is no time limit (neither
minimum nor maximum) to resubmit the revised report. However, it is good
practice to inform the Board in advance about the planned resubmission date.
Still, the time before resubmission has to be sufficiently long to respond to the
comments from the Board.

The RSB will aim to issue a revised opinion within four weeks following
resubmission. In most cases, the opinion will be prepared following a written
procedure. In some cases, the lead DG may be invited to a meeting with the

RSB that will be organised by the Board’s secretariat in consultation with the
lead DG.

Follow-up

The lead DG is expected to incorporate the Board’s recommendations into a
revised impact assessment report and to discuss the changes with the relevant
interservice coordination group.

A second negative opinion does not allow the lead DG to start the interservice
consultation without a derogation granted by the Commissioner responsible for
‘better regulation’.

Fitness checks and evaluations selected for scrutiny by the RSB

What?

Note signed by the Director General of the lead DG addressed to the Chair of
the RSB.

Draft evaluation report (SWD) / fitness check (SWD).

Executive summary of the evaluation report or fitness check, where
applicable?.

Minutes of the last meeting of the interservice coordination group set up to
discuss the evaluation report prior to submission of the draft evaluation report
(SWD) or fitness check (SWD) to the RSB.

Where relevant, the underlying reports or studies prepared by consultants, or
links to these.

When?

The lead DG should reserve a slot for a future Board meeting at which the
evaluation/fitness check report will be discussed. In general, the slot should be
reserved at least 3 months before the Board meeting. However, it is
recommended to reserve a slot as soon as the initiative is validated.

2L Executive summary is not needed in case the evaluation report accompanies a report to the other Institutions.
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The documents shall be submitted to the RSB at least 4 weeks before the Board
meeting that will discuss the draft evaluation report or fitness check.

In exceptional cases, the RSB may decide that the draft evaluation report does
not need to be discussed at a Board meeting, but can be dealt with in a written
procedure. This can only be decided on a case-by-case basis once the draft
evaluation report or fitness check has been submitted to the RSB and will
depend on the quality and lack of complexity of the case at hand.

How?

All correspondence about the reservation of slots should be sent to the
functional mailbox:
REGULATORY-SCRUTINY-BOARD@ec.europa.eu

Transmission of the draft evaluation report or fitness check and associated
documents should be via ARES. It is helpful if these documents are also sent to
the RSB’s functional mailbox. SECEM can also be used for confidential or
sensitive files.

All other questions and enquiries should be sent to the RSB’s functional
mailbox.

Follow-up

The lead DG is expected to incorporate the Board’s recommendations into a
revised fitness check or evaluation report and to discuss the changes with the
relevant interservice coordination group.

A negative opinion does not require a resubmission and does not prevent the
launch of an interservice consultation on the fitness check or evaluation report.
However, the decision to proceed with the interservice consultation without
resubmission has to be taken carefully, considering also the importance
stakeholders attach to the quality of evaluations. If the lead DG submits a
revised report to the RSB, the Board will aim to issue an opinion within four
weeks, in written procedure. There is no time limit (neither minimum nor
maximum) to resubmit the revised report. However, it is good practice to
inform the Board in advance about the intention to resubmit and planned
resubmission date. The time before resubmission has to be sufficiently long to
respond to the comments from the Board.

The RSB will send out a quality checklist to the lead DG at least 3 working days ahead of the
Board meeting scheduled to scrutinise the draft impact assessment report, or the draft
evaluation report or the draft fitness check. In case of a written procedure, the DG will
receive the quality checklist (to which the DG should respond in writing) within the same
timing. This checklist will present an initial detailed assessment, together with the main
questions that will guide the discussion during the Board meeting.

On a voluntary basis, the lead DG may respond in writing to the issues raised in the checklist
at least one working day before the proposed Board meeting, indicating how they plan to
revise the report. This written response should not exceed 10 standard pages.
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The lead DG should communicate to the RSB (via the functional mailbox) who will represent
the lead DG at the Board meeting. Except in cases of restricted Board meetings, and
depending on the complexity of the file, attendance is generally limited to five-eight persons,
and it is recommended that somebody from the DG’s internal ‘better regulation’ support
function also attends. The DG should be represented at the appropriate level (i.e. senior
management).

In principle, the RSB issues its opinion within no later than three working days following the
relevant meeting. This is delivered in ARES but may be sent via SECEM in some cases to
ensure confidentiality.

The RSB’s opinions can be positive or negative. The RSB will issue a maximum of two
opinions, unless there are exceptional circumstances calling for a third opinion. For an impact
assessment, a positive opinion is required before the interservice consultation (ISC) on the
related proposal can be launched. While there is no formal need for a positive opinion to
launch the ISC in the case of draft evaluation reports or fitness checks, these are expected to
be improved in line with the Board’s recommendations (see below). A comparison table
should be added to Annex 1 of the evaluation report to explain the changes made to respond
to the recommendations.

e Positive opinion:

In the case of evaluations and fitness checks, the author service must take the Board’s
recommendations for improvement into account and introduce any adjustments before
seeking approval for launching the interservice consultation.

For impact assessments, the Board may issue two types of positive opinion:

— A positive opinion that sets out recommendations for improvement. The author
service must take into account the Board’s recommendations for improvement and
introduce any adjustments before seeking approval for launching the 1SC.

— A positive opinion with reservations is issued in cases that require adjustments to
address important deficiencies. The author service must revise the report in
accordance with the Board’s findings before seeking approval for launching the ISC.

The interservice coordination group should have the opportunity to consider the revised
version of the impact assessment report, the fitness check or evaluation report together
with a draft of the underlying initiative/proposal (in the case of impact assessments)
before the launch of the ISC. In any event, during the ISC the Secretariat-General pays
special attention to the way impact assessment reports, fitness checks and evaluation
reports have been revised to reflect the Board’s opinion?? and the way in which an
impact assessment report appropriately covers all relevant items of the draft initiative.
The resulting considerations are reflected in the response of the Secretariat-General
during the ISC.

22 A comparison table(s) should be added to annex 1 of the report to explain the changes made to respond to
the recommendations in each opinion of the RSB (if relevant). The explanatory memorandum attached to the
legal proposal should always report on the outcome of the RSB’s scrutiny and its opinions (see Tool #40
(Drafting the explanatory memorandum) for further details).
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e Negative opinion

Such an opinion is issued when the RSB concludes that the report contains serious
shortcomings and substantial improvements are needed on a number of significant
issues.

In the case of an impact assessment, the lead DG needs to improve the analysis
significantly and submit a revised version of the report for a new assessment. If serious
concerns persist, this second opinion may still be negative and will be final, unless
exceptional circumstances require otherwise.

For fitness checks and selected evaluations, the lead DG may decide to submit a revised
fitness check or evaluation report to the Board for its scrutiny before seeking approval
for launching the ISC, but this is not mandatory.

The RSB opinion(s) are published in the Register of Commission Documents.

For impact assessments, the RSB’s opinion(s) is/are published once the related initiative has
been adopted by the College.

Where the Commission reports formally to the co-legislators on a fitness check or an
evaluation, the RSB’s opinion will be published following adoption by the College of the
report (COM document). In other cases, the opinions of the RSB will be published once the
evaluation report or the fitness check has been cleared for publication by the services
following a formal interservice consultation.

At the request of the Commission department concerned, the Board may, at its discretion,
meet with services upstream on planned impact assessments, fitness checks or selected
evaluations. These meetings should be timed at a stage when DGs are in a sufficiently
advanced stage of reflection of what they intend to do, while still being at a suitably early
stage of the process to allow for the discussion with the Board to be considered.

At these sessions, Board members provide preliminary remarks in their personal capacities.

The advice given shall not prejudge or bind the Board in its subsequent opinion on the
concerned cases.
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TOOL #4. EVIDENCE-INFORMED POLICYMAKING

Reliable evidence is a cornerstone of ‘better regulation’, vital to establishing an accurate
description of the problem, a real understanding of causality and therefore intervention logic;
to analyse or evaluate the ex-ante or ex-post impact; and to justify and develop new or update
existing policy initiatives.

‘Evidence’ denotes in general anything presented in support of a claim, but in the context of
this tool, it refers to data, information, and knowledge from multiple sources, including
guantitative data such as statistics and measurements, qualitative data such as opinions,
stakeholder input, conclusions of evaluations, as well as scientific and expert advice.
Reliable evidence is based on the appropriate method to collect, interpret, process and
transform data and information. The process is also based on transparent accounting of biases
and uncertainties.

High quality research and analysis cannot be done overnight, so ensuring high-quality
evidence is available when needed requires to anticipate and coordinate the needs for
evidence and invest in sufficient capacity building. It also means mobilising and engaging the
relevant experts, the research community, and stakeholders in the regulatory process from the
start. This tool describes the good practices of preparing the evidence base that allows
policymakers to take informed decisions. It also presents a practical method for the
transparent use and validation of evidence within the policy cycle and provides guidance on
policy questions in various situations, including the cases when the availability of evidence
may be limited.

Each policy initiative relies on a logic of intervention?, which plays a central role in guiding
its development, implementation, monitoring, and evaluation. The intervention logic can also
help in identifying the supporting evidence needed in each phase of the policy cycle. In
particular, the monitoring and evaluation phases may benefit from a careful data and evidence
planning?* so that the effectiveness of EU legislation can be properly assessed.

The use of evidence should take into account the different framings, positions and
perspectives on a given issue across all stakeholder groups, which are consulted with the ‘call
for evidence’ or targeted consultations.

The evidence gathered should be proportionate and appropriate for informing policy options
or addressing the evaluation questions. Evidence should be sufficiently described and be
accompanied with factual judgements about its relevance, completeness and reliability. This
includes:

- acknowledging the existence of various types and sources of data®>;

- clarifying the method used to collect, interpret, process data and transform it into
information;

23 See Tool #67 (Data identification for evaluations & impact assessments).

24 More guidance on how to ensure data linkages between ex ante, the implementation and the ex post phases is
provided in Tool #43 (Monitoring arrangements and indicators) and in Tool #67 (Data identification for
evaluations & impact assessments).

% Tool #67 (Data identification for evaluations & impact assessments) explains different types of data to be
used, how these can be integrated and what to consider when planning data collection.
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- acknowledging possible cognitive biases; and
- acknowledging the degree of scientific uncertainty, and assessing in what way this
may affect the policy decisions.

To ensure transparent policymaking and demonstrate that evidence is robust, all data
and evidence steps — from gathering, use and communication — should be documented
systematically. Transparency requires explaining and discussing internally and with
stakeholders what the Commission does, why it does it and how it does it. However, deciding
on an appropriate level of transparency also requires careful considerations of strategic
objectives, feasibility concerns and legal and financial constraints.

2. SIX STEPS TO A TRANSPARENT USE OF EVIDENCE

Constructing the evidence base according to the principles spelled out in Section 2, can be
achieved by respecting a six-step approach for generating and leveraging evidence. It consists
of the following steps: understanding, mapping, collection, analysis, interpretation and
presentation (Figure 1).

Mobilise resources and support across services
Make your choices transparent

Make your evidence findable and accessible

O 42 i

Ensure a widely
accepted and
comprehensive

understanding of the

policy problem

Draw on the
internal and
external
expertise

Identify the
sources,
approaches and
methods

Use a variety of

Identify baseline
assumptions and
a baseline
scenario
consistent with

Check whether the
results support the
conclusions

Integrate insights
from all types of

Share the
approach and
explain the choices

Be transparent on
limitations

other i
Broaden the methods and assessments evidence Tailor the language
perspective on the approaches Make the E id
- nsure evidence
problem at hand Draw on Ch"'t'ca::y aszess interpretation availability and
Define success knowledge and E:v?dce?wc?te explicit traceability

expertise from
several
disciplines

Give preference
to FAIR evidence

Figure 1. Gathering and communicating best available and transparent evidence for policy
The three horizontal considerations throughout the process of evidence gathering and
communication are: (i) mobilising resources and support across services; (ii) making the

choices of evidence transparent by documenting them and (iii) making the evidence
findable and accessible when possible.
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Mobilising an interservice coordination group at an early stage allows tapping into the
richness and diversity of knowledge from across the Commission (see section 4). Engaging in
collaboration and coordination across services enables broadening the perspective beyond a
single policy area and enhances the coherence of Commission initiatives, avoiding as well the
duplication of efforts and costs?®. Where practical, a dialogue with stakeholders and citizens
from outside the Commission (e.g. through targeted stakeholder consultations), as early as
possible in the process, may identify different framings of the problem and possible
knowledge gaps.

Whenever possible, the evidence collected and used should be FAIR, meaning it is findable,
accessible, interoperable and reusable (more on FAIR principles in section 4). With all the
steps documented and the underpinning evidence made FAIR, the policymaking process
becomes more transparent and policymakers can take more informed decisions.

1. Understanding
Ensuring a widely accepted and comprehensive understanding of the policy problem

It is recommended to have a complete and widely accepted understanding of the policy
problem(s), as early as possible in the policy process (scoping phase, establishment and
choice of the baseline). Any relevant existing evaluations and initial evidence about the
nature and magnitude of the problem are important starting points. These are the bases for
engaging at an early stage with colleagues within and outside the lead DG, as well as with
stakeholders and citizens. Engaging others creates a much more reflective view of the
complexity of real-life. It also helps in identifying cognitive and normative biases, resulting
in a more robust collective understanding of the problem, and ultimately in more robust
regulation. Lastly, engaging with colleagues, stakeholders and citizens may help generating
shared ownership over the policy problems and the solutions, which will increase the
likelihood of success. In an early stage of this phase, working on reaching a common
agreement on concepts at stake and their definition will provide a sound basis for creating the
needed collaboration.

Broadening the perspective on the problem at hand

When starting to work on a policy initiative, it is important to place the problem in a broad
and forward-looking perspective, e.g., by taking into account the megatrends (see Tool #20
(Strategic foresight for impact assessments and evaluations)). This is likely to result in policy
options that are fit for or adapt to evolving situations. Moreover, it helps to clarify how the
strategic goals over the long term can be achieved, including taking into account sustainable
development.

What does success look like? Using the intervention logic to link objectives to policy actions
and to output/result/outcome/impact indicators

What the policy aims to achieve should eventually be measured: generally, what gets
measured, gets done. Reflections on the policy problem will also need to cover policy
objectives, actions, indicators of success and, where proportionate, quantifiable targets. When
exploring the problem, one should consider not only the intended effects, but also possible
undesired side effects and trade-offs.

% The interinstitutional studies database (not publicly accessible) is also instrumental in this respect.
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The intervention logic provides the framing to do this (Tool #46 (Designing the evaluation)).
In fact, an impact assessment, monitoring arrangements, and the evaluation should rely on the
same intervention logic. For instance, to understand what the evaluation of a policy should
assess, one should consider the results of a policy intervention against its objectives (as set
out in the policy document or legislation) and the challenges it was meant to address.

In many areas, legislation and programmes are already in place, which means that new
proposals should be conceived as part of that ongoing policy cycle. Previous Commission
proposals were — in most cases — accompanied by an impact assessment, and interim and final
evaluations are often available, too. This should all be taken into consideration to respect the
policy cycle approach in which the Commission evaluates first, and then, knowing what
works and what does not, designs new initiatives. Information on approaches to evaluations
can be found in Chapter 6.

2. Mapping

Evidence mapping serves to draw a map of “what is already out there” on the topic and what
further evidence needs to be collected.

Drawing on the internal and external expertise

An independent and transparent literature review of published knowledge may already
provide some relevant answers of possible solutions to the problem and its impacts. For
Commission in-house studies and data, good starting points are the lead DG and various
sources of evidence listed in section 3. All the evidence generated by evaluations should be
taken up during the process and be well reflected in the impact assessment. In case of an
agreed ‘back-to-back’ 2’ approach, the evidence mapping should identify the evidence
requirements for the evaluation and impact assessment work.

Also external experts, Member States representatives, EU decentralised agencies and other
EU bodies, and stakeholders may be involved to provide inputs to the mapping exercise.
They can contribute through the Commission’s consultation portal ‘Have Your Say’ in
response to the ‘call for evidence’?® published for every initiative. The input may also take
the form of submitted studies, position papers, letters, or informal text contributions.

3. Collection

In this step, the sources and the methods to gather any missing evidence are chosen.

Identifying the sources, approaches and methods that can answer the main guestions
according to the intervention logic

The choice of methodological approach will determine largely the type of data that will be
needed. Based on the intervention logic, one should critically examine if the selected sources,
approaches and methods can answer the policy questions. While designing the policy
initiative, the future collection of evidence for monitoring and evaluation should be taken into
account (see Tool #43 (Monitoring arrangements and indicators)).

Using a variety of methods and approaches

The choice of the analytical methods and approaches depend largely on the questions to be
answered as well as on the already available evidence, identified in the previous step. A

27 See Tool #50 (‘Back-to-back’ evaluations and impact assessments)
28 This approach will be applied flexibly reflecting the circumstances of each individual initiative.
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combination of different quantitative and qualitative methods may be used. These can be
brought together in various ways to get the most comprehensive picture and to increase
robustness by cross-validating results gathered in various ways. For example, focus groups or
individual semi-structured interviews can be used to explore little-known social phenomena
by collecting pertinent experiences, views, beliefs and motivations, which can later guide
quantitative data collection. On the other hand, these targeted consultation methods can also
give a feedback at a later stage to refine the insights from guantitative methods.

Sometimes, it may seem there is no data available or it may be unclear what methodological
approaches best suit evidence needs. It is important to carefully document what was possible,
but also what was not possible during the collection phase. Both “quantification at all costs”
and “giving up on data too easily” should be avoided.

When relevant, a practical solution to a lack of EU-wide data can be to conduct/contract out
case studies (in-depth research on “typical” target groups). The selection of case studies is
important to ensure that their results are representative. Again, integration of different
methods for data collection and cross-verification of data enhances robustness of insights
coming from case studies.

Drawing on knowledge and expertise from several disciplines

When choosing experts for gathering or interpreting evidence, wherever possible and
relevant, representatives of various disciplines should be included to avoid “tunnel vision™.
Commission staff must assess their interests, prior to the start of the work (avoidance of
conflict of interest).

Giving preference to findable, accessible, interoperable and reusable (FAIR) evidence

Evidence FAIRness (see also horizontal principles) can be ensured only if this is taken into
account already when the evidence is being selected or is starting to be generated. In
particular, when negotiating licence agreements with external providers, any restrictions to
sharing studies, data or code of models should be as limited as possible.

4. Analysis

The analysis processes the evidence collected from stakeholder consultations (see Tool #54),
the application of causal evaluation methods on administrative micro-data (see Tool #68), or
the running of models (see Tool #61), as well as other qualitative and quantitative methods.

Identifying baseline assumptions and a baseline scenario consistent with other assessments

It is important to be consistent with baseline scenarios used at least in closely related policy
fields. For more guidance on baselines, refer to the Tool #60.

Critically assessing the collected evidence

Critical, independent and transparent assessment and validation of the collected evidence
ensures that it is robust and reliable. Peer-review is a common method of quality assurance
increasing credibility of the results and should be planned sufficiently in advance. It can help
improve models and methods.

Different sources of uncertainty can affect the results. These sources of uncertainty should be
accounted for and — where the type of evidence allows — quantified, and the most relevant
ones should be identified and reported. (see Tool #65).
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Cross-verification by using various sources (triangulation) is a good way to validate different
types of evidence. Any limitations to the method(s) applied or the data collected should be
clearly acknowledged, discussed during the assessment, addressed where possible and clearly
documented.

5. Interpretation

In this step, the evidence collected and analysed in the previous steps is transformed into
knowledge, which allows for drawing conclusions. The goal is to inform the decisions of the
policymakers throughout the policy cycle or for the future design of policies.

Checking whether the results support the conclusions

When a first outline of conclusions has been established, it is a good moment to take a step
back and think: are these conclusions supported by the aggregated evidence collected and
analysed in the previous steps? In particular, it should be verified whether the evidence is
strong enough to underpin the conclusions by comparing the results with the baseline. If
some of the evidence does not align with expectations, or if different pieces cannot be
reconciled, it is preferable to state all the evidence anyway, identifying the possible lack of
uniformity or conclusiveness.

Integrating insights from all types of evidence

Different types and sources of evidence should be distinguished and treated according to their
credibility, relevance and ability to provide useful insights. Gathered data may be incomplete
and information may be biased, or suffer from other imperfections. Some evidence may lack
scientific robustness but may still carry relevance because of the richness of the insights it
offers (e.g. stakeholder experiences). Both “mainstream” and “divergent” views should be
considered and reported.

Making the interpretation explicit

Interpretation of evidence should be as transparent as possible, so that all the choices,
assumptions, weights, and value judgements are clearly explained and understandable. The
interpretation of evidence should be related back to policy objectives and underlying choices,
including the normative ones as established in step one.

6. Presentation

A good presentation of evidence and its conclusions facilitates good communication and
allows policymakers to make well-informed decisions.

Being transparent on limitations

Transparency about the underlying judgements and the limits of the evidence used, including
availability and robustness, is key. It is important to communicate what conclusions can and
cannot be drawn at this stage. Transparency is also needed on the assumptions upon which
the analysis is based: what is the level of aggregation of the variables, what are the inputs of
the models, which estimates are used for the various parameters, etc. Detailed requirements
for evidence transparency in the impact assessment report are provided in Tool #11 (Format
of the impact assessment report), while for the evaluation report — in Tool #49 (Format of the
evaluation report).
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Thinking about the audience and tailoring the lanquage accordingly

The evidence used should be clearly presented and cited by providing all relevant source
details. To be transparent about the evidence underpinning the conclusions does not mean
simply to include more quantitative and qualitative data in the report as this may be
counterproductive. Technical details may be provided in annexes and supporting studies.
Simple language for non-experts should be used whenever possible.

Ensuring that the key evidence is available in a timely manner and remains traceable

Especially when studies supporting the analysis provide technical details, these documents
should be stored in stable and permanent databases or repositories, where they are equipped
with persistent identifiers®. The key evidence should be cited by providing all relevant details
to allow its findability, including persistent identifiers and/or permalinks to ensure
functioning hyperlinks®.

Supporting evidence — including underlying data if it is open3 — should be made available to
the co-legislators, and when possible to the public, no later than when the document in which
they are cited is made public.

FAIR principles help managing scientific evidence transparently®?. Making evidence
FAIR ensures that studies, data, but possibly also code of models, protocols applied and other
research resources, are as far as possible “findable by anyone using common search tools;
accessible so that the data and metadata can be examined; interoperable so that comparable
data can be analysed and integrated through the use of common vocabulary and open formats;
and reusable by other researchers or the public as a result of robust metadata, provenance
information and clear usage licences.”®

Sources of evidence

Chapter 8 provides guidance on various methodologies to collect and analyse data, ranging
from models to behavioural insights. Tool #51 gives an overview of methods that can be used
to consult stakeholders, both in open and targeted manner, such as interviews, focus groups,
workshops, Eurobarometer Surveys and others. For guidance on questionnaire design and
more generic consultation approaches see Tool #52; for the analysis and use of information
received through the consultation of stakeholders, see Tool #54.

2 The most commonly known persistent identifier is a DOI, a Digital Object Identifier, used for publications
and data.

30 Hyperlinks, in time, have the tendency to become permanently unavailable. The phenomenon itself varies
over time, domain, and type of resource, and is a major concern in terms of traceability of evidence. A
permalink, as the name implies, should be permanently available, and is usually a resolvable persistent
identifier. If a persistent identifier or permalink cannot be obtained, a full citation for the source should be
provided, so that it can be found through classical search mechanisms even if the related link is no longer
available.

31 Restrictions to data access may apply due to information confidentiality constraints, data protection,
intellectual property or other legal provisions.

32 A study on the cost and benefits of FAIR by DG RTD found that not applying FAIR principles to research
data would in the long-term result in considerable costs. See also: “Turning FAIR into reality. Final report
and action plan from the European Commission Expert Group on FAIR Data” 2018. More about FAIR
Guiding Principles: https://doi.org/10.1038/sdata.2016.18, https://www.go-fair.org/fair-principles/

3 https://doi.org/10.1038/d41586-019-01720-7
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Data and statistics

Data.europa.eu provides links to open access data produced by EU, national,
regional and local public administration, as well as by some international
organisations. The JRC data catalogue is integrated in the data portal.

A Commission data catalogue provides the metadata onall key data assets
held by the Commission that are relevant for the Commission’s decision-making
processes and functioning. The data sets may not be open.

Eurostat provides free access to statistics at European level (from data collected by
statistical authorities of Member States) using harmonised methodologies that enable
comparisons between countries and regions.

Eurobarometer monitors public opinion in Member States and provides results
representative of the targeted populations on major topics (e.g. enlargement, social
situation, health, culture, environment, information technology, the euro, defence,
etc.). A Eurobarometer survey can be requested in the context of DG COMM’s annual
programming depending on the Commission’s priorities.

OpenAlIRE - support open access and open data mandates in Europe by publishing
EU-funded research results, including scientific publications and research data.

KnowSDGs (Knowledge base for the Sustainable Development Goals) platform
organises knowledge on policies, indicators, methods and data to support the
evidence-based implementation of the SDGs.

UN SDG Indicators Database - provides access to data compiled through the UN
System in preparation for the Secretary-General’s annual report on ‘Progress towards
the Sustainable Development Goals’.

Commission Services

The Commission’s Central Intellectual Property Service can help with tender
specifications and license agreements®*.

The Commission Data Advisory Service® is available to support with respect to data
analytics and data management matters. For data publication contact the Publications
Office.

Consult the Commission harmonised procedures for the management of studies on a
dedicated SG page and contact the material and services offered to ensure
transparency, traceability and accessibility of all key evidence. Study reports and data
should be properly stored, published and curated, as well as correctly referenced. For
this, obtain early permanent identifiers (e.g., DOIs) and include them whenever these
studies are cited. For referencing evidence sources, follow the Interinstitutional
Style Guide and — for statistical data — Eurostat guidelines.

% To make software or model code available to outside the Commission, consult the guidelines on the
distribution of Commission software. For additional guidance on licence agreements with external providers,
consult JRC work on standard clauses that could be used in negotiation with third parties.

% The Data Advisory Service is a single entry point for advisory services on data topics. Domain experts will
be available to help with topics such as data management, data licensing and related legal aspects, data
quality, data analytics, data architecture, data interoperability and data security.
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If models are used to support an impact assessment, contact MIDAS (Modelling
Inventory of the Commission) team to insert the model description in the inventory.

The Publications Office and the EU Community of Practice on data visualisations
(Connected) may provide support on the subject.

Evaluations, impact assessments, and studies

The Commission evaluations and impact assessments are published on the register of
Commission documents and in EUR-Lex.

Public studies prepared by or for EU institutions and bodies can be found in EU
Publications.

Also evaluations carried out by Members States and, where relevant, by third
countries may be taken into account.

All studies planned or already conducted on behalf of the EU institutions and bodies
can be found in the Interinstitutional Database of Studies.

Explore academic publications by searching Commission library.

Experts

Permanent bodies at EU level are characterised by a high level and a broad range of
expertise, prevention of conflicts of interest and transparency.

The Joint Research Centre (JRC) provides science and knowledge for EU policies.
It provides data and analysis to help design new policy initiatives and legislative
proposals, to monitor existing ones, and to look beyond them, by anticipating
challenges, needs, and transformations. It also hosts the Commission’s
Knowledge4Policy platform (K4P), which makes available policy-relevant scientific
knowledge to policymakers. K4P hosts the services offered by competence centres
and knowledge centres and enables collaboration between scientists and policymakers
(see also intro of Chapter 8).

The scientific opinion “Scientific Advice to European Policy in a Complex
World”, developed by the Group of Chief Scientific Advisors with contribution from
the JRC, provide guidance to the Commission for the provision and use of scientific
advice to inform policymaking in the European context. It shows how to organise
scientific advice for policymakers, how to address conflicts of interest, how to ensure
that the policy advice is relevant and covers all relevant fields, and how to tackle
uncertainties and disagreement among scholars.

These recommendations were further developed in the JRC Science for Policy
Handbook, which brings science closer to a political process, where different values
and perspectives, as well as different timeframes have to be considered and provides
specific guidelines on the science advice process.

The group of Chief Scientific Advisors provides independent, high-level scientific
advice to the European Commission at the request of the College of Commissioners
on any policy topic at any stage of the policy cycle. The Scientific Opinions draw on
comprehensive evidence review reports that are produced by the network of European
science academies (SAPEA consortium) and are initiated via Commissioners’
cabinets contacting the Cabinet of the Commissioner responsible for Research and
Innovation. The drafting of a scoping paper that sets out the context and the specific
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policy question to be addressed then follows. Services can trigger the process by
contacting the service in DG RTD responsible for the Secretariat of the Group of
Chief Scientific Advisors.

- Decentralised/ Executive EU Agencies are characterised by a high level and a broad
range of expertise.

- Scientific committees set up by the Commission, such as the Scientific Committee on
Emerging and Newly Identified Health Risks (SCENIHR).

- Expert groups are composed by outside experts that bring information
regarding practical experience in a given policy area. They can involve individuals
and/or stakeholder representatives, organisations or Member States’ authorities. A
dedicated public register ensures transparency about group composition and
interests.

- Commission online tools for the collection of expertise such as the web
communication platform SINAPSE that enables the creation of e-communities.

- Consultants can provide input to the Commission’s assessment. The lead DG and the
interservice coordination group should work closely with the consultant to ensure that
the results are of sufficient quality and that they can be used accordingly.

Stakeholders
- Besides collecting views, stakeholder consultation can also trigger submission of
other types of information (e.g. data, lessons from implementation)®. When using
evidence gathered through consultation one should bear in mind the specific interest
of stakeholders providing the information and try to validate the robustness of the
results. Peer-reviewing or benchmarking with other surveys/studies or consultation
activities can significantly enhance the quality of such information.

3  See Tools #51, #52 and #53 on stakeholder consultation.
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TOOL #5. LEGAL BASIS, SUBSIDIARITY AND PROPORTIONALITY

The principles of subsidiarity and proportionality®’ govern all EU actions. The Union can
only act in areas where the Treaties confer competence to it. In areas not falling under its
exclusive competence, the Union should only act where the principle of subsidiarity is
respected. In all areas, in line with the principle of proportionality, Union actions should be
restricted in their content and form to what is necessary to achieve the objectives defined in
the Treaties®®. Non-compliance with the principles of subsidiarity and proportionality may be
used as a reason to challenge the lawfulness of Union acts before the Union’s courts®. In
addition, national Parliaments have a specific role in scrutinising the Commission’s respect of
the subsidiarity.

The Task Force on Subsidiarity recommended the use of a grid. It is a special template
for assessing whether EU action is justified in light of the principles of subsidiarity and
proportionality®°. The grid should be added as an annex to significant or politically sensitive
legislative proposals accompanied by an impact assessment which do not fall under the
exclusive competence*! of the Commission®?.

Box 1. Example: choice of the internal market legal basis

e The internal market legal basis is commonly used as a legal basis for EU initiatives, but
its choice has been contested and must be justified as appropriate compared to an
alternative legal basis*® (health, environment etc.).

e Measures adopted on the basis of Article 114 of the Treaty of the Functioning of the
European Union (TFEU) should genuinely aim to improve the conditions for the
establishment and functioning of the internal market. Mere disparities between national
rules, an abstract risk of future obstacles to trade, or a distortion of competition, are not
sufficient.

e However, action may be justified to prevent the likely emergence of such obstacles and
the elimination of appreciable distortions of competition®*.

37 Article 5(1) of the Treaty on European Union.

38 Article 5(4) of the Treaty on European Union.

3% Protocol No 2 of the TFEU on the application of the principles of subsidiarity and proportionality.

40 COM (2018) 703 final, “The principles of subsidiarity and proportionality: Strengthening their role in the
EU’s policymaking”.

4L The same applies to other areas in which it is exceptionally considered that the Union has an exclusive

competence “by nature”. These are budgetary and institutional matters where it is clear that only the Union

can, or even has to act, and where the action of the Member States is not possible (COM (2018) 703 final,

“The principles of subsidiarity and proportionality: Strengthening their role in the EU’s policymaking”,

p.26).

COM (2018) 703 final, “The principles of subsidiarity and proportionality: Strengthening their role in the

EU’s policymaking”. p. 6 f. The grid should take the form of a staff working document and be added as an

annex to the legislative proposal.

43 EU Court of Justice; case-law on choosing the right legal basis — issues of single or multiple, etc.

4 Case C-376/98 Federal Republic of Germany v European Parliament and the Council of the European
Union, para 84.
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The 1A report should describe the appropriate legal basis for action derived from the Treaty.
The choice of legal basis must be based upon the nature of the main/predominant objective
and content, such as health, environment, security, internal market, etc. In cases of doubts,
the Legal Service should be consulted at an early stage.

The principle of subsidiarity is designed to ensure that decisions are taken as closely as
possible to the citizen by the most appropriate level where the intended objective(s) can be
most effectively achieved. The subsidiarity principle does not apply in areas where the Union
has exclusive competence®. In areas in which the European Union does not have exclusive
competence, the principle of subsidiarity defines the circumstances in which it is preferable
for an action to be taken by the Union. Subsidiarity means that the Union should only act
if, and in so far as, the objective of the action cannot be achieved sufficiently by the
Member States (at national, regional and local levels). This principle aims to ensure that
policy measures are decided at Union level only where necessary and as close as possible to
the citizen.

A good analysis of subsidiarity is necessary“® for all impact assessments accompanying
legislative initiatives in areas which do not fall under the exclusive competence of the EU. In
addition, every politically sensitive or important legislative proposal accompanied by an
impact assessment will be accompanied by the assessment grid mentioned above as a staff-
working document*’. Tool #11 (Format of the impact assessment) explains how it should be
reflected in the IA report.

In practical terms, when preparing an impact assessment it is necessary to elaborate whether
the EU has the right to act under the Treaty and what is the appropriate legal basis. Assessing
subsidiarity requires explaining first why actions at the national level would not be sufficient
to achieve the objective of the initiative. Secondly, subsidiarity requires assessing whether
Union action would have an added value compared to action by the Member States. For
example, it is useful to analyse whether the identified problems have the same underlying
causes across the EU and to what extent Member States have the ability or possibility to enact
appropriate measures. For evaluations and fitness checks, subsidiarity analysis should be part
of the EU-added value assessment, which needs to be described and quantified as far as
possible.

4 The subsidiarity principle does not apply in areas where the Union has exclusive competence such as
commercial policy or competition (see Article 3 TFEU). In other areas it is exceptionally considered that the
Union has an exclusive competence “by nature”. These are budgetary and institutional matters, where it is
clear that only the Union can — or even has to — act. Those are areas where the action of the Member States is
not possible. For example, the draft budget, own resources, the multiannual financial framework regulation
(the individual MFF programmes follow their particular legal bases), the citizens’ initiative, the comitology
regulation, rules on access to documents of the EU institutions and bodies, data protection rules for the
institutions, establishment of a European Voluntary Humanitarian Aid Corps, codifications of existing
legislation.

4 The Commission is bound by Protocol No. 2 of the TFEU to review (and subsequently to maintain, amend,
or withdraw) any proposal it makes, where a sufficient number of reasoned opinions are received from
national Parliaments regarding the non-respect of the principle of subsidiarity. The sufficient number means
more than one third of the 56 votes allocated to national Parliaments or one quarter in the of field freedom,
security and justice on the basis of Article 76 TFEU.

47 COM (2018) 703 final, “The principles of subsidiarity and proportionality: Strengthening their role in the
EU’s policymaking”. p. 6 f.
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An analysis of EU-added value is also crucial for designing new policy measures and for
evaluating existing initiatives. In practical terms, it means showing the benefits that the EU
action brings, such as economies of scale or achieving political objectives more efficiently
(less costly) at the EU level. In evaluations, the EU-added value questions are the flip side of
the impact assessment subsidiarity check. This means that the subsidiarity analysis in the
evaluations and fitness checks is done in the EU-added value part. The EU-added value
analysis is part of the subsidiarity check.

It is very important to gather stakeholders’ views. When presented in the impact assessment
/ evaluation, the analysis should be based on concrete arguments substantiated with
qualitative and, as far as possible, quantitative evidence?®.

National Parliaments and the Committee of the Regions have rights and powers to monitor
the application of the principle of subsidiarity and they will critically examine any related
analysis provided by the Commission alongside its proposals.

The questions in the grid mentioned above can guide the analysis of subsidiarity in impact
assessments. Below one can find steps to follow when answering, some practical tips and
illustrative examples of qualitative subsidiarity analyses.

The following steps can help when assessing subsidiarity:

I. Question 1.2 of the Grid: Is the Union competence under the selected legal basis
exclusive, shared or supporting in nature?

Does the legal basis (action under consideration) fall within one of the areas
where the Treaty gives the Union exclusive competence (as defined by Article
3 of the TFEU) or is it an exclusive competence by its nature (i.e. where only
the Union can/must act; see below in the section on relevant issues)?

Question

If yes State in the report that the subsidiarity principle is being respected (for
example: “Trade policy and the negotiation of international trade agreements
are areas of exclusive EU competence pursuant to Article 207 of the Treaty
and therefore the subsidiarity principle does not apply”).

If no move to step Il and 111 below

The point of departure is shared competence. Exclusive competence applies in
the areas defined in Article 3 of the TFEU. In addition, the Commission takes
the view that in exceptional cases, certain legislative acts can be considered as
falling under exclusive competence by their nature. These mainly concern
budgetary and institutional matters where it is clear that only the Union can (or
Relevant | even must) act such as the draft budget, own resources, the multiannual
issues financial framework regulation, the European Citizens’ Initiative, the
Comitology Regulation, rules on access to documents of the EU institutions,
data protection rules, the establishment of a voluntary humanitarian aid corps.
Codification of Union law is an exclusive competence whilst recast is not and
it is the specific legal basis which determines whether the proposal falls under
the subsidiarity control mechanism.

48 To be referred to rather than repeated if already presented in the problem analysis.

32



‘Better regulation’ toolbox 2025 © European Commission

I1. Question 2.3 of the Grid: Perform the necessity/relevance test

Question | Can/have the objectives of the (proposed) action be(en) achieved sufficiently
by Member States acting alone?

Relevant | A key part of the analysis should be to qualify the “Union relevance” of the
issues initiative being considered. The greater the relevance the more likely Member
State action alone will/would be insufficient. Key issues/questions to consider
are:

e How does the problem (e.g. negative externalities) vary across the
national, regional and local levels of the EU?

e Is the problem widespread across the EU or limited to a few Member
States?

e Does the problem have the same or different underlying cause across the
EU?

e How do the views/preferred courses of action of national, regional and
local authorities differ across the EU?

e To what extent do Member States have the ability or possibility to enact
appropriate measures?

e \Would national action or the absence of EU level action conflict with the
Treaty or significantly damage the interests of other Member States?

e Are there transnational/cross-border aspects to the problem? Can these
been quantified?

e Will there be increased costs or problems if action is left to the Member
States?

If yes Union action in the area cannot be justified. In the context of IAs, the initiative
under consideration should be abandoned or refocused as appropriate. In the
context of evaluations, the recommendation should clearly stipulate that EU
intervention can no longer be justified.

If no [lustrate the specific limits of Member States’ action, their underlying drivers,
and why they would/have not be(en) “sufficient”.

Move to next step.

Relevant situations could involve cross-border effects (e.g. pollution) or
obstacles to the free movement of persons, goods, services and capital, or
Examples | common challenges (such as migration) or joint commitments (such as the
2030 Agenda), or serious risks that could affect large parts of the Union (e.g.
pan-epidemic health risks).

I11. Question 2.4 of the Grid: Perform the EU added value test

Question | Can the objectives of the proposed action be better achieved at Union level by
reason of the scale or effects of that action?

Relevant | Key issues/questions to consider are:
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e Are there clear benefits from EU level action?

e Are there economies of scale? Can the objectives be met more efficiently

e Are there benefits in replacing different national policies and rules with a
more homogenous policy approach?

e Will the functioning of the internal market be improved? If so, how will it

Explain why for the case at hand, explicitly describing both the advantages
and the disadvantages that Union action may have relative to Member States

The principle of subsidiarity is complied with.

Union action in the area would not be justified on the basis of subsidiarity. In
the context of 1A, the initiative under consideration should be abandoned or
refocused as needed. In an evaluation this may lead to a recommendation to
consider modifying the scope or stopping the intervention.

Situations where EU action produces clear benefits compared to action at
Member State level by reason of its scale or its effectiveness or efficiency.
Equivalent legal rights for individuals and business can ensure equity and

issues
at EU level?
be improved?*
If yes
action.
If no
Examples
remove distortions of competition.

Box 2. Practical tips - be specific and avoid general statements

Don’t just say:

Explain that:

The subsidiarity principle is respected
because the initiative’s objectives
cannot/could not be achieved
sufficiently by Member States.

Action by Member States could not solve the problem
for the following reasons (e.g. spill-over effects,
insufficient scale of the project, need for cross-border
data flows...)

EU action is/has been necessary to
level the playing field

Only EU action could eliminate the costs (of up to €X
on average) that EU enterprises incur to apply for
additional authorisations in every EU host country they
wish to operate in.

isThas been needed to
the

EU action
avoid the fragmentation of
internal market

EU action is needed to eliminate the following
obstacles faced by producers to enter into other
national markets... As shown in the problem section,
this is estimated to...

4 It is insufficient merely to find differences between national laws. There must be more than an abstract risk
that such differences could present an impediment to the exercise of the fundamental freedoms.
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The negative consequences resulting from diverse/non-
harmonised policies/practices lead to significant market
entry obstacles, such as higher establishment costs
amounting up to.....

EU action is/has been needed due to
the strong diversity of
policies/practices across Member
States.

Box 3. Hlustrative examples of qualitative subsidiarity analyses

e Initiative on Fair Minimum Wages in the EU: SWD/2020/245 final (section 3, p. 21);
e Revision of Non-Financial Reporting Directive: SWD/2021/150 final (section 3, p. 14);

e Protection of workers from the risk related to exposure to carcinogens or mutagens at
work: SWD(2020) 183 final (section 3, p. 13).

The principle of proportionality under the Treaty relates the policy initiative itself and
needs to be distinguished from an IA which can be ‘proportionate’ in terms of the depth of
the analysis provided. It means that the action of the EU must be limited in its content and
form to what is necessary to achieve the objectives of the Treaties that it intends to
implement. For any specific initiative, this also implies in terms of the content that “[d]raft
legislative acts shall take account of the need for any burden, whether financial or
administrative, falling upon the Union, national governments, regional or local authorities,
economic operators and citizens, to be minimised and commensurate with the objective to
be achieved.”* Respecting the principle of proportionality is about ensuring that the policy
approach and its intensity match the identified problem and objectives.

Proportionality should be considered in the impact assessment report®. The questions in the
grid should help in assessing in the report whether an envisaged measure adheres to the
principle of proportionality. Also in evaluations or fitness checks, proportionality should be
considered. In particular, it should be checked whether the initiative has achieved its
objectives at the lowest possible costs and with the lowest possible resources (mainly done
under analysis of efficiency).

The following questions should help in assessing whether a measure adheres to the principle
of proportionality®?:

Does the initiative go beyond what is necessary to achieve the problem/objective
satisfactorily?

— Is the initiative limited to those aspects that Member States cannot achieve
satisfactorily on their own, and where the Union can do better? (boundary test)

— Is the form of Union action (choice of instrument) as simple as possible, and coherent
with satisfactory achievement of the objective and effective enforcement?

50 Article 5(4) of the Treaty on European Union

51 In the context of IA for example, proportionality is a key criterion to consider in the comparison of the
policy options.

52" These questions are drawn from the grid and slightly reformulated.
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- Does the initiative create financial or administrative costs for the Union, national
governments, regional or local authorities, economic operators or citizens? Are these costs
commensurate with the objectives of the initiative?

— Does the Union action leave as much scope for national decision as possible while
achieving satisfactorily the objectives set?

— Is there a solid justification for the choice of instrument — regulation, (framework)
directive, or alternative regulatory methods?

- While respecting Union law, are special circumstances applying in individual
Member States taken into account?

Box 4. Case law examples of disproportionate/proportionate measures

The prohibition on the use of hormones in livestock rearing was proportionate because
Fedesa other measures (such as consumer information) would have been less effective in
relation to the objective of ensuring public health. This objective was also sufficiently
important to outweigh the economic impacts on the livestock industry.

Union legislation was adopted which concerned making information available about the
content of animal feed so that contaminated ingredients could be identified more rapidly.
However, the requirement that producers of animal feed provide the precise composition
ABNA of feedstuffs to customers was disproportionate in relation to this objective as it
needlessly infringed the economic interests of feed manufacturers (who wanted to
safeguard secret feed formulations) who were already obliged to indicate the ranges of
composition of each ingredient on labels attached to the animal feed they sold.

An EU Decision to ban the import of Japanese fish into the EU was challenged for being
) disproportionate in relation to public health objectives. Not all Japanese fish factories
Affish had hygiene problems but because it was not practical to check the hygiene standards of
all Japanese fish factories and because a representative sample had been checked, it was
deemed proportionate to ban all imports of Japanese fish.

) The prohibition of tobacco for oral use in Union legislation was proportionate
Swedish | notwithstanding intellectual property rights and the right to pursue a trade or profession
Match in the EU. The objective of public health protection and the lack of alternative effective
measures justified the ban’s proportionate nature.

The reform of the cotton support scheme under the Common Agriculture Policy reduced
direct support by 65% (but complemented by an additional crop-independent single farm
Cotton payment). This was deemed to be manifestly disproportionate in respect of the objective
Support of maintaining cotton production because the Council had not considered employment
costs of cotton production or the economic impacts on cotton “ginning” undertakings
when exercising its discretion.

Council Regulation (EC) No 881/2002 imposed certain anti-terrorism measures (assets
Kadi freeze) against certain persons. These measures represented a disproportionate
interference with the right to property because there were no procedural safeguards
enabling the affected persons to have their case heard by national authorities.
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TOOL #e. PLANNING AND VALIDATION OF INITIATIVES

Proper planning of initiatives is crucial to deliver on time and to provide the right level of
quality. All acts®® to be adopted by oral, written, empowerment or delegation procedure as
well as ‘stand-alone’ staff working documents need an individual Decide Planning entry®.
Guidance on how to create and fill-in such an entry is available on GoPro. No substantive
work involving outside interlocutors or the Regulatory Scrutiny Board should start before the
entry is validated®. Equally, publication on the ‘Have Your Say’ web portal requires prior
validation.

The type of entry and thus the validation process depends on the importance and sensitivity
of the act:

- Politically sensitive and/or important (‘PSI’) initiatives require validation by the
responsible Director-General, Commissioner(s) and Executive Vice-President(s). The
responsible service should introduce politically sensitive and/or important initiatives
at least 12 months before their planned adoption date, as they are usually subject to
‘better regulation’ requirements®. A step-by-step explication of the PSI workflow is
available on GoPro.

- Non-politically sensitive and/or important initiatives (i.e. acts that are not flagged
as PSI) only require validation by the Director-General, in close coordination with the
responsible Commissioner. It is, however, possible to add the Commissioner to the
validation workflow. A step-by-step explication of the ‘validated by DG’ workflow is
available on GoPro®’.

3 This does not apply to acts concerning the management of litigation, corrigenda or in the exceptional cases

where there would be no planning entry because of urgency reasons. In such cases, with the exception of
decisions taken by empowerment or delegation, the Secretariat-General and/or the President’s Cabinet will
be involved in the validation of the first step of the process done in Decide, whether it is the launch of the
interservice consultation or the launch of the oral or written adoption procedure.

Some repetitive acts — provided they are neither politically sensitive nor important — can be handled in
bundles which consists of one single Decide Planning entry for several interservice consultation or adoption
processes. Specific Planning entries for treatment in bundle - Guide to procedures - EC Extranet Wiki
(europa.eu)

Only for urgent cases, encoding in Decide could be done at a later stage. Such exceptions require the
agreement of the Secretariat-General.

Any derogation requests with the corresponding justification should as a rule be included in the Decide
Planning entry.

It includes also details related to acts flagged as non-politically sensitive and/or important initiatives with
additional Cabinet agreement, special cases.
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Evaluations follow generally a workflow that is similar to the one called “validated by DG’
In case where an evaluation would be politically sensitive and/or important, the DG should
use the ‘PSI” workflow.

While several elements are to be considered when classifying an initiative, the table below
provides a helpful overview. Please check GoPro for a more detailed and potentially updated
overview. If in doubt, the SG Planning team can provide advice.

Initiatives considered as a general rule
politically sensitive and/or
important

Political ~ sensitivity  and/or
importance to be assessed
systematically on a case-by-
case basis

Initiatives in principle not considered
politically sensitive and/or important

o New legislative proposals

e  Communications, White Papers,
consultation documents linked to
the main political priorities

e  Proposals for the negotiation of
international agreements

e Acts adopted by oral procedure

e |Initiatives in the Commission
work programme

e Initiatives subject to a formal
impact assessment, including
delegated and implementing acts,
for which an impact assessment is

necessary
e Initiatives in reply to a request
from:
o the European Parliament
(Art 225 TFEU)
o the Council (Art 241
TFEU)

O an European Citizens’
initiative (Art 11 TEU;
Art 24 TFEU)

e Legislative proposals
concerning exclusively
technical amendments

e Communications, White
Papers, consultation
documents not linked to the
main political priorities

e Delegated and implementing
acts not requiring an impact
assessment

e Reports

¢ Infringement decisions

e  State-aid, merger and anti-
trust decisions

e Evaluations and fitness
checks

e Proposals for the signature
and conclusion of
international agreements

Repetitive acts of a similar nature
Commission decisions adopted by
delegation procedure or
empowerment procedure

Internal financing implementing
acts

Other acts not yet mentioned
elsewhere (proposals according to
Art 218(9) TFEU, opinions,
recommendations, correcting acts,
etc.)

Stand-alone staff working
documents

Administrative acts

%8 https://webgate.ec.europa.eu/fpfis/wikis/pages/viewpage.action?pageld=456360710,

special cases,

evaluations.
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The Decide entry for PSI also includes important information that specifies the ‘better
regulation’ requirements of this initiative. The lead DG needs to complete this information
having in mind the need for a public consultation, the respect of the ‘evaluate first’ principle,
the need to carry out an impact assessment and the REFIT dimension of the proposal. A
sufficient and comprehensive explanation of these elements is critical for a smooth validation
process. Also requests for exceptions to the ‘better regulation’ rules need to be clearly
explained in the Decide entry®°.

Once initiatives are politically validated, they are listed as ‘planned’ in Decide. Services
involved will receive an automatic notification. Some information, notably the short title, the
summary and relevant dates, will be made available publically on the ‘Have Your Say’ web
portal shortly afterwards, unless the final validator in Decide Planning objects.

In case a proposed initiative is rejected, this decision is communicated to the responsible
service via Decide. It will be specified whether the initiative can be resubmitted at a later
stage / more appropriate moment or with a revised content.

Each service should regularly update/correct its Decide entries. This is essential, as Decide
tracks the complete lifecycle of an initiative and is also used to report internally and
externally on the status and the main elements of Commission initiatives under preparation.

In case of a change that fundamentally alters the type, nature or the scope of an initiative, a
new validation might be required. This might imply reclassifying the initiative from
‘validated by DG’ to ‘PSI’ and resubmitting the initiative. However, if these changes have
been decided just before or during the interservice consultation, they would have to be
assessed and confirmed as part of this consultation and not via a new validation in Decide
Planning.

59 See also Tool #1 (Principles, procedures and exceptions)
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TOOL #7. WHAT IS AN IMPACT ASSESSMENT AND WHEN IT IS NECESSARY

An impact assessment is a process comprising a structured analysis of policy problems and
corresponding policy responses. It develops policy objectives and alternative policy options
and assesses their impacts. It also considers subsidiarity, proportionality of options and how
to monitor and evaluate the policy in the future. It helps to develop the Commission’s policy
response to a certain policy problem by providing the evidence base for — and the impacts of
— various options®. If a preferred option is chosen, it presents the reasoning behind it. The
process is presented in an impact assessment report.

The impact assessment report serves to support the policy-making decisions of the College of
Commissioners. Externally, impact assessments help supporting and explaining the policy
proposals and positions of the Commission vis-a-vis co-legislators, stakeholders and the
public.

Though impact assessments are led by a DG, they are developed in collaborative efforts
across Commission services. Services cooperate in an interservice coordination group®?,
which bring together relevant expertise and interests, including sectoral, legal, technical,
digital and scientific expertise.

An impact assessment is required when

1) a policy proposal is likely to lead to significant® economic, environmental, or
social impacts®® or entails significant spending

and

2) the Commission has a choice between alternative policy options (‘room for
manoeuvre’).

Consequently, in the following cases, an impact assessment is not required:
e when impacts are small®;

e when impacts cannot be clearly identified ex ante;

% The report considers different alternative options addressing the policy problem. It assess them and discusses
pros and cons and policy trade-offs. There is no requirement to present a preferred option, although this is
done in most impact assessments.

61 See Tool #8 (What steps should be followed for an impact assessment).

62 The ‘significance’ requirement also means that impacts will have to be reasonably identifiable. The policy
proposal will have to be sufficiently specified so that an intervention logic can be established, along the lines
of which reasonable assumptions about causality and impacts can be made.

8 This is consistent with the objective in the Treaty to work for sustainable development (Article 3.3 TEU),
described across its economic, social and environmental dimensions: based on balanced economic growth
and price stability, a highly competitive social market economy, aiming at full employment and social
progress, and a high level of protection and improvement of the quality of the environment.

8 It is the ultimate impact that counts. Thus, a small modest direct negative impact could still be large for
certain stakeholders (SMEs etc.) and territories or have a significant effect because, if it cumulates with other
pre-existing negative factors or generates important indirect/secondary effects.
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e when there is little or no choice available for the Commission.

The benchmark criterion of ‘significant impacts’ applies to both the macro- and the micro-
level. This implies that an impact assessment is not only required for proposals expected to
have far-reaching impacts on the economy or society as a whole, but also for initiatives likely
to have a significant impact on a particular economic sector or type of economic actor
(e.9. SMEs)%. The appreciation of what is considered ‘significant’ depends on expert
judgment and should take into account the results of associated evaluations. The ‘call for
evidence’® should already set an initial appreciation of the expected significant impacts on
which stakeholders can provide feedback and input for the impact assessment.

The ‘room for manoeuvre’ requirement means that an impact assessment is required, when
there is a choice between policy options available for the Commission. The impact
assessment is there to underpin this policy choice with a consistent evidence based analysis.
Hence, if a choice is not available, an impact assessment is not required.

An impact assessment should be carried out only when this is useful. An assessment of
whether an impact assessment is needed is therefore done on a case-by-case basis in context
of the policy validation of an initiative. The result is reported in the ‘call for evidence’, so
that the public is made aware of whether or not an impact assessment is under preparation. In
this way, the Commission’s decision to produce (or not) an impact assessment for a given
case is published and subject to feedback from the public.

Similarly, in certain cases, where an impact assessment is not required, there may still be a
need for providing evidence and analysis. This can be done in the form of a separate staff
working document attached to the proposal or be reported in the explanatory memorandum.
The decision whether an impact assessment is required or not should be clarified already in
the Decide entry. This will be subject to a screening process prior to the political validation of
a policy initiative. The screening process accounts for all ‘better regulation’ requirements
pertaining to the case, including the °‘call for evidence’, public consultations, impact
assessments and evaluations. In case of doubts, the Secretariat-General’s unit in charge of
‘better regulation’ can help clarify the right approach.

In rare cases, there may be a need for modifying the decision on the need for an impact
assessment after the political validation. This may be due to urgency, to a consecutive change
in the scope or content of an initiative, or simply because a case turns out differently than
originally envisaged. In such cases, unit in charge of ‘better regulation’ in the Secretariat-
General will advise. In case of derogations to the requirements to carry out an impact
assessment, the unit will seek agreement of the Commissioner in charge of ‘better
regulation’. The Commissioner will then decide whether an impact assessment or any other
supporting document should be prepared.

This section considers different types of policy initiatives and gives guidance on whether an
impact assessment is necessary.

% To be significant, impacts need to affect external groups to the Commission, i.e. some groups of citizens or
businesses. Hence, initiatives confined to EU Commission internal and/or governance related issues, which
do not have clear identifiable impacts on citizens or businesses, are not considered to have significant
impacts.

8 See Tool #51 (Consulting stakeholders)
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A. Initiatives for which the need for an impact assessment should be assessed®’

New legal acts

Revision of existing legal acts

Recasts of existing legal acts

Non-technical repeal of existing legal acts®

Delegated acts (Art. 290 TFEU)

Implementation measures (Art. 291 TFEU)

Transposition of international agreement into EU law®®

Recommendations for the negotiation of international agreements

Social partner agreements pursuant to Articles 154-155 TFEU™

Financial programmes (i.e. all basic acts for spending programmes and financial
instruments)”*

B. Initiatives for which no impact assessment is required a priori:

Type'? Reason

Administrative decisions™ Lack of significant/identifiable impacts (or
relevance for policymaking)

Enforcement of EU law (competition law |Lack of policy alternative as decision parameters
enforcement cases, infringement are set by existing EU (case) law
decisions, etc.)

Trade defence cases and enforcement Lack of policy alternatives
action under international trade rules

Budgetary procedures and measures, Lack of policy alternatives/ex-ante evaluation not
financing decisions and programme required
management decisions

Policy communications Lack of identifiable impacts

7 This list is given for illustrative purposes only. It is neither exhaustive nor based on a formally agreed
classification of possible Commission initiatives.

% Repeals to remove legislation, which has been superseded by new legislative provisions are neither subject
to an impact assessment nor require a ‘call for evidence’. Repeals announced in the Commission work
programme equally do not require a ‘call for evidence’ or an impact assessment as the Commission has
already taken a decision informed by the available evidence (for instance the results of an evaluation).

8 A key determining factor will be whether the Commission has any policy discretion over the content of its
transposing measures.

0 See Tool #10 (Treaty-based social partner consultations and initiatives)

" See Tool #9 (Spending programmes, financial instruments and budgetary guarantee)

2 This list is given for illustrative purposes only. It is neither exhaustive nor based on a formally agreed
classification of possible Commission initiatives.

8 This may also cover governance/administrative processes for community policies and governance issues
concerning EU agencies.
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Action plans and strategies Lack of identifiable impacts
Recommendations Lack of identifiable impacts

Commission reports /scoreboards No policy decision, lack of impacts
Communications to the Commission No policy decision, lack of significant impacts

Economic governance: recommendations, | Specific processes supported by country specific

opinions, adjustment programmes analyses

Green papers No policy decision, lack of significant impacts

Legal guidance and alignments Lack of policy alternatives / no significant direct
impacts

Legal codifications Lack of policy alternatives / no significant
impacts

Conclusion, signature and provisional Lack of policy alternatives given finalisation of

application of bi/multi-lateral agreements |negotiations
with third countries: conclusions
signature, provisional application and/or
prolongation of existing protocol.

Policy initiatives that propose limited Evidence base for a limited choice already
changes based on a thorough evaluation  |provided.

In the specific case of white papers, action plans, normally an impact assessment is not
required, unless these documents announce ambitious commitments which are significant and
broadly identifiable already at this stage of the policymaking (for example a ten-year strategy
to achieve certain environmental targets). Where action plans, strategies are setting out broad
policy aims and processes, impact assessment may not be appropriate — given that impacts
are not clearly identifiable. In such cases, impact assessments may be conducted at a later
stage, when concrete follow-up actions to the strategy, action plan are being developed. This
should be clearly indicated in the Decide entry of such acts.

Impact assessments are not required for communications clarifying the Commission’s
approach to policy decisions already taken, reflecting case law, codifying existing case
practice and providing legal guidance, or announcing more in-house type of work, such as the
setting-up of expert groups, etc. In such cases, any relevant supporting analytical material
could be presented in a staff working document accompanying the initiative, if necessary, in
particular to reflect the outcome of stakeholders’ consultations. However, when
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communications set out clearly defined measures with direct impacts on stakeholders the
impact assessment requirement should be considered.

In the case of policy recommendations, an impact assessment is generally not necessary but
this will depend on the level of detail (i.e. the degree of specificity/flexibility) set out in the
provisions and the significance of the likely impacts that would stem from their
implementation. A staff working document (i.e. not subject to the procedural requirements of
an impact assessment) presenting potential impacts and policy approach is likely to be more
proportionate in most cases. This may also be the case for strategies or action plans.

For policy initiatives that propose limited changes based on a thorough evaluation,
which has clearly identified the necessary amendments to a policy or legislation, an impact
assessment may not be necessary. This is the case, when adaptation derives directly from the
findings of evaluations and fitness checks, if the scope and impacts of the proposed changes
are already catered for in the evaluation (i.e. the proposed changes do not go beyond what
was identified in the evaluation / fitness check). This is limited to situations, where such
changes cannot be achieved in alternative ways.

Each year, the Commission adopts hundreds of delegated acts and implementing acts.
Here, an assessment should be made as to whether an impact assessment is necessary. An
impact assessment will be necessary where there are likely to be significant impacts and
where the Commission has discretion. Many delegated and implementing acts are technical
and have limited impacts’®. The empowerment to issue a delegated or implementing act may
be defined narrowly, so that it leaves little discretion for the Commission and therefore
excludes an impact assessment.

When it is considered to set up a new EU function or a new EU decentralised agency or
other EU body, this normally requires an impact assessment, since there is likely to be
significant impacts and a policy choice (which would include setting up or not an agency
and/or to whom the new tasks should be assigned). The impact assessment should assess the
need for such a new EU function and consider relevant alternatives. It should consider overall
costs and benefits of the alternatives.

Box 1. Setting up a new EU task/function or a new EU decentralised agency or other EU
body

When the Commission considers a new EU task or function, and in that context reflects on
whether to set up a new EU decentralised agency or other EU body, the following guidance
apply:
e Such an initiative would normally require an impact assessment. If in doubt, contact
the ‘better regulation’ unit in the Secretariat-General.

e The impact assessment should assess the need for the new EU task or function, its
relevance and coherence vis-a-vis existing functions/bodies.

e The impact assessment should consider relevant alternatives (i.e. assigning the
task/function to the Commission, assigning it to one or more existing EU agencies or

™ Technical content might have a strong impact on the digital implementation of a policy. For further details
on the topic, check Tool #28 (Digital-ready policymaking).
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other EU bodies, assigning it to a new decentralised agency or other EU body, etc.).

e |If a new EU agency or body is considered, this option should be based on the
requirements set out in the 2012 Joint Statement and Common Approach on EU
decentralised agencies, including on governance’

e The impact assessment should consider the overall costs and benefits of all options.

e The analysis should appear either in the impact assessment report itself or in an annex
attached to it.

e Please contact the ‘institutional affairs’ unit in the Secretariat-General for more details
on EU agencies or other EU bodies.

The Commission may base its policymaking on advice given to it by EU decentralised
agencies. When doing so, the Commission does not need to conduct an impact assessment on
the policy advice, which has already been properly analysed and consulted on by agencies.

Where the Commission is likely to deviate significantly from the advice of an EU agency
then an impact assessment is necessary.

Box 2. Impact assessments and policy advice from EU decentralised agencies

e Whenever specific legislative procedures mandate an EU decentralised agency to carry
out the main policy-design work and prepare an impact assessment-like document, no
Commission impact assessment is necessary a priori.

e The Commission’s internal rules on ‘better regulation’ and impact assessment do not
apply to EU agencies’®. However, the lead and partner DGs should ensure that the
agency’s analysis broadly meets the Commission’s consultation and impact assessment
standards. They should take responsibility/ownership for the quality of the assessment’’.

e The lead DG should (in consultation with the Secretariat-General) consider whether the
Commission’s initiative would benefit from further analysis and complementary impact
assessment. This could be the case due to its complexity, or the significance of the
expected impacts or where the Commission is likely to deviate from the advice of the
relevant agency or indeed where the agency’s analytical or procedural work does not
meet the Commission’s usual standards.

e During policy preparations, the lead DG may decide itself or be asked by the Secretariat-
General or other Commission services to supplement the agency analysis. In the latter
case, the lead DG is responsible for submitting a draft impact assessment report to the
RSB in accordance with the ‘better regulation’ guidelines and this toolbox.

e This procedure may also be used in situations when preparatory work has been assigned

S https://europa.eu/european-union/sites/default/files/docs/body/joint_statement _and_common_approach_2012_en.pdf

6 Many EU agencies have established their own arrangements on ‘better regulation’ as part of the agency’s
mandate (particularly in areas such as stakeholder consultation).

" In cases, where the EU agency’s analysis is complex, technical or scattered over several documents, the DG
may summarise main elements from the agency in an analytical document supporting the initiative.
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by the Commission to a dedicated expert or stakeholder group, which provides advice
similarly to what an agency would do’®. This will require that the expert/stakeholder
group conducts analytical and consultation work that broadly meets the Commission
standards.

When the Commission is taking decisions based on advice from a scientific body, the
impact assessment requirement should take account of a) whether the Commission deviates
from the advice of the scientific body and/or b) if there are different choices to achieve the
objectives. An impact assessment may be required, for example, if a scientific body may
recommend a safe exposure level to a particular chemical, but the Commission has materially
different policy choices for managing the exposure level of that chemical.

8 An example may be the sustainable finance stakeholder group (Technical Expert Group), which carried out
analysis and consulted stakeholders and on this basis issued a detailed recommendation for the taxonomy-
delegated act to the Commission.
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TOOL #8. WHAT STEPS SHOULD BE FOLLOWED FOR AN IMPACT
ASSESSMENT?

Preparing an impact assessment requires careful planning and sufficient time. Carrying out
an IA takes on average around a year. It can take longer or shorter, depending on the data
availability, the stakeholder consultation process, the need to rely on study contracts, the
iterative nature of the impact assessment process itself, as well as the urgency of the
associated initiative, etc. Moreover, prior to the impact assessment, the evaluation or fitness
check has to be completed on time °, unless a ‘back-to-back’ evaluation and impact
assessment®® are undertaken.

The preparation of an impact assessment will involve the following steps, as shown in Box 1:

1) Planning

The lead DG introduces the planning entry in Decide. The lead DG should assess
whether an impact assessment is necessary to support a policy proposal® and may
request a derogation from carrying out an impact assessment, providing a reasoned
justification. Before the entry is politically validated, the Secretariat-General screens it
and takes a position on the need for an impact assessment.

2 Interservice coordination group (ISCG)

An ISCG steers the impact assessment process and contributes to the preparation of
the ‘call for evidence’ and the draft impact assessment report. The ISCG should
be set up immediately after the initiative is validated. Box 2 provides more details
about the composition and role of the ISCG.

3) ‘Call for evidence’

After political validation of the initiative, the lead DG should prepare a ‘call for
evidence’® together with the Secretariat-General. It is recommended to share the ‘call
for evidence’ with and consult the ISCG members. The consultation of the ISCG may
be conducted in written procedure.

A ‘call for evidence’ consists of a description of the initiative and, most often, a
public consultation. It sets out the key elements of the impact assessment, including
the problem definition, objectives, policy options and an initial appraisal of their
expected impacts, data needs and consultation activities®®.

The Secretariat-General publishes the ‘call for evidence’ on ‘Have Your Say’ (once
the lead DG has uploaded it into Decide).

® An evaluation or fitness check will only be necessary where there is an existing policy or legislative
framework in place. See Tool #45 (What is an evaluation and when it is required).

80 See Tool #50 (‘Back-to-back’ evaluation and impact assessment)

81 See Tool #7 (What is an impact assessment and when it is necessary)

82 See Tool #51 (Consulting stakeholders)

8 The templates for the “call for evidence’ are available on GoPro.
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Box 1. Process to prepare a typical impact assessment

( )

Planning: political Prepare IA

validation, Set up an Call for report
assessment of need ISG evidence collectively

for an 1A with 1ISG

) )
Resubmission
Y Y . 7 Y
ISC RSB r:g}?‘:jﬁﬂ%g‘& Reserve slot for
(requires meeting suFl))mit to the RSB the RSB
positive RSB & el eteae] o meeting 3
opinion) opinion months ahead

meeting

Preparation of the impact assessment report

The lead DG should prepare a draft impact assessment report with the help of the
ISCG.

The toolbox includes specific tools to assist in the preparation of the impact
assessment report, including tools on how to gather evidence, consult stakeholders or
analyse impacts, and on the format of the impact assessment report. Working in multi-
disciplinary teams can foster the quality of the impact assessment report.

The ‘better regulation’ unit (or impact assessment support function) from the lead DG
should work together with those drafting the impact assessment report.

Regulatory Scrutiny Board (RSB)

The lead DG should reserve a slot for a RSB meeting at least three months ahead of
the desired date®. The lead DG should submit the final draft impact assessment report
to the RSB four weeks ahead of the Board meeting, after having discussed it with the
ISCG®.

The Board reviews the quality of the final draft report and issues an opinion. If the
Board’s opinion is negative, the lead DG (in consultation with the ISCG) will have to
submit a revised draft report to the Board, which will issue a second opinion, usually
in written procedure.

8 To book a slot, the lead DG should contact the RSB secretariat at REGULATORY-SCRUTINY-
BOARD@ec.europa.eu

8 See Tool #3 (Role of the Regulatory Scrutiny Board) for a list of documents that need to be submitted to the
Board, together with the draft impact assessment report.
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(4)

The lead DG should adapt the draft report in response to the opinion(s) of the RSB.
The final version of the impact assessment report should explain how the Board’s
recommendations led to changes compared to the earlier draft(s).

Interservice consultation (ISC)

A positive opinion from the Board is a precondition to launching the ISC on the
associated initiative/proposal. In case of a double negative opinion from the RSB, it is
only the Commissioner responsible for ‘better regulation’ who can authorise the
launch of the ISC.

The lead DG will revise the draft impact assessment report to take into account
comments made by other DGs during the ISC.

Box 2. Interservice coordination group contributing to an impact assessment (ISCG)

The ISCG should prepare and discuss all the key elements of the impact assessment and the
policy initiative. The group should discuss the draft impact assessment report before it is
submitted to the Board. The group should also be consulted (orally or in written) on the
revised impact assessment report in case of resubmission.

Who?

The Group is chaired by the Secretariat-General for all politically sensitive
and/or important initiatives listed in the Commission work programme. For
all other initiatives, it is chaired by the relevant DG or service.

The lead DG (or SG, if it chairs the ISCG) should send an invitation to all
DGs in charge of policies likely to be affected by the initiative or that will
contribute to the objectives or the implementation of the initiative, along with
the SG and the Legal Service 8.

In addition, DGs should actively screen initiatives at an early stage with a
view to identify those that are relevant for their core policy areas. Where
relevant, DGs should express their interest to participate in the ISCG to the
lead DG, to ensure that the 1As provide a proper analysis of their core areas.

The ‘better regulation’ unit (or IA support function) from the lead DG should
also be part of the ISCG. It should support those in charge of the initiative to
prepare the 1A report, throughout the whole process.

The Secretary-General (where the SG chairs the ISCG) or the Director-
General of the lead DG should send an invitation (note) to the relevant DGs
asking to nominate a representative.

Where possible, existing I1SGs should be used to steer the 1A work,
particularly where an ISCG has steered a related evaluation or fitness check.
The Secretary-General or the Director General of the lead DG should send a
note to the relevant DGs asking to confirm or nominate a representative.

8 For instance ECFIN (economic analysis), EMPL (social impacts), ENV (environment impacts), CLIMA
(climate impacts), GROW (SMEs, competitiveness), JUST (fundamental rights), RTD (innovation), CNECT
(digital policies), DIGIT (digital solutions and interoperability), COMP (competition), TAXUD (taxation),
etc. It is recommended to invite always JRC, ESTAT and BUDG, for their specific knowledge on scientific
research and analytical models, data and budgetary issues, respectively.
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Consultants and agencies® are not regular members of the ISCG, but they
may be invited to make presentations regarding supporting studies, expertise
or contracts. Consultants and agencies should not be involved on substantive
discussions taking place between ISCG members. The lead DG should make
sure the confidential nature of internal ISCG discussion remains protected.

Why?

ISGs can help to enhance the quality of the IA report and the proposal:

e By mobilising the expertise available across the relevant DGs, ISCG
discussions include internal and external dimensions and help to
identify data, stakeholders, problems, policy alternatives, significant
impacts and mitigating measures that might otherwise be missed.

e By identifying potentially burdensome processes which could be
simplified (including by using digital technologies).

e Colleagues with specific expertise can provide methodological advice
(for instance, ISCG members from the ‘better regulation’ unit or
impact assessment support function, JRC, horizontal DGs, etc.).

e Involving other services in the preparation of the impact assessment
allows also to anticipate and solve problems that would otherwise
emerge later in the process (e.g. during ISC). It helps to ensure early
coherence and consistency with other initiatives in preparation and
that the initiative contributes to broad policy objectives.

e Colleagues from other areas are a good test of whether your
arguments are clear and easy to follow.

An ISCG is established as soon as the initiative has been politically
validated®.

When?

The ISCG contributes to the preparation of a ‘call for evidence’ and agrees
on the design of a stakeholder consultation strategy and any consultation
documents (e.g. questionnaire for a public consultation). It should discuss
any feedback received from stakeholders on the “call for evidence’ as part of
the discussion on the draft impact assessment report.

In the first meeting, the ISCG should help identify the most significant
impacts. The ISCG should discuss intermediate results (e.g. modelling work
or supporting studies) and impact assessment report drafts. Ideally, it should
be involved in the preparation of terms of reference for external studies and
the drawing up of the scope of possible modelling work.

The ISCG should meet as many times as needed to cover the main elements
of the impact assessment (problem definition, objectives, policy options,
impacts, comparison of options).

The ISCG should discuss the final draft of the impact assessment report
before it is submitted to the Board. It should be consulted (orally or in
written) on the revised impact assessment report in case of resubmission. At
least at the last meeting of the ISCG before the ISC, the group will discuss
the legislative proposal in parallel to the accompanying impact assessment.

More meetings (and/or email consultations in between meetings) can also be

87 This applies to any EU agency.
8  See Tool #6 (Planning and validation of initiatives)
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envisaged, particularly in the case of complex initiatives developed over a
long period. Meetings may also follow the timing of other milestones such as
an external study or a stakeholder consultation. However, in light of
constrained resources, it is advised not to multiply the number of meetings
and also use written consultations.

Meetings should be well prepared with invitations and documents being
circulated at least one week in advance. Similarly, ISCG members should be
given at least one week to provide written comments on drafts of the impact
assessment report. The lead DG is advised to establish a collaborative
workspace for sharing documents, which facilitates more flexible

How? participation by DGs.

Minutes of meetings should be prepared to record transparently and
accurately the views of the ISCG members. The minutes of the last ISCG
meeting should be attached to the cover note when the impact
assessment report is submitted to the RSB.

Interservice consultation (ISC)

The ISC is used for requesting and obtaining the formal opinion of other services with a
legitimate interest in a draft text. Generally, ISCs are mandatory for all documents requiring a
decision by the College and for staff working documents®,

The impact assessment report and the executive summary are presented as two separate staff
working documents and are subject to ISC alongside the legislative proposal, Communication
or Delegated / Implementing Act or other relevant instrument®. All opinions of the RSB in
relation to the impact assessment report must also be included in the 1SC.

The lead DG may need to make final adjustments to the impact assessment report (and to the
proposal accompanied by that report) to take on board comments made during the ISC.

Explanatory memorandum

In addition, the Commission’s political appreciation of its final proposal should be set out in
the explanatory memorandum®*. The explanatory memorandum should recapitulate the
proposal’s compliance with the subsidiarity, proportionality and ‘better regulation’ principles,
including the results of the evaluations, consultations and the impact assessment. It should
also report on how the policy initiative contributes to achieving the UN sustainable
development goals, the European way for a digital society and economy, the ‘do no
significant harm’ principle and the compliance with the European Climate Law®?. The
explanatory memorandum of the initiative has to refer to main elements of the attached
subsidiarity assessment grid®s.

8 See GoPro for more details on interservice consultations.

% See Tool #11 (Format of the impact assessment report)

%1 See Tool #40 (Drafting the explanatory memorandum)

92 See Tool #19 (Sustainable development goals) and #36 (Environmental impacts)
% Template for the subsidiarity assessment grid is available in GoPro
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When the final proposal adopted by the Commission deviates significantly from the options
assessed in the impact assessment, the explanatory memorandum should explain the reason
why and clarify the likely impacts of this change. The changes in the proposal are not to be
introduced ex post in the impact assessment.

College

The impact assessment report and executive summary are also presented to the College
alongside the initiative intended for adoption. The Commission does not adopt these staff
working documents but merely takes note of them. The staff working documents will also be
transmitted to the other institutions with the instrument adopted by the College.

Press release

When the proposal is adopted by the Commission, the press release should mention that an
impact assessment has been produced. The press release should provide the link to the impact
assessment report.

Publication of the impact assessment report and the Board opinion(s)

Following adoption, the impact assessment report is published on the Register of
Commission Documents and the ‘Have Your Say’ web portal and transmitted to the legislator
together with an executive summary, the subsidiarity grid, the adopted initiative; and the RSB
opinion(s)®. The final impact assessment report and the opinion(s) have to be uploaded in
Decide as part of the adoption process. In certain cases, such as when information is
confidential and sensitive, a decision to restrict or delay the publication may be considered.
You should consult the unit responsible for ‘better regulation’ in the Secretariat-General
(SG.A2) for further guidance on this. There are also corporate rules on how to manage and
publish studies which are used to inform impact assessments.

Impact assessment report without a proposal

The Commission should produce an impact assessment report even when the conclusion of
the analysis is that the Commission should not proceed with a proposal. These impact
assessment reports should explain why it was decided not to take action. The RSB will
examine them, and they will be published on the Europa website as staff working documents,
subject to the approval of the Secretary-General.

In cases where the Commission has been specifically asked by the other institutions to
consider a proposal but does not intend to put forward a proposal (on the basis of the impact
assessment), then a short memorandum (accompanied by the impact assessment report) may
need to be adopted by the Commission which delegates authority to the lead Commissioner
or Director-General to communicate the findings of the impact assessment process to the
other institutions. In such cases it is advisable to consult the SG-HELPDESK-
PROCEDURES@ec.europa.eu.

% These also include the tables from Annex 3 of the impact assessment.
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The Commission should use the impact assessment actively when presenting the merits of the
proposal and the underlying analysis during the legislative process. Based on the options
analysis, it should also help explain why the Commission has chosen not to go for certain
solutions, anticipating issues that may be raised by the European Parliament or the Council.

Relations with the European Parliament and Council on impact assessments are governed by
the inter-institutional agreement. Within this framework, the other Institutions have made a
commitment to assess the impact of substantial amendments they make to Commission
proposals where they consider this to be appropriate and necessary in the particular
legislative procedure. Like the Commission, the other EU institutions have committed to
assess the economic, environmental and social impacts in an integrated and balanced way and
to contribute to the implementation of the sustainable development goals.

The Commission may, on its own initiative or at the invitation of the European Parliament
and/or the Council, also decide to complement its original impact assessment and the
European Parliament and the Council are committed to take full account of this additional
material. The European Parliament has developed internal capacity to review the quality of
the Commission’s impact assessments, to carry out complementary analyses and to assess
substantive amendments introduced in the legislative process.

In any event, the European Parliament and the Council take an increasing interest in the
Commission’s impact assessments and you should insist on presenting your impact
assessment work to them and to share information about data and methods used. You may
also be invited to submit complementary analysis. Such requests need to be addressed on a
case-by-case basis by the Commission. Any additional information would normally be
provided in the form of non-papers validated through the Groupe de Relations
Interinstitutionnelles (GRI).

In all cases where the Commission is asked to provide additional information, you
should consult the Unit responsible for ‘better regulation’ in Secretariat-General as
early as possible to get advice on how to proceed. The Commission is responsible for
presenting its impact assessments to the Council and under no circumstances should the
Commission’s contractors be involved in such presentations.
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TOOL #9. SPENDING PROGRAMMES, FINANCIAL INSTRUMENTS AND
BUDGETARY GUARANTEE

This tool explains the links between the requirements of the Financial Regulation and the
requirements of the Commission’s ‘better regulation’ policy in respect when preparing basic
acts for spending programmes and financial instruments and budgetary guarantee®.

The Financial Regulation requires that an ex ante evaluation is carried out to support the
decision on new spending programmes. The remainder of this tool sets out when an ex-ante
evaluation should be performed and when the ex-ante evaluation should take the form of an
impact assessment. An ex-ante evaluation (or impact assessment) supports new spending
programmes, financial instruments and budgetary guarantee while a retrospective (ex-post)
evaluation assesses the functioning of existing programmes and instruments.

The special case of preparing a new multiannual financial framework is a unique process
requiring a specific approach as regards scope and depth of analysis. For this process,
practical guidance for the preparatory work is normally issued by Secretariat-General and DG
BUDG.

According to the Financial Regulation, all programmes or activities involving significant
expenditure (indicatively in excess of EUR 5 million) should be subject to both ex-ante and
retrospective evaluations. This is to ensure conformity with the principle of sound financial
management. In some cases, an impact assessment is required®® rather than an ex-ante
evaluation but an impact assessment still satisfies the requirements for ex-ante evaluation
under the Financial Regulation.

Taking into account the general requirements to conduct an impact assessment and the
requirements to perform ex-ante evaluations under the Financial Regulation, the following
approach should be followed when preparing new spending programmes®’:

— An impact assessment should be prepared for the major programmes of the multi-
annual financial framework according to the standard requirements for impact
assessments set out in the ‘better regulation’ guidelines. Programmes that provide
continuity as regards their broad content and structure and are of relatively small
budget, do not require an impact assessment but rather an ex-ante evaluation in line
with the requirements of the Financial Regulation.

% Financial instruments and budgetary guarantee provide support for investments by way of loans, guarantee,
equity and other risk-bearing mechanisms and complement the traditional allocation of grants. Financial
instruments and budgetary guarantee can also help to mobilise additional public or private investments and
provide a variety of investments for better performance including greater financial discipline at the level of
supported projects. Innovative financial instruments and budgetary guarantee play an increasingly important
role in EU budget spending. They concern financial support other than pure grant funding and are meant to
leverage public and private funding and consist, for example, of debt and equity instruments such as those
under Horizon 2020.

% See Tool #7 (What is an impact assessment and when it is necessary)

% In case of doubt, contact unit A2 in the Secretariat-General.
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For all other financial programmes and instruments, an ex-ante evaluation should be
prepared, where this is required by the Financial Regulation.

An ex-ante evaluation is a staff working document of the Commission services that is linked
to the Commission proposal. GoPro provides more detail on the rules to be followed when
preparing SWDs. The usual steps include:

Planning entry in Decide and political validation of the initiative;

Setting up an interservice coordination group garnering knowledge inputs from
relevant other DGs/services;

Drafting a ‘call for evidence’ document to present the initiative
(programme/instrument);

Finalisation of the staff working document must be preceded by a formal interservice
consultation together with the legislative proposal.

The ‘better regulation’ guidelines and toolbox set out the procedural requirements for
preparing an impact assessment®. These include a formal public consultation and scrutiny
by the Regulatory Scrutiny Board.

An ex-ante evaluation should include the following elements:

1)

(2)

Problem analysis and needs assessment: The basic rationale of a financial
programme is no different to that of a regulatory initiative; i.e. a problem is identified
which requires public intervention. The problem analysis should provide the basis for
formulating realistic and relevant objectives for the intervention and demonstrates the
need for the intervention and its contribution to the implementation of the UN
sustainable development goals (SDGs).

The specific tool related to the identification of problems in the context of an impact
assessment is therefore relevant and should be used®®. The needs to be met should be
outlined for the short or long term.

The lessons learned from evaluations of previous or similar programmes should be
used to identify the problems that need to be addressed in the new programme.

A detailed analysis of the situation, motivations and interests of the key actors should
provide an assessment of the needs of beneficiaries that should also shape the
objectives of the programme. As for impact assessments, references to specific SDGs
(or SDG targets) are recommended, where relevant.

EU added value: The financial programme should generate added value over and
above what the Member States can achieve nationally. This added value might arise
because of the increased scale of the intervention, efficiency savings from EU-level

% See Tool #8 (What steps should be followed for an impact assessment)
% See Tool #13 (How to analyse problems). The typical problems that a spending programme or a financial

instrument would try to solve are the existence of a financing gap or failures in the financial markets.
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(3)

(4)

()

action, supporting cross-border actions, etc. The financial programme should be
complementary and coherent with other interventions in order to build synergies and
may often complement or reinforce existing national actions and programmes.
Relevant information can be found in the tool on subsidiarity and proportionality (in
relation to the EU added value test)'® and in the tool relating to the five criteria used
for evaluation of EU interventions (which includes EU added value):,

Policy and management objectives: Well-defined objectives should be developed that
link logically with the identified problems. These objectives should clearly describe
what the intervention is meant to achieve and how it contributes to wider Union
policies and objectives, including to the Commission’s commitment to put the UN’s
sustainable development goals at the centre of its policymaking. The objectives will
provide the benchmark against which the success of the intervention will be assessed
and provide the basic framework for a future ex-post evaluation (also see monitoring
and evaluation). Again, the process of objective setting is no different to that in the
context of an impact assessment and the relevant tool on setting objectives is highly
relevant and should be used!%,

Policy options, including associated risks: Alternative policy options and delivery
mechanisms should be identified. In most cases, there are alternative ways to achieve
an objective. For instance, alternative approaches may be identified at the level of:

¢ Intervention strategies: for example, financial assistance, regulation, information
and networking activities;

e Instruments: for example, grants, interest subsidies, guarantees, loans, financial
instruments and budgetary guarantee. The reasons to allow the use of one or
more instruments (or combinations) should be identified and explained,;

e Channels of intervention: direct support to the main beneficiaries, support to
intermediate actors such as NGOs;

e Levels of intervention: the level of intervention can be varied, for example,
through the rate of assistance or through narrow/wide definitions of target
groups.

This part of the ex-ante evaluation should also analyse what risks will be connected to
the implementation of the intervention in order to identify appropriate mitigating
measures. Different types and level of risks may influence one particular delivery
mechanism over another, as could the findings of an earlier evaluation. Alternatively,
the risk associated with a particular programme or option could lead to the decision
not to proceed at all.

Results and impacts: The report should assess the expected results and impacts, in
particular economic, social, and environmental impacts of the different options, in line
with the general requirements for impact assessments. It should also evaluate the
volume of appropriations, human resources and other administrative expenditure to be
allocated with due regard to the cost-effectiveness principle. The options should be
compared on the basis of their effectiveness and efficiency and other criteria such as
risks and coherence (i.e. internal coherence of the proposed programme or activity and

100 See Tool #5 (Legal basis, subsidiarity and proportionality)
101 See Tool #47 (Evaluation criteria and questions).
102 See Tool #15 (How to set objectives)
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its relation with other relevant instruments). This should allow the most appropriate
options and instruments to be identified.

(6) Monitoring and evaluation: Appropriate indicators should be established which will
be used to monitor the performance of the programme (in relation to the chosen
objectives) and be used in its subsequent evaluation. This work on monitoring and
evaluation will also form the basis of legal provisions, which should be considered for
inclusion in the Commission’s proposal for a basic legal act'®.

Whenever the ex-ante evaluation takes the form of an impact assessment (see section 2), you
should clearly indicate in your impact assessment report that it also serves the purpose of
ex-ante evaluation and fill in the obligatory Legislative Financial Statement®,

As regards the content, it should cover all of the elements of an ex-ante evaluation. However,
its format should be brought into line with the standard impact assessment report, adding sub-
sections as relevant (e.g. relation to risk and cost-effectiveness assessments). The impact
assessment report should also include an assessment of the results of stakeholder
consultations, including the 12-weeks public consultation, and also refer to the opinion of the
Regulatory Scrutiny Board. The standard 4-5 DGT-page executive summary should also be
prepared and presented as a separate staff working document (translated into all languages).

While section 4 specifies the minimum content of an ex-ante evaluation, this section provides
further guidance on the specific issues that should be addressed with regard to spending
programmes, financial instruments and budgetary guarantee. The degree to which these
issues will be assessed should remain proportionate to the amount of expenditure and
resources involved, and will also depend on the political context and the time constraints.

It is important to carefully take into account the lessons learned from previous programmes,
including (interim) evaluations, and the views of stakeholders when defining the problem.
Within the context of the preparation of a new multiannual financial framework, it may well
prove useful to cluster public consultations on several financial programmes to avoid
overlaps in consultation. A specific complication arises when there is a lack of clarity on the
available financial resources. Further, it is important to emphasise the importance of attaching
sufficient attention to detailing the future monitoring and evaluation arrangements in the
impact assessments, since these have in the past been underdeveloped in some cases leading
to data availability issues in the further policy cycle.

6.1. Spending programmes

The ex-ante evaluation or impact assessment for a spending programme should:

103 See Tool #43 (Monitoring arrangements and indicators) and Tool #44 (Legal provisions on monitoring and
evaluation)

104 Available at https://myintracomm.ec.europa.eu/budgweb/en/Pages/index.aspx. In filling in the Legislative
Financial Statement you should coordinate with your financial unit.
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— Use the financing available under the existing financial framework as the baseline
scenario for programmes that already exist (including absorption levels, eligibility
rules);

— This helps to explain what changes are being put forward for the next financial period
compared to past spending levels. Such a baseline scenario should take into account
lessons learned as well as the expected evolution of the ‘exogenous’ factors, such as
GDP or employment levels. It should also reflect policy measures that have already
been agreed, but which will come into force only in the future (including policies in
other areas);

— However, it will often be useful to include a policy option to discontinue EU action.
This will allow to assess the ‘cost of non-Europe’ and to provide clearer information
to decision makers as their agreement is in any event needed to continue with any
spending programme?®®,

— In case the budgetary envelope is not yet known, the impact assessment should
explore the consequences of various alternative scenarios with regard to the available
budget allocation (and therefore varying levels of ambitions). These scenarios should
correspond to, a reduction in the financing available under the existing financial
framework by a certain percentage, a constant financial envelope or an increase of the
financial allocation. Secretariat-General and DG BUDG will usually provide central
guidance on the specific content of the required analytical documents according to
the specific context in which the framework is developed.

Focus the options for implementation on issues such as:

— Programming (priority setting, allocation of resources, adjustments during the
programme duration, rationale for grants versus financial instruments and budgetary
guarantee);

— Management provisions and requirements regarding the prevention of errors,
irregularities or fraud (audit, controls), conditionality, monitoring, evaluation
requirements with due attention to administrative burden and proportionality;

— Simplification (online tools, selection procedures, outputs and results payments
versus lump-sums, simplified cost options, ineligibility of certain costs, easy
combination of different forms of support), options for management (full
externalisation, externalisation plus technical assistance, direct management, shared
management, decentralised management)*%.

Consider the different types of budgetary cost:
— Direct financial assistance or support (to beneficiaries or third parties) from the EU
budget;

— Co-financing (or contribution) from Member State budgets which are directly tied to
the EU expenditure or which are a direct consequence of the EU spending;

— Human resources needed to manage the intervention;

105 See Tool #16 (How to identify policy options)
106 See e.g. Guidelines for the establishment and operation of executive agencies
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— Other administrative expenditure for the Commission and public authorities (e.g.
external assistance in the form of feasibility or evaluation studies, informatics costs
etc.).

Assess (financial and operational) risks associated with the identified options, for which you
may need to seek additional expertise (e.g. from your financial unit, internal audit service and
OLAF).

Screen for compatibility with:

— The relevant state aid rules in case the proposal involves aid to undertakings which
falls under the notion of state aid as defined by Article 107(1) TFEU; and

— International rules on subsidies to which the EU has committed itself in the context of
the World Trade Organisation (WTQ) or in Free Trade Agreements (FTAS) with third
countries 1%:

— International commitments, including the contribution to the implementation of
sustainable development goals;

— Existing international or European standards.

When comparing the options, summarise all financial aspects as detailed in the Legislative
Financial Statement. All figures in this statement have to be properly accounted in this
section;

— Focus on improving evaluation arrangements and monitoring indicators 1% |
particularly in cases where deficiencies in the current arrangements have made it
difficult to assess the performance of current programmes, while avoiding undue
administrative burden.

— Specify how progress in disbursement, use and impacts of the allocated amounts will
be followed up. This and the related legal provisions in the proposal‘’® will lay the
ground for the elaboration of a comprehensive monitoring and evaluation framework
— after adoption of the proposal — that includes all the necessary arrangements for
carrying out monitoring and evaluation of the programme (indicators, access to data
sources, frequency of data collection, data formats and processing, etc.).

107 DG COMP can assist in this assessment

18 DG TRADE can assist in this assessment

109 See Tool #43 (Monitoring arrangements and indicators) and Tool #44 (Legal provisions on monitoring and
evaluation)

110 In the programme proposals under the 2021-2027 Multiannual Financial Framework, standardised articles on
monitoring and evaluation were included. The proposals also contained an annex with a list of indicators for
annual corporate reporting. The legal provisions included an empowerment for a delegated act to amend the
annex and to review or complement the indicators where considered necessary, and to establish a monitoring
and evaluation framework. For certain programmes, given their specificities (such as the Common
Agricultural Policy (CAP) and the European Regional Development Fund (ERDF)), this standard approach
needed adjustments.
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6.2. Financial instruments and budgetary guarantee

When preparing a proposal for financial instrument and budgetary guarantee, you will need to
pay particular attention to:

Problem analysis:

— Identify market imperfections (like sub-optimal investment situations) or market failures
and assess investment needs in view of the policy objectives!!?;

— Demonstrate that identified market needs cannot be addressed appropriately and in a
timely manner through either market-led activities or types of Union intervention other
than funding by a financial instrument, such as regulation, liberalisation, reform or other
policy action.

Subsidiarity analysis:

— Demonstrate that Union-level financial instruments and budgetary guarantee address
identified market needs more appropriately than similar financial instruments at national
or regional level, including those financed by European Structural and Investment Funds
under shared management (ESIF);

— Take into account factors such as difficult access to funding at national level (in particular
for cross-border projects), economies of scale or strong demonstration effects linked to
the diffusion of best practices in the Member States.

Option identification:

— Determine the most efficient mode for delivering the financial instrument and budgetary
guarantee and demonstrate that the planned financial instrument and budgetary guarantee
is consistent with:

o New and existing financial instruments, avoiding undesirable overlaps and achieving
synergies and economies of scale while taking account of lessons learned from
existing instruments;

o Financial instruments and other forms of public intervention addressing the same
market environment, avoiding inconsistencies and exploring potential synergies.

Analysis of impacts:

— Assess the proportionality of the envisaged intervention with regard to the size of the
identified funding gap and the expected leverage effect of the planned financial
instrument and budgetary guarantee.

— Assess the likelihood and possible costs of market distortions and crowding-out of private
funding through the financial instruments and budgetary guarantee and identify means to
minimise negative effects of such distortions.

— Examine additional qualitative effects, such as the diffusion of best practice, the effective
promotion of Union policy objectives throughout the implementation chain or the access
to specific expertise available from actors involved in the implementation chain.

11 In the 2021-2027 CPR, the market failures and investments needs are assessed at the level of the programme,
as per article 22 (3) a ii and iii.
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TOOL #10. TREATY-BASED SOCIAL PARTNER CONSULTATIONS AND
INITIATIVES

Before submitting proposals in certain social policy fields (see Box 1), the Commission must
respect the two-stage consultation procedure of the European social partners'?, stipulated in
Article 154 TFEU. In particular:

e Social partners must be consulted on the possible direction of EU action, in the first
stage of consultation, and on the content of the envisaged proposal, in the second
consultation®*®,

e During both stages, social partners may inform the Commission of their wish to initiate
a negotiation process for a social partners’ agreement in the policy area, as provided for
in Article 155 TFEU. In such a case, the Commission suspends its initiative for the
duration of the negotiations. If these are successfully concluded, social partners may
request their agreement be implemented by the Commission presenting a proposal for a
Council Decision.

e In addition, for agreements reached on their own initiative (i.e. not further to the
Commission’s first or second stage consultation procedure), in accordance with Article
155 TFEU, the social partners may also ask the Commission to present a proposal for a
Council Decision.

Box 1. Article 153(1) TFEU

With a view to achieving the objectives of Article 151, the Union shall support and
complement the activities of the Member States in the following fields:

1. improvement in particular of the working environment to protect workers’ health and

safety;

working conditions;

social security and social protection of workers;

protection of workers where their employment contract is terminated,;

the information and consultation of workers;

representation and collective defence of the interests of workers and employers,

including co-determination, subject to paragraph 5;

7. conditions of employment for third-country nationals legally residing in Union
territory;

8. the integration of persons excluded from the labour market, without prejudice to
Avrticle 166;

9. equality between men and women with regard to labour market opportunities and
treatment at work;

10. the combating of social exclusion;

11. the modernisation of social protection systems without prejudice to point (c).

oM~ wN

12 Qocial partners include employers’ organisations and trade unions engaged in the European social dialogue.
In order to be recognised, they should meet the representativeness criteria as set by the COM(93) 600 and
Commission Decision of 20 May 1998 on the establishment of Sectoral Dialogue Committees promoting the
Dialogue between the social partners at European level, COM(1998) 2334); OJ L 225, 12.08.1998, p.27.

113 To note that the Treaty-based two-stage consultation procedure with social partners does not fall under the
regular minimum standards for consultation, but follows separate arrangements.
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In the context of social partners’ agreements for which the signatories request the
Commission to present a proposal for implementation by a Council decision in accordance
with Article 155 TFEU, better regulation principles apply.

Accordingly, the Commission invites the social partners to make publicly available the text of
any agreement for which they may request the Commission to present a proposal for
implementation by a Council decision in accordance with Article 155 TFEU.

Whenever the impacts of the agreement are likely to be significant, the Commission may
carry out a proportionate impact assessment. Given the transparency of the process and the
role entrusted to the social partners by Article 155 TFEU, no additional public consultation or
‘call for evidence’ will be necessary.

In its ruling of 2 September 2021 (Case C-928/19 P) the Court of Justice upholds the
judgment of the General Court and points out that the Commission enjoys a discretion, when
deciding whether it is appropriate to submit to the Council a proposal seeking such
implementation pursuant to Article 155(2) TFEU. Further details regarding the
implementation of this judgement have been set out in the Social Dialogue
Communication®4,

The table below details the policymaking process and the outlines the scope and/or depth of
the required impact assessments.

I. For the social partners’ consultations prescribed by Art. 154

The Commission’s decision whether to launch the second stage of consultation on the content
of the envisaged proposal should be informed by an ‘analytical document’.

In order to respect fully the autonomous decision-making of the social partners, such an
analytical document should not identify a ‘preferred policy solution’. Instead, it should focus
on analysing the problem which EU action should address, present the objectives, analyse the
impacts of the measures under consideration and explore the value added of EU action.

The analytical document shall be based on necessary analysis and information and shall take
into account the results of the first stage social partners’ consultation®!®,

A public consultation or a ‘call for evidence’ should not run in parallel to the two-stage social
partners’ consultation. The launch of a public consultation and/or of a ‘call for evidence’ can
take place, if necessary, after the end of the second stage consultation with social partners and
if no negotiation between the social partners is expected thereafter.

II. For social partners’ agreements as provided for in Art. 15516

Following the ruling of the Court of Justice of 2 September 2021 (Case C-928/19 P), when it
receives a request to implement at EU level an agreement concluded by the social partners,
the Commission must take into account the general interest of the Union and determine
whether that implementation is appropriate by also having regard to political, economic and

114 Communication from the Commission strengthening social dialogue in the European Union, COM/2023/40
final
115 Stakeholder consultation guidelines and the minimum consultation standards do not apply at this stage.
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social considerations.

The Commission should subsequently inform social partners about the result of its
assessment of the appropriateness of their request. In case the Commission considers that the
request could lead to a proposal for a Council Decision, it may conduct an impact assessment,
which, however, would not pre-empt the final decision of the Commission on this request.

The Commission may, after hearing the social partners, decide to specify its course of action.

I11. For Commission initiatives in social policy fields under Art. 153

- When considering a proposal in the absence of a social partners’ agreement

In the absence of a social partners’ agreement after the second stage consultation, the
Commission may still decide to put forward a proposal. In such cases, the decision should be
informed by a standard impact assessment which would draw upon the analytical document
prepared after the first stage of consultation — see (1) above.
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TOOL #11. FORMAT OF THE IMPACT ASSESSMENT REPORT

The impact assessment report should present the key information generated by the impact
assessment process. The impact assessment report will take the form of a staff working
document (SWD) which the College takes note of when it considers whether to adopt a new
policy initiative. The report should therefore prioritise information, which is relevant to assist
the College in reaching a decision on a specific initiative, i.e. to present pros and cons of
different policy options. The impact assessment report will be transmitted to the other
institutions and made public.

DGs should use the standard format described below. Certain information and specific
annexes must be presented in the report. This is to ensure that politically important issues
such as subsidiarity, proportionality, sustainability, environment, social impacts, economic
impacts (including impacts on small and medium sized enterprises), digital impacts, and
impacts on fundamental rights are systematically addressed. In line with the Commission’s
commitments, references to the contribution to relevant SDGs should be made explicit. It
should also be clear who will be affected by the initiative and how.

The impact assessment report should be complemented by an executive summary not
exceeding 4-5 standard DGT pages'!’. The executive summary serves as a communication
tool to present the impact assessment reports in a quick and reader-friendly way. It should
summarise the main elements of the analysis (problems, objectives, justification to act at EU
level, policy options and the preferred option with its main envisaged impacts) in a visually
attractive format and plain language!!® that would help ‘an uninformed reader’ to familiarise
oneself with the Commission proposal. This summary should be presented as a separate staff
working document and be translated into all EU languages. Templates for the impact
assessment report and for the executive summary can be downloaded from GoPro.

The following general requirements should be respected:

— The impact assessment report should be drafted using non-technical language with non-
expert readers in mind. The benchmark length of the main part of the report (i.e. without
the annexes) should be 40 pages (covering the substance, i.e. excluding the cover page,
table of contents, glossary, and the list of abbreviations, but including tables, graphs and
figures). Derogations to the maximum page limit should be agreed with the Secretariat of
the RSB before the submission of the draft report for scrutiny;

— The impact assessment report should be a self-standing document, which follows the
standard structure set out below. It should provide the reader with a picture of the main
assessment results, while more detailed information or explanations should be provided in
annexes!!o;

17 A standard DGT page is defined as 1500 characters excluding spaces.

118 Get your document edited (europa.eu)

119 However, in line with the principle of proportionate analysis, the length of the different sections may for
certain types of initiatives be adapted to reflect the focus of the analysis. For instance, for delegated or
implementing acts, the impact assessment report would generally be more extensive on the sections
describing the outstanding options for decision and their likely impacts, while the problem and subsidiarity
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— The impact assessment report should use the template provided in GoPro, but must have a
standard cover page created in Legiswrite!??;

— The impact assessment report should contain a table of contents, a list of abbreviations and
a glossary explaining technical concepts;

— Underlying data, statistics, information, expert contributions, and stakeholder views
should all be referenced, particularly where choices are made or conclusions reached
based on them, as well as documented transparently following the recommendations given
in Tool #4 (Evidence-informed policymaking).

— Tables, graphs, figures should be self-explanatory, meaning that they should be properly
titled and sourced. Annotations should be added to tables, graphs and figures (where
applicable) to explain methods, concepts, so that the messages can be understood without
consulting the core text. Similarly, the core text should be comprehensible without having
to consult the figure. Data visualisation principlest?! should be applied.

Stakeholder views should be integrated, whenever relevant. Stakeholder views are
particularly important for policy problems and options. The impact assessment report should
include a description of the views of the different stakeholder groups and highlight whether
the views differ across or within these groups. In particular, it should be clear which options
are supported by the various stakeholder groups and about the reasons where stakeholder
preferences or opinions have not been followed. Where social partners!?? have been
consulted, either under Article 154 TFEU or through a dedicated consultation process, a
dedicated section should report on the positions taken by them.

The impact assessment report should follow the structure below. Each section indicates the
information or issues that should be covered. They do not replace the general guidance on
impact assessments*?®, which provides the complete picture of issues to address under each
key question. Generally, there is flexibility in how to respond proportionately to the questions
in the main ‘better regulation’ guidelines and how to structure the relevant sub-sections of the
impact assessment report. However, the following issues should be described in all impact
assessment reportst?4:

sections would be relatively limited, mainly summarising/referring back to relevant analysis of the impact
assessment of the basic act.

120 | egiswrite template CP-026 — SWD linked

121 https://data.europa.eu/apps/data-visualisation-guide/

122 See Tool #10 (Treaty-based social partner consultations and initiatives)

123 See “Better regulation’ guidelines

124 The proportionate impact assessment undertaken in support of social partners’ agreements should moreover
contain an assessment of the representativeness of the signatories and a legality check of the agreement in
respect of Union law (see Tool #10 (Treaty-based social partner consultations and initiatives))
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Section 1. Introduction: political and legal context

Issues to cover:

e What is the prevailing political and legal context as that justifies the need for the initiative
and its timing?

e Are there relevant European Council conclusions, Council conclusions, EP resolutions or
College decisions (such as strategies, actions plans, communications)?

e Have there been any previous policy initiatives in the same area for which the legislative
process has not been finalised for any reason?

e How does it relate to the sustainable development goals? To which goals and where
relevant target does the initiative contribute?

e Are related initiatives also under preparation? Which issues will each initiative tackle?
How is coherence ensured?

Section 2. What is the problem and why is it a problem?

Helpful tools: #13 (How to analyse problems); #20 (Strategic foresight for impact assessments and
evaluations); Chapter VI (Evaluations)

Issues to cover:

e What is the issue or problem that may require action? What is the size or scale of the
problem? Is there a cross-border dimension? Why is it a problem?

e Consider using a visual aid to depict the problem tree, clearly separating drivers from
problems, and problems from consequences, and identifying their links. The problem tree
should also indicate external drivers/influencing factors or aspects which contribute to the
(size of the) problem, but are outside the scope of the initiatives, i.e. which the initiative does
not intend to address (e.g. global trends, digitalisation). Any representation should, however,
be clear and correspond to the narrative.

e Who is affected by the problem? In what ways, and to what extent? Whose behaviour
would have to change to improve the situation?

e ‘Evaluate first’ principle: Was a fitness check or an evaluation carried out of the existing
policy framework? If not, why not? What did the evaluation or fitness check conclude? Is this
reflected in the description of the problems?

e All initiatives to revise existing legislation are by default considered to be REFIT
initiatives and must consider whether there is a problem in terms of the legislation being
unnecessarily complex or imposing unnecessary costs.

e What are the main drivers? What are the market failures, regulatory failures, or
behavioural biases, which are responsible for the observed problem? What evidence is there
available?

e How likely is the problem to persist — how will the problem evolve (in general terms) in
the absence of EU action?
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e Are there links to any foresight activities undertaken in the problem area? If so, how does
the persistence of the problem align with the foresight scenario(s)?

Section 3. Why should the EU act?

Helpful tools: #5 (Legal basis, subsidiarity, proportionality)

When developing this section it is worthwhile filling in at the same time the subsidiarity grid
that needs to be attached to all politically sensitive and important proposals. A detailed set of
questions in the grid helps assess the issues of subsidiarity, proportionality, and EU value
added that need to be analysed and reported in the impact assessment.

Issues to cover:

e Does the EU have the right to act under the Treaty? What is the appropriate legal basis?

e Does the legal basis (action under consideration) fall within one of the areas where the
Treaty gives the Union exclusive competence (as defined by Article 3 of the TFEU)? If so,
the subsidiarity principle does not apply.

e If the initiative is subject to shared competence, how will the EU action ensure compliance
with the subsidiarity principle?

Necessity for EU action:

e A key part of the analysis should be to qualify the “Union relevance” of the initiative
being considered. The greater the relevance the more likely Member States’ action alone
will/would have be(en) insufficient. Key issues and questions to consider are:

e How does the problem vary across the national, regional, and local levels of the EU?

e Is the problem widespread across the EU or does it only concern a few Member States or
regions?

e Does the problem have the same underlying cause across the EU?

e How do the views/preferred courses of action of national, regional and local authorities
differ across the EU?

e To what extent do Member States have the ability or possibility to enact appropriate
measures?

e Would national action or the absence of EU level action conflict with the Treaty or
significantly damage the interests of other Member States?

e Are there cross-border aspects to the problem? What is their extent and significance?

o Will there be increased costs or problems if action is left only to the Member States?

Added value of EU action:

e Are there economies of scale? Can the objectives be met more efficiently (less costly) at
EU level?

e Are there benefits in replacing different national policies and rules with a more
homogenous policy approach?
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e Will the functioning of the internal market be improved? If so, how will it be improved?

Section 4. What should be achieved?

Helpful tools: #15 (How to set objectives); #29 (Fundamental rights, including the promotion of equality);
#43 (Monitoring arrangements and indicators)

Obijectives link the analysis of the problem (and its drivers) to the options for the policy
response. They set the level of policy ambition, fix the yardsticks for comparing policy
options and determine the criteria for monitoring and evaluating the achievements of
implemented policy.

Issues to cover:

e What are the general policy objectives? These are the Treaty-based goals, Commission
priorities or strategic goals, to which the intended policy contributes. The general policy
objectives should be in line with the overarching, long-term objectives (e.g. climate
neutrality). If there is a potential conflict and some trade-offs'?® are inevitable, they have to
be identified and analysed when choosing the preferred option.

e What are the more specific objectives to which the policy options should correspond?
These set out concretely what the policy intervention is meant to achieve. They should be
broad enough to allow consideration of all relevant policy alternatives without prejudging a
particular solution. For each identified problem, there should be one or a set of specific
objectives, which form part of the intervention logic: drivers — problems — general objective —
specific objectives — policy options. Consider using visual aids to present this logical chain.

e What are the SDGs and relevant targets at stake for the initiative?

e How do the specific objectives link to the problem? How do they relate to each other, i.e.
are there any synergies or trade-offs, including in relation to progress towards sustainable
development (balance between economic, social and environmental dimensions)? Often it is
helpful to specify objectives that require balancing. This way comparing the options will
reveal trade-offs between options.

e For those legislative revisions for which problems of legislative complexity and/or
unnecessary costs have been identified, there should be a specific objective relating to the
desire to simplify and improve the efficiency of existing legislation.

e Are the specific objectives consistent with other EU policies and with the EU Charter of
Fundamental Rights?

e Operational objectives are expressed in terms of the deliverables of individual policy
actions. As such, they are typically option-specific. These should therefore, be reported for
the preferred option (if it exists) in the section on monitoring and evaluation.

125 The specification of objectives is determining for how options are assessed and therefore how policy trade-
offs are presented. It is therefore important to choose (specific) objectives, which allow for a good
presentation of trade-offs and political choices to be made.
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Section 5. What are the various options to achieve the objectives?

Helpful tools: #16 (How to identify policy options); #60 (Baselines)

Issues to cover:
Baseline

e Each impact assessment should have a benchmark against which the policy options are
compared. This benchmark is usually referred to as the baseline (scenario). It reflects what
would happen under a ‘no-policy-change’ scenario without new policy intervention, and
assuming realistic implementation of existing legislation (i.e. the dynamic nature of the
baseline).

e Where two or more initiatives are prepared together as a package, each IA report should
use the same baseline but should describe the likely consequences of the other initiative in
terms of possible changes to the baseline. It may also be relevant to consider an alternative
baseline/sensitivity case to demonstrate the impacts of the other initiative.

Options

e What are the regulatory and non-regulatory options for meeting the objectives and tackling
the problems? All major options that are supported by stakeholders should a priori be
included among the considered options.

e Policy options should be closely linked to the drivers of the problems and the identified
specific objectives: a clear logic should underpin the intervention under consideration. The
options should present alternative ways of meeting the specific objectives to differing
degrees.

e It is highly recommended to include non-regulatory options, unless already ruled out or an
obligation for legal action exists.

e Where relevant, the report should consider options, which imply not acting at EU level*?®,
This will increase awareness about the “the cost of non-Europe” as this is a commitment
given by the Commission pursuant to the Interinstitutional Agreement on Better Law-
Making.

e All initiatives to revise existing legislation are REFIT initiatives. For all such impact
assessments, there is an obligation to have a separate subsection in section 8 on REFIT!?’,
For impact assessments where the problem description identifies burden reduction or
simplification potential, this should as far as possible be reflected in the objectives and
options. Options should reflect the objective to exploit the identified potential for
simplification and improvement of regulatory efficiency without affecting the overall
objectives of the legislation.

¢ Which options have been discarded at an early stage and why? Be particularly specific and
precise for discarded options enjoying significant support among (certain groups of)
stakeholders.

126 Such an option is different from the baseline (‘no-policy-change’) option when the impact assessment is
prepared for a revision of existing legislation. It is also valid in cases where the legislation includes a sunset
clause and the baseline assumes the continuation of the current policy.

127 See Tool #2 (Regulatory fitness programme (REFIT) and the Fit for Future Platform)
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Section 6. What are the impacts of the different policy options and who will be
affected?

Helpful tools: #18 (ldentification of impacts); #19 (Sustainable development goals); #21 - #37 — on specific
impacts; #56 (Typology of costs and benefits); #65 (Uncertainty and sensitivity analysis)

Issues to cover:

e What are the likely impacts of each of the short-listed options (i.e. all policy options
having a potential to achieve the objectives and after having discarded those that do not for
one reason or another)? All three broad categories of impacts (i.e. economic, social, and
environmental) must be covered in a balanced and integrated manner as a contribution to
sustainable development, unless one or other are clearly not relevant. Whenever this is the
case, the impact assessment report must explicitly say so.

e List relevant positive and negative impacts, direct and indirect, intended and unintended,
one-off and recurrent, including those outside the EU together with a quantitative assessment
of those impacts where possible and proportionate.

e The costs and benefits of the initiative should be identified according to the standard
typology of costs and benefits. Wherever possible they must be quantified (and if feasible
monetised) in line with the ‘better regulation’ guidelines (i.e. taking account of the principle
of proportionate analysis). Where assumptions are made, these should be listed, justified and
referenced. Reasons should be given where quantification is not possible.

e Impact assessments should also identify any significant impacts in terms of contributions
to the UN sustainable development goals. This can be done in context of the summary table
in Annex 3. See Tool #18 (ldentification of impacts), Tool #19 (Sustainable development
goals) and the section on Annex 3 below.

e Impact on SMEs: The impact assessment report must include the assessment of SME
impacts, with an explicit reference to the result of the ‘SME test’*?®, The main part of the
report should indicate whether the initiative is considered ‘not relevant’, ‘relevant’ or ‘highly
relevant’ for SMEs on the basis of an agreement within the interservice coordination group,
considering the suggestions from the ‘SME filter’, carried out with the support of the SME
Envoy Network. Impact assessments for initiatives that are ‘relevant” or ‘highly relevant’ for
SMEs should include an ‘SME Check’. The check is a mandatory annex to the impact
assessment report that provides an overview of the main results of the SME test to ensure
transparency and clarity on the results of the test (see below). For those initiatives, the
executive summary should refer to the ‘SME test’. The assessment of SME impacts should,
as far as possible, include quantitative estimates.

e Impacts on competitiveness: The impacts on competitiveness must be analysed in the
main part of the report and summarised in the compulsory Annex 5 (see section below on
annexes)

e Impact on fundamental rights: When relevant, the impact assessment report must
include the assessment of impacts on fundamental rights and on equality (including gender)
in particular.

128 See Tool #23 (The ‘SME test’)

72



‘Better regulation’ toolbox 2025 © European Commission

e Impact on the environment: The Commission has in its Green Deal committed to ‘a
green oath’. This means that Commission proposals cannot lead to significant harm for the
environment. Hence, in impact assessments, where significant negative impact on the
environment is identified, this needs to be considered in view of the green oath.

e Impacts on digitalisation: The Commission has in its 2030 Digital Compass
Communication set out a vision, targets and avenues for a successful digital transformation of
Europe by 2030. To support this process, the Commission committed to assess how the
options under consideration reflect the ‘digital by default’ principle and contribute to the
digital transformation.

e Describe who would be affected (e.g. businesses, citizens, workers, consumers, public
administrations, regions, third country actors, ...) and how. This includes taking into account
the commitment in the 2030 Agenda of leaving no one behind, by identifying groups of
persons in vulnerable situations that might by particularly affected by the policy and risks to
aggravate inequalities. Annex 3 also requires a description of the actions and measures that
need to be undertaken by those affected by the measure.

e Where relevant, specify uncertainties and how the estimated impact may be affected by
changes in parameters and key assumptions.

e Qutline potential obstacles that might be encountered for an effective implementation of
the options and compliance by Member States and targeted entities.

Section 7. How do the options compare?

Helpful tools: #57 - #69 — methods

Issues to cover:

e In this section, all above elements are brought together to compare options transparently
and to determine the policy choice, whether this identifies a preferred option or not.

e To introduce this, it is recommended to present the overall intervention logic (i.e. in a
table or figure format), bringing together the various elements (drivers, problems, objectives,
options). This could be standalone or complementary to the problem tree and any earlier
presentation of the logic of the intervention (e.g. problems - objectives - options). In the
latter case, it should focus on the links between options and impacts. A clear presentation of
the intervention logic helps evaluating the legislation in the subsequent phases of the policy
cycle.

e The comparison of options can be based on different methodologies according to the
specific case (i.e. cost benefit framework; see Tools #57, #62, #63).

e Whichever method used, the comparison of options should always address the
effectiveness, efficiency, and coherence of the options in relation to the specific objectives
defined in Section 4.

— The section should highlight key economic, social and environmental impacts,
including when these are not part of the objectives.

— Their costs and proportionality to the issue at hand.
— The benefit/cost ratio, cost-effectiveness or net present value, if available;
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— Their coherence with other EU policy objectives, including the Charter for
fundamental rights, and with other policy initiatives and instruments (coherence)
including the SDGs;

The comparison should clearly present trade-offs reflected in the choice of options. For
instance, by highlighting more costly options, which may be more effective against less
costly ones, which may be less effective. Here, the proportionality of measures may play an
important role. Potential synergies between options can also be considered.

e The likely uncertainty in the key findings and conclusions and how these might affect the
choice of preferred option should be analysed (potentially by sensitivity analysis).

e Multi-criteria analysis can be used to explicitly allocate weights to the different criteria in
the comparison of options. When doing this, there should be a transparent justification for the
weights, possibly complemented by a sensitivity analysis (see Tool #65).

Section 8. The preferred option

Helpful tools: #5 (Legal basis, subsidiarity and proportionality);

Issues to cover:

e Which policy option is preferred and why? Alternatively, explain why no preferred option
is presented (e.g. inconclusive comparison of options). Where no overall preferred option is
specified, consideration should be given to narrowing the range of possibilities and to
providing clear evidence on the open policy choices.

e Where an impact assessment addresses many policy actions or problems, the accumulated
proportionality can be difficult to assess without any indication of the preferred options for
the component parts.

e An explanation as to how the preferred option conforms to the principles of subsidiarity
and proportionality given the size and nature of the identified problem.

e This section should set out the main envisaged impacts of the preferred option, including
costs and benefits. This can be more detailed in the summary table of Annex 3.

e This section explores the potential to simplify and improve the efficiency of that
legislation (e.g. by reducing regulatory costs) in supporting impact assessments. Where no
simplification or efficiency improvement is possible, the reasons should be explained.
Similarly, reasons should be provided, if it has not been possible to quantify impacts.

e For proposals with significant costs implications a section presenting their expected
contribution to the administrative burden reduction targets and on the application of the ‘one
in, one out’ approach needs to be added*?°.

e The overall impacts of the preferred option should be presented in chapter 8 and be
reported in the summary table of annex 3. This table should be broken down by main
elements but should always present the overall impacts of the preferred option.

129 In accordance with Tool #59 (Cost estimates and the ‘one in, one out’ approach)
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Section 9. How would impacts be monitored and evaluated?

Helpful tools: #43 (Monitoring arrangements and indicators); Chapter VI (Evaluations);

Issues to cover:

e Based on the intervention logic, this section should plan for future monitoring and
evaluation — consider what should be monitored and evaluated and when. There is a
commitment in the Interinstitutional Agreement on Better Law-making to consider
systematically monitoring and evaluation provisions in new basic acts of Union law. In
particular:

— Identify core monitoring indicators for the main policy objectives against which
progress will be evaluated,

— Plan the monitoring arrangements to be in place from the outset and schedule®° the
evaluations in a way whereby the results can be used as input for future impact
assessments.

— The monitoring framework should as far as possible reflect both the size and
development of the problem and its drivers, but also track direct and indirect impacts
of the policy intervention.

— For the preferred policy option:
o ldentify operational objectives and the corresponding monitoring indicators;

o Further specify from when should monitoring start, by whom and how the results
should be used, and when the future evaluation should be undertaken.

Annexes that must be included in the impact assessment report

Helpful tools: #3 (Role of the Regulatory Scrutiny Board); #51 (Stakeholder consultations); #40 (Drafting the
explanatory memorandum); #56 (Typology of costs and benefits); #58 (EU standard cost model); #59 (Cost
estimates and the ‘one in, one out’ approach)

Annex 1. Procedural information concerning the process to prepare the impact assessment
report and the related initiative.

¢ |dentify the lead DG; Decide or work programme references;

e Organisation and timing: provide the general chronology of the impact assessment and
specify which DGs participated in the interservice coordination group and how many
meetings of the group were held;

e RSB scrutiny. Explain how the Board’s opinion(s) have led to changes compared to the
earlier draft. This should be presented in tabular format — the first column identifying the
Board’s all recommendations (covering both the box B and C in the RSB opinion) and the
second column how the impact assessment report has been modified in response;

130 In both terms of having data already available and the right moment in the Strategic Planning and
Programming cycle.
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e Explain which evidence has been used in the impact assessment together with sources and
any issues regarding its robustness (i.e. has the information been quality assured?)

e External expertise. Describe how expert advice has been used in the impact assessment
process, including scientific expertise or use of Commission expert groups. Describe any
studies or work carried out to feed into the impact assessment by external consultants, with
references and internet links where available.

Annex 2. Stakeholder consultation — synopsis report

e This annex summarises all stakeholder consultation activities undertaken in the impact
assessment it informs.

— The aim of this annex is (i) to inform policymakers on the outcome of all consultation

activities; and (ii) to inform stakeholders on how their input has been taken into
account and to explain why certain suggestions could not be taken up.

e The content of the annex should include:

A key outline of the consultation strategy, referring to the consultation objectives as
defined, identified stakeholders and selected consultation methods and tools. If no
public consultation has been performed or if the usual duration of 12 weeks has been
shortened an explanation should be given;

Indicate if the Commission’s minimum standards have all been met, and, if not, why
not;

Documentation of each formal consultation activity, including, if applicable, an
explanation as to how and why the initial consultation strategy was modified;

Information on which stakeholder groups participated, which interests they
represented and whether all identified stakeholder groups have been reached,

Short description of the methodology and tools used to process the data.

Description of the results of each consultation activity, including qualitative and
interpretative analysis; if different consultation activities have been undertaken in the
context of the same consultation scope, a comparison of their results including
interdependencies, consistencies or contradictions in relation to contributions and
main stakeholder categories;

The description should include information about any diverging views between or
within stakeholder groups;

Information on identified campaigns for public consultations (where organisations call
their members to participate in the consultation with suggested responses) and their
treatment. The information should include the share of contributions and their
viewpoint.

For ad hoc contributions received outside the formal consultation context, a separate
discussion should be added, describing the origin of the contributions received
including identification of the type of stakeholder and their represented interests,

Where applicable, a paragraph summarising the feedback received on the ‘call for
evidence’.
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— Explanation on how the information gathered in the context of the consultation work
as well as feedback received has been taken into account into the further work on the
initiative, evaluation or fitness check. Where relevant, this should include explanation
on why certain widely supported views were not, or not entirely, considered.

— If national Parliaments have contributed, it is recommended to inform in a separate
discussion which national Parliaments contributed (Member State and chamber) and
what issues they addressed.

Annex 3. Who is affected by the initiative and how?

This annex should clearly set out the practical implications of the initiative for a
representative enterprise and/or public administration (or particular groups or individuals
if directly regulated). It should always be prepared and be based on the preferred policy
option (where this is specified). If no preferred option is indicated, the summary table should
be filled in for the most pertinent policy options. Without reproducing the provisions of the
legal text, it should indicate which key obligations will have to be fulfilled and over what
timescale. It should describe in a proportionate manner the actions that the enterprise or
public authority might need to take in order to comply with the obligations under the
proposed intervention and indicate wherever possible the likely costs to be incurred in
meeting those obligations. For example, the frequency and complexity of financial reporting
for SMEs.

Please indicate any significant impacts on the environment — particular in case of negative
impacts, which can be relevant in the context of the ‘green oath’.

Significant impacts relating to the UN sustainable development goals should also be
highlighted here and presented in Table 111 (see below)!3t,

Impacts of the preferred option on fundamental rights must be presented.

All these specific impacts — fundamental rights, SMEs, SDGs and ‘green oath’ related
will have to be reported as well in the explanatory memorandum (see Tool #40).

Quantified estimates of costs and benefits of the initiative (wherever possible) including any
reductions (or increases) in regulatory costs should be presented. Preferably, this should be
done at the level of ‘societal’ costs and benefit, i.e. summing up the costs for affected
businesses, public administrations, and affected citizens, respectively. So costs should not
just be presented for a single representative company or a single regulatory process. Benefits
should also be presented by groups affected (i.e. business, citizens, administrations).

In particular, when the initiative is likely to add or remove significant administrative burdens
on businesses or citizens, this information should be singled out in Annex 3, based on the
calculations conducted in the online administrative burden calculator!®?,

The entries should follow the assessment of impacts in section 6 and be presented in a tabular
format (see below). If such quantification is not possible, the reasons why should be given
and qualitative estimates should be considered as second best options. Where no preferred
option is specified, the information should be presented for each of the retained options.

181 Except for very technical initiatives where the relation to SDGs would at best be indirect.
132 Administrative Burden Calculator
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1. Overview of Benefits (total for all provisions) — Preferred Option

Description Amount Comments
Direct benefits
e.g. Compliance  cost
reductions

e.g. Reduced air pollution

emissions

Indirect benefits

(1) Estimates are gross values relative to the baseline for the preferred option as a whole (i.e. the impact of
individual actions/obligations of the preferred option are aggregated together); (2) Please indicate in the
comments column which stakeholder group is the main recipient of the benefit;(3) For reductions in regulatory
costs, please describe in the comments column the details as to how the saving arises (e.g. reductions in
adjustment costs, administrative costs, regulatory charges, enforcement costs, etc.;);.

11. Overview of costs — Preferred option

\

Citizens/Consumers

Businesses

Administrations

One-off Recurrent

One-off

Recurrent

One-off

Action (a)

Direct adjustment
costs

Direct
administrative
costs

Direct regulatory
fees and charges

Direct
enforcement costs

Indirect costs

(1) Estimates (gross values) to be provided with respect to the baseline; (2) costs are provided for each
identifiable action/obligation of the preferred option otherwise for all retained options when no
preferred option is specified; (3) If relevant and available, please present information on costs
according to the standard typology of costs (adjustment costs, administrative costs, regulatory charges,
enforcement costs, indirect costs;).
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I11. Contribution to the administrative burden reduction targets — Preferred option(s)

New Removed Net cost New one-off costs Removed one-off
recurrent recurrent (INs - OUTYs) (INs) costs (OUTYS)
Administrative costs | Costs (INs) | costs (OUTs) (annualised total net | (annualised total net
[M€] (nominal (nominal (nominal present value over the | present value over the
values per values per values per relevant period) relevant period)
year) year) year)

All businesses

- inwhich SMEs

Public administrations

Citizens

IV. Overview of relevant Sustainable Development Goals — Preferred Option(s)

Relevant SDG Expected progress towards the Goal Comments

e.g. SDG no. 4 — quality
education

Increase in the participation in early childhood
education from 94.8% in 2018 to 98% in 2025

e.g. SDG no. 7 - affordable
and clean energy, 12 -
responsible consumption and
production, 13 - climate

Expected increased energy efficiency of |The trade-off will be mitigated by
microwave ovens will save 1.2 TWh of energy | introducing requirements for recyclability of
over the next 5 years contributing positively to | components and availability of spare parts
SDG no. 7 (affordable and clean energy) and |for 7-years after the end of production.

SDG no. 13 (climate) but due to increased
turnover of devices may negatively affect SDG
no. 12 (responsible consumption and production).

Annex 4. Analytical methods used in preparing the impact assessment.

When impact assessment analysis relies on modelling or other analytical methods, a
dedicated annex should be included that describes these models/methods and how they have
been applied in the impact assessment in more detail.

e A general description of the model(s)/method(s) used which addresses:
— The developer of any model and its nature (public/private/open source);

— Model/analytical structure and modelling/analytical
assumptions, limitations and simplifications;

approach with any key

— Intended field of application;

— Model/method validation, transparency and quality assurance, including the extent to
which the model/method has been discussed with external experts, including peer
review (please provide relevant references); in case of simulation models, information
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on accessibility of model documentation, accessibility and openness of code, inputs
and outputs should also be included;

Information on intellectual property rights.

NOTE: For models that make a substantial contribution to the assessment of policy
options, this information can be generated using the Modelling Inventory and
Knowledge Management System of the European Commission (MIDAS); see Tool #61
(Simulation models).

e How the model/method has been applied in the impact assessment, in terms of:

Appropriateness of the model(s)/method(s) for the specific impact assessment study
presented;

A concise description of the baseline(s) scenario used in any modelling exercise in
terms of the key assumptions, key sources of macroeconomic and socio-economic
data, the policies and measures the baseline contains and any assumptions about these
policies and measures (such as the extent to which they are deemed implemented by
the Member States, or their estimated impact following implementation).

The extent to which assumptions and input data have been discussed with external
experts or Member States;

Explanation of the likely uncertainty 33 in the analytical results and the likely
robustness of the results to changes in underlying assumptions or data inputs;

Explanation as to how uncertainty has been addressed or minimised in the analytical
work with respect to the policy conclusions;

The steps taken to assure the quality of the analytical results presented in the impact
assessment; and

Any further details on the performed analytical work, e.g. details on the modelling
exercise including model configuration for the specific problem, input data and
sources, other models involved, as well as the institution who ran the model.

Annex 5. Competitiveness check

Based on the analysis in the main report (or relevant annexes), the Competitiveness check
should summarize the main impacts of the preferred option on competitiveness. Annex V
should include a standardised table with an overall assessment (score) of each of the four
competitiveness dimensions, accompanied by a short narrative including key figures

(synthetic assessment). Annex V should also inform about the competitiveness position of the
sectors that are likely to be most affected by the proposal (‘health’ of the sectors). The annex
should be short (2 to 4 pages).

1. OVERVIEW OF IMPACTS ON COMPETITIVENESS

133 See Tool #65 (Uncertainty and sensitivity analysis)
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Dimensions of Impact of the initiative References to sub-sections of the

Competitiveness (++/+/0/-/--Ina) main report or annexes

Cost and price competitiveness

International competitiveness

Capacity to innovate

SME competitiveness

Based on the analysis of competitiveness in the main report, the table should present
the overall assessment of each of the four competitiveness dimensions, i.e. (i) cost and
price competitiveness, (ii) international competitiveness, (iii) capacity to innovate and
(iv) SME competitiveness.

Each of the four competitiveness dimensions should be assessed according to the
following scale: positive impact of high magnitude (++), positive impact of moderate
magnitude (+), neutral impact (0), negative impact of moderate magnitude (-),
negative impact of high magnitude (--), or not applicable (n.a.).

To ensure coherence and avoid repetition, the table should include references to the
section of the impact assessment report (or its annexes) where the detailed analysis
behind the assessment can be found.

2. SYNTHETIC ASSESSMENT

The table should be accompanied by a short narrative summarising the expected
impacts of the initiative (preferred option) on competitiveness and the main factors
that affect competitiveness. If no impacts on competitiveness are signalled, this should
be duly justified.

The synthetic assessment should draw on the analysis provided in the main report (or
its annexes). It should provide key figures on costs and benefits and any information
that is particularly relevant for the overall assessment (for instance, if impacts are
expected to evolve over time).

The synthetic assessment should follow the structure of the table. This means that the
four dimensions of competitiveness should be covered while also explaining if any of
them is not relevant for the initiative.

For each of the four dimensions, other tools providing specific guidance can be useful, in
particular tools #21 (Sectoral competitiveness), #22 (Research and innovation), #23 (The
‘SME test’), #24 (Competition), #25 (Internal Market), #27 (External trade and investment),
#56 (Typology of costs), and #57 (Methods to assess costs and benefits).

3. COMPETITIVE POSITION OF THE MOST AFFECTED SECTORS

If the policy proposal is expected to affect certain sectors in particular (either because
of its sectoral nature or in case of horizontal proposals because some sectors would be
more directly affected), the impact assessment should assess their current competitive
position. The Competitiveness check should present the findings of such analysis.
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— The sectoral analysis should use indicators and qualitative information to weigh up
the competitive position of EU companies in a sector against non-EU companies in
the same sector (international competitiveness) and against companies in other sectors
that serve as a benchmark. This will show if the sectors most affected by the initiative
are currently under particular ‘stress’ due to the cumulative impacts of regulation (at
EU, national, regional or local level) or other factors (such as technological
developments, limited availability of resources or limited demand).

— For horizontal proposals that affect large parts of the economy, a sectoral analysis
may not be relevant, which should be properly explained in the Competitiveness
check.

— The assessment of the sector’s performance should consider a number of indicators
covering different dimensions of competitiveness. An analysis of time series can help
assessing how the sector’s performance has evolved.

Annex 6: ‘SME Check’ (for SME ‘relevant’ and ‘highly relevant’ initiatives)

The annex is compulsory for initiatives that are classified as ‘relevant’ and ‘highly relevant’
for SMEs. It consists of a standardised table providing an overview of the results of the ‘SME
test” (Tool #23). Additional information can be provided if considered useful for the analysis
of SME impacts, unless it is already presented in other parts of the impact assessment report
and its annexes.

1. OVERVIEW OF IMPACTS ON SMESs

Relevance for SMEs!®*

(1) IDENTIFICATION OF AFFECTED BUSINESSES AND ASSESSMENT OF RELEVANCE

Are SMEs directly affected? In which sectors?

Estimated number of directly affected SMEs

Estimated number of employees in directly affected SMEs

Are SMEs indirectly affected? In which sectors? What is the estimated number of indirectly affected
SMEs and employees?

134 https://ec.europa.eu/docsroom/documents/63274
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(2) CONSULTATION OF SME STAKEHOLDERS

How has the input from the SME community been taken into consideration?

Are SMESs’ views different from those of large businesses?

(3) ASSESSMENT OF IMPACTS ON SMEs'®®

What are the estimated direct costs for SMEs of the preferred policy option?

Qualitative assessment

Quantitative assessment

What are the estimated direct benefits / cost savings for SMEs of the preferred policy option*?

Qualitative assessment

Quantitative assessment

What are the indirect impacts of this initiative on SMEs?

(4) MINIMISING NEGATIVE IMPACTS ON SMES

Are SMEs disproportionately affected compared to large companies?

If yes, are there any specific subgroups of SMEs more exposed than others?

Have mitigating measures been included in the preferred option?

135 The costs and benefits data in this annex are consistent with the data in annex 3. The preferred option
includes the mitigating measures listed in section 4.
138 The direct benefits for SMEs can also be cost savings.
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CONTRIBUTION TO THE 35% BURDEN REDUCTION TARGET FOR SMES

Are there any administrative cost savings relevant for the 35% burden reduction target for SMEs?

2. ADDITIONAL INFORMATION

This section should include key elements of the analysis underpinning the assessment of
impacts on SMEs (direct costs, direct benefits, and indirect impacts), mitigating measures,
and additional elements that the lead service considers useful for the analysis, if these
elements are not presented in other parts of the impact assessment report and its annexes. If
already included in other parts, a reference list of where these elements can be found is
sufficient.

Optional Annexes

Helpful tools: #4 —evidence-informed policymaking; #49 — the evaluation report, #50 — ‘back-to-back’
evaluations and impact assessments

Annexes can be used to present additional technical material particularly to support the
information presented in the main body of the impact assessment report (e.g. a more detailed
description of the concerned market or monitoring indicators). Annexes should not be
excessively long, be restricted to information which is relevant and pertinent to the overall
purpose of the impact assessment and contain references and permanent links to external
information sources wherever possible (rather than reproducing the material in the impact
assessment report), following the recommendations on the transparency of evidence given in
Tool #4 (Evidence-informed policymaking).

In situations, where an impact assessment is accompanied by an evaluation (for example in a
so-called ‘back-to-back’ situation — an impact assessment and an evaluation based on the
same public consultation), the evaluation should be annexed to the impact assessment (see
Tool #50 (‘Back-to-back’ evaluations and impact assessments)).
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TOOL #12. HOW TO APPLY PROPORTIONALITY TO IMPACT ASSESSMENTS

The impact assessment (1A) should provide the Commission with evidence-based answers to
key IA questions, including the key trade-offs involved. The scope and depth of the analysis
should always be proportionate!3” and consistent with the importance and type of initiative
and the nature and magnitude of the expected impacts. This relates not only to the 1A report,
but also to all stages of the IA process. All impact assessments should be proportionate,
which means that a separate and lighter impact assessment category does not exist. The depth
of the analysis always has to be commensurate to the context and impacts of the proposal.

Setting the appropriate depth and scope of the overall analysis implies deciding:

e The resources and time allocated to the overall 1A process, including data collection,
analysis, stakeholder consultation and conducting external studies;

e The relative effort required to answer each of the 1A key questions (i.e. should more
resources be invested in verifying the existence of a problem or in analysing alternative
options?) If the report cannot proportionately analyse, estimate and quantify all relevant
problems and impacts, the limitations should be explained in the report.

e The specific focus of each step of the analysis (i.e. should the comparison of policy
choices focus on broad options or on alternative measures within a given policy
approach? At which level of aggregation should impacts be assessed? On which
specific issues is it worth drilling down?).

It is the responsibility of the lead DG, in cooperation with the interservice coordination
group (ISCG), to determine the level of analysis considering all relevant factors as well as
any unsurmountable constraint in the availability of time, resources and data. Setting the level
and scope of analysis is likely to be an iterative process. It should be done as early in the
planning process as possible and be discussed with the DG’s management, the support
function and the interservice coordination group. Indications should also be provided in the
‘call for evidence’. Proportionality might have to be adjusted flexibly as the analysis evolves
and as the stakeholder consultation unfolds. The process should include deciding which
specific tools in the ‘better regulation’ toolbox are relevant to apply in the specific case. DGs
can also discuss proportionality of the 1A with the RSB in upstream meetings®e,

The proportionate level of analysis varies from case to case but is influenced by some general
factors and the nature of the particular policy instrument.

137 The ‘principle of proportionate analysis’ as used in this tool is related to the depth and scope of analysis that

is applied when conducting an impact assessment. It should not be confused with the ‘proportionality
principle’ enshrined in Article 5 of the Treaty on European Union. (‘The content and form of Union action
shall not exceed what is necessary to achieve the objectives of the Treaties’).

138 See Tool #3 (Role of the Regulatory Scrutiny Board)
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2.1. General factors

The political importance of the initiative under consideration

Does it relate to a Commission priority? Does it cut across several policy fields? Does it
address important threats or challenges in society? Does it contribute to the commitment to
implement the SDGs? Is it particularly controversial? Could it raise concerns related to
subsidiarity and proportionality? Are there polarised views on the best policy option? Is the
initiative particularly important in the interinstitutional context or for certain Member
States? etc.

The IA should provide sufficient evidence to respond to the concerns likely to arise during
the internal decision-making process or after Commission adoption.

The stage of policy development

If an initiative breaks new ground, it is important to systematically analyse the problem to
be addressed, carefully assess the necessity and added value of EU action and consider a
wide range of options for action. Resource investment, data collection, analysis and
stakeholder consultation efforts should be commensurate. In this case, an evaluation is
normally not necessary.

When revising existing legislation, an evaluation should be the starting point. Its results
should be used to verify whether the legislation is still necessary and in line with the
subsidiarity principle, and which specific provisions should be modified having proven
ineffective, excessively costly or outdated.

When preparing the IA for a delegated act or an implementing measure, the mandate
given to the Commission will be the starting point. This may already restrict the discretion
of the Commission and therefore determine the relevant analysis. The subsidiarity analysis
carried out for the basic legislation may also be a starting point. The new IA should focus
on the actual outstanding decision at stake, related options and their impacts. Similarly, an
IA for transposing an international agreement into EU law should focus on whatever
margin of discretion exists for the Commission.

The magnitude and complexity of the problem being addressed

The more complex the problem being addressed and the more pervasive its implications for
society, the economy and the environment, the greater the need for an in-depth analysis. On
the other hand, the smaller and more narrow the problem, the more the need to do a focused
problem analysis and discuss - based on evidence - the opportunity of acting at the EU
level.

The significance of the expected impacts

In terms of their absolute and relative size but also their relevance for specific stakeholders
(e.g. SMEs, specific sectors, etc.). The analysis should focus on assessing those (intended
and unintended) impacts that are expected to be more significant. The greater the likely
impact, the more thorough the assessment should be and the greater the efforts to collect
data and quantify impacts (keeping in mind that some impacts may not be quantifiable).
Similarly for the impacts that are likely to be irreversible.
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The risk of negative unexpected consequences

Could getting the policy wrong have significant negative unexpected consequences? The
more likely this is, the greater the need to acknowledge and, to the extent possible, assess
the risks and likely consequences.

2.2. Nature of the policy instrument

The appropriate level and focus of the analysis is also linked to the type of policy
initiative, in particular by looking at how stringent requirements it would impose on Member
States, citizens, businesses or any other economic or institutional actor,

In the end it is the content and likely significance of related impacts rather than any formal
classification that determines the degree of analysis, the following table illustrates how
impact assessments may differ for different types of initiatives. It will often be the case
that the exact form of the initiative will only become clear in the course of the assessment of
the different options. The indicative guidance below, together with the criteria established
above, will help you to establish the right level of analysis for your IA.

Box 1. Legislative instruments

1A should focus on:

Detailed description of problems/challenges, and how they are likely to evolve;

Detailed subsidiarity analysis to explain the necessity and added value of EU action;

Short and more detailed description of general and specific objectives respectively;

Identification of options. If the range of feasible options is limited by obligations to

respect fundamental rights, political constraints or previous policy, analyse different

implementation options, levels of ambition, priority setting or choices of instruments;

e Thorough and clear assessment of the most significant economic, social and
environmental impacts for all options, as far as possible in quantitative terms;

e Identification of operational objectives for the preferred option and the corresponding
monitoring indicators;

e Clear, focused and consistent structure of problems, objectives, options and impacts.

e In the case of a revision (which is always classified as a REFIT initiative): clearly spell
out the simplification benefits and quantify these as far as possible (including any
reductions in regulatory costs);

e Clear identification of who will be affected and how; measurement of regulatory costs
and benefits;

¢ In the case of preparing an initiative that is part of a package of policy proposals, the 1A

should clearly delineate its scope and discuss possible interactions with other, parallel

initiatives forming the package.

1A should avoid:

e Disproportionate presentation of the policy context
e Unfocused and unstructured discussion of concerns

139 See Tool #17 (The choice of policy instruments)
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Separate guidance has been prepared in respect of expenditure programmes and financial
instruments'*° and initiatives in the social policy field pursuant Articles 154-155 TFEU*,

For initiatives, which are constrained by their policy context, it may be necessary to deviate
from the standard structure of an impact assessment. Such deviations to the format should be
envisaged early and discussed in the inter-service group, with Secretariat-General and in an
upstream meeting with the RSB.

This could, for instance, be the case for delegated/implementing acts, where an impact
assessment has already been produced for the higher-level legislative act (a regulation or a
directive). That legislative act and its impact assessment serve as a frame for the
delegated/implementing act, which will allow for some ‘shortcuts’ in the IA of the
delegated/implementing act. In this case, the problem definition is given by this framework
and the impact assessment for the delegated or implemented act needs to clearly frame its
scope, namely what remains to be decided and is subject to the current assessment.

Box 2. Implementing acts and delegated acts

A should focus on:

e Main outstanding decisions and related options, namely, where the basic act leaves scope
for Commission choice, where the Commission may consider deviating from advice
given by specialised agencies, or where impacts are likely to be significant (and have not
been covered in the basic act 1A);

e ldentification of specific objectives relating to the outstanding decisions, linked to the
objectives/requirements of the basic legislation;

e Thorough and clear assessment of impacts in relation to the options, taking full account of
relevance of technical detail and using quantification to the extent possible in particular of
regulatory costs and benefits;

e ldentification of operational objectives for the preferred option and the corresponding
monitoring indicators.

A should avoid

e Repetition of analysis covered by the IA of the basic act (e.g. in relation to the overall
problem, subsidiarity principle, objectives, etc.)

e Redoing relevant analysis undertaken by specialised agencies, to the extent that the lead
DG judges this analysis to be credible and carried out in line with Commission 1A
principles; such analysis should on the contrary feed into an IA as appropriate.

There may be constraints in the policy context, which justifies adapting the structure of
impact assessment. This may be the case for example, where important policy preparation
work has already taken place in expert- or stakeholder groups before the Commission’s
impact assessment work. This may compare to a situation, where the Commission receives
advice from a EU decentralised agency (see Tool #7 (What is an impact assessments and
when it is necessary)). In such cases, where the initiative deviates from the analysis of the
expert group in a significant way, the impact assessment shall assess and justify such
deviations.

140 See Tool #9 (Spending programmes, financial instruments, and budgetary guarantee)
141 See Tool #10 (Treaty-based social partner consultations and initiatives)
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Furthermore, the policy context may imply that it is not relevant or possible to develop
alternative policy options, for instance where the option relies on intense technical
preparatory work or dialogues with stakeholders. In such cases, relevant alternative options
may be limited or not available. It will be important to discuss and agree on such adaptations
early with SG A2 and/or in upstream meetings with the RSB.

The proportionate level of analysis varies from case to case. A few examples may illustrate
how in practice impact assessments have taken account of constraints in the policy context or
otherwise.

e |Impact assessment on ecodesign requirements for refrigerating appliances
SWD(2019)341

e FEuropean Partnerships in Horizon Europe

e Impact assessment on a delegated act for taxonomy
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TOOL #13. HOW TO ANALYSE PROBLEMS

The first step of an IA is to verify the existence of a problem or a need'*2. The problem
analysis is a crucial step in the impact assessment as only a correct diagnosis of the problem
and its causes can lead us to the appropriate policy response.

The problem analysis will (i) identify the problem; (ii) estimate the scale of the problem; (iii)
analyse its causes/drivers; (iv) identify who is affected and involved; and (v) assess the
likelihood that the problem will persist!*3. The findings from evaluations, fitness checks,
implementation reports and infringement-related information should form an integral part of
the problem definition.

The answers to these questions should give decision makers the necessary information to
decide whether a policy response is warranted. Care should be taken when identifying
problems as this aspect is most often criticised by the Regulatory Scrutiny Board.
Moreover, every impact assessment is underpinned by a certain intervention logic, which
connects the problem to its drivers, the objectives and policy options. If the problem is
ill-defined, it is unlikely that the impact assessment would identify relevant objectives or
effective policy options.

Box 1. Tips and commonly encountered issues

e A commonly made mistake is to conclude that a problem exists because a policy
framework, regulatory measure, database etc. does not yet exist at EU-level. These
“missing elements” (often presented as the “lack of” a policy instrument) are not problems
as such but may in fact be the possible policy solutions to appropriately defined problems.
At the same time, it is a valid approach to identify a problem as a “lack of progress”
towards meeting previously defined policy objectives (for example, the sustainable
development goals; see Tool #19).

e “Backward engineering” refers to situations where the problem analysis is performed
with a specific policy option in mind. This not only undermines the quality of the
analysis, but it also hurts the credibility of the whole impact assessment process.

e The problems and their causes are often not supported by sufficient tangible evidence.
Such evidence is in the first place statistics and other information collected on the basis of
verifiable and reliable methods by trustworthy and neutral sources. Be aware that
stakeholder views are a special type of evidence, often reflecting interests of certain
groups of stakeholders that can complement data by giving an indication of the relative
importance of the problems. However, in specific situations stakeholder views can be the
only external source of evidence supporting the identification of a problem. (For more
information on evidence, see Tool #4)

e A public consultation is not a survey. Its results are not meant to be based on
representative samples; percentages of opinions expressed in a public consultation cannot
be generalised and should be used carefully (see Tool #54). What matters most in the

142 Tt is sometimes useful to think not of a problem but of a “need” which should be addressed as is often the
case in the context of preparing financial programmes and financial instruments.

143 The problem analysis should also take account of megatrends. See Tool #20 (Strategic foresight for impact
assessments and evaluations).
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results of a public consultation is to gain insight into the views of different stakeholder
groups and to collect arguments and problem perceptions that the impact assessment
needs to analyse further. It does not matter whether these arguments are ‘majority views’
or ‘minority views’; they both need to be reflected as all relevant arguments should be
considered in the impact assessment.

e Where the problems and drivers are numerous, complex or interrelated, it is often a good
idea to use visual aids to describe them and to link them through to the objectives and
policy options (e.g. problem trees, tables linking drivers — problems — specific objectives
— general objective — options).

e Wherever possible, the problem analysis should try to disentangle complex problems into
several simpler problems that perhaps can be addressed separately. The analysis should
however clearly map the interdependences between the problems, as this will be relevant
for assessing the impact of the policy options.

e It is important that the problem analysis identifies the roles, issues and drawbacks for
stakeholders so that the initiative can be designed in a way that tackles effectively the
behaviour of the various actors that would need to change.

e If the initiative aims to revise an existing piece of legislation and an evaluation was
carried out, the findings of the evaluation should be integrated into the problem analysis.
In an ideal case, the evaluation will cover most of the issues of the problem analysis. The
problem analysis will then only update these findings in function of the recent
developments and new political priorities.

When analysing a problem, the following five issues should be covered:

A. Establish what the problem is and why it is problematic (i.e. its negative
consequences).

Why? To identify the issues that might have to be addressed by an EU intervention.

Take into account the context section of the impact assessment (see Tool #11
(Format of the impact assessment report)). This is relevant for the problem
analysis as political decisions can also define the scope of the initiative.

However, even if there is a political commitment to tackle a problem, the
problem analysis should still establish thorough evidence that there is a problem.
Briefly recall the relation between the problem and the challenges addressed in

How? the SDGs.

Clearly but succinctly, describe the current situation (the status quo). This should
make clear and present what the problem is from the findings of relevant
evaluations and fitness checks.

Show what and whose behaviour would need to change and why. Elaborate on
why the identified problem must be addressed.

Consider whether there may be additional (or related) problems linked to the
pursuit of general objectives and principles such as international issues
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(international regulatory or market changes, international agreements or
competitiveness disadvantages, dependencies) lack of coherence with EU
development objectives, etc.

Consider the economic, social and environmental consequences where relevant.

B. Assess the magnitude and EU dimension of the problem

Why?

To show whether a problem is relevant or not.

How?

You should, make (and show) the effort to collect and use all evidence that can
give an idea of the importance and scale of the problem. Mobilising
methodological expertise on quantification is often helpful'**. The extent to
which a problem can be quantified or even monetised varies from case to case.

Provide contextual information on the scale of the problem by describing e.g. the
size of the regulated market/sector, its structure, the number of affected
businesses. Present this information in relative terms so that the importance of the
problem can be established. For instance, ‘there are 230 mn passenger cars on EU
roads, of which about 16% that are older than 20 years and subject to emission
standards defined by Euro 3 or earlier norm.’

Explore the relevance of possible cross-border effects (e.g. pollution) or obstacles
to the free movement of persons, goods, services and capital. These aspects link
clearly to the assessment of subsidiarity4°.

C. Establish the causes (‘drivers’) and assess their relative importance.

Why? To help identify policy options which address the problem.
Map the main underlying causes (drivers) of the problem. Classify the main
underlying causes by type, to determine whether they lie in people’s behaviour or
in some other source (see below).
While an exhaustive list of all possible causes and sub-causes is not needed, you
should approach this part of the analysis with an inquisitive mind, i.e. also
consider causes outside of your usual action radius.
In dynamically changing areas, megatrends help to identify drivers of the
How? problem and its long-term development (see Tool #20 (Strategic foresight for

impact assessments and evaluations)).

Identify what drives the behaviour that would have to change to address the
problem.

Isolate those drivers that play a major role in determining a problem and
differentiate those that could be targeted by the initiative from those falling
outside of the scope because they are targeted by other initiatives or are outside
the remit of EU competence. Relevant interactions among drivers should also be
identified.

144 See Chapter 8 on methods for details.
145 See Tool #5 (Legal basis, subsidiarity and proportionality)
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Consider using a problem tree to depict graphically the relations between drivers,
problems and their consequences. Avoid complexity as far as possible and keep
this problem tree simple. This will help later to devise workable policy options.

D. Identify the relevant stakeholders

Why?

To help target your consultations and prepare the analysis of problem drivers and
distribution of impacts.

How?

Identify those (EU and non-EU) stakeholders who are affected by the problem
and those whose behaviour causes it. These could be subsets of the same group
(e.g. a specific cohort in the general population).

Relevant groups will depend on the nature of the problem. You should, however,
think beyond the boundaries of the specific policy sector. Whenever relevant, you
should distinguish within categories (i.e. micro, small, medium-sized and large
enterprises), assess the way in which different types of agents (e.g., vulnerable
vs. non-vulnerable individuals) react to the problem matter at hand, look at
non-EU actors (i.e. developing countries, non-EU producers, etc.) and
differentiate across Member States and/or EU regions. In line with the
commitment of leaving no one behind, you should identify whether people in
vulnerable situations may be affected (e.g. risk aggravating inequalities) but may
not be organised as stakeholders.

E. Assess the likelihood that the problem will persist

Why? To verify if the need for a possible policy initiative is going to persist.
The need for a possible policy intervention — or else the persistence of the
problem — should be verified against the possible future developments as
identified e.g. in a foresight exercise*®.
To do this you should consider recent trends and implementation of existing
policy at all relevant levels (Member States, EU, international).

How? Policy changes that have already been adopted (that are yet to be implemented)

ow”

should also be considered. The same applies to EU proposals put forward by the
Commission but not yet approved by the Legislator.

The hypotheses underlying the analysis should be explicit and well justified.

Whenever future trends in some underlying drivers are particularly uncertain
and/or highly significant for the expected development of the problem, this
should be highlighted, and some form of sensitivity analysis considered (namely
by presenting alternative scenarios).

146 See Tool #20 (Strategic foresight for impact assessments and evaluations)
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The first step of an impact assessment is to identify and characterise the problem to be
addressed. To solve the problem, its underlying causes (or “drivers”) should also be
identified. This is important for two reasons. First, it is impossible to design alternative policy
interventions and study how these would tackle the problem without knowing how the
underlying drivers are influenced (this link between problem drivers and policy options is
part of the “intervention logic”). Second, the nature of the problem (in terms of size,
geographic scale, the market actors) plays a key role in the justification of public policy
action.

The analysis of the drivers and the links between them will determine whether the impact
assessment can address the problem drivers one by one or needs to take a more complex
approach because of the strong interdependencies between them (see Tool #16 (How to
identify policy options)). Indeed, dividing complex problems into smaller and simpler ones
can help identify more effective policy solutions.

The simplest situation is a two-level problem analysis: a problem can be explained by several
problem drivers. To illustrate, if the problem is the number of deaths from road accidents, the
problem drivers can be car design, car driver behaviour, inadequate infrastructure, etc. But
there may be more levels when the analysis continues to pin down the factors underlying
these problem drivers (for example, bad driving behaviour can be due to several underlying
reasons such as mobile phone use, inadequate training, fatigue, etc.)*#’. The challenge of the
problem analysis is to structure the problems and the problem drivers in a way that is easy to
understand and effective to address the various dimensions.

Once the problem drivers are identified, the analysis should focus on the most important
ones, those the initiative can realistically address. The resources devoted to the analysis of the
problem drivers should remain proportionate to their significance (see Tool #12 (How to
apply proportionality to impact assessments)).

What types of problem drivers to consider?
A public policy intervention may be justified when:

(1) A market fails, i.e. when market forces fail to deliver an efficient outcome (for
example because market prices do not capture all costs to society, or because there is
information lacking).

2 Regulations fail, i.e. when public policy action appeared justified and was
implemented but failed to solve the problem satisfactorily or helped create new
problems (e.g. two divergent regulations create an obstacle to the proper functioning
of the internal market).

3) Equity/social considerations imply the efficient outcome may not be the most
desirable one for the policy in question.

147 QOrganisational science offers several methods to identify the underlying causes of a given problem. Of them,
two are the most popular as they do not require sophisticated statistical analyses: ‘the root cause analysis’
and ‘the five whys method’. Both are iterative methods to determine the causality chain and discover the root
cause of the problem in question.
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4) Precaution prevails, i.e. when public health or environment can be harmed but there
IS no adequate scientific evidence to permit a complete assessment of the associated

risks.

(5) Behavioural biases influence our decision-making process in a non-rational way, e.g.
consumers act on incomplete or incorrect information or on the basis of
non-traditional economic considerations.

Each of these problem driver categories is described in greater detail below in general
non-expert terms. General economics textbooks can provide more robust and technical
analysis. For behavioural science, see also Tool #33 (Consumers) and Tool #69 (Emerging
methods and policy instruments)48,

3.1. Market failures

A. Externalities

Issue?

Market prices do not reflect how one activity produces costs or benefits for
other activities.

Relevance?

Market outcomes are based on prices. If these do not reflect the real costs and
benefits to society, then market outcomes will not be optimal from the point of
view of society. Decisions are taken without considering how they can affect
others. We talk of positive or negative ‘externalities’ because the manner of one
person’s actions affecting another’s well-being is ‘external’ to his or her
decision-making.

Examples

Consumers do not take into account the cost of the pollution generated in the
production of the goods they consume. More pollution than socially optimal is
thus generated.

When deciding to use a car, drivers do not take into account the costs that
increased congestion would impose on others.

When fishing, companies do not take into account the effect this may have on
the rate of reproduction of the overall stock of fish in the area. Overfishing
ensues.

Vaccinating oneself reduces the chances of catching a disease for oneself but
also for everybody else. If individuals only act based on self-protection, less
vaccination than optimal may take place under voluntary programmes.

In network industries, prices do not reflect the fact that the value of a product
(say a social network) increases with each new customer. The same may hold in
the case of certain technologies.

Possible
policies!*®

Either aim to ensure prices better reflect (“internalise”) the externality (for
instance through a tax) and then let the market determine a new (improved)
outcome or directly correct the market outcome (for instance, through
regulation of the particular activity such as emissions controls on industrial

148 See also https://knowledge4policy.ec.europa.eu/behavioural-insights_en

149 This is a non-exhaustive list providing examples of policies that have been used to target specific drivers.
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installations).

B. Public goods

Issue?

Insufficient supply of public goods®®.

Relevance?

Private sector producers will not supply public goods to people because they
cannot be sure of making an economic profit. This is because of the nature of
public goods. One person’s consumption of a public good does not reduce the
amount available for consumption by others. And once supplied, a public good
is available to be consumed by everybody in society. It is difficult, therefore,
and/or undesirable from a societal perspective to charge individuals directly for
consuming the good or service in question and consumers can take a “free ride”
without having to pay for the good or service.

Examples

National defence is a public good as all people in a nation “consume” the same
amount of national defence (provided by the government) and the benefits for
each person do not depend on how much a person contributes towards
providing it. Other examples are public health and welfare programmes, digital
public services, or preparedness for natural disasters.

Possible
policies

Public goods are provided collectively by the government, and then financed
through taxation of individual households and businesses.

C. Non-existent or weak competition

Issue?

Non-existent or weak competition between suppliers of goods and services.

Relevance?

Article 120 of the TFEU requires the Member States and the Union to conduct
their economic policies in accordance with the principle of an open market
economy with free competition that favours an efficient allocation of resources.
If firms face no, or only weak competition, then the quantity and quality of
goods and services they produce may fall short of the socially efficient level.

Examples

Signs of insufficient competition are unusually high profits, or prices which are
much higher than marginal cost, or signs of collusion between firms to fix
prices as may be possible when there is only one enterprise (monopoly) or a
limited number of firms supplying the market from either within the EU or
globally.

Where technology is such that it is efficient for a single firm to supply the entire
market, we talk of economies of scale and a resulting “natural” monopoly.
Network industries — transport, energy, and telecommunications — may exhibit
some features of natural monopolies (e.g. retail energy suppliers, residential
telephone cables).

For public sector digital services, non-existent or weak competition can even
guestion digital sovereignty, making core government services dependent on

150" A public good is a good that is both non-excludable (i.e. one user cannot exclude others from using it) and
non-rivalrous (i.e. the use by one person does not reduce its availability to others). Examples are national
defence, a radio signal, street lighting.
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specific technology solutions.

Possible
policies

Regulation can prevent abuses of significant market power by ensuring third
party access, tendering rules to ensure competitive bidding to prevent abuse or
price regulation.

D. Markets are missing or incomplete

Issue? A market does not exist or is unable to develop completely.

Relevance? |Goods and services which are needed or wanted by society are not produced.
Private finance may not be available for all major new infrastructures such as
bridges or roads because the revenue generated by imposing user charges would
be insufficient.

Examples . . . . .
Potential students may be unable to pay for their education by borrowing against
their expected future earnings. As a result, the workforce is less skilled than
would be optimal.

Possible Government subsidies or financial incentives may create the right conditions for

policies the market to establish itself and develop. Governments or state-

operated/guaranteed bodies may provide the necessary services.

E. Split markets — principal-agent problem

Issue?

A misalignment of incentives exists.

Relevance?

Socially desirable (and economically rational) actions are not undertaken
because market actors have different objectives that are not aligned.

Examples

Since tenants usually pay energy bills, landlords do not have the incentive to
provide the most energy efficient appliances (such as a refrigerator or lighting
systems) or improve a building’s energy performance.

A ship owner is not responsible for the fuel costs under a charter party and
therefore has a reduced incentive to commission the building of a fuel-efficient
ship or in making modifications to improve the fuel efficiency.

Possible
policies

Financial incentives such as taxes can change/encourage different behaviour
and/or the take-up of different products. Regulation can redefine the
characteristics of products able to be placed on the market or overcome the
landlord-tenant problem by, for example, increasing the prescribed renovation
rate of buildings.

F. Imperfect information

Issue?

Market players may have imperfect information leading to sub-optimal societal
outcomes.

Relevance?

Information is needed for markets to operate efficiently. Buyers need to know
about the quality of the good or service to assess its value. Sellers, lenders, and
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investors need to know about the reliability of a buyer, borrower, or entrepreneur.

Information also needs to be available equally to all market participants. Where it
is not, the “asymmetry” can lead to sub-optimal decisions (e.g. a buyer may make
the wrong choice because he is not in possession of the same information as the
seller — or another buyer — is regarding product/service quality). There are two
types of asymmetries: adverse selection (pre-contractual asymmetry) and moral
hazard (post-contractual asymmetry).

As information on the energy consumption of different models of household
appliances, or passenger cars, or the nutritional content of foodstuffs is costly to
acquire, consumers may not take these factors into account when buying.

Since lenders cannot easily/cheaply distinguish between good and bad borrowers,
they have difficulties distinguishing between borrowers willing to pay a high
interest rate because of the high return on the activities to be financed from those
willing to commit to a high rate because they do not expect to pay back the funds
(adverse selection). As a result, credit may simply be rationed. This is particularly
relevant for the smallest enterprises. Since the costs to collect and process
information on creditworthiness are largely fixed, they are more likely to be
higher than the expected profits as the loan size decreases.

Once the loan is granted or insurance contract (car, home, health) is signed, the
customer may engage in activities that may lead to non-repayment of the loan or
ignore basic precautions against risks because his actions (risky driving, having
low-quality locks at home, smoking tobacco) are covered by the insurance
contract (moral hazard).

Examples

Possible | Voluntary or mandatory labelling schemes with relevant information can inform
policies consumer choice and enhance demand for better performing products. Markets
can be regulated to ensure that all participants receive the same information at the
same time.

3.2. Regulatory failures

Intervention by public authorities to resolve market failures can fail to achieve a socially
efficient allocation of resources. This can be the result of several factors.

First, public authorities may not arrive at the best solution for society in the first place. For
example, public authorities may be influenced unduly by the (partial) information provided
by one or more specific interest groups when designing new regulation (so-called “regulatory
capture”).

Secondly, public intervention may be poorly designed, thus failing to achieve its objectives,
achieving them with unnecessary high costs or wrongly targeted. Even when achieving its
objectives, public intervention may still have unintended negative consequences, such as
favouring incumbents, creating barriers to entry and innovation or leading to excessive
cumulative regulatory costs for an industry (no matter how well justified each individual
regulatory initiative affecting the industry may be).

Thirdly, public intervention may be poorly implemented and/or enforced.

98




‘Better regulation’ toolbox 2025 © European Commission

Finally, public intervention may simply become out of date as the world evolves and
problems and drivers change. This ‘pacing problem’ is especially true for innovative
technologies, including those in the digital realm, and calls for new regulatory approaches.

As many Commission initiatives concern areas where EU legislation already exists,
regulatory failures should always be considered as one possible source of the problem. To do
this, you should first and foremost rely on an evaluation of the existing policy framework
that should be carried out prior to the impact assessment according to the Commission’s
‘evaluate first’ principle.

3.3. Equity

Achievement of equity/social objectives may also provide important reasons for policy
intervention because even a perfectly competitive and efficient economy can produce
outcomes that are unacceptable in terms of equity. Moreover, a growing body of research
suggests that inequality can hurt economic growth®?,

The definition of socially desirable outcomes depends on values and beliefs. While there is
no single definition of the concept of equity, the three most common concepts of equity relate
to equity of endowments, processes, and outcomes®®2,

Initial endowments of individuals differ and that can give some individuals an (unfair)
(dis)advantage to compete in the market economy. E.g. being born into a well situated and
educated family can better equip children with skills and abilities to function in the market
economy. Public intervention can reduce those differences and improve the equity of
endowments (e.g. improving the housing conditions of poor households can improve
physical and mental health of children and consequently improve their skills levels.)

Consistent with commitments in the 2030 Agenda on Sustainable Development, equity of
process suggests that people in similar circumstances should be treated equally, for example
having equal access to services or employment. When this is not the case, there is then a need
for public intervention, for example to tackle discrimination based on ethnic or racial origin,
gender, sexual orientation, age, or disability.

The interventions to improve the equity of outcomes aim at correcting inequities that are
based purely on individual circumstances, for example by supplementing market income with
tax/benefits schemes. The interventions to improve the equity of endowments and of
processes can greatly contribute to that.

Equity considerations should consider also intergenerational equity — needs and outcomes
for future generations (e.g. those activities of the present generation do not worsen the
situation of future generations).

Protection and fulfilment of fundamental rights afforded to citizens of the Union may also
provide grounds for intervention.

51 Cingano, F. (2014), "Trends in Income Inequality and its Impact on Economic Growth", OECD Social,
Employment and Migration Working Papers, No. 163, OECD Publishing, Paris.
152 Microeconomics for Public Decisions by Anne C. Steinemann, 2011, Askmar publishing
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3.4. Precaution

A specific category of policy intervention is required in cases when public health or the
environment can be harmed, and immediate action is needed based on the precautionary
principle.

The principle aims at ensuring a higher level of environmental (or health) protection through
preventative decision-taking in the case of risk. The precautionary principle may be invoked
when there is the potential for serious harm, but scientific uncertainty persists about the form
or magnitude of that harm. The principle has been integrated in EU legislation other than
environmental protection (for example, general product safety, the use of additives for use in
animal nutrition, the incineration of waste, the regulation of genetically modified organisms).
The EU’s regulatory framework for chemicals (REACH) is underpinned by the precautionary
principle, while the EU food law sets out the precautionary principle as a general principle of
(Union and national) food law. When there are indications that a phenomenon, product or
process may have a dangerous effect, identified by a scientific and objective evaluation and
this evaluation does not allow the risk to be determined with sufficient certainty, the
precautionary principle may be invoked, and the harmful product may be immediately
withdrawn from a market. These risk management measures necessary to ensure the high
level of health protection are provisional, pending further scientific information for a more
comprehensive risk assessment.

As the application of the precautionary principle falls within the general framework of risk
management, the responsible authorities (the Commission or one of its decentralised
agencies) may decide, whether to act or not, based on the level of risk. If the risk is high,
several categories of measures may be adopted. This may involve proportionate legal acts,
financing of research programmes, public information measures, etc. and should normally be
supported by an impact assessment or a staff working document.

3.5. Behavioural biases

Mainstream economic models assume that individuals always act in their best interest. Under
this assumption, markets forces will deliver an efficient outcome if there are no market
failures. However, there is a growing body of evidence showing that this assumption does not
correctly reflect behaviour of individuals since their choices can vary systematically
according to specific aspects of the decisions they face and/or the context in which their
decisions are made. In such cases, market forces cannot achieve an efficient outcome and a
public intervention may be justified which better reflects individuals’ actual behaviour.

Box 2. Hlustrative examples

— The Consumer Rights Directive prohibits the use of pre-ticked boxes for online sales
because evidence has shown that consumers are drawn towards default options regardless
of their value.

— The Ecodesign framework removes the worst choices from the market (in terms of energy
consumption / energy efficiency) helping the consumers process the information, and the
energy labelling scheme communicates the key information in ways that consumers can
easily understand.
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Four key issues identified by behavioural analyses are particularly relevant for both the
justification of a policy and its design. First, choices are influenced by the simplicity of
information and the range of available options. Second, people are drawn towards more
convenient options, especially default options. Third, the prominence of options or attributes
can affect how they are weighed in decisions. Fourth, research has also identified clear
decision-making errors such as the failure to take account of non-linear aspects such as the
costs due to compound interest. Regulations can be designed in ways that recognise these
behavioural traits and de-bias decision makers and promote better decisions (and using less
intense measures such as “nudging” behaviour in the desired direction).

The non-exhaustive list presented below provides more examples of biases that have been

tackled by behaviourally-trialled or informed policy initiatives®®3,

A. Default bias

Issue? People are inclined to let the default rule dictate their decisions.

Neoclassical economic models assume that consumer preferences are
revealed (i.e. that consumers know what they want). The evidence shows,
however, that consumer preferences can be influenced by the way options
are presented to them.

Relevance?

In online contracts, ancillary services (e.g. travel insurance when we want
to buy an airline ticket, or a seat reservation when we want to buy a train
ticket) used to be proposed with pre-checked boxes. The available evidence
proved that consumers were much more likely to buy them than if they had
Examples been proposed with un-checked boxes.

A cross-country investigation shows that the rate of organ donors is
significantly higher (above 90%) in countries where organ donation is an
opt-out choice, and much lower in countries where this is an opt-in choice.

The EU Consumer Rights Directive, which came into force in June 2014,
clearly limits the use of pre-checked boxes (Art. 22). This ensures a more
neutral choice architecture and makes sure that money stays by default in
consumers’ pockets.

Possible policies

B. Information overload

People have a limited ability to deal with voluminous and complex

Issue? . )
information.

Traditional economics assumes that information provision maximises
consumers’ ability to act in their own self-interest and make better choices
as it reduces asymmetric information or uncertainty. Notwithstanding,
Relevance? evidence shows that information provision is often insufficient, namely
when consumers are unable to process the information due to its sheer
volume and/or level of complexity.

Relatedly, too much information might also lead to procrastination or

153 See Behavioural Insights Applied to Policy: European Report 2016, Sousa Lourenco J; Ciriolo E; Rafael
Rodrigues Vieira De Almeida S; Dessart F. (2016), for a definition of such initiatives.
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inaction, as individuals might avoid making a decision due to fear that
regret outweighs the gains from choosing.

Examples

In financial services, regulators have used behavioural insights to improve
financial consumer protection by helping consumers to better compare and
select products for their investment needs. Namely, available evidence
from retail investment services showed that simplification and
standardisation of product information reduces the negative impact of
framing effects in investment decisions and helps consumers make more
optimal choices.

Possible policies

The Regulation on Packaged Retail and Insurance-based Investment
Products (PRIIPS) requires short, standardised documents with key
information on investment products in a clear and understandable manner
are made available to investors.

C. Social norms

Issue?

People influence (and are influenced by) what others do.

Relevance?

Price-based approaches are commonly used to affect consumer behaviour.
However, evidence shows that social factors, such as social norms,
reciprocity, and fairness, can exert a powerful influence on behaviour.

Social norms are rules of behaviour that affect the way we interact with
others by signalling the appropriate behaviour. In other words, normative
feedback (e.g. comparing the individual’s behaviour to that of others) can
significantly influence individual behaviour.

Examples

Available evidence shows that normative feedback on how one’s electricity
consumption compares to that of neighbours can encourage households to
consume less electricity.

Possible policies

The US energy company OPower has introduced social norms to promote
reductions in household energy consumption.
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TOOL #14. RISK ASSESSMENT AND MANAGEMENT

Assessing risks™* is complex and often requires in-depth expertise and specialist knowledge
spanning various policy fields. The purpose of this tool is, therefore, to introduce the key
concepts rather than to explain how to assess risks and prepare risk management measures.
The other purpose of the tool is to provide guidance on how risk assessment may contribute
to the Commission’s impact assessment process.

Risk assessments (with slightly varying definitions) are carried out in a wide range of policy
areas across the Commission and the EU decentralised agencies, including in relation to
natural disasters, climate change, security, human/animal/plant health, environment,
functioning of IT systems, financial markets, energy supply, air traffic.

Such risk assessments can support different types of policy decisions or actions taken by the
Commission®® including implementing risk management approaches determined in the basic
legislation®®. Public health related risks are among the more well-known risk assessments as
these relate to exposure to chemical substances (pharmaceuticals, chemicals, some foodstuffs,
air pollutants, food contact materials, toys, cosmetics, food contaminants, etc.) and biological
hazards (e.g. salmonella, campylobacter etc.).

When it comes to climate change®®’, the list of legislation requiring risk assessment and risk
management approaches include financial supervision, financial products, MFF infrastructure
spending, Invest EU, Floods Directive, Union Civil Protection Mechanism. In cases where
1) the context allows sufficient room for manoeuvre for the Commission and different viable
options are available to manage the identified risk(s), 2) those options are expected to have
significant impacts that impact stakeholders to different extent and 3) there is absence of
urgency, an impact assessment (IA) may be required*>®. An IA may also be required for those
decisions that invoke the precautionary principle, where these three conditions are met™°. In
such cases, the results of the risk assessment feed into the IA process. In cases where no
impact assessment is deemed necessary, but the precautionary principle is invoked, the

154 Note that risk in the context of risk assessment explained here deals with a result of natural or manmade
hazards and NOT uncertainty in a wider sense, as described in the Tool #61 (Simulation models).

155 Note that the European Union Aviation Safety Agency, in short EASA, can also take risk management
decisions.

156 In areas such as food/feed safety, animal health, plant health, animal welfare, medicinal products, medical
devices, cosmetics, biocides, chemicals.

157 Climate change is a critical component of the European Green Deal and receives here particular attention.

158 Emergency measures (to prevent contagion/spread of a disease etc.) would generally be exempt.

159 The precautionary principle is detailed in Article 191 of the Treaty on the Functioning of the European
Union. On 2 February 2000, the European Commission issued a Communication on the precautionary
principle (COM(2000) 1 final) in which it adopted a procedure for the application of this concept. The
principle aims at ensuring a higher level of environmental protection through preventative decision-taking in
the case of risk. The precautionary principle may be invoked when there is the potential for serious harm but
scientific uncertainty persists about the form or magnitude of that harm. Following the Court ruling in Case
T-74/00 Artegodan and through its application in case law after adoption of the before-mentioned
Commission Communication, the principle has been integrated in EU legislation other than environmental
protection (for example, general product safety, the use of additives for use in animal nutrition, the
incineration of waste, the regulation of genetically modified organisms). The EU’s regulatory framework for
chemicals (Regulation (EC) No 1907/2006 — known as REACH) is underpinned by the precautionary
principle, while the EU’s general regulation on food law (Regulation (EC) No 178/2002) sets out the
precautionary principle as a general principle of (Union and national) food law.
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explanatory memorandum or an analytical document in the form of a SWD might set out the
elements necessary for the exercise of the principle. In principle, all cases where the
precautionary principle is invoked are subject to undertaking a risk assessment.

To define risk assessment, the different elements need to be defined first, which are ‘hazard’,
‘risk’, ‘exposure’ and ‘vulnerability’.

A hazard ‘is something that can cause harm’. A hazard is any source of potential damage,
harm or adverse effects on someone or something (e.g. the environment)!®°. Hazard is a
function of the inherent properties of the agent/event in question.

Box 1. Hazard and risk, exposure, and vulnerability

e While hazard represents a danger, risk expresses the combination of the level of hazard
and the likelihood of its occurrence.

Risk = Hazard (expressed in terms of its negative
impact) x Likelihood of its occurrence.

o Since the two variables are not independent
of each other and while the impacts of the hazard
depend on preparedness or preventive behaviour (as

Hazard Exposure s the case of natural hazards), the risk should be
expressed as a functional relationship rather than a
simple multiplication of both variables.

o Exposure refers to the inventory of elements
in an area in which hazardous events may occur.
Exposure is a necessary, but not sufficient,
determinant of risk. It is possible to be exposed but
not vulnerable (for example by living in a
floodplain but having sufficient means to modify
building structure and behaviour to mitigate potential loss)*®*.

Vulnerability

e Vulnerability is defined as the propensity or predisposition to be adversely affected.
Vulnerability encompasses a variety of concepts and elements including sensitivity or
susceptibility to harm and lack of capacity to cope and adapt.

Risk = Hazard (expressed in terms of its negative impact) x exposure x vulnerability.

A risk ‘is the chance, whether high or low, that a hazard will actually cause somebody or
something harm’. A risk is the probability that a person or something will be harmed or
experience an adverse effect if exposed to a hazard!®?. Risk is a function of both the hazard
and of the potential likelihood and extent of being exposed to the hazard. Although a risk is

180 For example, in the area of food chain ‘hazard’ is defined “as a biological, chemical or physical agent in, or
condition of, food or feed with the potential to cause an adverse health effect”. See Article 3 point 14 of
Regulation (EC) No 178/2002 on general food law.

181 https://www.ipcc.ch/site/assets/uploads/2018/03/SREX-Chap2_FINAL-1.pdf

162 For example, in the area of food chain ‘risk’ is defined as a function of the probability of an adverse health
effect and the severity of that effect, consequential to a hazard. See Article 3 point 9 of Regulation (EC) No
178/2002 on general food law.
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related to the hazard, it may also be related to the alternative measure(s) intended to reduce
the initial risk.

Risk can be identified based on a wide range of evidence, including scientific studies, past
experience, monitoring data, expert opinions, etc. For identifying and characterising chemical
risks experimental data or models are being applied. When it comes to climate change,
scientific models and climate scenarios customised to the sectoral and geographical context
and relevant timeframe at stake allow for identifying risks.

Risk assessment is the process or method to identify hazard that has the potential to cause
harm and to analyse risk associated with that hazard (assessing what is the likelihood of
exposure to hazard and what are the likely impacts of exposure if hazard happens)!®. Risk
assessment feeds into risk management, which is about designing and implementing
measures that help reduce and — if possible — eliminate the likelihood of being exposed as
well as help reduce and — if possible — eliminate the consequences of exposure. A risk-based
approach in legislation aims at controlling or limiting the exposure to a hazard; it is
managing the risk while accepting the existence of a hazard. A hazard-based approach in
legislation aims at eliminating the hazard without an in-depth assessment of the risk (which
is, however, assumed to exist based on general considerations), i.e. the likelihood of being
exposed to that harm.

In conjunction with the in-house expertise, risk assessment requires mobilisation of broad
scientific expertise — the more complex the situation, the broader the expertise needed (i.e.
natural, physical, social, economic, etc.). Risk assessment may be carried out by permanent
bodies or services at EU level, such as:

— EU decentralised agencies (such as EEA, EFSA, ECHA, EMA, ECDC, EASA);
— scientific committees set up by the Commission'®® (such as SCHEER);

— technical expert groups established by the Commission (such as the Platform on
Sustainable Finance).

These bodies have been established, inter alia, for risk assessment purposes at EU level, and
should be approached systematically when policy areas covered by their mandate and
expertise are involved. Their participation in the risk assessment procedures is set by law and
they may deliver scientific opinions in the context of authorisations or restriction settings, as
well as scientific advice on those policy areas. They may also be approached in case of a need
to complement and/or validate risk assessments or scientific input from other bodies or
sources such as:

— permanent bodies at national or international level (such as WHO);

183 For example, in the area of food chain, risk assessment is defined as the “scientifically based process
consisting of four steps: hazard identification, hazard characterisation, exposure assessment and risk
characterisation”. See Article 3 point 11 of Regulation (EC) No 178/2002 on general food law.

164 European Environment Agency, European Food Safety Authority, European Chemicals Agency, European
Medicines Agency, European Centre for Disease Prevention and Control, European Aviation Safety Agency.

165 Scientific  Committees are permanent expert groups governed by specific rules of procedure.
https://ec.europa.eu/health/scientific_committees en
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— expert groups consisting of individuals appointed in their personal capacity and set up
on an ad hoc basis;

— external consultants; or
— conferences, stakeholders’ workshops, focus groups etc.

The Joint Research Centre (JRC) can support risk assessment by providing tools and models
used in the assessment process as well as validating risk assessment methodologies. The JRC
can also provide expert judgements where risk assessment bodies provide conflicting
opinions or in cases where there is large scientific uncertainty.

Where the risk assessment feeds into the impact assessment process, the interservice
coordination group should be consulted on the sources and the scope of the risk assessment
and on the need to complement or validate the results. In cases where risk assessment is not
carried out by one of the permanent EU bodies (as listed above), particular attention should
be paid to ensuring wide coverage of scientific expertise and to the integrity of experts, as
well as to the possible need for a combination of several sources of expertise.

Although the definition and stages of risk assessment may differ across policy areas and
practitioners, its purpose remains the same — to assess the risks. The following three steps
can be identified:

1) Identify and characterise the hazard and — identify and characterise the inherent
properties of the agent or phenomenon in terms of potential negative effects (on
population, environment etc.), establish the causal relationship between the hazard
and its effect, describe the negative effect and determine its severity (e.g. occurrence
of mutations, changes in the cell structure, etc.) and dose-effect relationships. Special
attention should be paid to induced or secondary hazards (e.g. contaminated river
flood).

ssess the likelihood of its occurrence — estimate the likelihood of the hazard (for the
2 A the likelihood of it timate the likelihood of the h d (for th
population, environment etc.) to occur®® 167,

3) Characterise the risk — based on the results from the previous steps, determine
quantitatively (e.g. death, injury, production loss, increase in poverty and inequality)
and if not possible, qualitatively, the level of risk under given assumptions and
uncertainties. Although the level of risk can be difficult to express in monetary terms
(e.g. in the case of non-market impacts on environment and health), methods exist that
can be used to attempt to monetise them?68,

Uncertainty is inherent in every stage of risk assessment. Irrespective of the different
definitions and classifications of uncertainty'®®, the key is to understand how important such
uncertainty is and, on that basis, understand the reliability of the risk assessment. To do so,

186 To be understood as the likelihood of the damage materialising — in chemical risk assessment for example,
despite exposing the population to a chemical, the body may have the potential to eliminate it without
causing damage.

187 This component (at least in public health/food safety) is usually integrated in the risk characterisation step.

188 See Tool #57 (Methods to assess costs and benefits) (including non-market impacts) and Tool #32 (Health
impacts).

169 Uncertainty is not to be confused with variability and should be considered as a separate element of the risk
assessment process compared to uncertainty. Variability stems from the inherent diversity of the results
shown by the data in a given context. While uncertainty can be reduced with further data/knowledge,
variability cannot be reduced with further data/knowledge, but can only be further characterised.
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uncertainty needs to be carefully evaluated and transparently reported on, even when it
cannot be modelled or expressed in quantitative terms (e.g. because it is difficult to foresee
the unknown unknowns, especially for new products or technologies)’.

Considering risks associated with natural hazards

Through increasingly ambitious mitigation action globally, the Commission can act
decisively to prevent the most dangerous adverse impacts of climate change. Furthermore,
while hazards will increase, it does not automatically mean that they will also translate into
disasters. It falls on the Commission to look for ways to manage risk and act ‘climate-smart’.

The significance of the risk is determined by the risk (or tolerability) criteria. These
criteria may range from scientifically identified tolerable thresholds and controllability to
risk-benefit trade-offs (including, inter alia, availability of substitutes), risk perceptions (for
example in case of emerging risks) or societal values (for example related to equity or
personal freedom considerations). The risk criteria may be defined in the existing legal basis
(as it is the case for risk management action in food safety, cosmetics, pharmaceuticals) or,
more generally, by an existing risk management approach and previous experience.

By comparing these risk criteria with the assessed risk, the risk manager can evaluate whether
the risk is tolerable or not.

If a risk is intolerable, risk management measures should be taken to eliminate the hazard
and/or the exposure or reduce the exposure to a tolerable level. It should be noted that the
elimination of one risk, could result in its replacement by another, potentially with a more
significant but uncertain risk (i.e. for example banning a particular hazardous chemical could
result in substituting with a substance with unknown effects on human health) or could result
in increasing the prevalence of other risks, resulting overall in a worse health situation
(restricting the use of certain fungicides might increase the risk for mycotoxins, banning a
sprout suppressing agent might result in an increase of acrylamide). Where it is not possible
to eliminate an intolerable risk (e.g. in the case of natural hazards), it should at least be
reduced by mitigation and preparedness measures.

A tolerable risk may be worth reducing through actions by private and/or public actors.
Even where there is no or negligible risk, there could be reasons for public or private
intervention (e.g. on a voluntary basis). Public perception of a risk may, for example, require
an effective risk communication/awareness strategy.

The tolerability of risk needs to be evaluated even when it is not possible to (a) carry out a
comprehensive risk assessment (because of the lack of knowledge), or to (b) determine the
risk with sufficient certainty (as the sensitivity analysis may conclude!™). Even in such cases,
the guiding principles for assessing the tolerability of risk remain the risk criteria — which
may already reflect the desired strength of evidence or level of protection’2. Proportionate

170 Guidance on Communication of Uncertainty in Scientific Assessments;
https://www.efsa.europa.eu/en/efsajournal/pub/5520

111 See Tool #61 (Simulation models)

172 For example, tolerable but highly uncertain risks often become intolerable when the environment, human,
animal or plant health is at stake. See e.g. Article 191 TFEU for the environmental policy.
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risk management measures may then be based on the precautionary principle together with
collection of additional evidence and review!”3.

When it comes to assessing climate and natural disaster risks the screening of new
Commission policy initiatives will be conducted following four Policy Coherence Principles
which consist in: (i) considering risk before creating new exposure, (ii) reducing existing risk
by building up resilience; (iii) managing residual financial risk and (iv) assigning risk
ownership.

e Considering risk before creating new exposure: This principle follows from the
fact that people, housing, infrastructure, and assets are most susceptible to be
impacted when they have been physically placed in hazardous areas, and when the
standard to which they have been built does not meet contemporary or anticipated
resilient building standards and codes.

e Reduce existing risk: The Commission should also aim to reduce EU stock of
climate vulnerability/exposure legacy from past investments decisions. The adaptation
investment gap is vast and measuring it is still a matter for research, but it is
commonly agreed that the ‘stock’ of existing assets at risk on the landscape is large.
Risk-ownership for these stocks is diversified. Some are private assets, others are
publicly held assets or infrastructure. EU action should promote increased adaptation
action by all.

e Manage residual financial risk: The Commission should promote economically
viable solutions for the transfer and/or mutualisation of financial risk related to
climate change when it is not possible or feasible to eliminate or reduce it (e.g. private
insurance, privately and/or publicly funded pools, other tools with potential public
support).

These solutions can improve decision-making by helping speedy economic recovery after
disasters, mutualise risks while promoting resilience, manage distributional aspects of
climate-related impacts, and give risk-owners the time and financial space they need to adapt
by remaining in the tolerable risk space through financial buffering as part of contingency
approaches.

The purpose of risk assessment is to enable decision making either to eliminate risks or to
mitigate risks. Risk management measures may include bans or limitations, as well as
market-based instruments such as insurance or incentive schemes — which should be
considered where possible as they are less restrictive and lead to an internalisation of negative
effects (and thus an efficient outcome)’.

In principle, risks can be transferred to a third party (e.g. by insurance) and/or mitigated by:

— eliminating the risk (e.g. by restricting the manufacture, the use or the placing on the
market of a hazardous substance);

173 The Communication on the application of the precautionary principles sets out the requirements for the
application of the principle including assessments of costs and benefits, risk assessment etc. See COM(2000)
1 final.

174 See Tool #17 (The choice of policy instruments)
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— reducing the hazard (e.g. through performance standards for products and processes,
emissions, etc.);

— limiting the likelihood (e.g. through preventive, protective and control-related
measures, information and education etc.);

— a combination of the two previous measures (in cases where both hazard and
likelihood can be influenced and in multi-hazard situations more generally);

— reducing vulnerability;

— transferring the residual risk (financial risk transfer such as insurance, financial
contingency planning);

— regularly reassessing climate risk and improving building standards for new
constructions to heighten resilience;

— enhancing adaptive capacity, strengthening resilience, and reducing vulnerability
(through design and early warning systems, emergency procedures, contingency
arrangements, training, etc.).

In theory, the optimal level of risk reduction is found where the marginal costs of risk
reduction equal the marginal reduction in risk. Where marginal values are unknown or too
difficult to assess, total costs and total reduction of risk (i.e. benefit) can be used to determine
whether such measures generate net benefit and are therefore socially desirable. It is
important to consider the impact on innovative activities — and the possible foregone benefits
in addressing emerging risks in the future.

When assessing the risk management options, it should be recalled that:

— the assessment of risk (reduction) resulting from alternative risk management
measures may necessitate additional input from the risk assessment bodies unless
already provided as part of the original risk assessment;

— achieving zero risk is unlikely or could come at prohibitive costs/effort;

— there might be benefits that could be foregone by banning a substance or a product —
for example where a pharmaceutical product has serious side effects but represents
the only way to cure a disease;

— there may be impacts and/or likelihoods that are not possible or appropriate to
quantify but that should be considered nevertheless (e.g. where robust monetary
values are not readily available as in the area of health, security, freedom and
biodiversity or where the high level of uncertainty renders any quantification
meaningless);

— when risks translate into possible harm to people or the environment and scientific
uncertainly persists, risk management must consider the precautionary principle!’® as
cost considerations are either not relevant (if there is only one option available to
achieve the desired level of protection) or only relevant for the comparison of
different options equally fit to achieve the same objective. If risks cannot be brought
down to zero a very strict risk management plan needs to be deployed and should

15 The precautionary principle may be invoked when there is the potential for serious harm but scientific
uncertainty about the form or magnitude of that harm. In those cases, provisional risk management measures
necessary to ensure the high level of health protection chosen in the Community may be adopted, pending
further scientific information for a more comprehensive risk assessment.
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involve a political decision / public consultation and full communication and
reinforced transparency rules.

One of the key preconditions for effective risk reduction measures is the feasibility of their
implementation, monitoring, and enforcement — which need to be carefully assessed and
which require making adequate arrangements.

A risk assessment might be required by legislation; this is the case for instance in legislation
applicable to the agri-food chain or pharmaceuticals which also tasks the Commission with
risk management duties. In such cases, the applicable legislation frames the decision-making
process, including the use of the risk assessment, and thus the Commission’s discretionary
margin in proposing the risk management measure. In these cases, when preparing
implementing or delegated measures, an impact assessment is not required unless an
assessment of different options with different impacts is called for (see Tool #32 (Health
impacts)).

In other cases, a risk assessment might be needed because a new planned initiative takes a
risk-based approach, or if it is based on the use of the precautionary principle, or if its
intended objective is to eliminate or reduce a hazard-related risk when the subject matter is
affected by climate change risk. When an impact assessment is required, this risk assessment
outcome will feed into the preparation of it.

The green oath

With the introduction of the green oath to ‘do no significant harm’ (COM(2019) 640 final) as
mainstreaming principle underpinning all new legislative proposals and delegated acts, each
initiative should strive to explain how it upholds this principle. However, the application of
‘do no significant harm’ is different from risk assessment. The green oath applies by default
and requires assessing how to best balance risk versus benefits. Each impact assessment will
assess the policy options against this criterion when assessing the environmental impacts of
the policy options.

When evaluating existing legislation, the evaluation should assess the extent to which the
intervention is coherent with the climate-neutrality principle / greenhouse gas reduction under
the ‘coherence’ criterion (see Tool #36 (Environmental impacts)).

How to plan and conduct the risk assessment!’®

The table below gives an indication how risk assessment may contribute to the Commission’s
impact assessment process, where in the process, and by whom.

176 In areas where the risk assessment process is not specifically described in legislation.
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Risk assessment IA process Main actor(s)
Identify potentially significant risk(s) Lead DG together
1 Identify problem with ISCG (with input

from risk assessors

Identify how and by whom the risk where relevant)

assessment will be carried out

Assess risk(s) and uncertainty
2. Assess problem and
Complement and/or validate the risk | baseline

assessment if needed

Risk assessors

3. | Identify risk criteria and evaluate risk Define objectives

Develop risk management options to Lead DG together

4 eliminate, transfer or reduce risk Develop options with ISCG (with input
from risk assessors
Use risk assessment to assess impacts, use . where needed)
5. s o ; Assess options
sensitivity auditing to assess uncertainty
Plan for communicating risk, reducing . oo
. . . Outline monitoring
uncertainty, adapting the risk management .
6. : .. |and evaluation
approach  if  necessary,  monitoring
arrangements

new/existing risks etc.

e Commission communication on the precautionary principle (COM(2000) 1 final):

e Commission Staff Working Paper: Risk Assessment and Mapping Guidelines for
Disaster Management, SEC(2010)1626 final

e Taxonomy Regulation (EU Regulation 2020/852)
e Climate-ADAPT
e EU Science Hub

e ECHA guidance on Chemical Safety Assessment
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TOOL #15. HOW TO SET OBJECTIVES

Objectives link the problems and their drivers to the policy options. Setting objectives helps
to:

e set the level of policy ambition;

e fix the yardsticks for comparing policy options;

e determine the criteria for monitoring and evaluating the achievements of
implemented policy®’’.

Obijectives can be set at different levels and at different times.

Box 1. General, specific, and operational objectives

After the analysis of the problem

General These are the Treaty-based objectives that the policy aims to contribute to.

These set out concretely what the policy intervention is meant to achieve.
They should be broad enough to allow consideration of all relevant policy
Specific alternatives without prejudging a particular solution i.e. the specific
objectives are part of the intervention logic: problem-drivers-specific
objectives-policy options.

After identifying the preferred option (and when completing the monitoring and evaluation
section)

These are defined in terms of the deliverables of specific policy actions. As
such, they are typically option-specific. These should not, therefore, be
reported in the same place in the IA report!’® as the general and specific
objectives, but reported in the section referring to monitoring and evaluation.

Operational

Not all impact assessments require objectives at the three levels. A legislative initiative
generally requires setting general, specific, and operational objectives. A communication
setting out broad policy objectives only requires general and specific objectives. For
implementing legislation, there is no need to define general objectives that will have been
discussed in the context of the basic act.

When setting objectives, notably specific and operational objectives, it can be useful to
reflect on the S.M.A.R.T criteria. Objectives should be Specific, Measurable, Achievable,
Relevant and Time-bound (i.e. ‘S.M.A.R.T").

17 See Tool #43 (Monitoring arrangements and indicators); and Tool #44 (Legal provisions on monitoring and
evaluation).
178 See Tool #11 (Format of the impact assessment report)
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Box 2. What are S.M.A.R.T. objectives?

Specific Obijectives should be precise and concrete enough not to be open to varying
interpretations by different people.

Measurable | Objectives should define a desired future state in measurable terms, to allow
verification of their achievement. Such objectives are either quantified or based on a
combination of description and scoring scales.

Achievable | Policy aims should be set at a level that is realistically achievable and properly
justified.

Relevant The objectives should be directly linked to the problem and its root causes.

Time-Bound Obijectives should be related to a fixed date or precise time period to allow an
evaluation of their achievement.

When objectives are multiple and interrelated, it is important to highlight the links between
them, particularly any possible trade-offs. When problems are complex and have many
underlying drivers, numerous objectives are often identified, be they general, specific, or
operational. In these cases, an ‘objectives tree’ can be used to depict graphically the relations
among different goals.

The objectives of the initiative must be in line with the strategic objectives of the
Commission 1®. For major policy initiatives, the objectives should also consider the
challenges and opportunities identified through strategic foresight*®°.

It may be possible to describe the aims of a given initiative in terms of delivering a
qualitative or quantitative improvement in one or more of the indicators linked to one or more
sustainable development goals®8:,

Moreover, under the REFIT programme all revisions of existing legislation should aim to
simplify and eliminate unnecessary regulatory burdens, while achieving the underlying
policy objectives. Impact assessments accompanying revisions should therefore include
objectives related to simplification if the problem analysis identifies unnecessary regulatory
burdens.

Example of a hierarchy of policy objectives

GENERAL SPECIFIC OPERATIONAL

Remove inconsistencies in the list of
products subject to the most stringent
conformity assessment procedure

Specify common criteria for the

Ensure high quality of products
protecting against high risks
including a high quality of their

safety of users of Personal

Protective Equipment (PPE)

Ensure the reliability and high quality
of conformity assessment activities
carried out by notified bodies

Ensure traceability of products

assessment, monitoring, and control
of Notified Bodies to be applied
equally throughout the EU.

179 See in particular the political quidelines of the Commission.

180 See Tool #20 (Strategic foresight for impact assessments and evaluations).
181 See Tool #19 (Sustainable development goals)
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Create a level playing field
for PPE economic operators

Ensure consistency of conformity
assessment services carried out by
notified bodies

Improve market surveillance
mechanisms and tools

Clarify the requirements for EC type-
examination certificates

Simplify and clarify the requirements
for the technical file

Require the EC Declaration of
conformity to accompany every
product

Simplify the European
regulatory environment in the
field of PPE

Ensure consistent application of the
legislation

Ensure the requirements are
practicable

Clarify the scope of the Directive
Simplify the applicable conformity
assessment procedures

Clarify the requirements set out in
ANNEX I

Source: SWD(2014) 118 final

114




‘Better regulation’ toolbox 2025 © European Commission

TOOL #16. HOW TO IDENTIFY POLICY OPTIONS

Identifying alternative policy option is, in most cases, an iterative process. The aim is to
consider as many realistic alternatives as possible and then narrow them down to the most
relevant ones for further analysis.

The following four steps are suggested to identify a realistic set of options:

1) Construct a baseline from which the impacts of the policy options will be assessed.

2 Start by compiling a wide range of alternative policy options.

3) Identify the most viable options; explain the discarded policy options.

4) Describe in reasonable detail the key aspects of the retained policy options to allow an
in-depth analysis of the associated impacts.

I. The baseline

The baseline is the benchmark against which the impact of the policy options is
compared. In principle, the baseline is a ‘no-policy-change’ scenario which includes all
relevant EU-level and national policies which are assumed to remain in force. For
uniformity across the impact assessments, the baseline should always be called ‘baseline’.
In addition, relevant Commission proposals (even if not yet adopted by co-legislators)
should also be included.

A particular situation is when the policy or legislation itself might envisage that it will
come to an end on a given date (‘sunset clause’) and that a positive decision of the
Commission and Legislator will be necessary to continue the policy. Examples include
targets to be attained by a given year in areas such as energy efficiency or spending
programmes which are linked to a particular multi-annual financial programme. In such
cases, two options are possible:

— Explicitly include the ‘sunset clause’ in the baseline if, for example, a comprehensive
evaluation concludes that the policy is ineffective. Policy options would then include
establishing a new action and the impacts would be measured against a no-policy
baseline. This approach should however be avoided if there are clear political
commitments to continue the policy in some form for reasons other than its
effectiveness.

— Include a continuation of the current policy approach in the baseline even if it
formally comes to an end; where, for example, a comprehensive evaluation concludes
that the policy is effective. Given that the College or Legislator could (theoretically)
decide not to propose or enact legislation, this approach should usually be
accompanied by a policy option, which would explicitly repeal the current policy and
would demonstrate the cost of the Union not acting (‘the cost of non-Europe”).

The most appropriate approach will have to be decided on a case-by-case basis and
consider the degree of political commitment to a continuation of the current policy and
the results of evaluations and fitness checks which may question the validity of the
current approach.

Where two or more related initiatives are prepared at the same time, each impact
assessment report should use the same baseline, where possible, but should describe the
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likely consequences of the other initiative in terms of possible changes to the baseline; it
may also be relevant to consider an alternative baseline or sensitivity case to demonstrate
the impacts of the other initiative.

e Where the impact assessment concerns regulatory initiatives based on a legal obligation
for the Commission to act (e.g. through delegated or implementing acts), the baseline
should be construed as a ‘no-action’ reference scenario which should not be considered as
a valid policy option.

e The baseline should include expected socio-economic developments (ageing, GDP
growth, etc.) as well as important technological, market and societal developments, such
as the pervasive nature of the internet, social media, and emerging technologies, which by
themselves are bringing about large changes and challenges, for example for the Union’s
essential security interests.

e The baseline should also be set for an appropriate time horizon. The length of the latter
depends on the likely lifetime of any individual option and on the need to allow for
impacts to be realised. It should include likely development and evolution of trends and
longer-term challenges, using foresight elements (see Tool #20 (Strategic foresight for
impact assessments and evaluations)).

e After a rigorous qualitative description of the variables, the baseline should be quantified
as much as possible. Significant variables that cannot be quantified should be developed
rigorously in qualitative terms. This is important as it would avoid having an impact
analysis (that compares the policy options with the baseline) that focuses on quantified
variables only.

e Where the current situation is one of incomplete implementation of policies, a realistic
assumption should be made about how implementation will change in the future.

e For more information on baselines, see Tool #60 (Baselines).

I1. Consider a wide variety of policy options in addition to the baseline (no policy
change) to look at content, tools, and instruments.

To think outside the box and avoid regulatory bias.

WhY? | To show other parties that their preferred policy option has been considered (and

explain why it might not be pursued).

Ask what could influence the drivers of a problem? What could influence
behaviours in a manner that would address the problem and help to achieve the
policy objectives?

How? | ldentify as many policy responses as possible within the political constraints and the
possible scope of the initiative. The identification of the policy instruments to
deliver these measures follows at a later stage of the impact assessment®2. Consider
the widest range of policy measures, from the less intrusive to the more
interventionist and from the more classical tools to those suggested by the more

182 See Tool #17 (The choice of policy instruments)

116




‘Better regulation’ toolbox 2025 © European Commission

recent developments in relevant academic fields, like behavioural economics and
social psychology'.

Policy options should be closely linked to the drivers of the problems, the problems
themselves and the identified objectives: a clear logic should underpin the
intervention under consideration. Policy options should also be digital-ready and
take fully into account digital solutions!®. Do not select options that are clearly not
responding to the problems or objectives or only for the sake of having additional
choices (if you have to discard polity options that were advanced by stakeholders,
you need to clearly justify this).

Ask stakeholders for ideas and opinions.

Make sure to consider those options that can count on considerable support among
stakeholders, experts, policymakers, Member States, and other EU institutions
including options that can demonstrate the ‘cost of non-Europe’ as the Commission
has committed to do (see below). In the impact assessment report, mention the
origin of the policy options.

Also, consider policy options that non-EU countries or individual Member States
have successfully applied.

Do not exclude a priori options with little support or facing strong opposition by
some groups.

What?

Alternative policy responses

Consider alternative types of policy responses to reach the objective as regards the
content and design of the measure. For instance:

e Could the objectives be reached through alternative basic policy approaches?
e If there are clear arguments in favour of a particular general policy approach,
are there different options for the more detailed parameters of the initiative?

Consider soft-regulatory policy options (such as self- or co-regulation) and market-
based solutions®®®.

Where they exist, international standards (or regulatory solutions of similar ambition
implemented by third countries) should be considered to avoid unnecessary
regulatory differences.

When EU policy already exists:

e consider the option of ‘doing less’ — i.e. can it be streamlined, simplified or
even repealed (where the Treaties do not lay down a specific obligation to
act)? Could the objective be reached by improving implementation or
enforcement of existing legislation? Would this go beyond the baseline? (see
also cost of non-Europe below);

e consider if there are ways to achieve existing objectives more simply and
cheaply and to limit the administrative burdens of those affected by the
policy®. For example, consider whether the use of digital technologies
could contribute to reducing administrative burdens (and where relevant

183 https://knowledge4policy.ec.europa.eu/behavioural-insights_en

184 See Chapter IV of the ‘better regulation’ guidelines and the Tool #28 (Digital-ready policymaking).

185 See Tool #17 (The choice of policy instruments).

18 This is required as part of the REFIT programme — see Tool #2 (The Regulatory fitness programme (REFIT)
and the Fit for Future Platform).
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consider reusing existing solutions for electronic identification, signature,
delivery, and invoicing, etc.).

You will often have two sets of options, one for the policy content and one for the
delivery instruments (regulation, directive, etc.; see also Tool #17 on policy
instruments). You should look at the latter once you have a better view of the
preferred policy option(s) for the content (so having identified the preferred policy
option, then identify the appropriate legal instrument).

If you are having difficulty identifying even two credible alternatives to the baseline,
consider a different level of option aggregation (sub-options, alternative detailed
parameters, implementation modes, etc. — see below). Alternatively, provide a
strong justification for the fact that only the baseline and an alternative option are
retained for in-depth analysis.

The Commission has committed to explain the ‘cost of non-Europe’ one of its
initiatives as part of the Interinstitutional Agreement on Better Law-Making. There
is no clear or agreed definition of this term, but it represents the opportunity cost of
not acting at EU-level. More practically, there will be initiatives where it is
appropriate to include an option to repeal a given policy (such as existing policies or
programmes, which come to a clearly defined end and where the baseline assumes
the continuation of the policy or programme). The impact of such an option gives a
direct estimation of the costs associated with the Union not acting in a given area. In
addition, where the Union acts for the first time in a given area, the benefits of EU
action relative to the baseline also represent the cost of non-Europe.

I11. Screen your options and separate discarded options

Why?

To focus the analysis on the viable options. In choosing the options, it is important
to focus on those elements that are most critical for the Commission to decide on
(i.e. those with significant impacts). As with the problem analysis, you must ensure
that the report remains focused and that it does not drown the major issues in a
‘flood’ of minor issues.

How?

Excluding options at this stage should be clearly justified. Reasons should be as
clear, self-evident and indisputable as possible. The report should explain when it
had to discard policy options favoured by stakeholders. This should be done in a
separate section on discarded options (if necessary, with further details in the
annexes).

The key criteria for screening the viability of your options are:

Legal feasibility

Options should respect the principle of conferral'®’. They should also respect any
obligation arising from the EU Treaties (and relevant international agreements) and
ensure respect of fundamental rights. Legal obligations incorporated in existing
primary or secondary EU legislation may also rule out certain options.

187 Under this fundamental principle of EU law, laid down in Article 5 of the Treaty on European Union, the EU
acts only within the limits of the competences that EU countries have conferred upon it in the Treaties.
These competences are defined in Articles 2-6 of the Treaty on the Functioning of the EU. Competences not
conferred on the EU by the Treaties thus remain with EU countries.
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Technical feasibility

Technological and technical constraints may not allow for the implementation,
monitoring, or enforcement of theoretical options.

Previous policy choices

Certain options may be ruled out by previous policy choices or mandates by EU
institutions. Unless there is compelling evidence that these choices should be
revisited, there is no point in reinventing the wheel.

Coherence with other EU policy objectives

Certain options may be ruled out early due to poor coherence with other general EU
policy objectives.

Effectiveness and efficiency

It may already be possible to show that some options would with certainty achieve a
worse cost-benefit balance than some alternatives.

Proportionality

Some options may clearly restrict the scope for national decision-making over and
above what is needed to achieve the objectives satisfactorily.

Political feasibility

Options that would clearly fail to garner the necessary political support for
legislative adoption or implementation could also be discarded. This, however, does
not mean that such options should not be mentioned or not be subject to at least a
minimal assessment. Options superior to other options but lacking political
feasibility may still be discussed at the legislative stage, which may increase their
chances of being politically feasible.

Relevance

There is no point in retaining options that do not address the needs of the policy
intervention as identified in the problem definition.

Identifiability

When it can be shown that two options are not likely to differ materially in terms of
the proposed measures, their significant impacts, or their distribution, only one
should be retained.

IV. Outline the retained options in greater depth

To identify the impacts of alternative options.

Why?

For transparency.

Options should be sufficiently well developed to allow you to differentiate them
How? based on their performance in achieving the identified objectives.

The retained options should thus not be described vaguely. It should be clear how
they would be implemented, monitored and enforced, by whom and over what
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timeline and whether complementary actions might be necessary to ensure effective
implementation (e.g. actions of a self or co-regulatory nature)!®®. Enough detail on
their actual content should be provided. Do express the options in terms of the
specific actions that would need to be undertaken by various stakeholders. This
facilitates the analysis (and quantification) of impacts and provides insights on the
key elements for political choice (e.g. level of benefits and costs, distributional
impacts, impact on SMEs, citizens, EU competitiveness, sustainability, etc.).

Similarly, remember that you will have to finalise the analysis of compliance with
the subsidiarity principle as well as show the proportionality of any preferred option.

The description of the options should be sufficiently precise to be a comprehensive
basis for developing the (legal) proposal.

Be clear on how the policy options distinguish themselves from the baseline and
from the other options. Do not leave it to the reader to identify these differences by
himself in lengthy and lists-like descriptions. Always describe the underlying logic
of the policy options.

In the ‘better regulation’ terminology, one needs to distinguish policy measures from policy
options. While policy options address the problems in their entirety, policy measures address
certain aspects of the problems or they are only effective when taken in combination with
other measures. A policy option is a combination (or a package) of policy measures. A policy
option can also be split up into sub-options; these are very similar packages of measures that
only differ by one or a limited number of measures.

When selecting the policy options, it is necessary to choose the level of aggregation of the
policy options: broad alternative options, alternative packages of measures, individual sets of
measures targeting specific issues to be bundled together at the end of the analysis or a mix of
high-level options and sub-options.

Different methodological choices are possible, each with its pros and cons. The best choice
depends upon the specificities of the case at hand, notably the number of problems or specific
objectives to address, the extent of spill-overs from one measure to another, the nature of the
problem, the logic of the intervention, etc.

Figure 1la and 1b presents two possible approaches to building policy options taking some of
these aspects into account. Other combinations are, of course, possible as well. The purpose
of these two examples is to show that it is possible to consider separately the problems if the
latter are not or only weakly inter-related. This can simplify the analysis (see also section 3
below).

18 The early involvement of colleagues with policy implementation experience (like IT and data experts or
counterparts in partner agencies) may greatly help in this exercise.
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Figure 1a. How to build policy options?
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In Figure 1a, problems A and B are interrelated. The three considered options can contribute
to solving both problems. In this case, the impacts of all three options must be assessed
individually and the preferred option is chosen after applying the comparison criteria
(effectiveness, efficiency and coherence).

In Figure 1b, problems A and B are independent of each other and there are separate options
for addressing them.

Figure 1b. How to build policy options?
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Source: RSB Annual Report 2020

In this case, as the first step, the impacts of all sub-options considered to solve problems or
specific objectives A and B must be assessed individually and the preferred options for A and
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B chosen after applying the comparison criteria (effectiveness, efficiency, coherence). In the
second step, because the problems were analysed separately, one needs to look as well at all
the impacts of the set of preferred options together, to potentially identify synergies or trade-
offs.

The screening process described under point 111 above may produce a list of policy measures
that individually address one or several aspects of a problem, but not the entire problem. The
policy measures are then the building blocks of the policy options, which will be a package of
policy measures.

This packaging should be done very carefully*8:

- The impact assessment report should explain very clearly the underlying logic of the
policy options. One should explain why each policy option combines the policy
measures in a certain way and what the main differences between the policy options
are. It is recommended to describe the policy options in a table that focusses on the
most important policy measures and differences. The details on minor measures can
be put in an annex.

- When packaging measures in different options, sufficient options should be created to
allow the policy makers to choose between different relevant combinations of
measures. For example, measures are often packaged in options by their degree of
ambition. However, policy makers might want to be more ambitious in some areas
than in others, which would not be reflected in the choice of options.

One should avoid that policy options are built around each other; if option 2 includes option 1
plus some additional measures, then option 3 includes option 2 plus some additional
measures, etc., the policy measures of option 1 will end up to be included in all the policy
options. This way of building policy options like Russian dolls that fit into each other, makes
it very difficult if not impossible for the impact analysis to reject the policy measures that are
included in option 1. This introduces a bias in favour of these policy measures. This does not
exclude that some policy measures may be common to all policy options, because they are
only minor measures and/or they appear obvious in view of the findings of an evaluation; but
this should be explained clearly.

In the same way that the problem analysis should try to divide complex problems into
smaller, less complex ones (see Tool #13 (How to analyse problems)), one should try to
reduce the complexity of the policy options, without oversimplifying. This would largely
facilitate the impact analysis. Various situations are possible:

- When the problems can be divided into several weakly related problems, it may be
easier to devise the policy options for each of the problems (or problem areas)
separately. The impact analysis can then be done problem by problem, and the
preferred policy options can then be combined into one or several option packages at
the end of the analysis. However, as the policy options will still aim for a common
policy objective, the interrelations between the problems, even if weak, should not be
left out of sight (see example);

189 See example.
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- A particular case is when various problems remain related, but this relationship is
unilateral, i.e. the solution found for problem 1 impacts on problem 2, but not the
other way round. In this rare case, it can make sense to deal with the problems in a
specific order to reduce the complexity of the overall problem (see example);

When the problems cannot be subdivided into smaller problems, you have no other choice
than to build all-encompassing policy options following the above-described packaging
method. You need to focus on the main issues in each package and perhaps devise sub-
options where certain variations of the option package present a different take on specific
sub-problems.
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TOOL #17. THE CHOICE OF POLICY INSTRUMENTS

A range of regulatory and non-regulatory instruments or combinations of instruments may be
used to reach the objectives of the intervention. The merits of each alternative should be
considered rigorously considering the following:

— Action at Union level is governed by the proportionality principle, which means that
action should not go beyond what is necessary to achieve the objective. Proportionality is
about matching the policy intervention to the size and nature of the identified problem
and its EU (subsidiarity) dimension in particular*®. One of the key aspects of
proportionality is the right choice of policy instruments to achieve the desired policy
objective.

— The choice of instrument should consider the experience obtained from the evaluation of
the existing policy framework, as an initiative is often not starting from scratch. For
example, an evaluation may find that a voluntary approach has not been effective, so this
choice is likely to be rejected or the scope of intervention expands. In addition, coherence
with other related policy instruments will have to be considered for example to exploit
synergies (e.g. compliance monitoring by competent authorities) and to avoid
undermining the effectiveness of existing instruments or raising compliance costs.

Policy instruments at the EU level can be placed into the following broad categories although
there may be overlaps or combinations (such as obligations to accept mutual recognition of
alternative rules and standards):

1) ‘hard’, legally binding rules;
2) ‘soft’ regulation;

(3)  education and information;
(4)  economic instruments.

Binding legal rules are used to specify the behaviour required of organisations or individuals.
It is appropriate to address activities with potentially serious risks of impacts for the
economy, the environment or individuals and where legal certainty and enforcement backed
by legal sanctions are necessary. It may also be the only available option if there is no scope
for ‘softer’ self-regulatory actions by business organisations or when such approaches have
failed (see Box 2). Alternatively, binding acts may be used to establish essential requirements
(a framework), which are supported by ‘soft’ instruments such as technical standards.

When well designed, such hard rules provide clarity as to the expected behaviour, making it
relatively straightforward to identify non-compliant behaviour. However, regulators will need
to have the capacity, resources, and sector specific knowledge to make the legislation work
effectively. In addition, the ‘one size fits all’ approach of uniform standards may not capture
the variation in compliance costs across economic operators, which introduces inefficiencies
and raises overall costs of the policy. Such command-and-control approaches may be

190 See Tool #5 (Legal basis, subsidiarity and proportionality)
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beneficial as a starting point, when regulators are faced with a significant problem yet have
too little information to support a market-based instrument (or where the incentives for
trading are limited) means the gains of a market-based instrument would be outweighed by
the costs.

In the EU context, Article 288 TFEU establishes three types of binding acts:

Regulations are directly applicable in all Member States and binding in their entirety.
Regulations are used most where it is important to achieve a uniform implementation of a
policy intervention such as in the internal market or the governance of mergers.

Directives are binding on the Member States to which they are addressed in respect of the
result to be achieved but the specific form and methods are left to national authorities to
decide. Directives should, as far as possible, be general in nature and cover the objectives,
periods of validity and essential requirements, while technicalities and details should be left
to the Member States to decide. A proper balance should be struck between general principles
and detailed provisions to avoid excessive delegated acts supplementing the legislative act.
Framework directives set out general principles, procedures, and requirements for legislation
in different sectors. Subsequent secondary-order directives and regulations are then adopted
with specific rules for individual products, sectors etc.

Decisions are binding in their entirety on those to whom the Decision is addressed (e.g.
individuals, companies or Member States).

Box 1. Examples

e The Biocides Regulation sets out the detailed rules concerning the making available on
the market and the use of biocidal products;

e The National Emission reduction Commitments Directive (NEC Directive) sets out
national emissions targets for Member States, without specifying exactly how these are to
be achieved.

e The Working Time Directive stipulates that too much overtime work is illegal. The
directive sets out minimum rest periods and a maximum number of working hours, but it
is up to each country to devise its own laws on how to implement this.

e The Machinery Directive sets detailed health and safety rules for placing on the market
and/or putting it into service including market surveillance of machinery. The Directive
sets out only the essential health and safety requirements while more detailed
specifications are given in voluntary harmonised European standards (i.e. ‘technical
standards’ see section 3.2) adopted on the basis of a request made by the Commission.

e The European Capitals of Culture Decision establishes a list of countries eligible for
proposing cities to hold the status of European Capitals of Culture for the years 2020 to
2033.
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When the subsidiarity and proportionality analysis of possible ways to address a given
problem demonstrate that traditional law instruments (regulations, directives, decisions) are
not necessary, the Commission may resort to ‘soft’, more flexible approaches instead. A
range of policy instruments is available, including Recommendations, technical standards,
‘pure’ voluntary bottom-up initiatives (self-regulation) to legislation-induced co-regulatory
actions. In practice, it is often hard to define the exact nature of a given soft regulatory
approach. Thus, the list of instruments below is only illustrative, with many hybrid solutions
equally possible.

3.1. Self-regulation and co-regulation

Self-regulation is where business or industry sectors formulate codes of conduct or operating
constraints on their own initiative for which they are responsible for enforcing. However,
pure self-regulation is uncommon and at the EU level it generally involves the Commission
in instigating or facilitating the drawing up of the voluntary agreement.

Self-regulation by the relevant industry can in suitable cases deliver the policy objectives
faster or in a more cost-effective manner compared to mandatory requirements. They also
allow greater flexibility to adapt to technological change (e.g. in the ICT-related areas of
activity) and market sensitivities. VVoluntary agreements work when the interests of society
and the industry grouping coincide; otherwise it is unlikely that industry will voluntarily take
the necessary steps without external influence such as the Commission, or other parts of civil
society such as NGOs. Voluntary agreements may also appear when industry fears upcoming
regulation and voluntarily restrict their room for manoeuvre. A challenge of such approaches
is to ensure that the desired policy outcome is delivered in practice as the conventional
enforcement mechanisms associated with regulation are not available.

Co-regulation is a mechanism whereby the Union Legislator entrusts the attainment of
specific policy objectives set out in legislation or other policy documents to parties which are
recognised in the field (such as economic operators, social partners, non-governmental
organisations, standardisation bodies or associations). Recognition of such public-private
arrangements may be done through cooperation agreements or in Union legislation. Under
this ‘light’ regulatory approach, the relevant policy initiatives establish the key boundary
conditions, objectives, deadlines, mechanisms for implementation (if relevant), the methods
of monitoring the application of the legislation and any sanctions. Co-regulation can combine
the advantages of the binding nature of legislation with a flexible self-regulatory approach to
implementation that draws on the experience of the parties concerned and can foster
innovation. Co-regulation can remove barriers to the single market, simplify rules and can be
implemented flexibly and quickly. The New Legislative Framework type of legislation (see
box 4) falls within this category.

Box 2. Examples of self- & co-regulation

Reduction of CO2 emissions from cars: voluntary agreement replaced by legislation

The Commission previously recognised voluntary agreements with the European, Japanese,
and Korean car manufacturers to reduce the CO2 emissions of their new vehicles, but which
were subsequently replaced by regulation. These commitments were recognised by the
Commission in form of several Recommendations. On 7 February 2007, the Commission
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adopted two parallel Communications: a Communication setting out the results of the review
of the Community Strategy to reduce CO» emissions from passenger cars and light-
commercial vehicles and a Communication on a Competitive Automotive Regulatory
Framework for the 21 Century (CARS21). The Communications underlined that progress
had been made towards the target of 140g CO2/km by 2008/2009, but that the Community
objective of 120 g CO2/km would not be met by 2012 in the absence of additional measures.
The Communications proposed an integrated approach with a view to reaching the
Community target of 120g CO>/km by 2012 and announced that the Commission would
propose a legislative framework to achieve the Community objective by focusing on
mandatory reductions of emissions of CO: to reach an objective of 130g CO./km for the
average new car fleet by means of improvements in vehicle motor technology.

Better internet for kids: industry organising itself answering a call from the Commission

The CEO coalition to make a better internet for kids, launched in December 2011 in response
to voiced requests from the Commission, is a cooperative voluntary intervention designed to
respond to emerging challenges arising from the diverse ways in which young Europeans go
online. Companies-signatories to the Coalition committed to take positive action to make the
internet a safer place for kids by means of establishing a five-step action plan.

The civil society and researchers have also been involved in the negotiations of these
agreements. They provided evidence of the (then) current state of play for child safety online,
best practices, voiced opinions. The main civil society organisations involved were those
active in the area of child safety. The Commission functioned as a ‘broker’ of trust, providing
logistics and making sure all interested parties were invited in all negotiations, as well as
providing publicity to the initiative.

One year after the launch of the Coalition, the signatories have made statements on how they
implemented the action plan and proposed recommendations for improvement. At this stage
the Commission has not appointed any independent expert to monitor the implementation
although DG CNECT continues to follow the initiative but without concrete
milestones/actions.

The success of self- and co-regulation depends in essence on several key factors which
include representativeness, transparency, legal compliance, effective implementation, and
monitoring*®!. The Commission services have prepared a set of best practice principles,
which should be reflected in all self- and co-regulation initiatives (see attached appendix).
These are divided into two phases: the inception phase and the implementation phase. In the
inception phase, every self- and co-regulation initiative should be open to all interested
parties sufficiently representing the sector/area at stake, that in good faith are willing to
accomplish clearly defined objectives in compliance with the legal framework (EU and/or
national). In the implementation phase, each self- and co-regulation initiative should be
transparent as to the means of financing, be open to iterative improvements, and have built-in
monitoring arrangements and evaluation mechanisms allowing for fair dispute resolution and
sanctions.

The self- and co-regulation initiatives cannot a priori be excluded from any policy area.
However, based on the information available in the monitoring database run by the EESC,
they are present in areas covered by 15 DGs of the Commission. The bulk of them (80%)

191 Based on EESC SMO report “European Self- and Co-Regulation”, July 2013 and re-affirmed in the EESC
own initiative opinion adopted on April 22.
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remains within the remit of six DGs, i.e. GROW, SANTE, EMPL, CNECT, FISMA and
JUST.

Box 3. Experience of voluntary agreements under the Ecodesign Directive

e Directive 2009/125/EC establishes a framework for the setting of ecodesign requirements
for energy-related products. Ecodesign aims at reducing the environmental impact of
products, including the energy consumption throughout their entire life cycle. Mandatory
and voluntary approaches are bundled within the same instrument.

e Implementing measures impose legally binding design criteria or recognise voluntary
agreements. Three voluntary agreements have been implemented regarding the energy
consumption of Game Consoles, Complex Set Top Boxes within the European Union;
and the environmental performance of imaging equipment on the European Market.

e When recognising the voluntary agreements, the Commission issued guidelines on how
the agreement should function, in line with the principles spelled out in the Annex to this
tool.

3.2. Technical standards

Standards are private and voluntary documents developed by recognised standardisation
bodies that set out specifications and other technical information regarding various kinds of
products, materials, services and processes. They provide a common understanding among
businesses, other stakeholders and public authorities on the commonly recognised state of the
art, and they are frequently reviewed and revised. They are developed internationally by the
international standardisation bodies and in Europe by the European standardisation
organisations (ESOs, see Box 4). European standardisation is a key instrument for
consolidating the Single Market, supporting the competitiveness of European industry in a
global market, harmonising conflicting national standards and facilitating cross-border trade
in a less intrusive manner than technical regulations. The Commission has an active
standardisation policy and co-operation agreements with the ESOs.

Regulation (EU) No 1025/2012 sets the legal framework for the Union to use voluntary
European standardisation as a recognised policy tool in support of Union legislation and
policies for the products and for the services. It sets procedures for the Commission to request
the ESOs to develop voluntary European standards or European standardisation deliverables
which e.g. can be used to specify how to comply with generally worded legal requirements.
Such standards can avoid regulation (like ‘harmonised standards’, see box 4) or they permit
legislation which concentrates only on the essential requirements and where technical details
can be left to voluntary standards.

The Regulation also sets requirements for ESOs about the transparency of their
standardisation work programmes and standards, requirements on stakeholder participation
and allows the Commission to finance the ESOs when they execute specific tasks on the basis
of Commission requests. The Regulation aims to ensure that the European standardisation
process is sufficiently inclusive allowing all stakeholders, including SMEs, consumers,
workers, and environmental organisation to contribute (see Box 4).
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Box 4. European standards

e A European standard is a standard that has been adopted by one of the three recognised*®2
European standardisation organisations (ESOs): the European Committee for
Standardisation (CEN), the European Committee for Electrotechnical Standardisation
(Cenelec) or the European Telecommunications Standards Institute (ETSI).

e The ESOs are private organisations, and they bring together industry, other stakeholders
and the national standardisation bodies of EU/EEA and of some neighbouring countries.
Once a European standard is developed and agreed, the national standardisation bodies,
who are members of the ESOs, should transpose it as a national standard and they must
withdraw all conflicting national standards. Moreover, more and more European
standards are also adopted as identical national standards outside EU/EEA, around the
world. The ESOs have also close co-operation with international standardisation bodies,
and they transpose I1SO%%/IEC! standards as equivalent European standards.

e The ESOs develop European standards and other deliverables mainly as a response to
specific needs that have been identified by businesses and other users of standards. Since
late 1980s the Commission has issued standardisation requests to the ESOs when specific
voluntary standards are beneficial to support objectives of the Union.

e Around 20% of the European standards or other deliverables published by the ESOs have
been developed in response to specific standardisation requests (‘mandates’) issued by the
Commission. Most of these standards are known as ‘harmonised standards’, which
support application of Union’s harmonisation legislation for products (New Legislative
Framework). In such cases, a standard may provide a ‘presumption of conformity’ with
the essential requirements of the relevant legislation.

e DG GROW manages the Commission’s relationship with the ESOs and provides tools,
databases and guidance on how to use voluntary European standards to support Union
legislation and policies. It also co-ordinates the preparation of standardisation requests to
the ESOs.

Regulatory use of private technical standards, (i.e. a reference to technical standards in Union
legislation) should be limited, as far as possible, to European standards adopted by the ESOs
and requested by the Commission using its standardisation requests. This is because of the
public-private partnership established between the Union and the ESOs and the recognition of
ESOs by Regulation (EU) No 1025/2012. In addition, referenced European standards may be
established on the basis of Commission requests to the ESOs; Regulation (EU) No 1025/2012
sets high inclusiveness and transparency requirements for the ESOs and all European
standards are available as national standards in all Member States.

Box 5. Regulatory use of private technical standards in Union legislation

Issues to be considered when indirectly referencing voluntary harmonised European
standards within the meaning of Article 2(1) c) and Article 10(6) of Regulation (EU) No
1025/2012:

192 Annex | of Regulation (EU) No 1025/2012 on European standardisation
193 IS0 - International Organization for Standardization; www.iso.org
194 1EC - Inernational Electrotechnical Commission; www.iec.ch
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e Voluntary standards cannot override national legislation.

e Essential or other legal requirements given in the Union act itself should be suitable to be
supported by technical specifications given in voluntary and consensus-based harmonised
European standards elaborated by private European standardisation organisations.

e The domain where technical specifications for products or for services are needed should
be mature enough to allow elaboration of technical specifications having a status of
voluntary standards.

e Considering the voluntary nature of harmonised European standards, the essential or other
legal requirements should be sufficiently comprehensive, self-standing and
understandable to be applied directly by economic operators even without harmonised
European standards. If this is not the case, and harmonised standards are still selected as a
policy option, it should be considered whether alternative technical specifications should
be available in the absence of any harmonised standards.

e Whether ESOs, in co-operation with relevant stakeholders, will have resources and/or
willingness to accept the relevant future standardisation request (an implementing act) to
elaborate the requested harmonised European standards.

e Overall time needed to draft and adopt the Commission’s standardisation request and to
elaborate a minimum set of harmonised European standards by the ESOs considering the
date by which the proposed Union act should be fully enforceable.

3.3. Recommendations

Recommendation is a legal instrument that encourages those to whom it is addressed to act in
a particular way without being binding on them. A Recommendation enables the Commission
(or the Council) to establish non-binding rules for the Member States or, in certain cases,
Union citizens!®. A Recommendation can be used when there is not sufficient evidence that
would justify a need of a binding legislative instrument, or in policy areas where the EU has
supporting competence, complementing the action of Member States, and cannot by
definition be prescriptive. The need for a Recommendation should be critically considered in
light of its expected added value. Given the non-binding character of a Recommendation,
which per se cannot guarantee that action will be taken by all Member States, detailed
monitoring and evaluation arrangements should be envisaged to measure its success.

Box 6. Examples of Recommendations

e Commission Recommendation on access to a basic payment account

e Council Recommendation on the validation of non-formal and informal learning

3.4. Open method of coordination

The open method of coordination (OMC), created as part of employment policy and the
Luxembourg process, has been defined as an instrument of the Lisbon strategy (2000).

195 E.g. Commission Recommendation 2002/236/EC of 11 March 2002 on a common European format for
curricula vitae (CVs)
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The OMC provides a framework for cooperation between the Member States, whose national
policies can thus be directed towards certain common objectives. Under this
intergovernmental method, the Member States are evaluated by one another (peer pressure),
with the Commission’s role being limited to surveillance. The European Parliament and the
Court of Justice play virtually no part in the OMC process.

The open method of coordination takes place in areas where Union action cannot supersede
Member State competence such as employment, social protection, social inclusion, education,
youth, and training.
It is based principally on:

— jointly identifying and defining objectives to be achieved (adopted by the Council);

— jointly established measuring instruments (statistics, indicators, guidelines);

— benchmarking, i.e. comparison of the Member States’ performance and exchange of

best practices (monitored by the Commission).

Depending on the areas concerned, the OMC involves so-called ‘soft law’ measures which
are legally binding on the Member States in varying degrees, but which never take the form
of directives, regulations, or decisions. Thus, in the context of the Lisbon strategy, the OMC
requires the Member States to draw up national reform plans and to forward them to the
Commission.

EU objectives may be reached by ensuring that citizens, consumers, and producers are better
informed. This type of policy instrument includes information and publicity campaigns,
training, guidelines, disclosure requirements, and/or the introduction of standardised testing
or rating systems.

The instrument can be cost-effective, and it is easily adaptable to changing situations. It is
generally most useful in those areas where:
— the lack or costs of collecting information is shown to be a key driver of the problem;
— the limited effectiveness of an existing piece of legislation is due to lacking
information/clarity on how to comply with it (or enforce it).

A good example of an effective consumer information scheme is the energy labelling of
energy using products.

The use of market-based instruments (MBIs) most likely involves legislation, in form of hard
regulation (a directive or a regulation).
Market-based instruments include:

— taxes;

— charges;

— fees;

131



‘Better regulation’ toolbox 2025 © European Commission

— fines;

— penalties;

— liability and compensation schemes;
— subsidies and incentives;

— deposit-refund systems;

— labelling schemes; and

— tradable permit schemes.

There are numerous definitions for market-based instruments based on different approaches
and applications. The OECD defines economic instruments as tools that “affect estimates of
the costs and benefits of alternative actions open to economic agents”%. Or to put it more
simply, if a tool affects the cost or price in the market, then it is a market-based economic
instrument. This definition focuses on the economic signals and incentives. If it changes the
cost or price of a good, service, activity, input, or output then it is a market-based instrument.

MBIs — due to their economic nature — are most used in the environmental policy area where
they fit very well as a tool to cater for market failures/externalities. For an incentive effect,
MBIs rely on individuals and/or firms having the ability to respond to the price signal.
Market-based instruments can be applied to different components — e.g. on the inputs and
hence change the production costs, or on the outputs and hence change the price. In some
situations, a change in cost will result in a change of the price (if the cost changes can be
passed on to the consumer) and in other cases there will be less pass-through. The change in
behaviour may not be immediate after prices change as it depends on elasticity of demand,
which in the short term is in fact usually inelastic as there might not be adequate alternatives
or substitutes or the ability to change consumption patterns.

Tradable offsets and permits allow producers to negotiate with each other to ensure overall
compliance, which does not necessarily have to be enforced on all producers at the same
level. The main advantage of tradable offsets and permits is their flexibility and cost-
effectiveness. They allow potentially major reductions in compliance costs, since these can be
redistributed to firms facing the lowest adjustment costs. Moreover, they may be easier to
police since they offer incentives to firms to comply. Their main disadvantage is their
potential complexity related to issues such as the need to ensure a satisfactory initial
distribution of permits. The most obvious example of such an instrument is the EU Emissions
Trading System.

Taxes, charges, and fees are potentially useful policy instruments to influence private
behaviour towards public objectives. They also raise revenues. As other market-based
instruments, they provide flexibility and cost-effectiveness and can be used to ensure that
users pay the social price of their consumption. At the EU level, the ability to co-ordinate
taxes is limited due to the need for a unanimous decision by the Council. When tax
instruments are used to attain specific policy objectives, it must be ensured that they comply
with EC rules on state aid. An example of such an approach is the proposal to overhaul the

1% Qrganisation for Economic Co-operation and Development (OECD). 1994. Managing the environment: the
role of economic instruments. OECD, Paris.
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outdated rules on the taxation of energy products in the European Union and consider both
their CO2 emissions and energy content®’.

More effective policy instruments could emerge if insights provided by behavioural sciences
and empirical studies are available. Assumptions about the behaviour of individuals and
businesses based on classical rational choice theory are not necessarily corroborated by
observed evidence. Behavioural sciences may help bridge the gap between conventional
assumptions that are adopted in most models and the observed biases in such a way to obtain
a realistic representation of the problem matter and of its determinants. Tool #13 (How to
analyse problems) provides several examples where the design or the intensity of the
instrument is affected by behavioural insights!®,

Technological transformation, the emergence of new products, services, and business models
can be quite challenging from a regulatory perspective. To enable firms to test innovations in
a controlled real-world environment, under a specific plan developed and monitored by a
competent authority, a relatively new policy instrument — a ‘regulatory sandbox’ — can be set
up. A more detailed description of regulatory sandboxes can be found in Tool #69 (Emerging
methods and policy instruments).

Some instruments are naturally complementary. New legislation or Recommendations can be
informed by behavioural insights. Relevant examples are the ban of pre-checked boxes in the
Consumer Rights Directive or the Recommendations on Online Gambling, which put forward
behavioural solutions to tackle irresponsible gambling. The use of economic incentives (e.g.,
taxation, tax reductions) and information disclosure can also be informed by behavioural
evidence, notably when issues related to social norms and information overload are shown to
be relevant.

Information disclosure is unlikely to be wholly effective on its own, but it will nonetheless be
important to complement other instruments. Monitoring is also likely to be needed to ensure
the success and credibility of voluntary initiatives undertaken by industry. Economic
instruments in the form of tax reductions coupled to binding rules can incentivise more
effectively the desired behaviour (such as an investment in low-carbon technologies).
Another example is the phase-out of leaded petrol in the European Union in 2000, which was
accompanied in most Member States by a reduction in the duty level of unleaded petrol.

Some combinations can be counterproductive and should be avoided. More generally, where
combinations of policy instruments are envisaged, they should aim to be mutually supportive
and carefully calibrated to achieve policy goals in the most effective and efficient way.

197 Revision of the Energy Taxation Directive
198 See Tool #13 (How to analyse problems) and Tool #69 (Emerging methods and policy instruments)
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1. Conception
1.1. Participants

Except in cases where the competitive nature of an initiative makes this inappropriate,
participants should represent as many as possible of potential useful actors in the field
concerned, notably those having capacity to contribute to success. In case some
organisations, notably SMEs, do not have the capacity to commit directly to the action, they
may be represented by a relevant umbrella organisation.

Where, at launch, not all possible parties have come on board, later engagement should
remain possible, and the conditions for it should be clearly stated. Participants are each fully
accountable and respected for their specific contributions.

1.2. Openness
Envisaged actions should be prepared openly.

The preparatory phase should include the involvement of any interested parties: public
authorities, enterprises, legislators, regulators, and civil society. Public authorities should be
ready to convene, moderate or observe, as most helps the process and if deemed appropriate.

The initial blueprint, or ‘concept agreement’, for any action should be multi-stakeholder and
developed in a concerted and collaborative way involving open exchange between interested
parties. Where the field is too large to be effectively managed, the leaders of the action may
select those mainly having capacity to contribute to success. Others wishing to support the
initiative should be able to join deliberations with interested parties on terms that contribute
to the process of decision-making.

The preservation of a similar degree of open governance in the operation of any resulting
agreement is equally desirable. The initiative and its constitutive texts must therefore be
widely publicised and easily accessible.

1.3. Good faith

Participants of different sizes and types have different contributing capacities. The different
capabilities of participants, including the situation of SMEs, and smaller non-profit
organisations, should be considered when designing the envisaged action.

Participants should bring to the preparatory process all information available to them that can
contribute to a full analysis of the situation. Similarly, in launching an action, participants
should ensure that their activities outside the action’s scope are coherent with the aim of the
action.

Both in developing and in executing self- and co-regulatory actions, participants are expected
to commit real effort to success. They retain the possibility to withdraw, should the action fail
to reach the agreed objectives.

1.4. Objectives

The objectives of the action should be set out clearly and unambiguously. They should start
from well-defined baselines, both for the issue on which change is being pursued and for the
commitments that participants have made. They should include targets and indicators
allowing an evaluation of the impact of the action undertaken.
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1.5. Legal Compliance

Initiatives should be designed in compliance with applicable law and fundamental rights as
enshrined in EU and national law. Participants are encouraged to have recourse to existing
guidance provided by public authorities. In case of doubts, an assessment clarifying, inter
alia, impact and complementarity with the acquis and with the Charter of Fundamental Rights
should be conducted.

2. Implementation
2.1. Iterative improvements

Successful actions will usually aim for a prompt start, with accountability and an iterative
process of ‘learning by doing’. A sustained interaction between all participants is required.
Unless the action covers a short time span, annual progress checks should be made, against
the chosen objectives and indicators, as well as any available broader background data.

2.2. Monitoring

Monitoring must be conducted in a way that is sufficiently open and autonomous to
command respect from all interested parties. Each participant shall monitor its performance
against the agreed targets and indicators. Monitoring results are shared by each actor for
discussion with the participants as a whole and are made public. A monitoring framework or
template will be commonly agreed. The results of the monitoring will be aggregated where
possible. This should be done in a way that is transparent and objective.

2.3. Evaluation

Evaluation will allow participants to assess whether the action may be concluded, improved,
or replaced. The participants regularly and collectively assess performance not only against
output commitments, but also as to impact. This should identify any shortfall in expected
collective impact, any scope to improve the efficiency or effectiveness of the action, and any
other desirable improvements.

2.4. Resolving disagreements

Disagreements inevitably arise involving either participants or others. As part of the iterative
process of improvement, such disputes should receive timely attention, with a view to
resolving them. These procedures may be confidential.

In addition, complaints by non-participants should be submitted to a panel of independent
assessors which consist of majority of non-participants. The outcome of their work is made
public. Non-compliance should be subject to a graduated scale of sanctions, with exclusion
included and without prejudice to any consequences of non-compliance under the terms of
the Unfair Commercial Practices Directive.

2.5. Financing

Participants to the action will provide the means necessary to fulfil the commitments. Public
funders or others may in addition support the participation of civil society organisations
lacking fully adequate means themselves to play their appropriate role. Such financial support
should be made publicly known.
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TOOL #18. IDENTIFICATION OF IMPACTS

The identification and assessment of the most significant impacts is a core task of every
impact assessment, evaluation, and fitness check. Given the need to consider impacts across
the economic, environmental, and social pillars, this screening is important to ensure that the
subsequent assessment focuses on the most important impacts for each specific case, in line
with the principle of proportionate analysis. Once an initiative has been adopted and
implemented, it is also important to monitor and ultimately evaluate to see whether the
impacts originally expected in the impact assessment materialise and to what extent. This tool
looks at the initial identification of impacts from the impact assessment perspective, but the
typology of impacts will also be valid for evaluations and fitness checks.

A policy option should aim to deal with the identified problem by inducing direct and indirect
changes to the behaviour of those influencing it (i.e. addressing the problem drivers). These
changes are also likely to have a bearing on the achievement of other policy goals. The first
step in impact analysis is the identification of this chain of impacts.

A. Start by considering direct behavioural changes

As a direct result of an option, someone somewhere will be incentivised to do
Why? something differently (or maintain a certain activity) than would have been the
case without the policy intervention.

Those directly affected by an initiative. In the case of a legislative proposal,
these include the addressees of any regulatory obligation, the public authorities
responsible for implementation and enforcement and those who are expected to
be the final beneficiaries of the proposal.

It is suggested to refer to the following categories of potentially affected groups
for your analysis:

Citizens — whenever changes are widespread and do not affect any particular
subgroup.

Consumers — whenever users of a particular product/service are affected.
Workers — whenever employees in general or in a specific industry are affected.

Who? Enterprises — businesses in general or in a specific sector. It is necessary to
distinguish enterprises according to their size (micro, small, medium and large)
whenever they are to respond to different regulatory requirements (i.e.
exemptions and special regimes) or are likely to be affected differently by the
same policy measure.

Public authorities — distinguish between EU, national and sub-national levels as
appropriate.

Member States, regions — whenever impacts are different across Member
States or where the option addresses regions differently according to their
industrial, environmental, geographic or social characteristics (e.g. urban, rural,
cross-border, or as regards the EU outermost regions).

Third countries — whenever they are directly affected. Relevant subgroups of
countries (main trading partners, developing or neighbouring countries, etc.)
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and, within countries, entities (businesses, citizens etc.) should be used.

The above list is indicative and different groupings should be used whenever
relevant given the specific nature of the initiative and its direct implications for
specific groups (for instance, innovators, researchers, students, youth, elderly,
genders, immigrants, people suffering from discrimination or physical
disadvantages, etc.) or people living in urban, rural, island, mountain, cross-
border areas or in the EU outermost regions.

What?

To identify direct impacts, ask whether the option under consideration would
imply new regulatory obligations? If so, what actions would the targeted
parties (businesses, citizens, public authorities etc.) must take to comply
with such obligations? How would they need to change their behaviour?

Would the option exempt certain actors from the regulatory obligations (e.g.
micro enterprises) or cover specific regimes (e.g. for SMEs)? What impact
would this have?

What additional actions would need to be taken to implement, monitor, and
enforce a new legislative requirement?

Is any other action expected to be taken as a direct result of the option under
consideration?

Examples

Removal of certain (dangerous) products from the market; requiring pollution
abatement equipment to be fitted to industrial installations or vehicles; providing
consumers with additional information to influence their purchasing behaviour;
being able to pay less for EU-level patenting because of reduced translation
requirements, lower or no EU taxation on imported products'®®, etc.

B. Conside

r indirect behavioural changes

Why?

Direct changes will often prompt indirect (or second-order) changes and so on.
These can be as important as the primary effects and may provide an important
link in the chain of actions leading to the solution of the problem.

Who?

Indirect behavioural changes may regard both those directly affected as well as
others. The same groups or territories as listed above can be used for the analysis
(but a different set of groups may be relevant for second-order impacts).

What?

Consider those second-round effects that are both a direct consequence of the
primary changes or further removed (typically the result of changes in the price
and/or quality/availability of the goods and services produced in the regulated
sector) and territorial spill-overs to neighbouring regions.

Examples

Thanks to a new regulatory measure, EU companies can obtain EU patents at a
reduced cost (first round). Thanks to this, the profitability of research and
development in the EU is increased. All else equal, this increases incentives for
R&D spending (second round).

Thanks to a new labelling requirement, potential consumers of a given electric
good can compare data on energy efficiency more easily (first round). As a
result, they increase consumption of more energy efficient products (second

round). At the same time, companies’ costs increase due to the need to respect

199 Concerns the outermost regions of the EU.
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the new labelling requirement (first round). Given the existing market structure,
these increased compliance costs are transferred on the price of the good.
Demand for the good decreases (second round). The net effect needs to be
determined.

C. Conside

r ultimate impacts on relevant public policy goals

Why?

All the changes identified will eventually affect the state of the world relative to
the ‘no-policy-change’ or baseline scenario.

The analysis should first identify what all these changes imply for the attainment
of the specific and general objectives of the initiative in question.

Secondly, the analysis should look at how other public policy objectives may be
(positively or negatively) impacted by the option under consideration.

What?

The set of potentially relevant public policy objectives is defined by the existing
EU/Commission policy commitments, the Commission’s political priorities and,
ultimately, the EU Treaty. They include goals related to the economic, social,
and territorial cohesion and environmental sustainability, as well as respect for
the fundamental rights, in line with the UN 2030 Agenda and its sustainable
development goals. They can all be considered intermediate goals to the ultimate
goal of maximising societal welfare.

Specifically relevant objectives will vary from initiative to initiative and from
option to option.

An indicative list is provided in the tables below. Specific impact assessment
tools or indicative lists of issues are provided for most of them and should be

consulted whenever relevant.

At the end

of this process, you should have mapped out all potentially relevant impacts

according to affected parties and areas of relevance. The next step is to identify which of
these impacts are likely to be significant and thus in need of a more focussed analysis.

In the impact assessment process, a stepwise approach is followed:

Q) identifying potential impacts of the selected policy options;

(2)  selecting those impacts which are likely to be significant; and

3 assessing the latter quantitatively wherever possible, otherwise qualitatively.

Step 1: Identification of potential impacts

The table below summarises the key impacts, which should be screened objectively to
identify all potentially important impacts — considering both positive/negative, direct/indirect,

intended/un

intended as well as short/long-term effects. Some of the categories are cross-

cutting and can be analysed from different angles (for example employment, income

distribution

, Impacts on consumers or environmental impacts). A (well-justified) choice
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should then be made on the most significant impacts to be retained for a more thorough
analysis. More details about the individual impacts?® follow in section 4.

Overview of key impacts to screen*

s
c
o |2
S| s | £
Impact on E (,g) E
Climate v
Quality of natural resources (water, soil, air etc.) v
Biodiversity, including flora, fauna, ecosystems, and landscapes v
Animal welfare v
Working conditions, job standards and quality v
Public health & safety and health systems v
Culture v
Governance, participation, and good administration v
Education and training, education, and training systems v |V
Conduct of business v
Position of SMEs?%! v
Administrative burdens on business v
Sectoral competitiveness, trade, and investment flows v
Functioning of the internal market and competition v
Public authorities (and budgets) v
Sustainable consumption and production v v
Efficient use of resources (renewable & non-renewable) 4 v
Land use v v
The likelihood or scale of environmental risks v v
Employment vV
Income distribution, social protection, and social inclusion (of particular groups) V| v
Technological development / digital economy V| v
Consumers and households V| v
Capital movements; financial markets; stability of the euro vV

200 The obligation to screen these impacts is the consequence of the Treaty on the Functioning of the European
Union (Articles 8-14).

201 To systematically screen the potential impact on SMEs, the SME-test needs to be performed in all impact
assessment reports. See Tool #23 (the ‘SME test’).
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Property rights; intellectual property rights

Territorial impacts (specific (types of) regions and sectors)

Innovation (productivity and resource efficiency); research (academic and industrial)

Fraud, crime, terrorism, and security, including hybrid threats

Resilience, technological sovereignty, open strategic autonomy, security of supply

Transport and the use of energy

Food safety, food security and nutrition

Waste production, generation, and recycling

Third countries, developing countries, and international relations

Sustainable development

NI N N N N N N RN BN AR
NI N N N N N N RN IR N RN

AU N AN I N A N N B N N BN

Fundamental rights

* - The ‘tick’ denotes an indicative dominant category of impact

Step 2: Selection of the significant impacts

Not all impacts for all possible stakeholders need to be examined. The most relevant
ones should be selected based on the principle of proportionate analysis (see Tool #12
(How to apply proportionality to undertake a proportionate impact assessments)) considering
the following factors:

The relevance of the impact within the intervention logic

All key parameters of an option that will directly contribute to the achievement of the policy
objectives should be retained for further analysis to assess the effectiveness and efficiency of
this option.

In the case of legislative proposals, this implies always retaining for further analysis the
changes required to comply with, and to implement and enforce, the proposed legal
provisions.

The absolute magnitude of the expected impacts

The analysis should also focus on those impacts with the greatest magnitude.

The relative size of expected impacts for specific stakeholders

While some impacts may be small in absolute terms, they may be particularly significant for
some specific party due to:

e The relative size of the latter — for instance, micro and small enterprises.

e The concentrated nature of the impacts — on specific regions and types of
territories?®?, industry, and stakeholder groups, etc.

202 On the EU outermost regions and on urban, rural, , sparsely populated, mountainous, insular, cross-border
territories
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e The cumulative impact that new obligations may have on any actor, which is already
subject to significant direct regulatory compliance and/or implementing and
enforcement obligations.

The importance of impacts for Commission horizontal objectives and policies

When the analysis of impacts shows that there are potentially significant trade-offs between
the objectives of the initiative (and its effects) and other politically important objectives (e.g.
climate, territorial, or geopolitical), the relevant impacts should be analysed in depth.

When the initiative is part of a larger strategy (or action plan or similar), the impact
assessment should also assess the contribution of the initiative to the strategy.

When it comes to delivering on the SDGs, one important aspect is to address explicitly the
interlinkages between the different SDGs, assessing synergies and trade-offs, as a tangible
manner to progress towards sustainable development in an integrated manner, balancing its
three dimensions (economic, social, and environmental). This is a central requirement to
fulfil the commitment to ensure policy coherence for sustainable development. (see Tool #19
and #35)

Sensitivities and diverging views

The impact assessment should help explain the reasoning behind the Commission’s proposal.
It should therefore also take account of potential sensitivities or diverging views. For
instance, if there are specific aspects that are likely to come up in the legislative negotiation
process or that stakeholders may be concerned with, these should be covered in the analysis.

The expected significance of impacts should be assessed in terms of changes relative to the
baseline?®®. However, it is important not to leave out anything that is of relevance for political
decision-making. The choice should take account of stakeholders’ views and relevant
expertise, including within the interservice coordination group.

At the end of this process, you should have selected those significant impacts that need
to be further analysed and have a good idea of their sign (positive or negative), their
intensity, and of whom they would benefit or burden. The choice of impacts to be retained
for deeper assessment should be clearly justified.

However, regardless whether they are relevant for a given initiative, there is still a need to
report on some specific impacts in all impact assessments and justify why you have not
assessed them further, should this be the case. This concerns specifically impacts on SMEs,
competitiveness, and fundamental rights.

Step 3: Assessment of significant impacts

The key principles to be followed in analysing the significant impacts are explained in the
‘better regulation’ guidelines covering impact assessment.

There is no single best method which would apply to all possible Commission initiatives.
There is, however, an obligation to make the most sensible methodological choice given the
specificities of the case at hand, the availability of data, and the requirement to carry out a
proportionate analysis.

203 gee Tool #60 (Baselines)
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Significant impacts should be assessed qualitatively and, whenever possible,
guantitatively.

However, the analysis should not be done in function of the available data. All significant
impacts must be assessed even if they cannot be quantified. The analysis should indeed be
quantified as far as possible (though in a proportionate manner), but when data are lacking for
significant impacts, this should be complemented with or replaced by a qualitative analysis
(see also Chapter 8 and Tool #4 (Evidence-informed policymaking)).

All legislative revisions require identification of the simplification potential and — whenever
feasible — quantify the burden reduction (see Tool #2 (The Regulatory fitness programme
(REFIT) and the Fit for Future Platform)). Quantification of administrative costs is also
crucial for implementing the ‘one-in, one-out’ approach (see Tool #59 (Cost estimates and
the ‘one in, one out’ approach).

For methodological guidance, seek the advice of your DG (or the Secretariat-General) ‘better
regulation’ support function as well as that of the specific help desks set up in various DGs
for specific types of impacts.

Refer to the various tools on how to assess impacts?%*, costs and benefits?® and to the other
tools of relevance for the initiative in question.

The table below can be consulted for further details on each screened impact type and
includes a reference to a relevant tool for further guidance®. The last column indicates the
most relevant sustainable development goals (SDGs) identified for each listed impact (see
also Tool #19 (Sustainable development goals).

Impact on Key questions SDG
Climate « Does the option affect the emission of greenhouse gases (e.g. carbon | Kk

dioxide, methane, nitrous oxide, etc.) into the atmosphere? L4
(Tool #36)

* Does the option affect economic incentives set up by market-based
mechanisms (MBMs) created by Union law (e.g. first and second round
incentives and price signals under the EU’s Emission Trading System)?

» Does the option affect the emission of ozone depleting substances (CFCs,

HCFCs etc.)?
 Does the option affect our ability to adapt to climate change?
Air quality » Does the option have an effect on emissions of acidifying, eutrophying, 3 2t
photochemical or harmful air pollutants that might affect human health, —'b\/‘v
(Tool #36) - NN ; .
damage crops or buildings or lead to deterioration in the environment (soil
or rivers etc.)?

204 See Chapter 3 of the toolbox

205 See Chapter 8 of the toolbox.

206 The order corresponds to the order presented in Section 2 above and does not imply a different degree of
importance.
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Impact on

Key questions

SDG

—
=)
|
B

[GEEE

Water quality and

» Does the option decrease or increase the quality or quantity of freshwater

resources and groundwater? 6
(Tool #36) Does it raise or lower the quality of waters in coastal and marine areas | pryrmm
(e.g. through discharges of sewage, nutrients, oil, heavy metals, and other o
pollutants)?
Does it affect drinking water resources?
Soil quality or Does the option affect the acidification, contamination or salinity of soil,
resources and soil erosion rates?
(Tool #36) Does it lead to loss of available soil (e.g. through building or construction

works) or increase the amount of usable soil (e.g. through land
decontamination)?

Biodiversity, flora,
fauna, and
landscapes

(Tool #36)

Does the option reduce the number of species/varieties/races in any area
(i.e. reduce biological diversity) or increase the range of species (e.g. by
promoting conservation)?

Does it affect protected or endangered species or their habitats or
ecologically sensitive areas?

Does it split the landscape into smaller areas or in other ways affect
migration routes, ecological corridors, or buffer zones?

Does the option affect the scenic value of protected landscape?

[ | [

Animal welfare
(Tool #32)

Does the option have an impact on health of animals?
Does the option affect animal welfare (i.e. humane treatment of animals)?

Does the option affect the safety of feed?

=
gs
H

Working conditions,
job standards and
quality

(Tool #30)

Does the option affect wages, labour costs or wage setting mechanisms?

Does the option affect employment protection (the quality of work
contracts, risk of false self-employment?

Does the option affect undeclared work?

Does the option affect work organisation?

Does the option affect occupational health and safety?
Does the option affect the exercise of labour standards?
Does the option affect social dialogue?

Does the option affect access to vocational training and career
development advice?

Does the option affect participation, information, and consultation
schemes for employees?

§ tuonwme
ECONDERINTH

il= Ml

@

Public health and
safety and health
systems

Does the option affect the health and safety of individuals/populations,
including life expectancy, mortality and morbidity, through impacts on the
socio-economic environment (working environment, income, education,
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Impact on Key questions SDG

(Tool #31) occupation, nutrition)?

» Does the option increase or decrease the likelihood of health risks due to
substances harmful to the natural environment?

» Does it affect health due to changes in the amount of noise, air, water, or
soil quality?

+ Will the option affect health due to changes waste disposal?

 Does the option affect lifestyle-related determinants of health such as diet,
physical activity or use of tobacco, alcohol, or drugs?

 Are there specific effects on particular risk groups (determined by age,
gender, disability, minority of ethnic or racial background, social group,
mobility, region, etc.)?

» Does the option affect the quality and/or access to health services and the
financing and organisation of health systems in particular in urban, rural,
mountainous, insular, sparsely populated areas and in the EU outermost
regions?

» Does the option affect the cross-border provision of health services,
referrals across-borders and cooperation in border regions?

Culture * Does the proposal have an impact on the preservation of cultural heritage? | ==
(Tool #31)  Does the proposal have an impact on cultural diversity? Nl

* Does the proposal have an impact on citizens’ participation in cultural
manifestations, or their access to cultural resources?

Governance, » Does the option affect the involvement of stakeholders in issues of | gy
participation, and governance as provided for in the Treaty and the new governance _"ﬂ"
good administration approach?

(Tools #10, #28, #30) | « Are all actors and stakeholders treated on an equal footing, with due @
respect for their diversity? Does the option impact on cultural and
linguistic diversity?

» Does it affect the autonomy of the EU and national social partners in the
areas for which they are competent? Does it, for example, affect the right
of collective bargaining at any level or the right to take collective action?

» Does the implementation of the proposed measures affect public
institutions and administrations, for example as regards their
responsibilities?

» Does the option make the public better informed about a particular issue?
Does it affect the public’s access to information?

» Does the option affect political parties or civic organisations?

* Does the option consider eGovernment principles?

Education & * Does the option affect the level of education and training outcomes? If | pyzm
training, and yes, will it affect differently the level of education in urban, rural, cross- (7]
education & training border, insular, or sparsely populated and mountainous areas or in the EU :
systems outermost regions? i
i

(Tools #30, #31, #34) | « Does the option affect the skills used by individuals?
 Does it have an effect on the education and mobility of workers?

» Does the option affect the access of individuals to education or and/or
vocational and continuous training and quality? If so, how are different
social groups (determined for example by age, gender, disability, minority
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Impact on

Key questions

SDG

ethnic or racial background etc.) affected?

Does it affect the cross-border provision of services, referrals across-
borders and cooperation in border regions?

Does the option affect the financing and organisation of education and
training systems?

Does it affect universities and academic freedom/self-governance?

Does the option change the productivity of the human capital?

Conduct of business
(Tools #21-25)

Will it impose additional costs on businesses?

How does the option affect the cost or availability of essential inputs (raw
materials, machinery, labour, energy, etc.)?

Does it affect access to finance?
Does it impact on the investment cycle?

Will it entail the withdrawal of certain products from the market? Is the
marketing of products limited or prohibited?

Will it entail stricter regulation of the conduct of a particular business?
Will it lead to creating new or closing down businesses?

Are some products or businesses treated differently from others in a
comparable situation? How are individual Member States affected?

B ot

17 e

&

SMEs
(Tool #23)

What is the impact (positive or negative) of the option on the operation
and competitiveness of SMEs and micro-SMEs in particular?

Administrative costs

Does it affect the nature of information obligations placed on businesses

trade and investment

related factors such as labour and capital?

on businesses (for example, the type of data required, reporting frequency, the ii/l'
. L2 5

(Tool #58) complexity of submission process)?

Sectoral What impact does the option have on the cost of doing business which | rreem

competitiveness, includes the costs of intermediate inputs (e.g. energy) and production ii/l

flows
(Tool #21, 27)

What productivity effects does the option have?

What impact does the option have on a business’ capacity to innovate i.e.
its ability to produce more/higher quality products and services that meet
customers’ expectations?

What impact does the policy option have on a business’ market share and
comparative advantages in an international context (e.g. imports, exports,
investment flows, trade barriers, regulatory convergence, etc.)?

How will the option affect exports and imports out of and into the EU?
Will imported products be treated differently to domestic goods?

How will investment flows be affected and the trade in services?
Will the option give rise to trade, customs, or other non-trade barriers?
Will the option affect regulatory convergence with third countries?

Have international standards and common regulatory approaches been
considered?
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Impact on

Key questions

Functioning of the
internal market and
competition

(Tools #24, #25)

What impact (positive or negative) does the option have on the free
movement of goods, services, capital, and workers?

Will it lead to a reduction in consumer choice, higher prices due to less
competition, the creation of barriers for new suppliers and service
providers, the facilitation of anti-competitive behaviour or emergence of
monopolies, market segmentation, etc.?

Public authorities

Does the option have budgetary consequences for public authorities at
different levels of government (EU own resources, national, regional,

(Tool #58) local), both immediately and in the long run? >
Does it bring additional administrative costs on public authorities?
Does the option require the creation of new or restructuring of existing
public authorities?
Sustainable Does the option lead to more sustainable production and consumption? 19
consumption and Does the option change the relative prices of environmentally friendly and co
production . N .
unfriendly products® 8 e
(Tool #36) Does the option promote or restrict environmentally un/friendly goods and ﬁ/i

services?

Will it lead to businesses becoming more, or less polluting through
changes in the way in which they operate?

Efficient use of
resources (renewable
& non-renewable)

Does the option affect the use of renewable resources (fish, wood etc.) and
lead to their use being faster than they can regenerate?

Does it reduce or increase use of non-renewable resources (groundwater,

Qi

(Tool #36) minerals etc.)?
Does the option lead to changes in business opportunities linked with | FEFEED
more efficient use of resources? M|
=3
(@)
T
o
Land use Does the option have the effect of bringing new areas of land
. ~ o
(Tool #36) (‘greenfields’) into use for the first time?
Does it affect land designated as sensitive for ecological reasons? Does it | FrEmT
lead to a change in land use (for example, the divide between rural and ﬁ/l'

urban, or change in type of agriculture, or land abandonment)?

Does the option affect the type of economic activity linked to the change
in land use?

The likelihood or
scale of
environmental and
climate risks

(Tool #36)

Does the option affect the likelihood or prevention of fire, explosions,
breakdowns, accidents, and accidental emissions?

Does it affect the risk of unauthorised or unintentional dissemination of
environmentally alien or genetically modified organisms?

Does the option affect the developments in the insurance markets?

B
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Impact on Key questions SDG
13 8
L 4
T
o
Employment To what extent are new jobs created or lost? § e
(Tool #30) Avre direct jobs created or lost in specific sectors, professions, regions or ﬁ/l'
countries? Which specific social and or age groups are affected, including
groups determined by gender, disability, migrant, or minority of ethnic or
racial background?
Are there significant indirect effects which might change employment
levels?
Are there any factors that would prevent or enhance the potential to create
jobs or prevent job losses?
To what extent does the option influence opportunities and incentives of
workers/specific groups to work (i.e. supply of labour through labour
market participation or mobility?
Does the option have overall consequences for economic growth and
employment?
Income distribution, Does the option affect peoples’/households’ income and at risk of poverty | gpm
social protection and rates? [Ty
soua}l inclusion (of Does the option affect inequalities and the distribution of incomes and | pr=em
particular groups)
wealth? ﬁ/l'
(Tools #30, #33) Does the option affect the access to and quality of social protection | FiF=m™

benefits, including social services of general interest, particularly for those
subject to social exclusion and from disadvantaged backgrounds?

Does the option affect the financing and organisation of social protection
systems?

Does the option affect the access to and quality of basic goods and
services particularly for those subject to social exclusion and from
disadvantaged backgrounds?

Technological
development / Digital
economy

(Tool #28)

Does the option affect processes that could be simplified or even
automated?

Does the option potentially create synergies with existing digital policies?

Does the option affect one or several existing digital eco-systems and
actor and/or the exchange of data between different actors and systems
(including across sectors and borders)?

Does the option consider the reduction of burden and costs for businesses
and citizens through the use of digital technology?

Does the option affect the pace of the digital transformation of economic
or social sectors, including public services and the take-up of innovative
digital technologies?

Does the option affect the digital accessibility or the digital gap?

Consumers and
households

Does the option impact consumers’ ability to benefit from the internal
market or to access goods and services from outside the EU?
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Impact on

Key questions

SDG

(Tool #33)

Does the option affect the prices, quality, availability or choice of
consumer goods and services?

Does the option affect consumer information, knowledge, trust, or
protection?

Does the option impact the safety or sustainability of consumer goods and
services?

Does the option impact vulnerable consumers?

17 fineaai
&

Capital movements;
financial markets;
stability of the euro

(Tools #21-25)

How does the option contribute to improving the conditions for
investment and the proper functioning of markets?

Does the option have direct impacts on macro-economic stability?

§ tuenmmne
ECONDERINTH
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Property rights,
intellectual property
rights

(Tools #22, 29)

Are property rights affected (land, movable property, tangible/intangible
assets)? Is acquisition, sale or use of property rights limited?

Does it affect the protection and enforcement of intellectual property
rights (patents, trademarks, copyright, other know-how rights)?

o

|

8

Territorial impacts

Does the option affect economic activity, environment, or people living in

(specific (types of) cities, rural, cross-border, insular, mountainous, or sparsely populated
regions and sectors) areas and in the EU outermost regions to a significantly different extent
; 2 T
(Tool #34) than elsewhere in the EU" -’“\/"
* Is the problem concentrated in certain areas (e.g. rural), regions, or | = rC
Member States? “‘:“%m
L . . ('
» Does the initiative affect certain areas (e.g. rural), regions, or Member
States in a disproportionate manner?
» Does the initiative address regions differently according to their
traits/endowments and thus lead to uneven territorial development?
» Does one or the other option distort the principle of territorial cohesion as
one of the founding principles of the EU?
 Does the initiative have an effect on the EU outermost regions taking into
account their constraints (as per art. 349 TFEU) and on other island, cross-
border and mountain regions taking into account their characteristics (as
per art. 174)?
If the answer to any of these question is positive, the Territorial Impact
Necessity Check will help assess the need of a more in-depth analysis of
territorial impacts
Innovation  Does the option stimulate or hinder research and development? § tnmmue
(product|V|t_y _and » Does it facilitate the introduction and dissemination of new production i
resource efficiency), methods, technologies, and products? =
research (academic ' gies, P ' -
and industrial), « Does it promote or limit academic or industrial research? W
(Tool #22) » Does it promote greater productivity/resource efficiency?
Fraud, crime, * Does the option improve or hinder security, or affect crime or terrorism | prres
terrorism and risks? i‘“

security, including

Does the option affect the criminal’s chances of detection or his/her
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Impact on Key questions SDG
hybrid threats potential gain from the crime?
(Tool #26) * Is the option likely to increase the number of criminal acts? Does it have

an impact on a specific type of crime (money laundering, fraud,
corruption, illicit production and trafficking, cybercrime, etc.? Will it
divert people away from or prevent crime?

« Does it affect law enforcement capacity to address criminal activity?
« Will it have an impact on security interests?

» Does the option risk creating additional vulnerabilities and exposure to
hybrid threats?%’?

» Does the option address directly or indirectly a persistent hybrid threat
challenge?

« Is the option likely to reduce the exposure to hybrid attacks/incidents?
* Does it affect the victims of crime and witnesses or their rights?

» Does the option affect the risk of environmental fraud?

Resilience, * Does the option affect the EU’s resilience in the relevant policy area?
technological
sovereignty, open
strategic autonomy,
security of supply * Does the option reduce or exacerbate exiting dependencies on third
countries as regards critical technologies and value chains?

 Does the option improve or hinder the technological sovereignty of the EU
as regards critical technologies?

* Does the option affect the Union’s essential security interests, in particular
as regards critical technologies, infrastructure and value chains?

Transport and the » Does the option affect the energy intensity of the economy?

use of energy * Does the option affect the fuel mix (between coal, gas, nuclear,

(Tools #21, 22, 36) renewables etc.) used in energy production? § s
* Will it increase or decrease the demand for transport (passenger or ﬁ/i

freight), or influence its modal split?
« Does it increase or decrease vehicle emissions?

» Will the option increase/decrease energy and fuel needs/consumption?

Food safety, food  Does the option affect the safety of food and feed?
security and . - . . .
nutrition » Does the option affect food and nutrition security (both in EU and third

countries): production (including agricultural products), distribution, trade,
and consumption of food (including access, affordability and nutritional | e

quality)? o
Waste production, » Does the option affect waste production (solid, urban, agricultural, |
generation and industrial, mining, radioactive or toxic waste) or how waste is treated,
recycling disposed of, or recycled?
(Tool #36)
Third countries, * Does the option alter the recognition of the International Labour
developing countries, Organisation’s core labour standards and other ratified ILO Conventions E

207 Hybrid activities by State and non-state actors aim to destabilise countries by undermining public trust in
government institutions and by challenging the core values of societies and deepening social divisions.
Hybrid threats range from cyber-attacks disrupting the economy and public critical services to targeted
disinformation campaigns and hostile military actions.
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Impact on Key questions SDG
and international (classified as up to date by the ILO) and the implementation of the ILO | EEEEE
relations Decent Work Agenda in third countries? —Iv\/iv
(Tools #27, 35) « Are there employment, social protection, and poverty impacts in non- | Bk
Member States (including developing countries)? ﬁ/i

+ Are there the impacts on gender equality and on the most vulnerable | RS

groups of society, including persons with disabilities?

 Does the option have an impact on the environment in third countries that
would be relevant for overarching EU policies, such as development
policy?

Is the option compliant with legal commitments such as WTO Agreements
and Free Trade Agreements, Economic Partnership Agreements,
investment protection agreements and other preferential trade
arrangements?

Does it affect EU foreign policy and EU/EC development policy? Does it
comply with the obligation of Policy Coherence for Development?

* What are the impacts on third countries with which the EU has preferential
trade arrangements? Does it affect the interest of the ACP group of states
party to the Cotonou Partnership Agreement?

» Does it affect developing countries at different stages of development
(least developed and other low-income and middle-income countries) in a
different manner?

» Does the option impose adjustment costs on developing countries?

» Does the option affect goods or services that are produced or consumed by
developing countries?

@

=
i
i

B

Fundamental rights
(Tool #29, #30)

» Does the option impact on any of the fundamental rights endorsed by the
EU Charter of Fundamental Rights:

— Dignity (right to life, personal integrity, prohibition of torture, slavery,
forced labour, the death penalty)

— Freedoms (liberty, privacy, protection of personal data, marriage,
thought, conscience, religion, expression, assembly, arts and sciences,
education, conduct business, work, property, and asylum)

o Does the option affect any of the individual’s freedoms?

o Does the option involve the processing of personal data and are
the individual’s right to access, rectification and objection
guaranteed?

o Does the option affect the freedom to conduct a business or
impose additional requirements increasing the transaction costs
for the economic operators concerned?

o Are property rights affected (land, movable property,
tangible/intangible assets)? Is acquisition, sale or use of property
rights limited?

— Equality (equality before the law, non-discrimination on basis of sex,
race, colour, ethnic or social origin, genetic features, language, religion
or belief, political or any other opinion, membership of a national
minority, property, birth, disability, age or sexual orientation, cultural,
religious and linguistic diversity, the rights of children and the elderly,
integration of persons with disabilities).

o Does the option safeguard the principle of equality before the law
and would it affect directly or indirectly the principle of non-
discrimination, equal treatment, gender equality and equal
opportunities for all?

o Does the option have (directly or indirectly) a different impact on
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Impact on Key questions SDG

women and men?

o Does the option ensure respect for the rights of people with
disabilities in conformity with the UN Convention on the rights of
persons with disabilities?

o Does the option affect the rights of the child (or group) and respect
of the UN Convention on the rights of the child?

— Solidarity (right to fair working conditions, protection against
unjustified dismissal, and access to health care, social and housing
assistance)

— Citizens’ Rights (to vote in European Parliament and local elections, to
move freely within the EU, to good administration, to access documents
and to petition the European Parliament)

— Justice (the right to an effective remedy, a fair trial, to the presumption
of innocence, the principle of legality, non-retrospectivity and double
jeopardy)

o Does the option affect the individual’s access to justice?

o Are the rights in question absolute rights, which may not be subject to
limitations?

¢ Do the options have opposing impacts on different fundamental rights?
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TOOL #19. SUSTAINABLE DEVELOPMENT GOALS
1. POLICY CONTEXT AND SDGS FRAMEWORK

The UN established its 2030 Agenda for Sustainable Development in 2015. It sets out a
framework to steer sustainable development globally via a set of 17 sustainable
development goals (SDGs) and 169 targets. The SDGs cover environmental, economic,
and social aspects, and are relevant for the Commission’s system of better regulation that
aims to mainstream the sustainable developments goals into the policymaking process, so that
every legislative proposal contributes to the 2030 sustainable development agenda of the
UN208.
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The EU is committed to implement the 2030 Agenda. The 2016 Communication ‘Next steps
for a sustainable European future’ announced detailed monitoring of the SDGs in the EU
from 2017 onwards. This commitment by the Commission was taken further in the 2019
Reflection Paper ‘Towards a sustainable Europe by 2030°%%°, and the Commission work
programme 2020 put the SDGs at the heart of its policymaking®!®. The Commission has
given a central role to SDGs across policies, as highlighted in the Commission staff working
document ‘Delivering on the UN’s SDGs — A comprehensive approach’. The OECD is also
active in promoting policy coherence for sustainable development. In December 2019, the
OECD published a recommendation to help equip policymakers with the necessary
institutional mechanisms and policy tools to support and promote coherent policies for
sustainable development and the universal commitments made under the 2030 Agenda and
the sustainable development goals??.

An EU SDG indicator set with 100 indicators to monitor the EU’s progress towards the
SDGs underpins the EU SDG monitoring report published annually by ESTAT. The EU SDG

208 For very technical initiatives, it might not be possible to make a link to SDGs. In this case, the report will
indicate this transparently. In some cases, links to SDGs are only indirect, which should also be transparently
reported.

209 COM(2019) 22 final

210 Commission Work Programme 2020, « A Union that strives for more », COM(2020) 37 final of 29.1.2020.

2l OECD 2019, Recommendation of the Council on Policy Coherence for Sustainable Development,
OECD/LEGAL/0381.
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indicator set is open to regular reviews. It is closely related with and complements the UN’s
indicator list from July 2017 that includes 231 individual indicators to monitor the global
progress towards the SDGs?!2. The Commission’s KnowSDGs (Box 1) presents a full
description of all the 17 goals and 169 targets, including the list of UN and EU SDG
indicators.

Every impact assessment or evaluation process will involve a pragmatic identification of the
significant environmental, social, and economic impacts that will be assessed and reported?*2.
Tool#18 links the various impacts with the relevant SDGs. Each specific tool on impacts
(tools #21 to #36) includes a table that helps to identify the relevant SDGs and includes a
selection of the most relevant indicators. A number of tools also provide support to quantify
the various impacts (and potentially changes in SDG-related indicators (see Chapter 8).

Since SDGs are universal, the EU commitment to support their implementation includes not
only ensuring progress internally. For this reason, the assessment on progress towards the
SDGs should keep into consideration the external effects, including in developing countries,
which may call for applying in a complementary manner the tools relating to external
impacts, in particular Tool #35 on impacts on developing countries and where relevant Tool
#27 on external trade and investment.

The indicators and monitoring arrangements underpinning the SDGs can be used to describe
the status quo, policy objectives, expected impacts of policy options and the observed
changes resulting from new policies. As such, the SDG framework is highly relevant for
impact assessments and evaluations. In addition, the expected benefits/impacts related to the
SDGs should be reported transparently in the proposals that the Commission makes?*. Given
that the 2030 Agenda is universal and applies to the EU (across institutions) and within
Member States, this is useful information for the Legislator, consultative bodies, and national
Parliaments in their respective treatment of the Commission’s proposal.

Impact assessments

The relevant SDGs should be identified?'® and the associated indicators should be used (if
available) when preparing the following sections of the impact assessment report?:®:

e Problem definition?’: It will often be possible to define the problem as a lack of
progress in the area covered by one or more SDGs (and linked targets) as evidenced
by the available SDG indicators and monitoring data presented at EU and national
levels. Even where the SDGs (or linked targets) are not directly relevant to a given
initiative it is still possible that some of the monitoring data collected to report on the
SDGs in the EU is still useful to describe the consequences of a given problem.

212 Currently, 56% of those indicators are classified as tier 1 by the UNSC, meaning that data is regularly
produced by countries for at least 50 per cent of countries and of the population in every region, while for
the others, data is not regularly produced. (https://unstats.un.org/sdgs/iaeg-sdgs/tier-classification/)

213 See Tool #18 (Identification of impacts)

214 The principle of proportionate analysis applies; thus impacts will be quantified to the extent possible.

215 See Tool#18 (Identification of impacts) and their link with SDGs.

216 In addition, the same issues are relevant when preparing the ‘call for evidence’.

217 See Tool #13 (How to analyse problems)
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e Objectives?®: It may often be possible to describe the aims of a given initiative in

terms of contributing to the implementation of one or more SDGs. At the initial stage,
one should identify the relevant SDGs for the initiative at stake. In many cases, this
can be further specified as delivering a qualitative or quantitative improvement in one
or more of the indicators linked to one or more SDGs. The same indicators can be
used to report on the performance of the initiative once implemented.

e Policy options — baseline: The baseline describes how the current situation is expected
to evolve over time (without any policy intervention)?®. Again, the SDG-related
indicators can be used to describe important aspects of the baseline.

e Impact analysis: The significant environmental, social, and economic impacts of each
policy option are assessed in the impact assessment report. Where the SDG-related
indicators have been used in the baseline, it is possible to present impacts of policy
options in terms of the changes expected in those indicators from a given policy
option, particularly for the preferred option. Ideally, such an assessment should be
quantitative in nature.

e Monitoring arrangements: Every impact assessment should describe how the
performance of the intervention will be monitored as part of a future evaluation. There
may be a role for the SDG-related indicators??° particularly where these have been
used to define the objectives to be achieved by the initiative.

e Annex 3: Every impact assessment must report in a dedicated table identifying the
relevant SDGs for a given initiative. In addition, for the preferred option, the table
needs to assess the progress towards the identified SDG targets. For the cases, where
the SDG targets are quantifiable and so is the progress to reach them, the table should
present these estimates. When the progress cannot be quantified, the table should give
an indicative direction in relation to the relevant SDG targets (whether the preferred
option is likely to get the EU closer to the target / improve, stay neutral or get away
from the target / deteriorate). In view of interlinkages across the SDGs, the table
should be accompanied by explanations describing possible synergies and trade-offs
between specific SDGs and justifications for the proposed policy choices.

Include in the ‘call for evidence’ the above considerations on SDGs when preparing the
documents to be published with the ‘call for evidence’ defining problems, objectives, policy
options and a preliminary assessment of impacts.

For financial programmes and financial instruments??!, reference to the SDGs should also be
considered for ex-ante evaluations in an analogous manner as for impact assessments.

Evaluations and fitness checks

The monitoring arrangements present the link between the evaluation, impact assessment and
the relevant SDGs with their associated indicators and data collection activities.

When impact assessments pre-date the SDGs (and their associated indicators) or do not refer
to the SDGs even though they may be relevant:

218 gSee Tool #15 (How to set objectives)

219 See Tool #16 (How to identify policy options) and Tool #60 (Baselines)

220 PG indicators may be broader than operational objectives of an initiative. It may be difficult to disentangle
the effect of a particular measure from other measures also acting on a specific SDG objective.

221 See Tool #9 (Spending programmes, financial instruments, and budgetary guarantee)
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e In the latter case, the evaluation could still refer to the contribution to the
implementation of relevant SDGs.

e The evaluation can still make use of the SDG data sets and indicators when assessing
the performance of the intervention so long as an appropriate baseline is used
(complemented with the SDGs but consistent with the original impact assessment).

e The evaluation will then have to collect whatever relevant evidence exists to assess
performance, linking it to the relevant SDG.

Commission proposals — explanatory memorandum

While it is important to mainstream the SDGs into policymaking processes, it is also
important that the Commission reports transparently and effectively on its activities to make
progress in the areas relevant to each SDG.

Therefore, when the Commission presents a new proposal (regulatory or financial) it will
explain its objectives in terms of contribution to the implementation of the relevant SDGs at
stake and expected impacts in terms of their associated indicators. This information will help
inform the deliberations of the co-legislators. The explanatory memorandum 222 should
summarise the key findings of the impact assessment (or ex-ante evaluation) relevant to the
SDGs, based on the analysis presented in Annex 3 of the impact assessment (or the relevant
analysis in ex-ante evaluation).

The Commission’s website KnowSDGs (box 1) presents a full description of all the 17 goals
and 169 targets, including the list of UN and EU SDG indicators. All the information is
organised by goal, and for each EU indicator there is a direct link to the ESTAT data
browser, where the user can visualise the full description of the indicator and access the
corresponding data by country and year.

The platform offers interactive tools to explore: 1) how EU policies relate to the SDGs,
2) what SDG interlinkages are and how they can be identified, and 3) modelling tools that
can be used to look at the SDGs through a quantitative lens

Box 1: Tools for the analysis of SDGs - the KnowSDGs Platform

The KnowSDGs (Knowledge base for the Sustainable Development Goals) platform provides
interactive and easy-to-use tools and organises knowledge on policies, indicators, methods,
and data to support the evidence-based implementation of the SDGs. The following tools are
available on the platform to support policy makers in contextualising their policies within the
SDG framework.

The SDG policy-mapping tool is designed to help policymakers identify the SDGs that may
potentially be impacted or linked to their policy. Utilising automatic text classification, the
tool provides a semantic analysis of any policy document to identify the relevant SDGs (at
goals and targets level) that are addressed in the text, based on a database of relevant
keywords. The tool is applicable at different stages of the policy cycle and is a useful
guidance for policymakers in bringing the complete picture of SDGs to their attention, along
with their extent and the complexity of their interactions.

222 gee Tool #40 (Drafting the explanatory memorandum)
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In its interactive version — the SDG Mapper — the user can upload any policy-related text to
a secure portal, and immediately receive a preliminary analysis of the relevant SDGs and
targets. It also facilitates the production of infographics on the relevant SDGs, for instance in
a draft proposal, thereby making it particularly useful in the ‘better regulation’ context. Since
data interpretation is crucial to assure correct assessment of the relevant SDGs and targets,
the JRC can provide additional support for deeper analysis and interpretation of results.

In addition, the EnablingSDGs tool facilitates policymakers in the identification of
interlinkages — synergies and trade-offs — and interactions between different SDGs, assessing
impacts of different policy choices, highlighting second-order effects and potential
unintended consequences of the policy proposal. This specific toolkit facilitates engagement
of policymakers (and eventually also stakeholders, scientists etc.) in a dialogue to identify
and characterise the relevant SDGs interactions. This can contribute in a more tangible
manner to ensure a balanced integration of the three dimensions of sustainable development.

Moreover, the SDGs modelling tool aims to facilitate the use of models for sustainability
assessment in the SDGs framework, trough the identification of appropriate model(s) for the
assessment of specific policy options. The tool provides the list of all the models run or
developed by the Commission and included in the Modelling Inventory and Knowledge
Management System (MIDAS) and their contribution to the SDGs (at goal, target, and
indicator level). This tool offers a transparent mapping of how model outputs can be directly
or indirectly linked to EU/UN SDGs indicators, therefore screening which models could be
suitable to quantitatively evaluate the impacts of policy options on SDGs, targets, and
indicators.
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TOOL #20. STRATEGIC FORESIGHT FOR IMPACT ASSESSMENTS AND
EVALUATIONS

Strategic foresight seeks to embed foresight, understood as the discipline of exploring,
anticipating, and shaping the future, into EU policymaking. The EU must make sure that it
develops policies that are robust and future proof, and that policymakers and institutions are
prepared to anticipate changes to proactively shape the future according to the EU’s political
priorities. Strategic foresight can help anticipate trends, risks, emerging issues, and their
potential implications and opportunities to draw useful insights for strategic planning,
policymaking, and preparedness. It can also support policymaking in the initial stages of the
policy cycle, from initial problem scoping to option design, but also in reviewing and
futureproofing existing policies.

This tool focuses on the practical use of strategic foresight in impact assessments and
evaluations. More systematic use of foresight analysis for preparing impact assessments,
evaluations, and fitness checks, should help Commission services better deal with uncertainty
and ensure that Commission initiatives benefit from:

— clearer understanding of megatrends and drivers of change, which may impact the
policy problem and its future evolution;

— policy objectives that consider the key future challenges;
— future-proof policy options that are designed to address the key future challenges.

Public consultations could also include foresight-related questions, to capture the
stakeholders’ perspective in the given policy area.

Various methodologies and approaches can support embedding the foresight into the ‘better
regulation’ framework??:

Firstly, impact assessments should take account of megatrends. These are long-term global
driving forces that are observable in the present and are likely to continue to have a
significant influence for a few decades. They have the potential to lead to large- and broad-
scale transformations (see Table 1).

Secondly, the analysis of megatrends can be complemented with the use of future (long-
term) scenarios as the basis for the development of more resilient and future-proof policies.
Scenarios are plausible consistent pictures of the future, describing the context of a policy
area. They may consider one or more megatrends. They can be used to assess and stress-test
how policies and policy objectives would perform in these future situations, leading to
strategic reflections of alternative options for policy decisions today.

Using scenarios could allow:

223 The Competence Centre for Foresight (JRC-FORESIGHT@ec.europa.eu) can provide support with these
methodologies. Other foresight approaches, beyond megatrends and scenarios, may also be used where
relevant.
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— considering key uncertainties by understanding viable alternative future developments
and the role and interests of different stakeholders therein;

— anticipating changes in overarching EU policy objectives in the medium to long term;

— assessing the performance of existing

legislation against alternative future

situations/scenarios, to identify which policies and strategic objectives need to be
revised to become more robust to future scenarios.

The design of scenarios is resource- and time-consuming and should be planned well ahead.
If this is not possible, there is a sizeable number of existing scenarios (e.g. developed for
climate policies?® or pension and inter-generational issues??®) and foresight studies??® that
may inform the futureproofing of other policy areas. Scenarios are also closely linked with
other ‘better regulation’ tools such as baselines (Tool #60).

Table 1: Overview of megatrends in the Commission’s Megatrends Hub??’

Continuing urbanisation

By 2100, the urban population
could reach 9 billion. Cities
are increasingly functioning
autonomously, setting new
social and economic
standards.

Growing consumption

By 2030, the consumer class
is expected to reach 5 billion
people. This means 2 billion
more people with increased
purchasing power than today.

Diversifying inequalities
Absolute number of people
living in extreme poverty has
been declining. The gaps
between the wealthiest and
poorest of the population are
widening.

Increasing demographic
imbalances

World population may reach
8.5 billion by 2030, with rapid
growth in many developing
economies, while shrinking in
many developed countries.

Diversification of
education and learning
New generations and
hyperconnectivity are rapidly
changing both educational
needs and modes of delivery.

Shifting health challenges

Science and better living
standards reduced infectious
diseases. Unhealthy lifestyles,
pollution, other anthropogenic
causes turn into health
burdens.

Accelerating
technological change and
hyperconnectivity
Technologies are changing the
nature and speed of new
scientific discoveries and are
transforming systems of
production, management, and
governance.

Changing nature of work

New generations entering the
workforce and older
generations working longer
are changing employment,
career models, and
organisational structures.

Expanding influence of
east and south

The shift of economic power
from the established Western
economies and Japan towards
the emerging economies in the
East and South is set to
continue.

Increasing significance of
migration

The social and political
significance of migration has
increased. Migration flows
and dynamics have become
more mixed in an
interconnected world.

Increasing influence of
new governing systems

Non-state actors, global
conscientiousness, social
media and internationalisation
of decision-making are
forming new, multi- layered
governing systems.

Changing security
paradigm

Diversification of threats and
actors is generating new
challenges to the defence and
security communities, as well
as to society as a whole.

Aggravating resource
scarcity

Demand for water, food,
energy, land, and minerals are
rising substantially, making
natural resources increasingly
scarce and more expensive.

Climate change and
environmental
degradation

Continued unabated,
anthropogenic pollution and
greenhouse gas emissions will
further increase changing
climate patterns.

224 The 2020 Foresight study on Raw Materials is based on the 2050 scenarios to underpin the Climate Law.

225 E.g. The 2021 Ageing report

226 E.g. Farmers of the future

227 |f time and other resources allow, a half-day megatrends workshop can help to understand how the future
conditions may affect the policy objectives and policy problems. Ideally, this happens ahead of drawing
terms of references for external studies and scoping possible baseline and modelling work (see Chapter 8).
Involvement of a carefully selected group of 4-8 colleagues from related policy fields and possibly external
experts with diverse and complementary perspectives can provide a multi-faceted assessment of long-term

challenges and options.
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Where relevant, based on the megatrends or scenarios, the following questions should be
answered: (1) which megatrends apply to the policy problem? What do the scenarios talk
about the policy problem? (2) which stakeholders are affected by the megatrends and
scenarios?

These findings should be considered in a proportionate way in the relevant sections of
the impact assessment (problem definition and baseline, policy objectives, policy options
and their assessment) following the three steps below:

A. ldentify the relevant megatrends/scenario that should be used

Why? Assure a systematic, future-oriented analysis of the problem drivers and
their future evolution.

How? Reflect on how relevant megatrends/scenario could affect the policy
problem and its future evolution.

B. Analyse the impact of the relevant megatrends/scenario and define policy
objectives

Why? Understand the effect of the relevant megatrends/scenarios on the policy
problem and adapt policy objectives accordingly.

How? Assess the long-term implications on the policy problem: which aspects of
the problem would the relevant megatrends/scenarios affect/change?
Which stakeholders would be more/less affected from this change?

Integrate the findings into key challenges that need to be addressed by the
policy options.

C. Design policy options to achieve future-proof policy objectives

Why? To future-proof the policy options to be resilient to changing boundary
conditions.

How? Develop policy options that address the key challenges identified in Step B
to accommodate the evolution of the problem over time.

Identify potentially weak aspects of other policy options and consider
improvements to better address future needs.

Consider in how far the policy options could themselves impact a
megatrend/scenario, and whether this could have any effect on reaching
policy objectives.

Fitness checks and evaluations inform political priority setting, and contribute to strategic
planning, as well as to the revision of existing legislation. While evaluations and fitness
checks are ex-post assessment of existing policies, their goal is to provide input to future
revisions of the policy instrument, asking: is the intervention still relevant today and will it be
relevant tomorrow? Evaluations and fitness checks should look beyond the current relevance

161



‘Better regulation’ toolbox 2025 © European Commission

and reflect on how the key evolutions, uncertainties and challenges of the future may affect
the future relevance, coherence, and effectiveness of the policy area.

4. ADDITIONAL INFORMATION

e Stoermer, E. et al. (2020): Foresight — Using Science and Evidence to Anticipate and
Shape the Future. In: Sucha, V and Sienkiewicz M. (ed.) JRC Handbook on Science and
Evidence in the Policy Ecosystem. ISBN 978-0-12-822596-7, DOI:10.1016/C2018-0-
03963-8

e Wilkinson, A. (2017): Strategic Foresight Primer, EPSC. ISBN: 978-92-79-75373-2,
DOI: 10.2872/71492

e ESPAS (2019): Global Trends to 2030. Challenges and choices for Europe. ISBN: 978-
92-76-04010-1, DOI :10.2872/074526

e European Parliamentary Research Service, Global Trends Team: Global Trendometer
2019. Essays on medium and long-term trends. ISBN 978-92-846-6091-9,
DOI:10.2861/051532

e ORSBIS, the global foresight hub — online library of prospective studies

e Megatrends workshop tool to assess long-term implications of megatrends
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TOOL #21. COMPETITIVENESS CHECK

All impact assessments should assess how the proposed policy intervention is expected to
affect competitiveness. The Competitiveness check (Annex 5 of the impact assessment)
summarises the key impacts on competitiveness of the preferred policy option and the
situation of the most affected sectors, when relevant (see step 2). The main report or
dedicated annexes can present more detailed analysis.

EU initiatives are likely to affect competitiveness when they affect one or more of the
following dimensions:

— cost and price competitiveness - the capacity to produce goods or services at a
lower cost and/or offer them at a lower price;

— capacity to innovate - the quality or originality of goods or services, and
technological development and innovation of products and/or processes;

— international competitiveness - the sectors’ market shares on international markets,
which reflect the comparative advantages of European companies;

— SME competitiveness — the ability of SMEs to compete with other market
participants.

This tool is based on a more detailed operational guide on how to assess impacts on sectoral
competitiveness 228 . The 2021 OECD report “How do laws and regulations affect
competitiveness: The role for regulatory impact assessment” endorses and builds on the
methodology presented below.

The principle of proportionate analysis means that not all IAs need to assess sectoral
competitiveness in depth. The first question to be answered is whether an initiative is likely to
have a significant effect on sectoral competitiveness or not.

Step 1. Is the initiative likely to have significant impacts on competitiveness?

While the impacts on competitiveness need to be assessed for every policy intervention, you
may use the checklist in Box 1 to get a first indication of the depth and scope of the analysis
needed. Box 1 uses an example of a proposal to ban the use of hazardous materials in EU
industrial products. This first assessment of the expected impacts on competitiveness does not
require an in-depth study or quantitative techniques and you can use your expertise only. The
replies may not be straightforward and may even change as you advance in your analysis.

228 Qperational guidance for assessing impacts on sectoral competitiveness within the Commission Impact
Assessment system, SEC (2012) 91.
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Box 1 - CHECKLIST. Is the ban of use of hazardous material likely to have a significant
impact on factors affecting the competitiveness of EU companies?

Likely significant

impact
Cost and price competitiveness
Cost of inputs Yes
Cost of capital No
Cost of labour Cannot say
Other compliance costs (e.g. reporting obligations) No
Cost of production, distribution, after-sales services Yes
Price of outputs (e.g. price controls) Cannot say
Capacity to innovate
Capacity to produce and bring R&D to the market Yes
Capacity for product innovation Yes

Capacity for process innovation (including distribution, Cannot say
marketing, and after-sales)

Access to risk capital Cannot say

International competitiveness

Market shares (EU single market) Cannot say

Market shares (external markets)??° No

If the impacts are expected to be significant or when there is considerable uncertainty (i.e.
many unanswered questions in the checklist), a further analysis of the impacts on
competitiveness would be warranted.

For proposals that are likely to have only a limited impact on competitiveness and for which a
deeper analysis would be disproportionate, the assessment may remain mainly qualitative,
but this should be justified in the Competitiveness check (Annex 5 to the impact assessment).
Where impacts are expected to be significant, in addition to the qualitative assessment, you
should strive to include quantitative elements and carry out a quantitative estimation of
impacts. Whereas a simple analysis may be limited to direct effects, a deep analysis of
competitiveness should consider direct and indirect impacts, both positive and negative, and
account for short- and long-term effects.

Step 2. Which sectors are affected? What is the competitive position of the most affected
sectors?

Before assessing the expected impacts of the initiative on competitiveness in depth, you
should try to identify the sector(s) most affected by the initiative and assess their current
competitive position.

229 The sector’s market shares on the international markets.
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For most sectoral initiatives, the identification of the most affected sectors will be
straightforward, but some initiatives are horizontal and affect the whole economy (e.g.
employment or energy policies). In such cases, you should look at the distribution of impacts
across sectors. You may need to consider labour, energy, resource and capital intensities to
better gauge the distribution of impacts and identify the most affected sectors if feasible.

When trying to identify the most affected sectors, it is important to consider direct impacts
and indirect impacts. Indirect impacts are triggered by changes in relative prices and
changes in supply and demand for inputs and outputs in the directly affected sector. They can
affect downstream or upstream sectors as well as markets for complementary or substitute
goods and may occur in parallel to the direct effects or with a delay (second round effects).
They are important for two reasons. First, they may be greater than the direct effects if they
affect many sectors. Second, they can alter the overall expected benefits/costs.

The interservice coordination group can help identify the sectors that are most affected by the
initiative. In case it is impossible to identify a few most affected sectors due to the horizontal
nature of an initiative, this should be explained and justified in the Competitiveness check
(Annex 5 to the impact assessment).

If the policy proposal is expected to affect certain sectors in particular (either because of its
sectoral nature or in case of horizontal proposals because some sectors would be more
directly affected), the impact assessment should assess their current competitive position.
The aim is to see if the sectors most affected by the initiative are currently under particular
‘stress’ due to the cumulative impacts of regulation or other factors. Such analysis should
inform policymaking and provide useful context for the competitiveness analysis to see
whether the additional regulatory costs seem bearable or whether this might ‘push many EU
businesses over the cliff’.

This analysis should also allow for a comparison of the competitive situation of EU
companies in a given sector with (i) the situation of non-EU companies in the same sector
(international competitiveness); (ii) the situation of companies in other sectors that serve as a
benchmark, e.g. all manufacturing sectors, possibly differentiating companies by their size
(SME competitiveness).

If data are available, the assessment of the current competitive position of the most affected
sectors should be quantitative, based on several indicators covering different dimensions
of competitiveness, and (where available) include a time series to assess the evolution.

The list of indicators in Box 2 below is indicative. It might be adjusted to consider the key
impacts of the initiative. For example, initiatives with significant cost implications might
require more in-depth analysis in relation to productivity and profitability of the sector,
whereas those related to research might require analysing innovation related indicators. The
availability of data for the sector concerned will also influence the type of indicators
analysed.

Box 2. List of possible indicators

1) Key facts and trends concerning the sector:
o weight of the affected sector in the EU economy, as measured by its share

165



‘Better regulation’ toolbox 2025 © European Commission

in value added, turnover and employment, and the evolution of key
indicators over time (change in gross value added, turnover and
employment in the last several years);

e number and distribution of firms, including the share of SMEs (possibly
differentiating between different size classes)?®;

e the “dynamism” of the sector captured by the number of high-growth
enterprises (HGES) and/or the number of employees working in HGEs?.

2) Productivity and profitability of the sector
e labour productivity or total factor productivity of the sector;
e current costs and/or profitability, as measured by net profit margins, gross
operating rates or return on equity?®?, if possible differentiating between
EU and non-EU companies and by size class of companies.

3) International position of the sector

e EU market share in global production or in global exports, and trade flows
(EU exports and imports, EU trade balance);

e flow of Foreign Direct Investment (ratio of inward/outward FDI stock to
value added). The ratio of inward FDI stock to value added indicates the
contribution of FDI to capital formation and signals the attractiveness of
the host country. The ratio of outward FDI stocks to value added is an
indicator of corporate strength, where companies venture abroad to seize
opportunities from foreign markets and resources;

e export market shares show how much of the total ‘world’ export is
covered by the export of a particular country for each industry. They
reflect the capacity to respond to external demand or to open up new
markets in direct comparison to international competitors;

e revealed comparative advantage (RCA), which compares the share of a
given industry’s exports in the EU’s total exports with the share of the
same industry’s exports of a group of reference countries or the world as a
whole;

e relative trade balance (RTB), which compares the trade balance of a
particular commodity to the total volume of trade, exports plus imports;

e terms of trade, measured by, for example relative unit labour costs
(RULC), to assess the cost of labour in a given industry relative to its
productivity (unit labour costs) and relative to the corresponding index in
another country;

e firms’ assessments of their competitive position in foreign markets, as
inquired by the Joint Harmonised EU Programme of Business and
Consumer Surveys.

4) Innovation in the sector

230 Concentration measures should be analysed in relevant markets. For example, in the context of a regulation
about glyphosate, one would want to understand the level of concentration in the glyphosate market, not the
entire chemicals sector.

231 High-growth enterprises - statistics - Statistics Explained - Eurostat

232 |t could also be interesting to analyse distributions of profit margins or return on investment, across firms
and across time, using firm-level databases, yet this requires having licenses to access such databases and the
technical capacity to use them.
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e numbers of innovation active or innovative firms, as a percentage of total
firms in the sector;
e R&D expenditure in the sector.

Most of the above data can be found in the Eurostat database, in particular in the sections on
Structural Business Statistics, production of manufactured products (PRODCOM) and
international trade in goods (COMEXT) and services (EU trade in services). Furthermore, the
OECD database is a valuable source. Section 5 furthermore lists several additional databases
which could be consulted.

You should also take stock of existing sectoral and market studies and evaluations completed
by the Commission and pay particular attention to the sectors already identified as being at
competitive disadvantage, for example in the Draghi report®®, as well as any other sector that
may be identified as strategically relevant. You may also consult the websites and
publications of the respective business associations or concerned social partner organisations.

The analysis of the competitive position of the most affected sectors should be summarised in
Annex 5 of the impact assessment (Competitiveness check).

Annex 5 should present an overview of the impacts of the preferred option on
competitiveness, along four dimensions of competitiveness, i.e. (i) cost and price
competitiveness, (ii) international competitiveness, (iii) capacity to innovate and (iv) SME
competitiveness.

Based on the analysis in the main report, Annex 5 should present an overall assessment
(score) of each of the four competitiveness dimensions in a standardised table. The table
should be accompanied by a synthetic assessment (short narrative) summarising the
expected impacts of the preferred option on competitiveness and the main factors that affect
competitiveness, including key figures on costs and benefits and any information that is
particularly relevant for the overall assessment (for instance, if impacts are expected to
evolve over time). If no impacts on competitiveness are signalled, this should be duly
justified.

The assessment of the impacts on competitiveness should include quantitative analysis to the
extent possible. Whereas qualitative assessment is mainly a narrative, quantification of
impacts on competitiveness may require descriptive statistics, input-output analysis using
national or sectoral accounts, applied general equilibrium modelling, or other econometric
exercises. For policy proposals that affect a diverse set of sectors, models such as computable
general equilibrium (CGE) and macro-econometric input-output models can be used to
quantify overall impacts?®*. The impacts on competitiveness may vary over time, which
should be reflected in the analysis.

The steps suggested below give an overview of possible outputs of the qualitative and
quantitative analysis, rather than specific tools and methods to deliver them, as these would

233 The sectors identified by the Draghi report are energy, critical raw materials, digitalisation, broadband
networks, computing, semiconductors, energy-intensive industries, clean technologies, automotive, defence,
space, pharma and transport.

234 See Tool #61 (Simulation models)
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depend on the issue at hand. The assessment of the competitive position of the most affected
sectors (step 2) provides a valuable context and a starting point for the competitiveness
analysis.

Step 3. What is the impact on cost and price competitiveness?

A policy proposal may have impacts on the cost of business operations and thus on returns on
investment and investment flows. It may impose direct compliance costs on affected sectors,
or it may affect costs indirectly, due to the change of behaviour of suppliers, consumers,
employees and investors resulting from the intervention.

When assessing the impacts of the preferred option on cost and price competitiveness, you
may consider the following questions:

Is the initiative likely to affect the production costs for companies, by affecting the
cost and availability of production factors such as labour (workers protection
legislation, social security contributions, labour taxes, etc.), capital (access and costs
of financing), natural resources, intermediate goods and services, energy, etc?

Is the initiative likely to affect the compliance costs for companies (i.e. adjustment
and administrative costs, other costs), such as time spent to comply with new policy
requirements, adjustments to the production process, additional equipment,
restructuring of the sector, etc?

What is the likely impact on competition, market power in relevant markets and
access to markets? Is the initiative likely to affect the number of suppliers or
producers (licenses, permits, authorisation, barriers to entry and exit...), their ability
and incentives to compete (price controls, bans or limits to marketing, standards
favouring particular technologies...), the choices and information available to
consumers (licenced shops, limits to mobility of customers between suppliers or
producers, transparency and comparability of information ...), the free movement of
goods, services, capital and people (self-employed and workers)?

Considering the competitive position of the most affected sectors (step 2), what are
the likely implications of changes in costs? Does any additional regulatory costs (the
difference relative to the dynamic baseline) seem bearable for the most affected
businesses?

o Would the sector need a major restructuring such as closing of production
lines, substitution of technologies, substitution of skills, etc.? Might it lead to
closing down of enterprises?

o Would companies, including SMEs or microbusinesses, be able to meet the
cost of restructuring? Might the initiative lead to closing down of enterprises,
job redundancies, etc.?

o Will the impacts on costs and prices be different in the short and the long
term?

o Will the initiative help companies to improve their competitiveness in the long
term (e.g. due to a first-mover advantage)?

It should be considered that additional regulatory costs may not affect companies uniformly,
and in particular SMEs’ competitiveness may be affected more profoundly by additional
costs due to the more limited scope for economies of scale (see also Step 6).

168




‘Better regulation’ toolbox 2025 © European Commission

For a more in-depth analysis, you may need to quantify the impacts in terms of changes in
compliance and/or operational costs. It may be useful to complete the analysis with an overall
cost breakdown (cost of labour, raw materials, energy etc.).

Step 4. What might be the impact on the sector's international competitiveness?

The assessment of impacts on competitiveness should consider the possible differential
impact of the preferred option on domestic and foreign firms. For instance, if a policy
proposal is likely to increase costs for EU producers (by e.g. introducing stricter product-
safety requirements on the EU market), it may not affect EU manufacturers’ relative prices
and market shares if their non-EU competitors face the same requirements and there are no
suitable cheaper substitutes. However, if the policy affects the production process (e.g.
through stricter resource use or pollution standards), or raises labour costs (e.g. through new
safety-at-work requirements), then EU manufacturers may be at a competitive disadvantage
compared to firms located elsewhere.

When assessing the impacts on international competitiveness, the typical questions you may
answer are:

e What is the likely impact of the initiative on the competitive position of EU firms with
respect to non-EU competitors (i.e. level-playing field)?

e What is the likely impact of the policy option on trade and trade barriers (tariffs and
non-tariff barriers)?

e Will the proposal impact an area where international standards, common regulatory
approaches or international regulatory dialogues exist?

e Is it likely to affect cross-border investment flows, including the relocation of
economic activity towards or away from the EU?

e What is the likely impact on resilience of EU companies?

e What is the likely impact on market shares in international markets?

You should consider the competitive position of the most affected sectors (step 2) in
comparison with businesses outside the EU. In this context it is important to look at the
current profitability of the EU companies as compared to international competitors to see if
and to what extent additional costs of the initiative might put EU companies at a disadvantage
compared to their international competitors.

See also the Tool #27 (External trade and investment).

Step 5. What is the impact on the enterprises’ capacity and incentives to innovate?

When assessing the impacts on the capacity to innovate, the following questions should be
considered:

e Does the initiative affect the capacity of companies or institutions to carry out R&D?

Is it expected to have an impact on relevant skills, protection of intellectual property
rights...?
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e Is the initiative expected to impact on the capacity or incentives for product
innovation (new products or features)? Is it expected to affect the availability of
technical skills, new technologies, the respect of technology neutrality...?

e Is the initiative expected to impact on the capacity or incentives for process
innovation (production and distribution, marketing, after-sales services)? Is it
expected to impact on management and organisational skills? Does it ensure the
‘digital by default’ principle?

e Does the initiative affect the access of companies or institutions to risk capital and
financing?

Within this step, for a more in-depth analysis, you may need to quantify the expected
impacts on the capacity of affected enterprises to innovate. This analysis should preferably
include several input and output indicators on sector innovations. The data from the EU
Industrial R&D Investment Scoreboard?®® and the Eurostat Community Innovation Survey?®
constitute a good starting point. Data may also be obtained from the industrial chamber of the
corresponding sector.

See also the Tool #22 (Research & innovation).

Step 6. What is the impact on SME competitiveness?

The impact of the initiative on the competitiveness of companies may differ depending on the
companies’ size. The analysis should be built on the findings of the SME test?*’, which is an
integral part of the impact assessment process, and the analysis of the three dimensions of
competitiveness analysed under steps 3-5. While the SME test assesses the impacts of the
initiative on SMEs, this step helps to understand whether the impacts of the initiative on the
competitiveness of SMEs differ substantially from those of large companies.

When assessing the impacts on SME competitiveness, the following questions should be
considered:

e Does the direct impact of the initiative on the competitiveness of SMEs differ
substantially from that of large companies?

e Is SMEs’ competitiveness likely to be indirectly affected through their position in the
value chain or through subcontracting? Are such indirect impacts particularly relevant
for SMEs?

e Is the impact on competitiveness of micro-companies likely to differ from the
impact on small- and medium-sized ones?

e To what extent is the initiative designed to minimise negative impacts on the
competitiveness of SMEs?

e Does the initiative include mitigating measures such as simplified reporting,
phasing -in obligations for SMEs...?

You may need first to look at the relevance of SMEs and micro-companies in the affected
sector(s). Particular attention may be necessary for micro businesses (under 10 employees) as
they may have fewer resources for taking on any possible adjustment costs or administrative

235 https://ec.europa.eu/jrc/en/publications-list
236 https://ec.europa.eu/eurostat/web/microdata/community-innovation-survey
237 See Tool #23 (The ‘SME test’).
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burdens. Within this step, for a more in-depth analysis, you may need to quantify the
expected impacts on SMEs competitiveness.

See also the Tool #23 (The ‘SME Test’).

If the analysis made under the previous section shows that certain sectors are
disproportionately affected or disadvantaged, you should consider using possible mitigating
measures. The aim is to achieve the policy objectives without compromising the
competitiveness of EU companies. The list below sets out some of the approaches you might
consider.

e Full or partial exemption of certain sectors or subsectors. This might include less
onerous compliance requirements or deeming a certain subset of rules not applicable
to certain sectors (e.g.: the Data Protection Regulation sets different requirements for
e-mail vs. traditional mail marketing);

e Extended transition/compliance periods before the rules come into force where, for
example, a service or product needs to be redesigned to be compliant (e.g. some
ecodesign schemes are introduced by phases where lighter compliance requirements
are set for the introductory phase);

e Varying requirements by type and/or size of business or type of product/service. For
example, SMEs are only required to register but not to be fully licenced; or exempting
smaller businesses from having to register or from paying fees.

When considering mitigating measures, it is always important to consider the relevant trade-
offs. For instance, excessively extending transitional periods or varying requirements by type
of business may entail a risk of reducing the effectiveness of the initiative and may privilege
certain types of enterprises and, therefore, harm fair competition or create threshold effects.

The relevant sections of the tools on the ‘SME test’, impacts on trade and investment and
impacts on innovation, can provide more details on how to minimize any negative impacts in
these areas.

5.1. EU databases

EUROSTAT: the main source for EU statistics, with data on industrial sectors’ performance,
structure, development, trade within the EU and outside the EU, employment, etc. Certain
specific sections can be particularly useful:

e EU Structural Business Statistics_(SBS): describe the detailed structure, economic
activity, and performance of businesses over time, providing data on number of
enterprises, persons employed, turnover, value-added, investment, productivity, SME
share of added value and employment. It covers industry, construction, trade and
services (data available for the EU-27 and for the Member States). The statistics can
be broken down to a very detailed sectoral level (several hundred economic activities
based on NACE classification).
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e PRODCOM: Statistics on the production of manufactured goods in the Member
States, measured by value (euros) and by volume (kg, m? number of items, etc.).
Prodcom data cover the economic activities of mining and quarrying, manufacturing,
and materials recovery, which refer to the sections B, C, and E of the ‘Statistical
classification of economic activities in the EU’ (NACE).

e EU Science and technology database: R&D, innovation data, patent statistics,
knowledge-intensive sectors, human resources in science and technology. It includes
the Community Innovation Survey (CIS) - a survey of innovation activity in
enterprises. The harmonised survey is designed to provide information on the
innovativeness of sectors by type of enterprises, on the different types of innovation
and on various aspects, such as the objectives, the sources of information, the public
funding, the innovation expenditures etc. The CIS provides statistics broken down by
countries, type of innovators, economic activities and size classes.

e EU Digital economy and society: statistics on digitalisation, which can be useful to
analyse the uptake and usage of ICT, level of digitalisation of businesses, digital
skills, etc.

e EU trade in goods (COMEXT): monthly data on imports and exports, providing
values and quantities of the trade by product and partner country. In addition, data is
available aggregated by product group, end use, mode of transport or tariff (if
applicable), as well as some seasonally adjusted data and indices. Annual data on
trading companies, including information about activity sector, enterprise size-class,
ownership, type of trader, and indicators on trade concentration.

e EU trade in services: information on international trade in services, international
supply of services by mode of supply, services trade by enterprise characteristics.

e EU Short-term business statistics (STS): the earliest statistics released by Eurostat to
show emerging trends in the European economy, data for industry, construction,
trade, services, excl. financial and public services. Include indices for production,
turnover, producer and import prices as well as for some other indicators
(construction costs, labour input), and quarterly indicators on business registrations
and bankruptcies.

AMECO: annual macro-economic database with data for the EU, the euro area, EU Member
States, candidate countries and other OECD countries, for a total of over 40 countries. Data is
organised in eighteen chapters, from population and employment via main national accounts
aggregates such as gross domestic product to sector accounts and the cyclical adjustment of
public finance variables.

EU Industrial R&D Investment Scoreboard: The Scoreboard is a benchmarking tool which
allows to, every year since 2004, monitor and analyse industrial R&D investment trends in
the context of the EU’s 3% of GDP R&D investment policy target, which is a key
performance indicator of the EU’s long-term competitiveness. Currently, it monitors the
world's top 2,000 R&D investors. The data is published as a four-year time series to allow,
for instance, to examine links between R&D and business performance.

ORBIS: Firm-level database by Moody’s (subscription is required) containing comprehensive
information on around 580 million companies across the globe. It can be used to research
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individual companies, search for companies with specific profiles, and for general analysis,
for issues such as turnover, employment, profits, investments, etc.

BACH - Bank for the Accounts of Companies Harmonised: Aggregated and harmonised
information on the financial statements of non-financial companies, available for free, from
12 Member States (AT, BE, DE, ES, FR, HR, HU, IT, LU, PL, PT, SK, ); 3 firms’ size
classes (small, medium-sized and large enterprises); 17 NACE sections and about 80 NACE
divisions; time series of over 20 years; over 90 items, including assets, liabilities and the
profit and loss account. It is used to analyse the assets, liabilities, financial position and
profitability of enterprises, according to their sector and size class.

Joint Harmonised EU Programme of Business and Consumer Surveys: The programme
interrogates every month some 120,000 company managers from across the EU about various
aspects of their business (trend in production, employment, etc.). Once a quarter,
manufacturing managers are explicitly asked whether the competitive position of their firm
on foreign markets outside the EU improved, stayed the same or deteriorated.

EU KLEMS Growth and Productivity Accounts: For detailed sectoral productivity and total
factor productivity for quantitative studies focusing on technical change in the industry
(manufacturing).

data.europa.eu — the official portal for European data. A single point of access to data
produced by EU, national, regional, and local public administration, as well as by some
international organisations.

5.2. International databases

COMTRADE is a UN database that aggregates detailed global annual and monthly trade
statistics by product and trading partner. It covers approximately 200 countries and represents
more than 99% of the world's merchandise trade.

IEA Statistics & Balances (International Energy Agency). For energy prices, fossil fuel
prices, etc.

IMF balance of payments (International Monetary Fund)

OECD.Stat: Contains statistics covering OECD members and the following areas:
— industry and Service Statistics;
— structural Analysis (STAN) Databases including Input-Output databases;

— structural and Demographic Business Statistics (SDBS) including Structural Business
Statistics per economic sector;

— international Trade by Commodity Statistics (ITCS); and
— productivity Levels and GDP per capita.

UNCTAD: For data on foreign direct investment (FDI) to assess import and adoption of
technical change through capital investment.
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6. RELEVANT SDG INDICATORS

To track progress in this field, the SDG indicators below can be a useful methodology,
though the list should not be considered exhaustive.

EU indicators:

* Real GDP per capita

* Investment share of GDP

» Purchasing power adjusted GDP per capita
» Gross domestic expenditure on R&D

* R&D personnel

UN indicators:

Annual growth rate of real GDP per capita
Annual growth rate of real GDP per employed person @
Proportion of small-scale industries in total industry value added
Research and development expenditure as a proportion of GDP
Researchers (in full-time equivalent) per million inhabitants
Worldwide weighted tariff-average

1 PARTMERSHIPS
FOR THE G0ALS
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TOOL #22. RESEARCH AND INNOVATION
1. INTRODUCTION

This tool provides guidelines for analysing the interaction between EU initiatives and
innovation in line with the innovation principle?®. It ensures that the innovation dimension is
considered when preparing and implementing EU legislation.

This approach also ensures that EU legislation considers emerging innovations that are in line
with EU policy objectives, thus facilitating their development and adoption.

r .
< o
Agenda-Setting Legislation Implementation
Phase phase phase
Preparatory Commission’s Compliance
policy work proposal Clarification

1

I

I

_ Innovation Deals
Foresight Impact assessment Evaluations

The innovation dimension may be considered at three key stages of the policy cycle:

e agenda-setting: foresight and horizon scanning;
e preparation of EU legislation: impact assessments;
e implementation of EU legislation: innovation deals and evaluations.

2. AGENDA SETTING: FORESIGHT AND HORIZON SCANNING

Foresight uses a range of methodologies, such as scanning the horizon for emerging changes,
analysing megatrends, and developing multiple scenarios about the future. It is useful
whenever there is a high degree of uncertainty surrounding changes to the relevant future
context and to ensure that short-term actions are grounded in long-term objectives?3. Horizon
scanning is a methodology for detecting early signs of potentially important developments
through examination of potential threats and opportunities, with emphasis on new
technology?4°.

DG Research and Innovation can support an analysis of technological and business process
innovation, drawing among others on the results of horizon scanning and foresight, e.g.,
should it be requested by the ISCG. This kind of analysis is particularly useful when the
initiative:

238 See also Communication “A renewed European agenda for Research and Innovation — Europe’s chance to
shape its future”, pp. 9-10: https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CEL EX:52018DC0306

239 See European Commission (2020)493, 2020 Strategic Foresight Report, https://eur-lex.europa.eu/legal-
content/EN/TXT/PDF/?uri=CELEX:52020DC0493&from=EN; and Tool #4.

240 According to the OECD. Foresight: https://www.oecd.org/strategic-foresight/whatisforesight/
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(1) involves upstream policy formulation and generation of strategic options for an
emerging policy area or a policy area that has not been regulated yet;

(2) involves an assessment of existing legislation in light of technological changes and
business process innovation, especially taking account of the relevance of existing
rules;

(3) touches upon an area or areas characterised by quick technological progress and
intense innovation

(4) affects specific research and innovation rules at EU level.

While having primarily an anticipatory function, horizon scanning can also relate to other
stages of the policy-making cycle, including evaluation. For instance, its findings can be used
in evaluations preceding legislative reviews, if horizon scanning results point to an important
development that could affect the functioning of existing legislation.

DG Research and Innovation is putting in place a Regulatory Advice Mechanism (RAM) to
provide upstream advice and improve the general understanding of the relation between
innovation policy and regulatory policy, thus contributing to the overall resilience of the EU’s
regulatory framework. The mandate of this expert group is to identify anticipated impacts of
beneficial innovations and provide recommendations on regulatory design to maximise their
diffusion and use, while ensuring they can be deployed safely and sustainably. The group
will:

e scan the horizon for promising discoveries and trends, also building on the work of
the Framework Programme for Research and Innovation;

e explore and suggest novel regulatory approaches in the face of challenges cutting
across various policy domains;

e deal with technologies, services and business models that have concrete applications
and show the potential to bring significant benefits to the EU economy and society,
especially to accelerate the green and digital transitions. As an illustration, possible
topics could include: customer quality assurance and product guarantee in
decentralised customised mass manufacturing (e.g. 3D-printing), recycling of urban
biowaste, and innovative personal means of transport.

The Regulatory Advice Mechanism can be activated upon request from the concerned
Commission services, by contacting DG Research and Innovation.?*

In cases where scientific advice or scientific evidence are needed to inform policy-making or
underpin policy choices (for instance during the agenda-setting phase), the Group of Chief
Scientific Advisors, at the heart of the Commission’s Scientific Advice Mechanism (SAM)?42
can be requested to assist policy- and decision-making with targeted, up-to-date scientific
evidence or science-informed recommendations.

This can be done where evidence is necessary to understand and assess the multiple
dimensions of policy options and to interpret information and data critical to make informed
policy choices. SAM complements and orients the routine assistance of the JRC in better

241 Questions can be sent to the functional mailbox : RTD-INNOVATION-PRINCIPLE@ec.europa.eu

242 nhttps://ec.europa.eu/info/research-and-innovation/strategy/support-policy-making/scientific-support-eu-
policies/group-chief-scientific-advisors_en#about-the-advisors. See also Tool #4 (Evidence-informed
policymaking).
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regulation work. The request should be advanced by the College at the behest of services via
the cabinet of the Commissioner(s) responsible for the policy issue at stake.

The assessment of the potential impact of a policy initiative on research and innovation starts
with the type of initiative and its overall objectives. Consider whether, and to what extent, the
initiative may have positive or negative impacts on research and innovation capacity at the
firm, sector, or EU level. For example by:

(1)  creating (or reducing) barriers to innovation or weakening (or strengthening) the

incentives for investing in innovation?*;

(2)  creating (or reducing) opportunities or incentives for innovation that could better
support the achievement of policy objectives;

(3)  affecting specific research and innovation rules at EU level (e.g. patent law,
technology transfer legislation) or spending programmes. These will have an effect on
the incentives and rewards for innovation, as well as perhaps the location choice of
research, development and market entry.

DG Research and Innovation is available to support with targeted analysis, guidance and help
in the design of EU initiatives at the request of, and in cooperation with, the lead DG.

The stepwise approach:

Step (1) Include research and innovation angle in consultations

Depending on the extent to which a planned policy initiative is likely to have significant
impacts on innovation and research, questions on these aspects should be a central element of
the consultation strategy (for which separate guidance exists®*4). The public consultation
should include questions on potential impacts on research and innovation, on emerging
techniques and technologies and on impacts on companies scaling up in size?*. The public
consultation should reach out to relevant stakeholders, in particular start-ups, research
institutes, innovation foundations, civil society organisations dealing with sectoral legislation,
etc.

There is a risk that this sort of consultation exercise will predominantly identify the views of
incumbent firms and therefore may not fully consider the impact on or possible creation of
new business models, new firms or new technologies and services. This should be considered
in the analysis of responses received?*®. This risk can also be mitigated by targeted
consultation with research and innovation ecosystem actors, for instance through round
tables, focus group meetings, hearings etc. DG Research and Innovation may help to identify
key stakeholders and facilitate engagement.

Step (2) Assess potential impacts on research and innovation

243 gee also Tool #21(Sectoral competitiveness)

244 gee Tools #50 to #54, on consulting stakeholders

245 gee COM(2025) 270 final; The EU Startup and Scaleup Strateqy - Choose Europe to start and scale which
contains actions to help startups and scaleups that are also linked to SME and internal market impacts.

26 See  Ashford/Renda, 2016.  https://www.ceps.eu/publications/aligning-policies-low-carbon-systemic-
innovation-europe
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The checklist below provides an indicative set of questions to assess whether the proposed

initiative affects research and innovation®*.

Impact on research and innovation Y/N
Does the measure affect the research, testing or demonstration phase?

Does the intervention impact the generation of new ideas, their adaptation and
application (e.g. from the knowledge base to industry)?
Does it affect the cooperation (e.g. circulation of data, research results or
researchers) between public and corporate R&D?
Does the proposed intervention potentially affect the establishment of, access to
and functioning of R&D infrastructures?
Could the measure add or ease an administrative burden to testing, piloting, or
demonstrating new goods, services, and products?
Could compliance costs and time for the development of innovative
technologies/solutions be affected?
Does the intervention provide an equal playing field for public and private actors?

Does the measure affect application of innovative solutions or to bring them to market?

Is the intervention in an area with a relatively fast pace of innovation, and where
legislation risk being outpaced by technological development?

Can the initiative affect the introduction of future innovative solutions that may
better achieve its policy objectives?

Can the measure affect the innovation dynamics of specific markets?

Can the measure add or remove an administrative burden to bringing new goods,
services, and products on the market?

Will the initiative stimulate multi-disciplinary scientific research?

Does the measure affect incentives around investment or scaling up in Europe?

Can the intervention change the innovation incentives and choices for R&D
investments?

Can the intervention lead to a difference in innovation investment incentives in
the EU compared to third countries?

Can the intervention affect the incentives for companies to scale up in Europe?

Will the proposed initiative lead to societal/organisational innovation?

If the assessment leads to the conclusion that the proposed initiative has an impact (positive
or negative) on research and innovation, further analysis on the specific impacts of policy
options should be carried out. DG Research and Innovation will support an evidence base for
policy options and the relation with innovation through the screening and feedback to policy

of relevant projects funded by the Framework Programme.

Step (3) Address legislative design considerations

247 See Tool #21 (Sectoral competitiveness) for guidance on how to quantify the impact of legislation on the

capacity of enterprises to innovate.
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The interaction between a policy option and innovation depends on a range of factors,
including regulation design, implementation, and enforcement. This section will help you to
understand (i) the potential impact of the design of your proposal on research and innovation
behaviours and outcomes, (ii) how to mitigate negative impacts on research and innovation
and (iii) how innovation can be leveraged to better achieve policy objectives. Questions may
not be relevant for all types of policies.

The table below describes several ways in which regulation and innovation interact. The
description of each issue is followed by a series of questions designed to facilitate further
reflection on whether and how it might be relevant to the options being considered in the
impact assessment.

If you answer ‘yes’ to a question, please consider what steps you can take to maximise R&l
capacities and the potential of innovation to achieve policy objectives. Where possible, the
table points to specific instruments in Step 4 that can be applied to address the identified
challenge. These are, however, by no means the only instruments that can be used.

Relevant
Legislative design considerations Y/N instruments
(Step 4)

Flexibility and future-proofing®®

Legislation should remain open to innovative solutions that will help achieve the policy objective of
the measure under consideration. It should aim for technology neutrality and seek to avoid lock-in to
one specific technology solution or technique. Generally, the less prescriptive and detailed a measure
is, the more room it leaves for potential innovation. Excessively prescriptive and detailed regulation
can create barriers to entry for innovative solutions, even if the innovation could contribute to
achieving the policy goal of regulation. They can also limit the possibility to adapt rules in a timely
manner, when circumstances change.

Does the measure give operators as much flexibility as possible while
ensuring that the policy objective will be met? Has the impact on
innovation of the proposed measure been examined in the context of
the proportionality test?

1,2

Does the proposed measure contain targets? Is it designed to allow for
the possibility of emerging technologies or processes that could better 2,4,5
meet or exceed these targets?

Avre definitions used future-proof and unlikely to become outdated with

the appearance of new innovations? 3

Are provisions allowing for regular updates of the measure in case of 3

rapid technological developments?

Does the measure address a time-specific issue? 3

Is the proposed measure adaptable to scientific progress and new 12345
scientific discoveries? e Een
Does the proposed legislation respect technology-neutrality? 2,4,5

248 According to the OECD, future-proofing means stress-testing existing or proposed strategies and

policies. Source: https://www.oecd.org/strategic-foresight/
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Compliance costs

Compliance costs divert resources from other purposes, potentially including research and innovation.
Compliance costs may at times discourage innovation if they fall disproportionately on innovators
compared to incumbents, for example because of the costs of testing and obtaining authorisation®*°.
Testing and authorisation processes for regulatory compliance may require spending on research —
this is sometimes considered ‘defensive’ R&D as opposed to R&D that itself aims to develop new
technologies, processes, or products.

Have you taken steps to reduce the likelihood that the compliance costs

of the policy option will divert resources from R&I activities? 2,4,5

Does the policy option seek to achieve a balance between requirements
for ‘defensive’ R&D and incentives for R&D to create novel 4.5
solutions?

Have you taken steps to reduce unjustified variation in compliance

costs between incumbents and potential innovators? 1,2,4,5

Have you taken steps to ensure that compliance costs do not create a
particular obstacle for innovative SMES?

Regulatory certainty and clarity

Regulatory uncertainty can hamper investment, including investment in R&I, because it increases risk
and potentially also the cost of finance. Regulatory uncertainty can take different forms. It may be
caused by real or perceived instability: is the regulator likely to change the regulatory framework in
the foreseeable future? It may also be caused by a gap or lack of clarity in regulation when it is
unclear whether an innovation would comply. There are trade-offs between the need to reduce
regulatory uncertainty and the need to maintain flexibility.

Will the proposed measure minimise regulatory uncertainty?

Is it clear to which products/technologies this policy option applies? 1,2

Will the proposed measure expire at a certain date or is there a date fixed for
its review and possible modification? If so, does it strike the right balance
between providing regulatory certainty on the one hand and the possibility for
adaption to scientific and technological progress on the other?

Timing and stringency

There is a balance to be struck about the stringency of regulations. On the one hand, a regulation that
is overly stringent or imposes requirements within an unrealistic timeframe may encourage the market
to use existing solutions. This can hamper investment and the deployment of solutions. On the other
hand, the need to meet ambitious standards can stimulate radical innovation, provided regulation
leaves sufficient time and is sufficiently stable to allow the market to develop new solutions.

Does the initiative introduce new requirements within a timeframe that is in
line with the market’s investment and innovation cycle?

The single market and harmonisation and interactions with other policies

A lack of harmonisation between Member States, and even between EU Member States and other
countries, can discourage investment in the development of innovative solutions and create barriers to
market access. The creation of a well-functioning single market can encourage investment in the
scaling up of innovations.

249 Note that this is not always the case, as compliance costs can also have the opposite effect of encouraging
innovation; this can only be established on a case-by-case basis when assessing the impacts of a specific
policy or initiative.
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Will the proposed measure help to ensure a consistent approach across the
EU? Will it effectively address any identified problems created by differences
in implementation in different Member States?

Could the implementation of the legislation result in inconsistent requirements
or regulatory practices between Member States in relation to innovative
solutions?

Is the proposed initiative aligned with requirements at the international level
(e.g. international standards)?

Does the proposal consider potential interactions with cross-sectoral
legislation or requirements governing different sectors?

Step (4) Apply tools to leverage the potential of innovation and reduce negative impacts

This section provides a non-exhaustive list of approaches to improve the design of your
legislation for innovation-friendliness and to leverage innovation for better achieving your
policy objectives. These concrete suggestions need to be considered on a case-by-case basis.
Using them in legislative design helps formulate legislation with sustainable innovation in
mind.

Please also refer to Tool #17 for support in assessing whether the choice of different policy
instruments (e.g. directives versus regulations) could allow you to achieve better outcomes for
innovation.

Instruments of adaptive regulation:
1. Experimentation clauses®®

An experimentation clause enables the authorities tasked with implementing and enforcing
the legislation to exercise a degree of flexibility in relation to innovative technologies,
products, or approaches, even if they do not conform to all existing legal requirements.

Experimentation clauses can be appropriate when detailed product or technological
characteristics must be defined in legislation, but the policy goal could be met in the future by
different, innovative solutions. They may also be proposed with the express intention of
encouraging innovation and experimentation. A sophisticated experimentation framework is
referred to as a regulatory sandbox — testing innovations in a real-world environment subject
to regulatory safeguards and support.

The Regulation on the Approval of Motor Vehicles (2018/858) defines the process by
which Member States certify that a vehicle model meets EU safety, environmental and
production requirements. Article 39 (Exemptions for new technologies or new concepts)
allows Member States, subject to authorisation from the Commission, to approve
technologies or concepts even though they do not meet certain requirements. Pending the
Commission decision on whether to authorise the exemption, the Member State may grant
provisional approval that is valid only on its territory.

250 See also Tool #69 (Emerging methods and policy instruments)
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2. Outcome-oriented legislation

Outcome-oriented legislation sets a measurable objective without prescribing the exact
mechanisms by which the objective is to be achieved. It gives concerned organisations the
flexibility to decide how to achieve the objective.

Outcome-oriented legislation should, in principle, be the preferred option unless there is a
clear need to define the exact mechanisms by which the objective is to be achieved. It avoids
creating a situation of lock-in to a particular technology or approach and creates a more level
playing field for innovative technologies or approaches to compete against incumbents.

The Regulation on personal protective equipment (2016/425) lays down requirements
for the design and manufacture of personal protective equipment to ensure the protection of
the health and safety of users. The technical specifications listed in Annex Il of the
Regulation do not prescribe the specific technology or materials to be used provided they
do not adversely affect the health or safety.

3. Sunset clauses

Sunset clauses terminate or repeal some or all provisions of a legal text after a specific date,
unless further legislative action is taken to extend them. They can be used to ensure that
legislation does not become an obstacle to innovation in rapidly changing market or
technological environments. They can also serve as a tool for legislative experimentation, as
they allow the lawmaker to test a new legal approach or regulatory framework for new
technologies in a clearly delimited way. The risk of regulatory uncertainty must also be
considered when considering their use.

The European Union Agency for Network and Information Security (ENISA) is an EU
decentralised agency created in 2004 for an initial period of five years. Article 25 of
Regulation (EC) No 460/2004 specified that its operations must be evaluated to determine
whether its mandate should be extended. Under Regulation (EU) 526/2013, ENISA
received a new seven-year mandate, with a possibility of extension following an evaluation
(Article 32 on ‘Evaluation and review’ and 36 on ‘Duration’). The temporary mandates
reflect the rapid evolution of information and communication technologies, the changing
threat landscape, and the evolution of Union policy in this field. Since June 2019, ENISA
has a permanent mandate (Regulation (EU) 2019/881 of the European Parliament and of the
Council of 17 April 2019 - Cybersecurity Act)

4. Test of alternatives

A test of alternatives requires applicants for regulatory approval to consider potential
alternatives, and to justify why their chosen solution is the optimal way to meet the policy
goals underlying regulation. Applied rigorously, the requirement to examine alternatives has
the potential to encourage innovation and the search for new approaches to existing goals.

A test of alternatives may be relevant when projects, products or technologies have a negative
impact on a core regulatory objective like consumer or environmental protection or even fail
to meet standards, but a regulator nonetheless has reason to approve due to their wider
benefits. In such cases, a test of alternatives can help to ensure that the desired wider benefit
is achieved using the best available technology.
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The Environmental Impact Assessment Directive (2014/52/EU) defines the
environmental impact assessment to be applied by Member States when authorising
projects likely to have significant effects on the environment. Article 31 specifies that
developers must submit an outline of the main alternatives they have studied.

5. Top-runner approach

The top-runner approach refers to legislative provisions that envisage the updating of a
requirement to reflect higher performance levels that have become possible because of
scientific or technological progress. If an innovation achieves a higher performance level,
then that performance level becomes the new requirement. The top-runner approach
encourages innovation by rewarding first movers, since other market operators are obliged to
adopt that innovation — or seek their own innovation that performs equally well or better.

The Industrial Emissions Directive (2010/75/EU) aims to protect human health and the
environment by reducing harmful industrial emissions. Member State authorities may grant
operating permits for industrial installations only if those installations do not exceed certain
emission levels. The emission levels are set according to what can be achieved by Best
Available Techniques, as defined in a Commission Implementing Decision. Article 74
provides for the periodic updating of the Best Available Techniques and the acceptable
emissions level in accordance with scientific and technological progress.

Combining different approaches and instruments
In practice, legislation may combine different instruments and approaches.

For example, the Industrial Emissions Directive (2010/75/EU) includes provisions that
correspond to the top-runner approach (Article 74), outcome-oriented legislation (Article 15,
paragraph 2) and an exemption mechanism (Article 15, paragraph 5).

REACH (Regulation (EC) No 1907/2006 concerning the Registration, Evaluation,
Authorisation and Restriction of Chemicals) combines the test of alternatives with the top-
runner approach (Articles 55, 60 and 61).

Innovation deals contribute to future-proof EU legislation by addressing perceived regulatory
obstacles to innovative solutions stemming from existing EU rules. They are voluntary
agreements with stakeholders: innovators, civil society, national/regional or local authorities
and the Commission services. Innovation deals feed in the evaluation and REFIT process of
the Commission and may result in a revision of EU rules.

An innovation deal will consist of;

— definition of the perceived regulatory problem encountered by innovators and
— identification of a solution to this problem in cooperation with the innovation deal
team.

Early indications of the innovation deal pilots point towards the need for clarification (instead
of revision) of several of the so-called ‘regulatory’ barriers perceived by innovators. Other
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barriers may need an intervention at national level or a revision of EU rules to benefit all
innovators facing similar obstacles.

So far, two innovation deals were carried out in the area of circular economy: “Sustainable
wastewater treatment combining anaerobic membrane technology and water reuse” and
“From e-mobility to recycling: the virtuous loop of the electric vehicle”?%!,

New innovation deals can be triggered via an open call, and guidance from DG Research and
Innovation is available for all Commission services. Any innovator or group of innovators
that encounter an EU regulatory obstacle impeding its close-to-market activities can apply for
an innovation deal under conditions specified in an open call, to be prepared by the
Commission.

If the existence of an obstacle to innovation arising from EU regulation is confirmed by
providing clear evidence from the innovation deal, the Commission will take the results into
account when evaluating the legislation in question. The result of an innovation deal can also
be used to undertake further real-world testing through a regulatory sandbox, an innovation
lab or other similar experimental approaches.

Pilot innovation deal example:

Anaerobic membrane technology for reuse of wastewater in agriculture: The aim of the
deal was to investigate the (perceived) regulatory barriers that may prevent a broader
application of Anaerobic Membrane Bioreactor (AnMBR) technology to allow reuse of the
reclaimed water and nutrients in agriculture. The innovation deal indeed identifies an EU
regulatory barrier, as wastewater treatment plants based on the AnMBR technology cannot
receive a permit to operate in sensitive areas. Recommendations from the innovation deal
include: (1) changing existing rules to enable fertigation in sensitive areas while ensuring that
environmental objectives are achieved, (2) developing guidance for Member States to
integrate environmental risks relating to nutrients, (3) reflecting on methods for water pricing
and recovering costs from polluters when water is reused in agriculture.

Catalogue of services on research and innovation:

e Provide Regulatory Advice Mechanism reports with upstream policy advice;

e Support evidence base for impact assessments; identify key R&I stakeholders and
stimulate the participation of innovators in stakeholder consultation by enhancing
their publicity in the communities of innovators;

e Support the evidence base for impact assessments;

e Develop innovation deals and support the evidence base for evaluations.

Information about the content or application of this tool: RTD-INNOVATION-
PRINCIPLE@ec.europa.eu._.

251 https://op.europa.eu/en/publication-detail/-/publication/e361ec68-09b4-11ea-8c1f-0laa75ed71al
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Complementary ‘better regulation’ tools:

Tool #4 (Evidence-informed policymaking) deals with evidence and scientific advice.
Tool #20 (Strategic foresight for impact assessments and evaluations)

Tool #69 (Emerging methods and policy instruments), deals with regulatory sandboxes.

Tool #21 (Sectoral competitiveness) deals with the capacity of enterprises to innovate as part
of competitiveness-proofing.

Tool #23 (The ‘SME test’) considers innovation in the context of small and middle-sized
enterprises.

Tool #24 (Competition) on the link between market competition and innovation.

Tool #28 (Digital-ready policymaking) deals with impacts related to information and
communication technologies as well as digital policy aspects.

To track progress in this field, the SDG indicators below can be a useful methodology,
though the list should not be considered exhaustive.

Relevant SDG indicators SDGs

EU indicators: RLLON
* Gross domestic expenditure on R&D = =
+ R&D personnel T

UN indicators:
* Research and development expenditure as a proportion of GDP
* Researchers (in full-time equivalent) per million inhabitants

252

All of the above indicators can be mapped against the individual SDGs“°“ to show the

transversal nature of R&D.

22 An example of such analysis is provided in Keeping our eyes on the Horizon, Monitoring flash series: a
Horizon 2020 monitoring report
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TOOL #23. THE ‘SME TEST’

Small and medium-sized enterprises (SMEs) account in EU-27 for more than 99% of all
enterprises in the non-financial business sector and more than 90% of them are
microenterprises. The latter are companies with fewer than 10 employees 2. The
Commission aims to improve the business environment for SMEs by permanently anchoring
the ‘think small first’ principle in policymaking®*. This requires considering the specific
characteristics of SMEs when designing legislation and simplifying the existing regulatory
environment. The principle calls for new legislation, administrative rules, and procedures to
be simple, easy to understand, and straightforward to apply.

The ‘SME test’ tool helps to assess the impacts on SMEs in impact assessment reports
with the intention to ensure effective and efficient rules and minimise the burden
imposed on SMEs?®. Since 2022, the Network of SME Envoys identifies in the ‘SME filter’
initiatives that are likely to significantly affect SMEs and that therefore need to be carefully
analysed. Since May 2025, impact assessments for initiatives that are considered
‘relevant’ or ‘highly relevant’ for SMEs should include an ‘SME Check’. The check is a
mandatory annex to the impact assessment report to provide more transparency and
clarity on the results of the ‘SME test’ (see box 1 below).

Minimising burdens on SMEs is particularly important, because the costs of regulation often
affect SMEs disproportionately compared to large companies?>®, while the benefits of
regulation tend to be more evenly distributed among companies of different sizes. SMEs
benefit less from economies of scale than large companies do and have less capacity to
absorb fixed costs of measures. They also find it more difficult to access capital, and their
cost of capital is often higher than for larger businesses®’. In addition, asymmetries in
bargaining power towards larger companies expose SMEs to unfair business practices or
conditions.

This is why legislation with simplified procedures benefits SMEs. In addition, regulatory
simplification helps SMEs to comply with legislation and fosters the achievement of policy
objectives at EU level. When transposing EU law, national, local, and regional authorities can
add requirements to legislation that are burdensome to SMEs, it should be standard practice
for Member States to make use of their own procedures to assess and measure impacts on
SME:s (so called national ‘SME test’).

253 SME definition
254 hitps://eur-lex.europa.eu/legal-content/EN/TXT/?uri=LEGISSUM:et0001

%5 In case an EU policy initiative was considered as “relevant” or “highly relevant” for SMEs
at the impact assessment phase, the evaluation of this initiative should also cover the

effectiveness and efficiency of the intervention for SMEs.

26 On average, a business with fewer than ten employees faces a regulatory burden (measured per employee)
that is roughly twice as high as the burden of a business with more than ten but less than twenty employees
and about three times as high as the burden of businesses with more than twenty but less than fifty
employees. For bigger companies, the burden per employee is only one fifth or less of that of small
enterprises. In other terms: where a big enterprise spends one euro per employee to comply with a regulatory
duty, a medium-sized enterprise might have to spend around four euros and a small business up to ten euros.
(Report from the Expert Group on “Models to Reduce the Disproportionate Regulatory burden on SMEs”,
May 2007).

27 https://ec.europa.eu/growth/access-to-finance/data-surveys_en,
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Box 1. Key elements of the ‘SME test’

The ‘SME test’ must be always performed and all impact assessment reports
must give an account on it a proportionate way?%.

This means concretely that the application of the ‘SME test’ varies with the
‘relevance’ of the initiative for SMEs. ‘The SME’ test explains how the level of
relevance (‘not relevant’, ‘relevant’, ‘highly relevant’) is established based on the
‘SME-filter’ and the discussions in the interservice coordination group. It also
explains what is to be considered as a proportionate analysis of SME impacts (see
section 2 step (1) and box 3).

All initiatives that are ‘relevant’ or ‘highly relevant’ for SMEs should include a
compulsory annex on SMEs in the impact assessment report, the ‘SME check’?°.
It provides an overview of the main results of the ‘SME test’ and can also include
other elements that the lead service needs or wishes to provide®®.

The impact assessment report itself (in the section on impacts of the policy options)
must also include a reference to the results of the ‘SME test’ with a cross-reference to
the ‘SME check’ annex for the main findings for ‘relevant’ and ‘highly relevant’
initiatives. If the initiative has not been identified as ‘relevant’, this should also be
stated in this section of the report.

As data about costs for SMEs are often not easily available, it is particularly important
to properly plan the consultation process. The input received from the SME
community from consultations should be systematically reported on in the
impact assessment.

If significant adverse impacts on SMEs are expected or if policy options impose a
disproportionate burden on SMEs compared to large enterprises, it is strongly
recommended to consider different ways to minimise burdens during the design of
these policy options. This includes considering mitigating measures and incorporating
mechanisms into the legislation to monitor the impact on SMEs (see below section on
mitigating measures).

Exemptions should be considered only as mitigating measure of last resort as they
may create thresholds. Multiple exemptions across different policy areas taken
together may create barriers that can become a disincentive to the further growth of
the companies. When an exemption is applied, it is necessary to also consider possible
indirect effects that might require additional measures to support SMEs.

SME-friendly provisions are standard legal clauses that can be incorporated in legal
proposals where appropriate to tailor rules to the specific needs of SMEs. These
include provisions such as longer transition periods and specific guidance for SMEs,
the need to pay particular attention to the impact of delegated acts and implementing
acts on SMEs, as well as review clauses and sunset clauses. For this purpose, internal

guidance is available??,

258 See Tool #11 (Format of the impact assessment report).

2% Annex 6 in the template for impact assessment Staff Working Document

260 Annex 6 in the template for impact assessment Staff Working Document and related GoPro guidance.
%61 SMEFriendlyProvisions EN_20240ct
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Small and medium-sized enterprises are defined at the EU level?®?. There are three main
categories — micro, small, and medium — based on the following criteria: staff headcount,
financial parameters (annual turnover or balance sheet)?®3, and the ownership criterion.
According to the latter, a firm that is controlled or controls other companies (through
ownership, control, or other relationships) needs to include part or all the staff headcount,
turnover, or balance sheet data from those companies, t00?®°.

To define SMEs for the purposes of (quantitatively) assessing impacts on them, it is
recommended to use the headcount criterion. Financial parameters (turnover or balance sheet
total) may also be used if relevant, knowing that the related data are scarcer and less readily
available. Taking business ownership into account is generally burdensome and the available
data are often incomplete and/or not sufficiently reliable.

In impact assessments, the analysis of SME impacts should first consider whether SMEs are
disproportionately affected compared to large companies. If so, alternative mechanisms or
flexibilities in the approach that might help SMEs comply should be considered. The ‘SME
test’ consists of four steps that are applied in a modular way (see box 2).

Box 2. The four steps and key questions to apply the ‘SME test’

When applying the test, you are guided through the four different steps by a set of key
questions. Answers to those questions will need to be reflected when reporting on the results
of the ‘SME test’ in the ‘SME check’ annex.

Step (1): identification of affected businesses and assessment of relevance;
Step (2): consultation of SME stakeholders;

Step (3): assessment of the impact on SMEs;

Step (4): minimising negative impacts on SMEs.

262 Defined in Commission Recommendation 2003/361/EC and its subsequent amendments.

263 The flexibility to choose either turnover or balance sheet intends to cater for the differences between sectors
which have by their nature higher turnover figures (like trade and distribution) and those which tend to have
higher asset level (like manufacturing).

264 To qualify as an SME, a company should employ less than 250 staff and have either a net turnover of less
than €50 million or a balance sheet total of less than €43 million. Small companies have less than 50
employees and either a net turnover or balance sheet of €10 million, while micros have less than 10
employees and either a net turnover or balance sheet of €2 million. Meeting the staff headcount threshold is
obligatory, therefore companies with more than 250 employees can never be considered SMEs, while for
balance sheet total and turnover, companies may choose the one that is more favourable to them.

There is some flexibility with regards to the thresholds (staff headcount as well as the financial thresholds): a
company can go beyond the thresholds during one year without losing the SME status. If this is also the case
in the second consecutive year, the SME status is lost.

265 |n 2015, almost all enterprises in the EU had fewer than 250 employees. However, applying the ownership
criterion to Orbis data (i.e. including downstream and upstream partner companies and linked companies),
would result in excluding approx. 10% of the abovementioned SME population (more than two million
enterprises). Analysis of the 2018 SAFE survey micro database suggests that 87% of EU companies with
less than 250 employees were autonomous in 2018, compared to 94% for some non-EU countries.
Autonomous companies are not evenly distributed by size category: 95% among companies with 0-9
employees, 88% among those with 10-49 employees and 70% among those with 50-249 employees.
(Evaluation of the SME Definition, 2021).

188



http://ec.europa.eu/growth/smes/business-friendly-environment/sme-definition/

‘Better regulation’ toolbox 2025 © European Commission

Step (1) — identification of affected businesses and assessment of relevance

The ‘relevance’ of an initiative for SMEs is important because it determines the level of
assessment required for performing a proportionate ‘SME test’. An initiative can be classified
as: ‘not relevant’, ‘relevant’ or ‘highly relevant’ for SMEs. If an initiative is considered
‘relevant’ or ‘highly relevant’ for SMEs, its impact assessment must include the ‘SME check’
(Annex 6). However, the extent to which SMEs are affected, and the relevance of an initiative
should already be analysed and flagged when the ‘call for evidence’ is developed (see Tool
#51 (Consulting stakeholders)).

The threshold question of step (1) is: To what extent is the initiative relevant for SMEs
(‘not relevant’, ‘relevant’, ‘highly relevant’)?

Several additional guiding questions help reply to this key question:

— Are SMEs within the scope of the initiative?

— Does the initiative specifically target SMEs?

— Will the SMEs be significantly impacted directly or indirectly by the initiative?

— Are SMEs impacts likely to be more substantial than on other companies, for example
in terms of adverse effects?

Since January 2022, the SME filter has helped to identify initiatives that are relevant
for SMEs. The Network of SME Envoys?®® filters EU initiatives to signal to the Commission
those that merit close attention from an SME perspective?®’. The filter is applied to all the
initiatives announced with a call for evidence and requiring an impact assessment. The results
of the SME filter are public?®. To timely feed into the policy preparation process, the
Network of EU SME Envoys provides the results of the filtering process to the Commission
services no later than 1 month after the publication of the ‘call for evidence’ on the ‘Have
Your Say’ portal.

The questions listed in italics above and the SME filtering process help to distinguish
between ‘not relevant’ and ‘relevant’ initiatives. To further identify highly relevant
initiatives, the interservice coordination group can be guided by the following questions:

- The horizontal (cross-sector) nature of the initiative: are SMEs of all sizes (micro,
small, medium) across the EU concerned by the initiative?

- Is avery high impact of the initiative expected overall on affected SMEs, in particular
in terms of compliance efforts?

- Has an evaluation identified important problem(s) for SMEs, such as high regulatory
costs, supply chain disruptions, a widespread lack of compliance, critical feedback
from SMEs and their representative organisations, etc.?

If the initiative is assessed as ‘relevant’ or "highly relevant’ for SMEs, the characteristics of
the affected businesses/sector(s) should be identified and included in the ’SME check’
(Annex 6) of the impact assessment. Examples of elements to consider include:

- proportion of the employment concerned in the different categories of enterprises
affected, average number of employees

266 SME envoys network | Internal Market, Industry, Entrepreneurship and SMEs (europa.eu)
267 Communication-sme-strategy-march-2020 _en.pdf (europa.eu)
268 https://ec.europa.eu/docsroom/documents/63274
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- weight of the different kinds of SMEs in the sector(s) (micro, small, and medium
ones)

- links with other sectors and possible impacts on subcontracting or along the value
chain; for instance, there may be an impact not only on the targeted sector but also on
its suppliers or customers; such indirect impacts should also be considered.

Relevant sources of information should be explored?®®. These could also include information
available from organisations representing SMEs’ interests.

Even when exempted from the scope of a legislative initiative, SMEs can be affected through
the supply chain or subcontracting, or through changes that affect their ability to access
finance, the Single Market, non-EU markets, skills, raw materials, data, customers, etc. This
indirect effect shall not be underestimated (see step (3) below). Experience has shown that
SMEs rarely have enough leverage to counter trickle-down effects; therefore, indirect impacts
are, to a certain extent, unavoidable and shall consequently be fully included in the
assessment of impacts.

Box 3. Application of the SME-test according to the “relevance” of the initiative for SMEs

The purpose of step (1) of the ‘SME-test’ is to determine whether to move to the next steps
based on the reply to the threshold question (see step 1 above). This question needs to be
discussed in the interservice coordination group.

For initiatives that are likely to have little or no impact on SMEs (‘not relevant’), the
impact assessment report can provide an ‘SME test’ which is limited to step 1. In this
case, the impact assessment report should reflect this in the section on the impacts of the
policy options. Any input received from the SME community, including from the public
consultation, should be reported in Annex 227°.

For initiatives that are ‘relevant’ or ‘highly relevant’ for SMEs, the remaining three
steps of the ‘SME test’ need to be adequately applied and the results reflected in the
‘SME check’ annex.

For initiatives considered to be ‘highly relevant” for SMEs, it is necessary to undertake an in-
depth analysis of the impacts on SMEs (by size-class)?'*.

Step (2) — consultation of SME stakeholders

Several guiding key questions need to be addressed in step (2):

- What are the main tools of the consultation strategy to reach out to the SME
community?

- Is a targeted consultation of SMEs envisaged (e.g., SME panel, workshop, reality
checks, etc.)?

269 A useful starting point to find this information are the Structural Business Statistics produced by Eurostat.
To the extent that a differentiation is made of companies by their size, Step 2 “What is the competitive
position of the most affected sectors?” of the Competitiveness check tool can provide an analysis on the
structure and performance of directly affected sectors (see Tool #21 (Competitiveness Check)).

210 Generally, this should be possible without execution of step 2 as public consultation always offers the
possibility for SMEs to participate and as the questionnaires of such consultations always allow identifying
SMEs (see Summary table in annex 2).

271 In case the impact assessment report is supported by a study, this requirement could be included in the terms
of reference.
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- What input has been received from different size classes of SMEs (i.e., micro, small,
medium) and their representative organisations in the consultations? What are their
key concerns and insights?

- Are SMEs’ views different from those of large businesses?

When SMEs are affected by the policy initiative, the SME dimension should be a clear part
of the consultation strategy (for which separate guidance exists®’?). All public consultations
of legislative initiatives must allow respondents to identify themselves as individual SMEs
(by size, including self-employed) or as organisations representing SMEs. In addition to
public consultations, consultation activities may involve targeted actions, consultations such
as reality checks, round table discussions, focus group meetings, hearings targeting SME
representatives, SME panel consultations carried out with the assistance of the Enterprise
Europe Network or other specific consultations — aimed at providing inputs into the ‘SME
test’?’>, Whenever it is deemed useful and relevant, the start-up community should also be
targeted by the consultation activities.

Considering the consultation possibilities outlined here above, for initiatives that are
‘relevant’ for SMEs, consultations of SMEs and/or their representative organisations, such as
targeted consultations, can be considered in addition to the public consultation. The public
consultation questionnaire will include questions identifying SMEs and specifically targeting
them. For initiatives that are considered ‘highly relevant’ for SMEs, the consultation strategy
should envisage targeted consultations of SMEs and/or of their representative organisations.

The relevant annexes of the impact assessment report (i.e. Annex 2 on stakeholder
consultation and the ‘SME check’ annex) need to reflect the analysis of the input received
from the SME community as outlined here under step 2.

- If no SME-specific input has been received, this should be stated.

- For initiatives that are ‘relevant’ for SMEs: the report should describe the differences
in stated positions between SMEs and large businesses or other stakeholders. If there
are no differences between the position of SMEs and large companies, this should be
stated.

- For initiatives that are ‘highly relevant” for SMEs: in addition, the analysis of replies,
position papers, etc. has also to investigate if there are significant differences within
different size-classes of SMEs (i.e. micro, small, medium).

- It should be clarified how SME-specific input has been taken into consideration.

The SME dimension in public consultations is also explained in Tool #52 (Consultation
strategy).

Step (3) — assessment of the impacts on SMEs

The following guiding questions need to be addressed in step (3):

- What are the estimated direct costs for SMEs?
- What are the estimated direct benefits/cost savings for SMEs?

272 See Chapter 7 on stakeholder consultations.
23 DG GROW units A.2 and B.4 coordinate the preparation of these panels.
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- Have indirect effects on SMEs been considered, even if SMEs are exempt from direct
obligations?

Quantification of costs and benefits is often challenging, and evidence sources such as
studies, stakeholder consultations, etc. should be used extensively. It is likely that an EU
measure would have direct and indirect impacts on SMEs. The direct benefits, such as
improved working conditions, increased competition, etc., should (at some stage) be reflected
in reduced costs to SMEs. Yet, these benefits may be offset by various regulatory costs some
of which may be disproportionately felt by SMEs.

For initiatives that are ‘relevant’ for SMEs, activities to collect information about the costs
must be considered. When initiatives are ‘highly relevant’ for SMEs, the impact assessment
must plan such activities (analysis of existing studies, targeted consultations, studies
underpinning the IA, etc.).

Whenever an SME-related threshold is introduced to differentiate the application of a given
policy measure on companies, the effects of the threshold on the potential scaling-up of
companies should be assessed?’*. Specifically, policy measures that exempt SMEs have to
always carry out an assessment if there can be an indirect impact on SMEs and on their
ability and willingness to grow and if it is necessary to accompany that exemption with
additional measures that support SMEs and create an environment that does not discourage
their growth.

When an indirect impact on SMEs is likely to occur (for instance, through a trickle-down
effect in the value chain), considering entire value chains would better highlight the
consequences of the proposed legislation on specific companies within that chain. This
approach would reveal obligations that could affect SMEs (e.g. through business-to-business
contracts), even if they are excluded from the initial scope. In this case, the SME-check annex
should include an estimation of how many SMEs could be affected (also expressed in terms
of employees) and an estimation of the main indirect impact qualitatively and, where
possible, quantitatively or explain why it is not possible.

For initiatives that are ‘relevant’ for SMEs, costs and benefits?”® of the proposals for SMEs
(and microenterprises in particular) compared to large companies must be analysed
qualitatively for all policy options and — to the extent possible — quantitatively for the
preferred option.

For this purpose, the overall costs identified may be compared to the number of persons
employed to calculate the average cost per employee?’®. They may also be compared to the
company’s profit margin?’’.

In addition, the following elements should be considered:

274 For example, in the proposal amending Directive 2013/34/EU disclosure of income tax information by
certain undertakings and branches, MNE Groups with a total consolidated group revenue exceeding €750
million will be required to prepare the country-by-country reporting. The threshold effect was expressly
considered in the 1A.

275 See Tool #56 (Typology of costs and benefits); and Tool #57 (Methods to assess costs and benefits)

278 |t is recommended to use the ranges of the SME definition: 0-9, 10-49, 50-249 and 250+ employees.

277 Representative samples of different size of companies can also be used. The use of profit margin considers
the cumulative cost of legislation, which is not reflected if turnover is used.
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— possible impacts on barriers to entry, competition in the market and market structure,
for example in terms of possibilities for SMEs to enter markets?’®,;

— possible impact on innovation?’°.

For initiatives that are ‘highly relevant’ for SMEs, the distribution of the costs and benefits of
the proposals should be analysed qualitatively and quantitatively? for each policy option by
business size (i.e. differentiating between micro, small, medium and large enterprises) to the
extent possible. A one-size fits all approach for all SMEs might not be effective or efficient
because the impact on micro-companies is likely to substantially differ from the impact on
medium sized ones. Therefore, costs and benefits accruing to each size-class of SMEs should
be presented and analysed separately.

When data is unavailable or it is not possible to estimate costs thoroughly, calculating costs
could involve providing a concrete example of what one company must do to be fully
compliant, or focusing on a limited set of companies to estimate the anticipated costs.
Examples could be included in the ‘SME test’ for different types of companies, such as a
micro-enterprise, a small company, and a medium-sized company. Creating focus groups
based on company size and estimating or calculating costs in cooperation with the involved
companies could be an effective approach.

If despite efforts to quantify costs, the data collection has not been successful to achieve this,
the impact assessment report should state it, explain the reasons for it and focus on qualitative
analysis.

The key results of the assessment of SME impacts on the preferred option as outlined here
under step 3, need to be included in the ‘SME check’ annex?®!,

Step (4) - minimising negative impacts on SMEs

The following guiding questions need to be addressed in step (4):

- If SMEs are disproportionately affected by the preferred option compared to large
companies, are there any specific subgroups of SMEs more exposed than others?

- Is it possible to identify an SME-friendly policy option in the impact assessment to
minimise negative impacts and maximise positive impacts of SMEs?

- If no SME-friendly option can be identified, what specific mitigating measures can be
included in the preferred option? What are their expected benefits?

- Have SME-friendly provisions been considered in the final proposal? Which
provisions and why?

A well-designed proposal should aim to be SME-friendly by default, eliminating the need for
specific mitigating measures. This requires designing the various policy options with SMEs
in mind from the outset. If this is not the case and the options are found to disproportionally

278 gee Tool #25 (Internal market)

219 gee Tool #22 (Research and innovation)

280 See Tool #56 (Typology of costs and benefits); and Tool #57 (Methods to assess costs and benefits)

281 The results should also inform the analysis of SME competitiveness (See tool #21 and reported in the
competitiveness check annex 5).
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affect SMEs or some specific subgroup of SMEs, measures to mitigate such impact are
necessary and need to be included in the preferred option.

Mitigating measures

The analysis may show that micro, small and/or medium-sized enterprises are facing a
relatively higher burden than large companies and that specific measures, where they already
exist, have not proven to address the SME needs sufficiently or adequately. In such case, one
might consider the use of specific mitigating measures to ensure a level playing field and the
respect of the proportionality principle. For example:

— simplified reporting, exploring possible synergies with already existing reporting
obligations, lower frequency for certain obligations or the use of simplified templates;

— simplified obligations

— making available the necessary support measures (such as information and training
campaigns, guidelines, IT tools, one-stop-shops/helpdesks/hubs);

— simplification initiatives which can particularly benefit SMEs (example: possibility to
use on-line facilities such as digital compliance assistance tools, or lighter treatment
for companies that are certified by a third party?®?, common translated forms);

— reduced fees and additional financial  support;  proportionality  of
sanctions/administrative fines;

— self-certification procedures, and longer validity periods for administrative
certificates;

— inclusion of SME expertise in expert groups that are relevant for the initiative;

— imposing obligations on SMEs counterparts rather than on SMEs themselves
(example: in the case of third-party certification, the certifier could be required to
submit the relevant information or certificate directly to the authorities, instead of
placing the burden of notifying the relevant authorities on individual companies);

— using exemptions from certain regulatory requirements for SMEs (or specific size
categories). However, exemptions can create thresholds and multiple exemptions
across different policy areas taken together set up barriers to the further growth of the
companies. Therefore, this approach is not always favourable to SMEs and should be
used with caution.

If mitigating measures are deemed necessary, it is important that the costs and benefits they
may incur are also fully considered and included in the final impact (cost-benefit) assessment.
This includes the impacts of any SME specific measures or exemptions (i.e. no fees for
micros can turn into higher fees for small companies) and also the effect on the potential
scaling-up of companies.

If the SME definition is to be used for clarifying the scope of a mitigating measure, it is good
practice to make a dynamic reference to it at least in the recitals?®®. In addition, for initiatives
that are ‘highly relevant’ for SMEs, the impact assessment report should consider setting

282 Reliability and results of own controls that have been performed by the operators, or by a third party at their
request, including, where appropriate, private quality assurance schemes, is one of the criteria to be taken
into account in the general rules on official controls.

283 By using the following reference: “as defined in Commission Recommendation 2003/361 and its subsequent
amendments”.
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specific indicators to monitor the impact of the preferred option on SMEs and differentiate
them in their sub-groups, or parts thereof, when relevant?34,

Systematic consideration of SME-friendly provisions

SME-friendly provisions are a specific category of mitigating measures and refer to standard
legal clauses that can be incorporated in draft proposals. They address aspects of legislation
that impact the business environment. They are commonly applicable across multiple
legislative acts (e.g. phased implementations) and are designed to ease the practical
application of EU legislation by SMEs. The following SME-friendly provisions should be
systematically considered where appropriate and justified:

(1) the possibility of allowing longer transition periods for SMEs, to ensure predictability and
facilitate compliance by SMEs;

(2) requirements for specific guidance for SMEs to be provided by the Commission and/or
Member States regarding the implementation of the proposed legislation (e.g. summary of the
legislation, online training material) when necessary;

(3) a requirement for the Commission to pay particular attention to the impact of delegated
and implementing acts on SMEs, which often define the level of costs for SMEs;

(4) a review clause or sunset clause in secondary legislation with the timing consistent with
the ex-post evaluation process.

For this purpose, internal guidance is available?®.

Support for the execution of the ‘SME test’ is provided by DG GROW. You can contact the
‘SME Test’ Helpdesk via email (see below).
e ‘SME test’ on Europa

e ‘SME test’ available support
e ‘SME test’ Helpdesk: GROW-SME-ENVOY @ec.europa.eu
Data sources

e Structural Business Statistics (Eurostat)

e SME performance review (European Commission)

e ESTAT business demography

e Survey on access to finance of enterprises_(annual publication since 2013)

284 Examples can be found in COM/2020/682 (Art. 10.2 “disaggregated ... by company size”). Impact on SMEs
can also be an element to be specifically considered in implementation reports/review (for example,
Directive 2019/1152 Art. 23 “the Commission shall, after consulting the Member States and the social
partners at Union level and taking into account the impact on micro, small and medium-sized enterprises,
review the implementation of this Directive and propose, where appropriate, legislative amendments”™).

285 SMEFriendlyProvisions EN_20240ct
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o Digital intensity by size class of enterprises (ICT usage in enterprises) (annual
publication since 2002, excludes micro-enterprises)

e Community Innovation Survey (biannual publication since 2004, excludes micro-
enterprises)

e OECD Data explorer (which includes a section on SMEs and entrepreneurship)

e Reqular Flash Eurobarometers on “SMEs, resource efficiency and green markets” (2012
FL342, 2013 FL381, 2015 FL426, 2018 FL456, 2022 FL498, 2024 FL549) and on
“SMEs, start-ups, scale-ups and entrepreneurship” (2020 FL486, 2025 FL559)

e Flash Eurobarometers on “SMEs and skills shortages” (2023 FL537) and on “European
Year of Skills: Skills shortages, recruitment and retention strategies in small and
medium-sized enterprises” (2023 FL529)

EU definition of SMEs:
e Small Business Act - COM/2008/394
e Review of the “Small Business Act” for Europe - COM/2011/0078
e Definition of SMEs: Commission Recommendation 2003/361/ECTE
e The revised User Guide to the SME definition

e SME self-assessment tool

4. RELEVANT SDG INDICATORS

To track progress, the SDG indicators below can also be considered, though the list should
not be considered exhaustive.

Relevant SDGs indicators SDGs

No specific indicators on SME available in SDG-EU framework. However, information can be
found at:

e Small and medium-sized enterprises: an overview

8 'DECENT WORK AND
ECONOMIC GROWTH

e Structural Business Statistics Database

K

UN indicators:

o Average income of small-scale food producers, by sex and indigenous status 9

e Proportion of small-scale industries in total industry value added

o Proportion of small-scale industries with a loan or line of credit

o Volume of production per labor unit by classes of farming / pastoral / forestry enterprise
size

d
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DIFFERENT STEPS OF THE SME-TEST AND
RELATED QUESTIONS

OVERVIEW OF ESSENTIAL ELEMENTS TO

BE

INCLUDED IN

THE

IMPACT

ASSESSMENT REPORT (by ‘relevance’ of the
legislative initiative for SMES)

Step (1) Are SMEs among the affected businesses?

Are SMEs within the scope of the legislative
initiative?

If yes, identify the characteristics of the affected
businesses/sector(s).

Will SMEs be likely impacted directly or indirectly
by the legislative initiative?

If yes, identify the characteristics of the affected
businesses/sector(s).

Threshold question: To what extent is the legislative
the ISCG.

initiative relevant for SMEs? Reply to be agreed in

‘not relevant’

‘relevant’

‘highly
relevant’

Step (2) Are SMEs properly captured in your consultation activities?

Are SMEs solicited to participate in the public

ldentification

ldentification of

Identification of

consultations and can they be identified on the basis | of SME SME SME

of the questionnaire? respondents?3® | respondents respondents
(enterprises by (enterprises by
size and SME size and SME
organisations) organisations)

Has the consultation strategy envisaged adequate Consider Plan targeted

tools to reach out to the SME community? consultations of | consultations of
SMEs and/or of | SMEs and/or of
their their
representative representative
organisations organisations

Does the impact assessment report analyse the input | Distinguish Distinguish Distinguish

received from the SME community? SMEs in the SMEs in the SMEs in the

analysis of the
consultation

analysis of the
consultation

analysis of the
consultation

results28” results results

Report on Report on

differences differences

between SMEs between SMEs

and large and large

companies companies
Report on
differences
within SME size
classes (where
relevant)

Does the impact assessment report describe how the | Description?® | Description Description

input from the SME community has been taken into
consideration?

286 This is also required for non-relevant SME initiatives and does not require the execution of step 2.

287 See previous footnote.
288 See previous footnote.
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Step (3) Has the impact on SMEs been assessed?

Have adequate activities been planned to assess the
impact on SMEs?

Consider an ad-
hoc activity to
collect
information on
costs for SMEs

Plan ad-hoc
activity to
collect
information on
costs for SMEs

Does the impact assessment report provide for a
proportionate assessment of impacts on SMEs and
on their ability to grow?

Assess costs and
benefits for
SMEs, in
particular
micros,
compared to
large
enterprises.
Qualitative
analysis for all
policy options
and — to the
extent possible —
quantitative
analysis for the
preferred option.

Assess costs and
benefits
differentiating
between SMEs
and large
enterprises and —
where relevant —
within SMEs of
different size-
classes.
Qualitative and
— to the extent
possible —
quantitative
analysis policy
option.

Step (4) How has the impact assessment tried to minimise negative impacts

on SMEs?

Is the impact assessment considering options that
minimise the negative and maximise the positive
impact on SMEs?

Make sure there
are options that
are favourable
for SMEs and
their growth.

Make sure there
are options that
are favourable
for SMEs and
their growth.

When significant adverse impact on SMEs has been
identified under steps 3, does the impact assessment
consider measures to mitigate/redress the impact on
SMEs?

If the preferred
option has a
significant
adverse impact
on SMEs,
consider the use
of mitigating
measures or the
design of the
option in an
alternative way.

If the preferred
option has a
significant
adverse impact
on SMEs,
consider the use
of mitigating
measures or the
design of the
option in an
alternative way.
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TOOL #24. COMPETITION

Competitive markets encourage enterprises to be efficient and innovative, thereby creating
more choice for consumers, reducing prices, and improving the quality of goods and services.
Increased competition typically improves a country’s economic performance, opens business
opportunities to its citizens and reduces the cost of goods and services throughout the
economy. When governments intervene in markets to regulate the behaviour of businesses,
this may in some cases restrict competition further than is necessary to achieve the desired
policy objectives.

The first step in competition analysis is to define the relevant market in the internal market
and to apply concepts such as market power. This is to be done in accordance with the 1997
Commission Notice on the definition of relevant market, currently in the course of being
reviewed?®°,

The relevant market is the market affected by the proposed policy initiative. Broadly
speaking, it combines the characteristics and use of as well as the demand for the products or
services and their geographic availability,

More specifically, a relevant market comprises all products or services that consumers regard
as interchangeable or substitutes by reason of their characteristics, their prices and their
intended use (e.g. luxury sports cars are not considered by consumers to be close substitutes
with small economy cars, so would not be in the same market).

A relevant geographic market comprises the area in which the firms concerned are involved
in the supply of products or services and in which the conditions of competition are
sufficiently homogeneous (significant differences arguing in favour of separate geographic
markets may include, for example, trade barriers, consumer preferences, language...).

Market power in the internal market is defined as the ability of a firm to raise prices above
competitive levels in a profitable way. Market power can arise due to a variety of reasons and
last for a shorter or longer period. A firm may be able to temporarily increase prices above
competitive levels. However, in the absence of market power, such price increases are
unsustainable because customers can then switch to other competitors.

Against this background, in assessing competition effects of policy options under an
initiative, the key issue is to determine whether the proposed policy option may lead to an
increase in market power, with implications for prices, efficiency and innovation. Any
assessment of market power will have to be made in the relevant market.

Once the relevant market has been clearly defined, some characteristics that describe the
structure of the market should be considered to allow for an assessment of whether there
may be a negative impact on competition resulting from the policy option under the initiative.
Those variables may include:

— the number of firms;

— the firms’ market shares;

289 Commission Notice on the definition of relevant market for the purposes of Community competition law, OJ
C 372,9.12.1997.
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— other competition parameters impacting the relative position of competitors (e.g.
strong IPRs, financial resources, brand recognition and first mover advantage);

— existence of entry and exit barriers and
— market power of buyers and suppliers.

All these characteristics will impact the ability of consumers to switch to competitors in case
of a price increase and so will be relevant in assessing market power.

An additional key component of a competition assessment is the evaluation of barriers to
entry and exit, defined as factors that might hinder the entry and exit of firms into and from
the relevant market. When important barriers to entry or exit exist in a market, any new
regulation imposing additional constraints on competition can cause significant harm.
Different types of barriers to entry include:

— natural barriers, such as strong economies of scale, i.e. cost advantages enterprises
obtain due to scale of operation, with cost per unit of output generally decreasing
with increasing scale as fixed costs are spread out over more units of output;

— barriers created by the conduct of incumbent firms, for example high switching cost
and limited access to networks; and

— regulation that can impose additional entry barriers (e.g. legal restrictions on new
entry in certain sectors like licenses, patents, exclusive rights; costly and cumbersome
bureaucratic and administrative procedures to start new businesses; local professional
body certifications, e.g. medicine, law).

Types of barriers to exit include:

— sunk costs, i.e. costs that cannot be recovered when a firm chooses to exit a market
(e.g. set-up costs that cannot be recouped, advertising expenditure);

— labour related exit costs such as staff redundancy costs;
— regulatory exit requirements;

— long-term contracts;

— first mover disadvantage;

— government intervention;

— managerial barriers.

The checklist below has been developed by the OECD as part of its competitive framework
to screen policies for potential detrimental effects on competition. A more detailed analysis
as introduced in sections 3, 4 and 5 should be performed in case of a positive reply to
any of the questions in the checklist in Box 1 below, where there is also a first indication
that the effect is significant.
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Box 1. The competition checklist

Further assessment and reflection about possibly better policy options should be performed if
a proposed policy option may have any of the following effects:

(A) Limiting the number or range of suppliers and producers

This is likely to be the case if the policy option:

grants exclusive rights for a supplier or producer to provide goods or services (e.g. many
municipalities sign a long-term contract with a single supplier of products or services);

establishes a license, permit or authorisation process as a requirement of operation (e.g.
requirements that only companies which fulfil certain minimum requirements for formal
education may perform a certain service);

limits in other ways the ability of certain types of suppliers or producers to provide goods
or services (e.g. public procurement requirements for tenderers to have many years of
experience may keep out new businesses and start-ups);

significantly raises the cost of entry or exit by a supplier or producer;

creates a geographical barrier to the ability of companies to produce or supply goods or
services or to invest capital (e.g. strict rules for regional development projects).

(B) Limiting the ability of suppliers and producers to compete

This is likely to be the case if the policy option:

limits suppliers’ or producers’ ability to set the prices for their goods or services (e.g.
minimum and maximum prices);

limits freedom of suppliers or producers to advertise or market their goods or services
(particularly for potential entrants);

sets standards for product quality that provide an advantage to some suppliers or
producers over others (e.g. by requiring a particular technology or by setting unduly strict
standards that are difficult or impossible for the large majority of existing producers to
meet) that are above the level that some well-informed customers would choose;

significantly raises costs of production for some suppliers or producers relative to others
(especially by treating incumbents more favourably than new entrants, for instance
exempting incumbents from new rules for a certain period or under specific conditions).

(C) Reducing the incentive of suppliers or producers to compete

This may be the case if the policy option:

creates a self-regulatory or co-regulatory regime which risks collusion or setting high
entry barriers by sector associations;

requires or encourages information on suppliers’ or producers’ production levels, prices,
sales, or cost structures to be published (which could allow cartels to be better policed and
the punishment of members if they offer consumers better conditions than those agreed);

exempts the activity of a particular industrial sector or group of suppliers or producers
from the operation of general competition law (e.g. the EU insurance sector and the motor
vehicle retail sector benefit from block exemption regulations that other sectors do not
benefit from).
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(D) Limiting the choices and information available to customers
This may be the case if the policy option:

e limits the ability of customers or producers to decide from which supplier or producer
they purchase (e.g. allowing sale of certain products, for instance e-cigarettes, only in
certain type of licensed shops or pharmacies);

e reduces mobility of customers between suppliers and producers of goods or services by
increasing the cost of changing suppliers (recognising this, some EU legislation prohibit
charging consumers for switching cost, for instance of mobile phone services);

e allows suppliers and producers to confuse customers with misleading, unreliable or
rapidly changing information that prevents them from shopping effectively (e.g. telecom
liberalisation in some countries may temporarily have led to a multitude of ever changing
tariffs that confused, rather than helped consumers to make good choices).

The following list of criteria may help in the analysis for impact assessments. The same
criteria are also applicable to evaluations. The proportionality of analysis, as with any aspect
in the impact assessment process, will depend on the significance of the competition effects.
As a rule of thumb, the higher the market power of firms identified in the relevant market, the
more careful the assessment should be (e.g. in a very atomised market structure with low
entry barriers, market power is very limited). Not all the criteria may be relevant for a
particular project or initiative.

Impacts Key criteria

Impacts on Impact on the cost of meeting the requlation:
existing firms 1)

the policy option creates additional costs for existing firms, to be

quantified where possible (e.g. new requirements for licences or

permits);

(2)  types of costs: fixed (non-recurring) or variable (recurring) costs;

fixed costs may represent an additional entry barrier.

3) Analyse if the size of the costs relative to businesses’ annual sales

revenues:

- vary by the size of the business (for example, where small
businesses are more adversely affected);

- are higher for new entrants or decrease over time;

- depend on other characteristics of the firms or of the market(s)
(for instance: vertically/horizontally integrated markets,
location such as urban vs. rural, coastal vs. internal etc.)

Impact on the exit of firms:

Q) where new costs or requirements may lead some businesses to exit
the market:
- which businesses are more likely to exit (small or large firms;
older incumbents etc.?)
- in some cases, it could be relevant to make a distinction
between a dominant supplier or producer and their competitors.
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Impacts Key criteria

2) where the initiative limits growth opportunities of existing
competitors;

(€)) where the initiative favours the incumbent over existing
competitors;

(4)  where the initiative limits the possibility of inefficient firms to exit
the market, raising barriers to exit that cause market inefficiency.

Impact on the anti-competitive behaviour of firms:

1) impact on the incentive for anti-competitive practices of firms

(collusion, etc.);

(2)  a history of collusion or other anti-competitive practices in the
sector should be accounted for in the decision-making process (DG

COMP can help to provide such information).

Impact of state aid measures:
1) impact on competitors of the firm benefiting from State aid;
2) impact in the form of distortions of competition on the internal
market;
3) past evidence of similar measures;
(4)  appropriateness of the measures and proportionality of the aid
granted in relation to the needs.
Impacts on 1) Restriction of entry:
?.T;:;y of new - for all entrants: for example, if a regulation limits the total
Irms number of pharmacies per 5,000 people, this applies to all types
of pharmacies and will limit the extent of competition in the
market in a very explicit manner;

- for specific types of firms: new firms rather than incumbents,
small and medium entrants rather than large undertakings,
foreign firms rather than national firms.

2) Limitation of access to specific resources: for instance input
products, know-how, distribution channels.
Impacts on Q) Identify likely causes of price increase:
consumer - increase of production costs;
prices - increase in market power;
- greater information sharing and cooperation among businesses
leading to collusion
Non-price Q) Impacts on the quality and variety of products and consumer choice
impacts on (for instance where the regulation sets a minimum of quality
consumers>° standard; or creates barriers to entry).
(2) Impacts on the incentive to innovate: high barriers to entry or exit

through long protection periods for incumbents; prohibition of
advertising.

2% gee Tool #33 (Consumers)
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Impacts Key criteria
Impact on Analyse the policy options to determine:
gpstre?m and Q) different impacts on vertically-integrated firms (e.g. because of the
OWES trg:gaim difference in switching costs);
Markets (2 incentives to increase vertical integration in the market, thereby

potentially increasing entry and exit barriers;
3) how the bargaining power of buyers will be affected,
4) how the bargaining power of suppliers will be affected.

Where the initial assessment concludes that a policy option entails significant risks to weaken
competition, it is necessary to determine if there are other policy options less likely to distort
competition while still achieving the policy objectives.

The question is whether the anti-competitive elements are strictly necessary to attain the
policy objectives, or if they could be amended to reduce or eliminate their negative impact on
competition. There may be cases where no valid alternative options can be found.
Nonetheless, before reaching such a conclusion, a thorough analysis of all possible alternative
options should be carried out.

Less restrictive measures that can be used in place of more restrictive ones include:
(1)  Tailored transition periods or provisions when adopting new legislation

New rules and regulation may place a heavy burden on existing firms who made their
investments in production facilities and started operations under the older rules. Since
significant changes in the existing structure can be prohibitively costly, in specific cases,
existing firms can either be exempt or given a specific timeframe to conform. The extent of
the adjustment period may also be conditioned on firm-specific characteristics such as
technology, the date at which the capital was required, and firm size.

In such cases, it may be useful to carefully consider the implication of transition clauses. It is
important to bear in mind that provisions imposing asymmetric standards on existing firms
versus newer ones may deter new entrants (entry barriers), dampen new investment by
incumbent businesses, and allow continuation of inefficient production (exit barriers).

(2)  Using economic incentives rather than regulation to deal with externalities

Externalities include environmental, economic, health, safety or other costs and benefits
generated by a product or service and not reflected in its price or cost?®2,

291 For a given firm, upstream markets are all the markets of its suppliers. Downstream markets are the markets
of the firm’s clients (that can be both consumers and other firms along the value chain).

292 If a product or activity generates external costs (e.g. negative environmental effects), it will tend to be
oversupplied, as the full costs are not reflected in the product’s / activity’s price or marketplace return.
Equally, if a product or activity generates external benefits (e.g. technology spillovers), it will tend to be
undersupplied.
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Regulation of the quantity supplied, price, or characteristics of externality-generating
products or activities is one possible approach of attempting to correct for these externalities.
An alternative approach is to use economic incentives, such as subsidies, taxes, or fees, to
internalise these products’ externalities, so they are reflected in their market price. When
feasible, this approach uses competitive market forces to determine efficient prices,
quantities, and product characteristics instead of attempting to estimate and regulate
outcomes. Another alternative is to create market solutions where none existed before.

Example: The EU Emission Trading System (ETS), by creating emission rights and allowing
to trade these rights, reduced the anticompetitive impacts of setting new emission standards.

3) Ensuring adequate consumer information rather than mandatory product
characteristics

Protecting consumers is often used as a reason to establish mandatory product characteristics.
While health and safety protection should generally be achieved by means of product design
and manufacture, in some cases adequate information disclosure may be sufficient, allowing
consumers to make informed decisions.

Example: Setting labelling requirements to disclose the content of food products instead of
banning those products.

(4)  Voluntary rather than mandatory product specifications

Setting product specifications and quality norms is often necessary and may serve the public
interest. At the same time, stringent rules and regulation on content and minimum quality
can, in some cases, clash with consumer preferences and disadvantage those consumers (e.g.
low income consumers) who may prefer to pay a lower price for lower quality.

Voluntary standards can permit suppliers to signal that their products meet certain standards,
while allowing them to provide other products that do not meet the standards if some
consumers prefer such products (provided that they do not entail additional significant risks).

Example: The EU Ecolabel is a voluntary label helping consumers to identify products and
services that have a reduced environmental impact throughout their entire life cycle; it
promotes environmental excellence without limiting consumers’ choice.

5) Reliance on enforcement under competition rules in addition to sector-specific
regulation to deal with inappropriate competitive behaviour

As a complement to sector-specific regulation, general competition rules and their
enforcement provide a framework for preventing business practices that are likely to harm
competition and consumers, while allowing practices that promote competition, innovation,
and consumer benefits.

Example: In the pharmaceutical sector, patent settlement agreements between originator and
generic companies may result in anticompetitive practices, e.g. delaying generic market entry
to the detriment of consumers. The EU approach has been targeted at monitoring the situation
and assessing problematic cases individually. As a result, there are fewer and less important
settlements that are likely to raise competition concerns, while at the same time the overall
number of settlements has steadily increased.
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5. INFORMATION SOURCES AND BACKGROUND MATERIAL

e The OECD Competition Assessment Toolkit?® contains the checklist mentioned
above and many useful examples for assessment steps and better option development.

e Volume 1 (“Principles”) contains a checklist and basic explanations about the
interaction between regulation and competition for readers who are not experts in
competition policy.

e Volume 2 (“Guidance”) contains further explanations and examples for readers who
want to perform an analysis of competition effects in ex-ante or ex-post assessments
of policy instruments.

o JVolume 3 (“Operational Manual”) contains further practical examples and
recommendations how to conduct a competition assessment regarding a single policy
instrument or regarding the situation in a whole sector.

More information about EU competition policy is available on DG Competition’s website. Its
consumer webpage gives an easily understandable overview for non-experts:
http://ec.europa.eu/competition/index_en.html

6. RELEVANT SDG INDICATORS

To track progress in this field, the SDG indicators below can be a useful methodology,
though the list should not be considered exhaustive.

Relevant SDG indicators SDGs
EU indicators: § e
« Real GDP per capita /\/

4l

UN indicators:
e Annual growth rate of real GDP per employed person

238 http://www.oecd.org/competition/assessment-toolkit.htm
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TOOL #25. INTERNAL MARKET

The Treaty on the Functioning of the European Union establishes an objective to create a
common market with full respect for the four pillars of free movement covering goods,
services, capital, and workers, while paying due attention to legitimate and proportionate
public policy interests. In the internal market, all citizens?® and companies are treated
equally and in a non-discriminatory manner and the cross-border provision of goods and
services should be as easy as within each individual Member State.

The proper functioning of the internal market may constitute the objective of an initiative. It
may also constitute an important interest to be borne in mind where the main aim of the
initiative is different.

The application of legal bases geared towards the proper functioning of the internal market
may raise questions and the Legal Service should be consulted in case of doubt. A few non-
exhaustive remarks regarding Article 114 TFEU (by way of prominent example) are
described in Box 1.

Box 1. Article 114 TFEU

Article 114 of the Treaty on the Functioning of the European Union provides the legal
basis for actions in the area of single market:

“(...) The European Parliament and the Council shall, acting in accordance with the ordinary
legislative procedure and after consulting the Economic and Social Committee, adopt the measures for
the approximation of the provisions laid down by law, regulation or administrative action in Member
States which have as their object the establishment and functioning of the internal market.”

e Measures adopted on the basis of Article 114 TFEU should objectively and effectively
aim to improve the conditions for the establishment and functioning of the internal
market. The risk of impaired functioning of the internal market should be sufficiently
concrete: mere disparities between national rules or an abstract risk of infringements of
fundamental freedoms or of distortion of competition, are not sufficient. Action may
also be justified to prevent the likely emergence of such obstacles.

e Article 114 should not be used as legal basis if the establishment and functioning of the
internal market is secondary or incidental to another objective (e.g. health or
environment protection).

All Commission policies?® should be assessed for their potential effect on the functioning
and effectiveness of the internal market. This tool consists of a series of questions to help you
identify different angles in which your proposal may influence the internal market.

In case it is intended to rely on Article 114, having regard to the criteria set out above, the
problem definition should include an analysis of the situation of the internal market. The
impact analysis section should also discuss the possible impacts of the different options on
the functioning and effectiveness of the internal market.

2% The term ‘citizen’ as used in this tool comprises different relevant (sub-) groups, including consumers,
workers, and professionals.
2% https://ec.europa.eu/info/policies_en
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When evaluating existing legislation, consider assessing its impact on the internal market. Be
aware that some impacts might be unintended or unanticipated at the time your legislation
was proposed. Consider these also for legislations that did not have the Single Market as a
core objective or were not based on article 114.

A number of problems on the internal market have been identified in a Communication on
Identifying and addressing barriers to the Single Market and in the accompanying staff
working document, which can be a source of information.

The questions below can be used at various stages of the impact assessment process. They are
relevant for both problem definition and analysis of options:

1) Questions to describe market structure, identify internal market related problems,
market failures, their size and drivers?®:

— What are the trade flows of goods/services inside the EU and/or between Member
States? How many companies provide relevant goods/services in the EU? Do they
operate cross-border? Do they perform intra-EU sale/purchase of goods/services? Are
there specific Member States where they operate and others where they are absent —
why? Do companies operate in foreign markets through establishment (e.g. by setting
up a branch, subsidiary, joint venture, etc.), or through posting of workers or by
cross-border provision of services? What are the revenue and market shares of
companies from other EU Member States and from cross-border provision of
goods/services?;

— What are the skill and qualification structures of employees/professionals affected by
the proposal in the EU and in the Member States? How many do work in other
Member States? Do they work as posted workers or are they employed on a
temporary or permanent basis? Are there barriers imposed by authorities, professional
bodies, labour unions, employers (e.g. in contracts, standards or certificates) or
others? Are these barriers especially burdensome for foreigners / targeting foreigners
/ foreign qualifications or diplomas?;

— If there is no/little cross-border trade, is this because of the type of goods/services
that foreign companies provide? Are these goods and services really not tradable?
Are there other reasons (e.g. supply or demand specificities at national level like
climate, consumer preferences, language, culture)? Can these goods/services become
tradable in the future (e.g. due to innovations, IT advances,...)?;

— Are there barriers imposed by market participants (such as territorial constraints on
retailers, exclusivity contracts or cooling-off periods preventing competition
following the termination of a contract)?;

— Can customers buy cross-border (e.g. can they buy in internet stores of the same
company located in another Member State)? Is there a discrimination based on
origin/nationality/residence? Are foreign buyers treated differently than locals when
buying in another Member State for example by receiving different prices, different

2% See Tool #13 (How to analyse problems) for instance for guidance on market and regulatory failure analysis
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terms and conditions such as ways of payment, delivery options, possibility to return,
guarantee, redress, insurance??’;

— Are there market-imposed obstacles to the free movement of capital?
(e.g. Stock Exchange Rules on listings, additional requirements for reporting or
requirements to use certain standards such as Accounting Standards, etc.)? Are any of
these especially targeting foreign capital providers? Are there differences in treatment
of financing provided by financial institutions (e.g. venture capitalists) to companies
(especially SMESs) based on their country of establishment? Are there any differences
in treatment by type of funding?

— Are there any barriers to cross-border mobility of citizens or businesses that are
caused by poor administrative cooperation or information exchange between public
authorities?

— For any of the questions above: if digital solutions are involved, is there sufficient
consideration of interoperability for cross-border exchange?%8?

2 Questions to identify regulatory failures:

— Is the matter under consideration regulated in some Member States? Are there
Member States with no rules at all? What are the underlying reasons in both cases,
and are they still valid? Is there a risk for regulatory arbitrage if some Member States
have rules and others not? How were the rules implemented in practice (e.g. rules on
protection of ‘whistleblowers”)?;

— Is the regulatory framework harmonised — do companies/citizens face different
rules/requirements in each Member State?

— In case of different national rules, is there a mutual recognition principle?®®

How does it work? If not, why not?

in place?

— Are there regulatory barriers to foreign companies accessing the market?

— Are they justified by overriding public policy interest? Are they proportionate? Are
they cumbersome3%°? For example, is there a need for obtaining permits, certificates,
licences, attestations, passing of exams, provision of certified/translated copies of
documents; number of documents to be submitted, need for audit, length of
procedures; legal form or shareholder requirements, different accounting, or reporting
rules. Are the rules easy to comply with (e.g. electronically via points of single
contact; e-procurement platforms) and are translations or rules readily available?

— Are certain rules more cumbersome for foreigners (e.g. need for translation, need to
appoint a local representative, need for additional certificates)? Are certain rules
easier for foreigners (e.g. mutual recognition means that companies can accept
standards/certificates of other Member State)? Is there scope for simplification?

297 Please note that certain EU acts restrict the non-discrimination principle, e.g. the Rome | Regulation (EC
593/2008) grants the consumer protection of his own national law in case the trader directs its activities to
the Member States where the consumer is domiciled. The principle is that consumers should not have lower
level of protection than in their home Member States.

2% See Tool #28 (Digital-ready policymaking)

2% The existing mutual recognition principle covers trade in certain goods as well as recognition of professional
qualifications.

300 See Tool #24 (Competition)
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— Is there ‘gold plating’ — Member States adding national/local rules to the harmonised
EU ones? If so, what are the reasons? Are there rules in other fields that affect the
area under consideration? Could all these additional rules discourage cross-border
activity?

— Are the procedures to be followed clear, transparent and publicly available?
For example, selection mechanism for tender winner in public procurement, non-
publication of tenders; lack of meaningful information about regulated professions;

— Can companies/citizens enforce their rights easily?

— Can different levels of law enforcement encourage/discourage cross-border activity
(e.g. rules exist but are not used)?;

— What is the cost in terms of time and money to enforce one’s rights (e.g. length of
court proceedings, etc.)?

— Does the regulated market structure create barriers? For example, very long contracts
awarded by authorities that form a barrier to market entry (e.g. highway long term
concessions). Is there centralisation of public procurement favouring large scale
(national) suppliers (e.g. medicines)?;

— Does the country of origin/establishment influence the ability to access/transfer
capital (e.g. obtaining a bank loan, venture capital, listing on stock market,
acceptance of payment with a debit/credit card issued in other Member States)? Is the
cost of access/move of capital higher for foreigners?

Impact assessments might investigate problems directly related to obstacles/barriers to the
freedom of movement of people, goods, services, and capital in the Single Market (a possible
corresponding objective being to remove market distortions for companies, workers and
consumers). An impact assessment might also look into other policy issues, but the options
under analysis could impact the functioning and effectiveness of the Single Market. As a
general rule, one should be careful not to concentrate only on long-term or short-term effects
as costs are usually born in the short term while benefits generally materialise in the long
term.

One should also consider the distribution of impacts. Some benefits and/or costs may concern
or concentrate among selected groups only. Therefore, one needs to identify stakeholders,
regions or Member States who will be most affected (e.g. in a given sector, benefits can be
similar for all companies, but costs to SMEs can be bigger — as percentage of turnover or
profit margin — than for large companies)3,

Box 2. Key questions for assessing impacts

e What impact (positive or negative) does the option have on the free movement of goods,
services, capital, and persons (self-employed and workers)?

e In case of evaluations: were there unintended impacts (positive or negative) of the

301 See Tool #23 (The ‘SME test’)

210




‘Better regulation’ toolbox 2025 © European Commission

evaluated legislation on the free movement of goods, services, capital, and workers?

e Will it lead to an increase/reduction in consumer choice®%, higher/lower prices due to
less/more competition, the creation/elimination of barriers for new suppliers and service
providers, the facilitation/prevention of anti-competitive behaviour or emergence of
monopolies, market segmentation, more or less convergence of consumer and business
conditions across the EU, etc.?

You could further consider using benchmarks to assess the level and effectiveness of market
integration, such as goods market and services markets, trade between Canada and USA,
trade between US states or trade between EU/EEA Member States®,

When evaluating existing legislation, consider assessing its impact on the Single Market. Be
aware that some impacts might be unintended or unexpected at the time your legislation was
proposed. Consider these also for legislations that did not have Single Market as a core
objective or were not based on Article 114.

3.1. Identification and measurement of potential direct impacts of options

Based on the evidence gathered in the problem definition phase regarding the additional
barriers/burdens borne by citizens and companies involved in cross-border activities, the most
probable direct impacts on internal market of the policy options should be identified and
measured, including their impact on the identified barriers/burdens.

This should be done by identifying the potential costs and benefits under the various policy
options in relation to the baseline scenario of complying with all the national rules for a
company that wants to do business in another Member State, or the extra burden a citizen
would face when trying to work/shop in another Member State.

To estimate the costs and benefits of EU action, adequate data on the situation in the Member
States are needed. These data should ideally describe the current situation in the Member
States, as well as projected savings/costs due to EU action. A variety of data sources is
available, including constant monitoring of the situation in the Member State, expert groups,
representative surveys (e.g. Eurobarometer), dedicated enterprise surveys (Enterprise Europe
Network, SME panels), external studies and public consultations®*, as well as data produced
by European public administrations (see data.europa.eu).

In many cases, the main benefit of internal market harmonisation/rules lies in cost savings
following the replacement of 27 different national rules and procedures that companies and
citizens face with one harmonised EU regime or by creating a 28" (EU) regime (e.g. costs of
patenting fees for an EU unitary patent vs. 27 national patents).

To estimate the potential savings thanks to the internal market or the costs of ‘no internal
market’ one could consider the following conceptual model:

Q) Calculation of individual company/citizen savings/costs following the replacement
of national regimes by an EU-wide one

302 See Tool #33 (Consumers)
303 See Tool #27 (External trade and investment)
304 See Tool #4 (Evidence-informed policymaking)
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— ‘Baseline scenario’ (national rules/regimes): what is the cost per company of
following the current regime(s) assuming that it wants to cover/serve all Member
States (e.g. obtaining patent protection in each Member State? Under alternative
scenarios e.g. only a subset of Member States and related costs can be considered
such as following the actual behaviour of companies who choose to protect their
patent only in a limited number of Member States).

— ‘EU scenario’ (harmonised EU rules/regime): what is the cost of following just one
EU regime (e.g. obtaining EU unitary patent)?

2 Extrapolating the above individual-level costs and benefits/cost savings (for
companies or citizens) to the whole sector/market or population

— When extrapolating, consider the number of citizens/consumers/companies that are
likely to be affected by the EU rules. This can be all citizens/consumers/companies or
just a subset whose activities are cross-border. You may also consider whether the
EU rules might incentivise more citizens/consumers/companies to engage in cross
border activates in a longer run.

To make this kind of calculation, detailed data per company and Member State on the costs
related to the current regime(s) are necessary (e.g. one-off and recurring costs for each
procedure, including required staff and working time, legal representation, translation costs,
etc.). In addition, you need to estimate (ranges of) the costs that a future single EU regime
would impose and changes in company/citizens behaviour regarding cross-border trade and
investment that would follow3%,

To extrapolate the above calculated costs and benefits to estimate the cumulative costs and
benefits for the whole sector/market or population, and eventually the whole EU, a distinction
must be made between static and dynamic scenarios:

¢ In a static scenario, one takes the number of companies that are active cross-border as
given and uses it to multiply the cost estimates per company obtained under point (1)
for both 27 regimes and the EU regime for all scenarios analysed under the baseline.

e In a dynamic scenario, estimate expected change in the number of companies’ active
cross-border in the baseline case and following the EU regime. The cost estimates per
company obtained under point (1) then must be multiplied by the number of
companies active cross-border in a new dynamic baseline and the estimated number
of companies active cross-border under the new harmonised EU regime, respectively.

For quantifying costs you may also consider following the Single Market Gap procedure
suggested by CEPS in their 2014 study for the European Parliament on “Indicators for
Measuring the Performance of the Single Market — Building the Market Pillar of the
European Semester”>%,

3.2. Identification and measurement of the Single Market benefits

You should strive to assess the benefits of the internal market especially for consumers,
companies, and employees. These could be direct (e.g. free movement of citizens) and
indirect (e.g. more choice and lower prices due to increased trade and competition).

305 See Tool #57 (Methods to assess costs and benefits)
308 For more explanation and detailed examples, see page 70 of the full report.
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The benefit analysis is usually qualitative due to inherent measurement difficulties. However,
whenever possible, try to quantify. Some examples are presented below on how to measure

market integration:

Benefit

Measurement

Trade creation: trade between Member States,
improved value chains, outsourcing of goods
and services, more trade in internal border
regions (especially for services dependent on
geographical proximity).

Export/Import to GDP, degree of price dispersion
/ convergence, wage dispersion / convergence

More competitive markets: leads to bigger
choice, higher quality and lower prices for
consumers, continuity of supply, lowering
switching cost.

Foreign Direct Investments (outward and inward)
to GDP, delivery of services through establishing
affiliates; Hirschman-Herfindahl index (HHI);
dispersion of consumer prices and their evolution
over time; choice and switching in consumer
markets; consumer and business confidence in
cross-border (online) transactions.

Efficiency gains / productivity: economies of
scale and scope.

These efficiency gains measured using unit
labour costs — defined as the ratio of total labour
costs (total hours worked multiplied by the
hourly wage) to Gross Value Added, deflated by
the Gross Value Added price index. Productivity
increases due to backward- and forward-linkages
in the value chain/across sectors.

Innovation: sufficient demand to recuperate
development cost for product and process
innovation.

Expenditure in Research, Development, and
Innovation (RD&I), number of personnel
employed in RD&I activities, number of patents
and innovative activity. Expenditure for digital
transformation of business models.

Free movement of people: job opportunities in
other Member States, studying abroad, labour
mobility, commuting, ‘brain gain’

EU citizens working in another Member State as
% of total labour force, number of exchange
students, cost of qualification recognition
procedures; international comparisons — cross-
border mobility between EU Member States and
in other regions (such as United States, Canada or
Australia).

Free movement of capital: More investment
opportunities, diversification

Interest rate convergence, foreign listening, share
of foreign assets/liabilities in financial sector

Policy influence and synergies, cooperation
and coordination

Synergies from having common approach,
common institutions, elevating influence of
individual MS. Coordination of policies (reduced
likelihood of retaliatory actions, addresses
coordination failures)

Mainly qualitative description.

Sources: Own elaboration based on UK Government: Optimal Integration in the Single Market: A Synoptic

Review
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3.3. Identification and measurement of the Single Market costs

The same holds for the analysis of costs. A list of potential sources is given below.

Cost

Explanations

Trade diversion

Preference to trade within EU rather than with outside world (share of
trade with non-EU countries).

Adaptation cost

Cost for companies to face bigger competition. Possible unemployment
in non-competitive sectors. Different market structure (players, supply
chains).

Employment and
companies

Potential for loss of employment in uncompetitive/unregulated
sectors/companies (at least in short term), bankruptcy of
underperforming companies; ‘brain drain’; other possible social impacts
and/or fundamental rights impacts®®’.

Impact on national
budgets

Tax arbitrage, tax avoiding schemes; unemployment benefits for
redundant workers.

Costs for EU/national
budget

The functioning of the Single Market might require dedicated
administrative bodies financed from the EU or national budgets.

Administrative costs®®®

Costs for companies to comply with new administrative obligations.

Adjustment costs

Cost of applying EU rules.

Sources: Own elaboration based on UK Government: Optimal Integration in the Single Market: A Synoptic
Review

According to the fundamental freedoms of the Treaties, certain negative impacts on the
internal market are outright prohibited. This applies in particular to discriminations based on
nationality or residence. Options that would lead to the illegality of the measure have to be
excluded in all cases.

To minimise potential negative impacts on the functioning of the internal market beyond
these legal requirements, and depending on the circumstances, you can consider including the
following into your options:

In relation to the content of a policy option:

— promoting standardisation (e.g. IFRS accounting rules for listed companies; codes of
conduct, European standards, model documents, eGovernment action plan principles,
European catalogue of standards, DSI technical specifications and standards, etc.);

— promoting transparency and information (preferably in multiple languages) — e.g. setting
information points/one stop shops for (e.g. points of single contact), digital by default and
digital once-only principles;

307 See Tool #30 (Employment, working conditions, income distribution social protection and inclusion).
308 See Tool #56 (Typology of costs and benefits) for definitions
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limiting any unnecessary administrative and private obstacles to cross-border
movement/trade;

mutual recognition, harmonisation and best practice dissemination;

exploiting synergies and/or implementing relevant mitigating measures in other related
policy areas (competitiveness, social/lemployment, fundamental rights).

In relation to the policy instrument:

5.

regulations can limit the risk of ‘gold-plating’ associated with the transposition by
Member States of Directives;

consider an EU regime of common rules that could be applied in cross-border situations
without changing national rules (e.g. the European Common Sales Law);

limiting to a bare minimum the number of implementation options in directives;

use of IT solutions to foster access to information (e.g. e-procurement; SOLVIT; points of
single contact);

exchange of information between authorities (e.g. internal market information system,
RAPEX);

INFORMATION SOURCES AND BACKGROUND MATERIAL

Contact point: GROW-IMPACT-ASSESSMENT @ec.europa.eu

Useful links:

6.

e Single market scoreboard

e Barriers to trade

e Single market for goods

o International trade in goods (look for intra EU trade)

e Single market for services

o International trade in services (look for intra EU trade)
e Other Databases
e 2021 Annual Single Market report

RELEVANT SDG INDICATORS

To track progress in this field, the SDG indicators below can be a useful methodology,
though the list should not be considered exhaustive.
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Relevant SDG indicators

SDGs

EU indicators:
e Real GDP per capita
e Gross domestic expenditure on R&D

* R&D personnel

UN indicators:

o Annual growth rate of real GDP per employed person

¢ Research and development expenditure as a proportion of GDP
o Researchers (in full-time equivalent) per million inhabitants

DECENT WORK AND
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TOOL #26. PREVENTION OF FRAUD
1. INTRODUCTION

The notion of fraud covers any intentional act or deliberate and wrongful omission, affecting
the EU’s financial interests and/or reputation. The key element which distinguishes fraud
from (non-fraudulent) irregularity, error or non-conformity, is intention. Fraud can happen
through various means, e.g. cost mischarging or double funding, false documents, plagiarism,
non-disclosure of conflicts of interest, corruption and staff misconduct. Therefore, the
definition of fraud cannot be limited down to the narrow understanding of fraud as a criminal
offence®®.

The risk of fraud, in its wider concept, should be examined in parallel with the risk of
corruption. The abuse of a (public) position for private gain takes place when a receiver
(passive corruption) accepts a bribe from a giver (active corruption) in exchange for a favour.
Corrupt payments facilitate many other types of fraud, such as false invoicing, fictitious
expenditure, or failure to meet contractual obligations/specifications.

Fraud can have a significant negative impact on EU policies, both financial and reputational.
Financial fraud affects the objectives of EU action by reducing the amount of financial
support available for achieving the desired positive impacts. Non-financial fraud may impair
product safety, consumer protection and public health, e.g. where the certification of a
product is obtained fraudulently. Both financial and non-financial fraud can undermine the
trust that citizens and other stakeholders have in the Union’s actions and institutions.

Under Article 325 TFEU and Article 36(2)(d) of the Financial Regulation, the Commission is
duty-bound to fight fraud. This fight is often illustrated in the anti-fraud cycle:

Detection

AN

/

Investigation
& Prosecution

Recovery

Sanctions

309 Directive (EU) 2017/1371 of the European Parliament and of the Council of 5 July 2017 on the fight against
fraud to the Union’s financial interests by means of criminal law
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The Commission Anti-Fraud Strateqy (CAFS) includes the obligation to fraud-proof the legal
framework for expenditure and revenue and explicitly refers to the consideration of fraud-
related aspects in evaluations and impact assessments®L9,

For most policy proposals, (the reduction of) fraud is not a primary impact to be assessed in
the accompanying impact assessment (IA). It should however be screened as a potential
indirect impact when assessing different options in the IA.

Box 1. Fraud proofing as part of the impact assessment

In the context of an impact assessment, fraud comes into play at two levels:
1) Fraud potentially obstructing the attainment of policy objectives

Fraud may undermine the effectiveness of a policy option in achieving one or more of the
pursued policy objectives, notably because fraudulent activities take away funds from
their intended purpose on a large scale or hinder the proper functioning of health and
safety rules.

Example:

A regulation limiting the toxicity of exhaust fumes of cars that allows measuring toxicity
levels only in a laboratory. The achievement of the regulation’s policy objective of
protecting public health may be undermined by fraudsters who may develop defeat
devices that conceal high toxicity levels during laboratory tests.

2) Fraud as a policy option’s potential side-effect

If a certain policy option is susceptible to increase fraud risks that do not directly affect
the policy objective, the IA needs to flag such a potential effect as an unintended
consequence of that policy option, most frequently in financial and reputational terms.

Example:

To speed up the award and payment of emergency aid, one option is to fully digitalise and
automate the application and award procedure. The 1A should assess any risk that
fraudulent applications might be accepted as an unintended consequence of that option.

Depending on the scale of fraud, this example might as well fall in the first category —
large-scale fraud might lead to a suspension of the programme upon detection or might
use up the available funds prematurely if it goes undetected. In both cases, the primary
objective of the policy will not be reached.

Considering the anti-fraud dimension in an IA will help both the Commission and the co-
legislators to understand better the wider implications of the risks associated with various
policy options and allow them to identify mitigating measures at an early stage. Assessing the
underlying data flows of the policy (see Tool #28 (Digital-ready policymaking)) can help
detect possibilities for fraud.

Therefore, one should equally consider fraud proofing in other stages of the policy cycle.

310 Point 24 of the CAFS Action Plan, SWD(2019) 170.
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Box 2. Fraud proofing beyond impact assessment

Apart from some specific cases®?, the IA is usually the first stage in the lifecycle of a policy
initiative at which fraud risks, their potential detrimental effects, and ways to mitigate them
become relevant.

Fraud proofing continues, however, after the impact assessment with
— fine-tuning the chosen policy-option to minimise fraud risks; and

— finalising the Commission decision or proposal in the formal procedures of inter-service
consultation and adoption and accompanying it through the legislative process where
applicable;

— including, in this context, standard anti-fraud clauses in legislative acts, especially
spending programmes, for the Multiannual Financial Framework 2021 — 2027.

Fraud proofing extends further to the implementation of the adopted policy, for example
through a fraud-resilient design of:

— delegated and implementing acts where applicable;

— guidance and templates (for calls for tenders/proposals/expressions of interest, model
contracts/agreements) with systemic importance;

— internal procedures;
— IT solutions;
and concludes with the evaluation of the policy in question, including its anti-fraud stance.

As stated in Points 23 and 24 of the CAFS Action Plan, fraud proofing comprises the whole
policy cycle. It is primarily the responsibility of a policy-making DG, but OLAF should be
associated to that exercise from its early stages. This is particularly relevant for complex
and time-bound projects and for negotiations with implementing partners; in both cases the
course of action may be steered into certain directions early on.

Apart from fraud and corruption in public procurement processes, other weaknesses in the
enforcement of EU law, such as lack of effective enforcement of environmental rules, or
breaches of safety in transportation, can cause serious harm to the public interest and create
significant risks for the welfare of society. Any new proposal should include effective
systems of compliance.

Whistleblowers play a key role in preventing and detecting breaches of EU law. They are
often the first to know about threats or harm to the public interest inside their organisation.
Their reports and public disclosures feed therefore national and EU enforcement systems with
information leading to effective detection, investigation, and prosecution of breaches of
Union law. Accordingly, policymakers should assess in the impact assessment whether
enforcement of the proposed legislative act would benefit from introducing rules on reporting
by and protection of whistleblowers exposing infringements of that legal act (see also section
3 below).

311 When it comes to policy projects that focus on the fight against fraud (such as the establishment of the
European Public Prosecutor’s Office), fraud-related considerations will already determine the development
of policy options, i.e. before the impact assessment sets in.

219




‘Better regulation’ toolbox 2025 © European Commission

OLAF’s experience with preventing and investigating fraud shows that the design of
(spending) programmes is the first step in effective fraud prevention. OLAF and other
Commission services have encountered many types of fraud that had negative economic and
social impacts and put the Union’s reputation at risk. When screening policy options for
fraud, it is important to keep in mind that preventing or detecting fraud is often not the direct
target of a programme design, but still is to be considered as an additional component of the
overall structure and process. Identifying fraud risk requires not only factual knowledge of
the background situation (nature of the business, the environment in which it operates, the
effectiveness of the existing internal controls), but it also involves some sort of creativity,
assumptions, and acceptance of approximation.

Because managing fraud risk aims at proactively identifying, assessing, and addressing
vulnerabilities, it requires communication and knowledge.

Communication is the first requirement of fraud risk management. It becomes effective by
making the management process visible. Communication actions must be tailored to the
peculiarities of the organisation in such a way to facilitate the participation and involvement
of all relevant actors.

Knowledge is the second essential requirement of this process. The management of fraud
risks should involve different layers of the organisation: management, authorising officers,
finance cell teams, legal departments or legal advice units, geographical desks, auditors and,
where appropriate, external consultants. The available tools for fraud risk identification and
assessment include interviews, surveys, focus groups, and anonymous feedback mechanism.

“The ability to think the unthinkable or “thinking like a fraudster” is useful in this exercise,
while basing oneself on factual references in the real working environment. For example:
- considering previous fraud incidents and what could have been done to prevent them;

- evaluating the existing control systems in four steps: 1) mapping the existing controls;
2) testing them; 3) validating them; and 4) integrating (considering the results of the
tests run to enhance further the efficiency and effectiveness of the control systems).

The assessment of the impact of the policy proposal on the exposure to fraud may be

facilitated by asking the following questions:

— To what extent do the options identified rely on statements or documentation from parties
involved in the implementation?

— How can deception adversely affect the objectives of this policy?

— Are there any significant differences in terms of negative impact of potential fraud
between the identified options?

The fraud risk management process should also ask how the risks of exposure to fraud could
be reduced. Beside measures of a general nature, such as including the anti-fraud dimension
in the framework of checks and audits or tailor-made anti-fraud controls specific to the policy
in question, the following approaches could be useful:

— Procedures to detect potential fraud. When transactions are processed, ex ante checks
should increase the level of assurance to identify possible inconsistencies leading to
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suspicion of frauds. Ex post controls on the other hand will allow a more in-depth
scrutiny for the riskier projects thanks to on the-spot audits.

— Diversification of the sources of information. Where funding relies on contractors’ or
beneficiaries’ statements on their compliance with the financing conditions or
certification criteria, the policymakers should think of ways of collecting information
from other sources for verification purposes. In particular, one should consider a specific
reference to the applicability of the Directive on the protection of persons who report
breaches of Union law. It allows whistleblowers to report breaches affecting the financial
interests of the Union and ensures their protection in case they suffer retaliation (see
section 3 below).

— Increasing transparency. Increase the transparency of the envisaged policy options, for
example by requiring to make certain statements public or publish findings about the
implementation of the policy, with due respect for the protection of personal data®?.

The consideration of fraud-related aspects in evaluations, fitness checks and impact
assessments will be facilitated through (and the quality of these instruments in this respect
will benefit from) the implementation of the Commission Anti-Fraud Strategy, which has two

objectives:

— to strengthen the Commission’s capabilities in the collection and strategic analysis of
fraud-related data;

— to foster coordination and cooperation in the fight against fraud and tighten corporate
oversight in this respect.

Box 3. Fraud-risk management

The management of fraud risk should provide information about its level in a given policy
area and how the policy proposal is likely to increase or decrease fraud risks in that area. In
summary, three components may be distinguished:

e Identification of fraud risks related to each policy option

This task may be inspired by the DG’s own risk register and anti-fraud strategy, reports by
European Court of Auditors and Internal Audit Service, OLAF’s case compendia, specific
final reports and other documents that reflect past experience and allow drawing parallels
to the policy in question. More importantly, the task requires creative thinking ‘out of the
box’ and cooperation among a variety of actors — at least the policy unit in charge, the
OLAF correspondent and other services concerned (including OLAF and executive agencies
if they need to implement the policy).

e Assessing the fraud risks: rating the likelihood and impact of fraud risks
materialising

This exercise involves checking the fraud vulnerabilities in the policy area concerned and
how these may be influenced by each policy option. Similarly, the fraud risk assessment
needs to estimate the damage that various types of fraud could do under the different policy
options, including financial damage, reputational damage, and damage to the attainment
of policy objectives (if any — see Box 1). In general, assessing likelihood and impact of fraud
risks mainly serves to rank fraud risks by significance and by priority of containment. In the
framework of an impact assessment, such rating should ideally quantify the potential impact

312 See e.g. the Commission’s Financial Transparency System
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of fraud risks to facilitate their integration into the overall comparative analysis of the
different policy options.

e Conceiving mitigation measures

Before drawing a conclusion on the impacts of a policy option, the impact assessment needs
to review possible improvements and/or mitigating measures to reduce its negative impacts.
As part of the impact assessment, the fraud risk assessment should focus on the residual risk
after considering existing anti-fraud measures as well as additional ones, especially tailor-
made measures that could be introduced to counter fraud risks induced or increased by the
policy option in question. The impact assessment should also try to estimate the cost of
complementary measures. Red flags should be developed to swiftly identify symptoms of
potential frauds.

Methodological guidance

For guidance on risk management, see Tool #14 and the Commission’s Risk Management
Implementation Guide. Pragmatic guidance for the estimation of the cost-effectiveness of
controls has been issued by DG BUDG?,

The fraud risk assessment should respect the requirement of proportionate analysis,
depending, for instance, on the magnitude and relevance of the impact analysed. When
quantitative analysis is not possible or proportionate, impacts should be assessed qualitatively
and the reasons for not having undertaken quantification explained in the 1A report.

The EU protects persons who report breaches of Union law. With a view to strengthen the
enforcement of EU rules, the relevant Directive on whistleblower protection obliges Member
States:

— to establish internal (within the organisation) and external (to the competent
authorities) reporting channels for potential whistleblowers to report on breaches of
EU law under a strict confidentiality regime, and

— to provide for measures of support and protection in case the whistleblowers are
retaliated against due to their internal or external report or public disclosure, provided
they satisfy the conditions established by the Directive.

When drafting an impact assessment for new legal acts or for amending existing ones,
policymakers should assess whether providing for reporting channels and for protection for
whistleblowers would strengthen enforcement of these acts, by checking the following:

— Does the legal instrument fall within one of the policy areas of the material scope of
the Directive®4?

— Could breaches of the rules of the legal instrument cause harm to the public
interest?3®

313 Guidance on the estimation, assessment and reporting on the cost-effectiveness of controls, 2018.

314 As spelled out in Article 1 of the Directive on whistleblower protection: (i) public procurement; (ii) financial
services, products and markets, and prevention of money laundering and terrorist financing; (iii) product
safety and compliance; (iv) transport safety; (v) protection of the environment; (vi) radiation protection and
nuclear safety; (vii) food and feed safety, animal health and welfare; (viii) public health; (ix) consumer
protection; (x) protection of privacy and personal data, and security of network and information systems.
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— Is there a need to strengthen the means of enforcement of the legal instrument (i.e.
would the instrument benefit from additional tools to ensure an effective enforcement
beyond, for instance, complaints, audits etc.)?

— Would reports by whistleblowers strengthen enforcement of the EU legal
instrument (i.e. namely because they can bring to light hidden unlawful practices that
only ‘insiders’ can reveal), so that providing for clear and confidential reporting
channels and for protection of whistleblowers would be likely to increase detection
of breaches of those rules?

If the answer to the above questions is affirmative, it is recommended to include rules on
whistleblower protection in the proposed or amended legislative acts by including a reference
to Directive 2019/1937 and amending its annex to add the concerned legislative act in its
scope.

For more details, please refer to the Note on “Inclusion of rules on reporting on breaches of
EU law and protection of the reporting persons (i.e. rules on “whistleblower protection’) in
future EU legal acts: criteria and legislative technique 318,

5. SUPPORT

On prevention of fraud, OLAF Unit C.1 Anti-Corruption, Anti-Fraud Strategy and Analysis
can provide further assistance:OLAF-FM-C1@ec.europa.eu

On the need to introduce whistleblower protection to a new legal act, DG JUST Unit C.2
(fundamental rights policies) can provide further assistance:

EU-WHISTLEBLOWER-DIRECTIVE@ec.europa.eu

6. RELEVANT SDG INDICATORS

To track progress in this field, the SDG indicators below can be a useful methodology,
though the list should not be considered exhaustive.

Relevant SDG indicators SDGs
EU indicators: 10 Exeo
« Perceived independence of the justice system =
» Corruption Perceptions Index @

» Population with confidence in EU institutions

UN indicators: _!'.

¢ Financial Soundness Indicators

o Proportion of businesses that had at least one contact with a public official and that paid a
bribe to a public official, or were asked for a bribe by those public officials during the
previous 12 months

315 Some examples of breaches of EU rules considered as harmful to the public interest: breaches of rules on
Union harmonised and non-harmonised products; on safety transport; on environmental protection , on
nuclear safety, breaches of the Union food and feed law; breaches affecting the internal market, such as of
the rules on financial services, on anti-money laundering, on consumer protection or of procurement rules,
etc.

316 Ares (2020)1980728.
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TOOL #27. EXTERNAL TRADE AND INVESTMENT

External trade and investment are powerful engines for growth and job creation. As tariffs
have largely been dismantled, disproportionate regulatory requirements or unnecessarily
divergent regulations have become the main barrier to trade. It is more difficult to identify
them and to quantify their impacts than it is for tariffs or measures applied at borders. This is
particularly true for services which, given their intangible nature, are often hard to identify in
statistics and other analyses.

Regulations and standards adopted in pursuit of various public policy objectives may
constitute technical barriers to trade (TBT), sanitary and phytosanitary measures (SPS) or fall
under the general WTO disciplines on goods or services and other non-tariff measures
(NTM). These can have significant impacts on both exports and imports by requiring firms to
spend resources to adapt their products, duplicate testing of safety requirements, undergo
burdensome certification procedures, interpret, and comply with several sets of legislation,
etc. This can be especially the case for developing countries, as well as for SMEs.
Considering the obligation to consider Policy Coherence for Development, potential negative
impacts from a measure on the EU’s efforts to promote sustainable development in these
countries need to be identified.

EU legislation and other types of policy measures must comply with the EU’s existing
international legal commitments. The EU is legally bound by many international trade
agreements: first and foremost, the World Trade Organisation (WTO) Agreements; but also
bilateral, multilateral and plurilateral agreements containing — for example — provisions on
trade in goods, services, digital trade, intellectual property, or investment matters, many of
which go considerably further than WTO Agreements. In terms of easing possible negative
impacts on developing countries and leaving them more time to adapt, it should be noted that
the principle of Special and Differential Treatment (SDT) for these countries is enshrined in
the WTO as well as in the sustainable development goal (SDG) 10.a in the Agenda 2030 for
Sustainable Development.

While an impact assessment certainly does not constitute a legal assessment of the
compliance of proposed regulatory measures with WTO rules, it is important that services
systematically consider the broad legal obligations as well as the broader policy objectives
associated with the EU’s trading regime when formulating (and assessing) their policy
options. Any option that is clearly in breach of the EU’s international legal obligations should
be discarded at an early stage. Therefore, the assessment should begin as soon as possible
after starting to prepare a legislative proposal, so that the scope can be adjusted and adapted
while the legislative proposal develops.

While promoting the EU’s role and leadership in international standard-setting, it is also
important to avoid as far as possible unnecessary divergence, tensions, and sources of
conflicts with EU’s trading partners. The international dimension of the issue should
therefore be carefully considered when the options are assessed, and engagement with the
main trading partners should be sought from an early stage, including through outreach
activities. In particular, the impact of a measure under the various policy options should be
examined also in relation to third country producers or service providers. The impact
assessment should also ascertain that the preferred option does not result in de facto
discrimination of third country goods and companies in a manner that would go counter to
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established trade rules. Due consideration should also be given to the impact on developing
countries. Indeed, these requirements and regulations may prominently affect developing
countries, and in particular least developed countries, as these may lack the awareness or the
capacity to be able to identify and handle them. Consideration should also be given to the
impact of the envisaged initiatives on EU neighbouring countries and those that are
candidates to accession to the EU. The issue of potential external spillovers of EU initiatives,
including trade initiatives, on developing countries may lead, where appropriate, to assessing
to impacts by also having recourse to Tool #35 (Developing countries).

When designing the options, the following issues should be considered3!’:
2.1. Consistency with the WTO Agreements

The WTO Agreements cover a wide range of issues. A full-fledged analysis of WTO
compatibility can and should be undertaken by specialist lawyers in the Legal Service and
DG TRADE and should not be performed either by the Commission’s services themselves or
as part of an external consultant’s report in support of an impact assessment.

However, at the stage of identifying options in the context of an impact assessment, it is
important to rule out those that would obviously lead to an outcome incompatible with WTO
or other international obligations. The impact assessment should focus only on options that
are, in principle, legally viable. In this regard, certain basic questions should systematically
be considered when designing the options:

e Does the option allow imported goods or foreign services or service suppliers to enter the
EU market, when they are WTO-compliant? If not, see Box 1 for further details on
whether exceptions to WTO rules are available.

e Does the option ensure de iure and de facto non-discrimination between imported goods
or foreign services or foreign service suppliers, and goods produced in the EU or EU
services or EU service suppliers (the ‘national treatment’ principle)? If not, see Box 1 for
further details on whether the exceptions to WTO rules are available.

e Does the option ensure de iure and de facto non-discrimination between goods or services
or service suppliers of different WTO member countries (the ‘most-favoured nation’
principle)? If not, see Box 1 for further details on whether the exceptions to WTO rules
are available.

e If the option involves product requirements that would be covered by the Technical
Barriers to Trade (TBT) Agreement *!8 or the Sanitary and Phytosanitary (SPS)
Agreement3!®, can you demonstrate that the requirements are proportionate to the
objectives pursued (see Box 1 below)?

e If the option regulates the movement of goods on sanitary or phytosanitary grounds, is it
based on a risk assessment supported by sound scientific evidence (see Box 1 below)?

e Is the option compliant with WTO rules on subsidies, intellectual property, and
procurement?

317 Assistance from DG TRADE on these matters should be sought whenever appropriate.
818 http://www.wto.org/english/docs_e/legal e/17-tbt e.htm
819 https://www.wto.org/english/docs_e/legal_e/15sps 01 e.htm
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Box 1. Trade agreements and the pursuit of legitimate public policy objectives

WTO exceptions

GATT Atrticle XX of the General Agreement on Tariffs and Trade (GATT) allows
governments to adopt trade-restrictive measures that would otherwise be inconsistent with
GATT obligations (in respect of non-discrimination or import restrictions) in order to (among
other things) protect public morals, human, animal or plant life or health, as well as
exhaustible natural resources, provided that the measures adopted are necessary to achieve
genuine public policy objectives, their design do not entail arbitrary or unjustifiable
discrimination between countries where the same conditions prevail and they do not
constitute disguised protectionism. In particular, it should be assessed whether less trade
restrictive alternative measures are reasonably available and capable of achieving the
objective equally effectively.

GATT art XXI provides exceptions for security reasons. Similar exceptions exist in WTO
rules for trade in services, investment, procurement, etc.

The Sanitary and Phytosanitary Measures Agreement (SPS)

e SPS measures are measures that aim to protect human, animal or plant life or health from
risks arising from pests or diseases of plants or animals or from food safety risks. The
SPS Agreement seeks to balance the protection of health with the liberalisation of trade in
primary and processed agricultural products. WTO Members can set their own standards
to protect human, animal or plant life or health within their territory based on a risk
assessment underpinned by science. Restrictive SPS measures should be applied only to
the extent necessary to protect human, animal, or plant life or health. They should not
arbitrarily or unjustifiably discriminate between countries where identical or similar
conditions prevail.

e WTO Members must rely on international standards, guidelines, and recommendations
where they exist. However, if those international standards do not achieve the required
level of protection, WTO Members may use measures that result in higher standards if
there is scientific justification. The SPS Agreement also allows for to provisional SPS
measures where there is some indication that a risk exists, but a risk assessment is not
possible due to a lack of sufficient scientific evidence.

e The SPS Agreement includes provisions on control, inspection, and approval procedures.
Governments must provide advance notice of new or changed sanitary and phytosanitary
regulations, and establish a national enquiry point to provide information. Specific rules
may apply to developing countries to facilitate their compliance with SPS standards.

The Technical Barriers to Trade Agreement (TBT)

e The TBT Agreement regulates technical regulations, standards, testing and certification
procedures, and seeks to ensure that they do not create unnecessary obstacles to
international trade. Domestic measures shall not be more trade-restrictive than is
necessary to fulfil a legitimate objective, such as the prevention of deception practices,
national security requirements, the protection of human health or safety, animal or plant
life or health, or the environment.

e Procedures used to decide whether a product conforms with relevant technical regulations
have to be fair. The TBT Agreement discourages methods that would give domestically
produced goods an unfair advantage and encourages mutual recognition of standards and
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procedures.

e WTO Members are required to establish national enquiry points and to keep each other
informed through the WTO. Around 900 new or changed regulations are notified each
year.

Finally, note also that under WTO law it is possible under certain circumstances to regulate
the way certain products, including imports, are produced or to restrict imports because of
concerns about their production methods. However, in light of the potential not only for trade
disruptions and for trade tensions, any such action should focus on issues of overriding
legitimate public policy interests, in particular those that have a global dimension and have an
impact on the EU (such as climate change, cross-border pollution). It should be based
wherever possible on internationally agreed standards or principles, and supported by solid
evidence, and should not be used to protect EU producers from competition or to level the
economic playing field. The measure(s) taken would need to be designed particularly
carefully to fulfil the conditions for WTO compatibility. Any such measure should also be
manageable from the point of view of monitoring compliance and should not create a
disproportionate burden for economic operators or for third country exporters, in particular
those in developing countries. Priority should be given to the less trade restrictive measures
available and, where possible, solutions should be used that allow sufficient flexibility for
third countries to adapt and for the EU to cooperate with third countries.

2.2. Consistency with the EU’s Free Trade Agreements (FTAs) or the customs
union with Turkey

The EU has free trade agreements (FTAs)3? or other trade agreements with many countries
in the world (Japan, Canada, Singapore, Vietnam, South Korea, Colombia, Peru, Central
America, Southern Mediterranean countries, Chile, Mexico, South Africa, etc.), and has
recently concluded or is currently conducting negotiations with several others. These are
coherent with and incorporate some of the WTO rules mentioned in the previous section
(including the relevant exceptions), and on many accounts also go beyond what would follow
from the WTO agreements. The more recent agreements build on the WTO rules and contain
detailed provisions on regulatory matters®?*, some dealing with specific sectors (cars,
electronics, pharmaceuticals, digital trade, energy, and raw materials, etc.). They also regulate
— in more detail than the WTO Agreements — trade in services, investment, or intellectual
property; and often have more far-reaching provisions on procurement. They also contain
commitments on Trade and Sustainable Development. In recent negotiations, the EU is
introducing also new disciplines on sustainable food systems. The customs union with
Turkey (concluded in 1995) is a deeper agreement that ensures the free movement of all
industrial goods and requires Turkey’s alignment to the EU’s external customs tariffs as well
as to broader commercial policy in areas such as intellectual property rights (IPR) and
competition.

320 For further detail, please refer to http://ec.europa.eu/trade/policy/countries-and-regions/agreements/
321 Including provisions regarding the level playing field in the FTA with the United Kingdom. In future FTAs,
a chapter on Sustainable Food Systems may also be included.
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2.3. Consistency with investment protection provisions/agreements

Investment protection provisions can be found in Member State agreements (there are more
than 1000 of them)®??, in the Energy Charter Treaty, and in FTAs or in specific investment
EU investment agreements. Generally, they provide for the possibility of requesting
compensation when measures discriminate against investors and their investments,
unlawfully expropriate >3, or amount to arbitrary treatment of the investment. These
protections are comparable to protections found in the European Convention on Human
Rights, the EU Charter on Fundamental Rights and in Member States constitutions. It is
important to avoid measures that could be inconsistent with such provisions. Note however
that the reform of investment protection provisions promoted by the EU through changes to
substantive policy and in the Investment Court System has been confirmed by the Court of
Justice as protecting the right to regulate to pursue legitimate policy objectives. Investment
provisions should not be interpreted in a way that hinders this prerogative of the EU.

2.4, Other legal effects

Two additional elements should be considered when designing the options. Through
Agreements on Conformity Assessment and Acceptance of Industrial Products3** (ACAAS)
with some neighbouring countries, the EU has “expanded its regulatory space” in some
sectors. In these sectors, ACAA-countries have aligned their law to the EU acquis and would
therefore be affected by any legislative changes. When designing an option in a sector
covered by an ACAA, attention should be paid to the administrative capacity of partner
countries to implement this new EU legislation.

On the other hand, the EU has concluded Mutual Recognition Agreements (MRAS) with
some trade partners (US, Japan, Canada, Australia, New Zealand, and Switzerland) which
cover some specific sectors. In some situations, involving EU rules (for example on testing of
products), the operation of these MRAs provides sufficient assurances that the imported
products meet the relevant EU standards.

A series of questions should be examined when analysing the potential economic impact of
the options considered:

3.1. Which economic operators should be considered?

All economic agents, producers and consumers, firms and households, should be considered.
Producing firms are also consumers of intermediate goods and services (such as raw
materials, components or business services). EU firms increasingly rely on the global
economy for both diversified supplies of goods and services and sustained demand for their
output. The impact analysis should therefore not restrict itself to the direct effects of the

322 For a list of investment agreements between Member States and third countries, see http:/eur-
lex.europa.eu/LexUriServ/LexUriServ.do?uri=0J:C:2013:131:0002:0098:EN:PDF

323 In order to be lawfully expropriated, property held by foreign investors must be: taken for a public purpose;
on a non-discriminatory basis; in accordance with due process of law; and accompanied by compensation.
Unlawful expropriation includes both direct and indirect expropriation.

34 For more on ACAA, see http://ec.europa.eu/enterprise/policies/single-market-goods/international-
aspects/acaa-neighbouring-countries/index_en.htm.
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options on the specific sector concerned but should also consider the sectors and firms along
the value chain.

The analysis should also consider the impact on third countries. It is also important, for
instance when consulting stakeholders in the impact assessment context®?®, to provide equal
opportunities for third country operators and EU importers to express their views.

Measures may have differentiated impacts on companies of different sizes. The impact on
SMEs should specifically be considered, as administrative compliance requirements tend to
disproportionately burden these operators.

3.2. How will the options affect European exports?

Exporters will be directly affected by measures which increase the costs of production in the
EU, and thus either reduce their profit margins or render their products more expensive (and
thus possibly less competitive) in third markets. Exporters which are part of value chains and
dependent on inputs from third countries will also be affected by barriers affecting their
imports (see 3.3 below)3?®. EU exporters can also be indirectly impacted by potential
reactions by third countries if they perceive that the EU measure does not respect
international trade rules or would be driven by protectionist objectives.

3.3. How will the options affect European imports, and value chains in general?

The costs of compliance with a new regulation may in some cases make imported products or
operators uncompetitive and may therefore have the effect of an indirect trade barrier, even if
the legislation as such is not (formally) restrictive or discriminatory. Many EU firms are
dependent on inputs from firms based in third countries. Therefore, measures that directly or
indirectly risk having an adverse impact on global value chains may jeopardise economies
and jobs (importers also contribute to jobs and growth in Europe).

Generally, the analysis should consider effects throughout the whole value chain, in respect
of EU firms dependent on imports but also EU firms competing with imports. The
relationship between sectors within the EU can be found in EUROSTAT’s input-output table,
while the relationship between sectors in the EU and sectors in third countries can be found in
the UN Broad Economic Categories (BEC) classification (see  also
http://www.wiod.org/home).

3.4. How will the considered options affect investment flows?

Could the considered options affect costs to such a degree that it could have an impact on
investors’ foreign direct investment (FDI) decisions? For both EU and foreign firms, there is
a risk of relocation if a regulation is thought to be too costly. Conversely, if a regulation is
seen as comparatively inexpensive to comply with, it can provide incentives for further FDI
in the EU3?’. Policy options may also affect decisions on investment location through other
means than costs.

325 gee Chapter VII on stakeholder consultations
326 See Tool # 21 (Sectoral competitiveness)
327 See Tool # 21 (Sectoral competitiveness)
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3.5. Does the option affect the potential for trade in services?

Trade in services differs in character from trade in goods in that it may be ‘invisible’ and
non-tangible. Virtually all commercial services are tradable, if not by traditional cross-border
trade, then by accessing the foreign market as an investor and selling services through a local
affiliate. Assessment of policy options affecting service providers from third countries should
be undertaken. Special regard should be given also to digital trade and the disciplines on data
localisation requirements as agreed for instance in the EU-UK Trade and Cooperation
Agreement.

3.6. Could developing countries be affected?

Acrticle 208(1) of the Treaty on the Functioning of the European Union (TFEU) sets a legal
obligation to ensure policy coherence for development (PCD) by providing that the EU “shall
take account of the objectives of development cooperation in the policies that it implements
which are likely to affect developing countries”.

Developing countries are very heterogeneous. The 2012 Communication on ‘Trade, Growth
and Development’ sets new policy orientations for the EU’s policy on trade and development
for the next decade. In particular, it prioritises Least-Developed Countries (LDCs) and other
countries most in need®?8. The following questions should be examined in particular:

(1)  Are the products covered by the proposal to a large extent produced in developing
countries, particularly LDCs and other countries most in need?

Particular attention should be given to cases where a country is markedly dependent on a
specific export.

The Partnership Agreement between the European Union and members of the Organisation of
African, Caribbean and Pacific States®?° obliges the EU to inform the OACP States in good
time of any intention to take a measure which might affect their interests. The
CARIFORUM-EU Economic Partnership Agreement contains a similar obligation regarding
bananas, rice, rum and sugar. More generally, the EU should seek to engage with developing
countries from the early stage and reflect on possible ways to address or mitigate the impact
of measures on them.

Q) Will the proposal have an impact on the competitiveness of exports from developing
countries, particularly LDCs and other countries most in need?

Developing countries should not face obstacles that make their preferential access to the EU
market (through low or zero tariffs) impossible to enjoy in practice, i.e. situations where their
cost competitiveness resulting from the tariff preferences is eroded by costs imposed on them
by new regulations. Adjustment costs are normally much higher and may be prohibitive for
firms in developing countries. This needs to be considered when enacting regulations for
products that are significant exports for a developing country.

Such an analysis is particularly important for LDCs and other developing countries which are
very dependent on a few export commodities and therefore liable to be affected

328 See Tool #35 (Developing countries)
329 Article 12 of the Cotonou Agreement, signed in Cotonou on 23 June 2000, revised in Luxembourg on 25
June 2005 and revised in Ouagadougou on 22 June 2010.
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disproportionately by the proposal. Particular attention should be paid in cases where
vulnerable groups in developing countries are affected negatively. Accompanying measures
(technical assistance, capacity building) should also be considered.

Consideration should also be given to the cumulative impact of the measure at stake with
other measures taken in parallel and having similar effects on the same developing countries.

(2) What are the sustainability impacts of the measure relevant for developing
countries?

In addition to the issue of potential barriers to trade, another aspect to be considered in
relation to trade and developing countries is the impacts on sustainable development more
broadly, which implies looking beyond trade balances and trade flows quantitatively. For
example, a particularly employment-intensive sector might be disproportionately affected by
a measure. An EU measure can also have unintended negative environmental side effects in
developing countries. Inspiration can be drawn from Sustainability Impact Assessments
(SIAs), which precede trade agreements signed by the EU and which explore such channels.
Sustainable development chapters in trade agreements can be leveraged to mitigate potential
negative effects.

This may often imply considering an external dimension for a range of environmental and
social impacts that are the subject of dedicated tools (e.g. on climate, biodiversity and other
environmental concerns, and social aspects such as labour conditions). These measures
aiming at promoting holistically sustainable development will also relate to the broader Tool
#19 (Sustainable development goals), as these need to be pursued both within the EU and
externally, including in our relations with partner countries in the context of the sustainable
development chapters of trade agreements.

3.7. Will the proposal increase or decrease regulatory convergence with the main
trading partners?

Unnecessary regulatory differences between the EU and its trading partners can reduce or
even prevent trade and investment. Beyond the internationally applied regulations and
international norms or agreements with which the EU is legally bound to comply (e.g. the
WTO GATT, GATS, TBT, SPS Agreements), it is important to verify whether the proposal
will be in line with any other non-binding international arrangements between the EU and
third parties, or with initiatives which the Commission or Member States are pursuing at a
global level (e.g. harmonisation of technical regulations or standards at the International
Maritime Organisation, the World Forum for Harmonization of Vehicle Regulations at the
UN Economic Commission for Europe, the International Civil Aviation Organisation, or the
International Telecommunications Union).

It is also important to assess whether the options considered will contribute to greater
regulatory convergence with the EU’s main trade partners (such as US, Japan, China) and
whether it allows possibilities for regulatory cooperation (see also section 4 below).

When developing a new regulation or standard, the analysis should include an assessment of
the main regulations affecting the products/services covered by the proposal in major third
countries’ markets, and a comparison between these regulations and the options considered
by the Commission.
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The assessment of regulatory approaches (e.g. delegated and implementing acts) should also
consider how to enable the EU to engage in and adapt to any further development of rules in
an international context.

In areas where there is a proliferation of overlapping unilateral measures from different
trading partners, this should also be considered as it is liable to create a trade barrier
especially for SMEs and smaller trading partners.

Unnecessary trade distortions from the specific perspectives of TBT and SPS can be avoided
or minimised by considering the following elements:

The measure could be accompanied with an external outreach and communication plan
especially towards countries identified most likely to be affected. This can be done in the
WTO (see below), under dialogues of relevant FTAs, but also through EU delegations in
the respective countries.

When the European Commission gives a mandate to standardisation bodies to develop a
new standard, those bodies should be instructed to consider, as a basis for European
standards, international standards that are in use in the global marketplace. This is in line
with the WTO TBT Agreement.

The TBT and SPS agreements in the WTO require all WTO members to notify draft
technical regulations and conformity assessment procedures or SPS measures that might
have a significant impact on international trade to the WTO TBT and SPS committees for
scrutiny. This forum provides a good opportunity to avoid unnecessary trade frictions
with third countries before technical regulations or SPS measures are adopted and
develop into trade barriers.

The Commission has several regulatory dialogues or high-level platforms with third
countries in areas such as product safety, information society, raw materials and energy,
as well as financial services, in particular with major economies such as the US, China,
Japan, Russia as well as FTA partners. Without prejudice of the EU right to regulate in
the general interest, these dialogues provide useful tools to avoid unnecessary frictions
and barriers.

e For information about WTO rules, see http://www.wto.org/english/docs e/docs e.htm

e For a list of EU trade agreements see http://ec.europa.eu/trade/policy/countries-and-

regions/agreements/ and for a list of investment agreements between Member States
and third countries see http://ec.europa.eu/trade/policy/accessing-markets/investment/

¢ Information is available from the following freely available databases about:

— which countries produce and export to the EU the goods or services covered by an
initiative and what is the value of this trade (EU imports)

— to whom the EU exports the goods or services covered and the value of the trade
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— which countries invest in the sector/s in the EU affected by the legislation and what is
the value of these flows and stocks of investments

e EUROSTAT — COMEXT that include the EU28 imports and exports of goods with
all partners and all products disaggregation (see
http://ec.europa.eu/eurostat/data/database).

e WITS and UN COMTRADE that cover trade in goods of all countries in the world
with all the partner countries.

e EUROSTAT — Balance of Payments statistics that covers trade in services and FDI
by partner country and product (see http://ec.europa.eu/eurostat/data/database).

e To distinguish between final goods and input goods, please refer to the United
Nations Broad Economic Categories (BEC).

e Operational Guidance for assessing impacts on sectoral competitiveness with the
Commission Impact Assessment System SEC(2012) 91
https://ec.europa.eu/transparency/regdoc/rep/2/2012/EN/2-2012-91-EN-F1-1.PDF

6. RELEVANT SDG INDICATORS

To track progress in this field, the SDG indicators below can be a useful methodology,
though the list should not be considered exhaustive.

Relevant SDG indicators SDGs

EU indicators: § om0
Real GDP per capita

¢ Investment share of GDP fI/I'

* Employment rate

» Purchasing power adjusted GDP per capita 10 B

« Adjusted gross disposable income of households per capita @

« EU imports from developing countries =

17 PARTNERSHIPS
FOR THE GOALS

UN indicators:
» Annual growth rate of real GDP per capita @
» Proportion of informal employment in non-agriculture employment, by sex

» Proportion of tariff lines applied to imports from least developed countries and developing 7

countries with zero-tariff N G
*  Worldwide weighted tariff-average ; S
* Developing countries’ and least developed countries’ share of global exports an

o Average tariffs faced by developing countries, least developed countries and small island
developing States
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http://epp.eurostat.ec.europa.eu/portal/page/portal/international_trade/data/database
http://ec.europa.eu/eurostat/data/database
http://wits.worldbank.org/wits/%20and%20http:/comtrade.un.org/db/
http://epp.eurostat.ec.europa.eu/portal/page/portal/balance_of_payments/data/database
http://ec.europa.eu/eurostat/data/database
http://ec.europa.eu/eurostat/ramon/other_documents/bec/BEC_Rev_4.pdf
https://ec.europa.eu/transparency/regdoc/rep/2/2012/EN/2-2012-91-EN-F1-1.PDF
https://ec.europa.eu/eurostat/databrowser/view/sdg_08_10/default/table
https://ec.europa.eu/eurostat/databrowser/view/sdg_08_11/default/table
https://ec.europa.eu/eurostat/databrowser/view/sdg_08_30/default/table
https://ec.europa.eu/eurostat/databrowser/view/sdg_10_10/default/table
https://ec.europa.eu/eurostat/databrowser/view/sdg_10_20/default/table
https://ec.europa.eu/eurostat/databrowser/view/sdg_17_30/default/table
https://knowsdgs.jrc.ec.europa.eu/sdg.html?sdg=8
https://knowsdgs.jrc.ec.europa.eu/sdg.html?sdg=10
https://knowsdgs.jrc.ec.europa.eu/sdg.html?sdg=17
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TOOL #28. DIGITAL-READY POLICYMAKING

In line with the 2030 Digital Compass Communication®®, ‘better regulation’ will promote the
‘digital by default’ principle in forthcoming EU legislation as an important instrument to
support digital transformation.

This tool aims to help policymakers make the best use of digital technology and data in their
policies thus meet the call of Member States to propose digital-ready and interoperable
policies by default®!. Best use of digital technology and data helps deliver on the needs of
businesses and citizens with and without digital skills, benefiting from the opportunities and
mitigating the risks of the digital age.

Policies (and legislative acts) are digital-ready if they enable smooth and digital by default3s?
policy implementation and foster digital transformation through best use of digital technologies
and data.

This implies that policymakers work in a multidisciplinary team and consider the following digital-
ready components:

user-centric processes ready for automation,

alignment with digital policies (for example on accessibility, elD...),
the once-only principle and the reuse of data,

the evolving ICT landscape,

innovation and digital technologies, and

digital-ready drafting.

Uk wdE

Digital-ready policies consider the fast-evolving world of digitalisation and technology; thus,
they are digital, interoperable, future-proof and agile by default. By addressing the gap
between policy formulation and its digital implementation, they deliver cost-efficient, user-
centric, and interoperable digital services. The lack of interoperability33® between systems,
organisations or countries can be especially costly. Achieving interoperability can mean cost
reductions, enhanced user satisfaction and may hold significant potential in achieving policy
objectives more effectively in the long term.

330 Commission Communication, 2030 Digital Compass: the European way for the Digital Decade, COM(2021)
118., COM(2021) 118.

331 Berlin declaration on digital society and value-based digital government, signed at the ministerial meeting of
8 December 2020: Call on the Commission to ensure through the ‘better regulation’ framework that policies
and legislative acts proposed by the European Commission are digital-ready and interoperable by default.

332 The Commission’s ‘better regulation’ Communication commits to promote the ‘digital by default’ principle
in forthcoming EU legislation as an important tool to support digital transformation. According to the
Commission’s Digital Strategy, digital by default means that the default choice of Directorates-General
(DGs) will be to deliver services digitally via multiple channels.

333 Interoperability is defined in the European Interoperability Framework (EIF) as the “ability of organisations
to interact towards mutually beneficial goals, involving the sharing of information and knowledge between
these organisations, through the business processes they support, by means of the exchange of data between
their ICT systems”
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https://eur-lex.europa.eu/legal-content/en/TXT/?uri=CELEX:52021DC0118
https://www.bmi.bund.de/SharedDocs/pressemitteilungen/EN/2020/12/berlin-declaration-digitalization.html
https://ec.europa.eu/info/sites/default/files/better_regulation_joining_forces_to_make_better_laws_en_0.pdf
https://ec.europa.eu/info/sites/default/files/strategy/decision-making_process/documents/ec_digitalstrategy_en.pdf
https://ec.europa.eu/isa2/eif_en
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Digital-ready policies:
Components and enabler

1 2
User-_i:a_ntr'ic-proc‘e'_sscs‘ Alignment with digital
ready for automation policies

3

Once-only principle &
reuse of data

4
Evolving ICT landscape

6
Digital-ready drafting

Enabler:
Multidisciplinary teams

To reap these benefits, it is important that policymakers in all phases of the policy cycle:

work in multidisciplinary teams (section 2);

consider the components of digital-ready policies (section 3);
assess digital-ready impacts (section 4);

seek support on digital and data management matters (section 5).

2. MULTIDISCIPLINARY TEAM
Good practice example:

© When revising the Union legislation on blood, tissues and cells, DG SANTE
identified opportunities to create a system of data platforms in this policy domain, by
linking existing databases and prototyping an umbrella platform. For this reason, DG
SANTE reached out to data and ICT experts in DG DIGIT already in the policy
design phase, to run a feasibility study on various technical options and their impact
on the policy options.

The EU Policymaking Hub calls for collaboration across policy areas to reconcile different
views, priorities and perspectives during policymaking. The emphasis is on policy
collaboration, ensured through the interservice work, including the interservice coordination
group meetings and the interservice consultation. The multidisciplinary team complements
and reinforces the effectiveness of this traditional policy collaboration, by inviting colleagues
with diverse professional profiles in the core team of the lead service. Those colleagues can
be part of the lead DG or come from other services. When designing digital-ready policies,
the multidisciplinary team should ideally include:

e Business analysts to help analyse, simplify, and document the processes and data
flows, and to ensure the smooth implementation of the policy (see sub-section 3.1).

235


https://myintracomm.ec.europa.eu/sg/eu-policymaking-hub/Pages/collaborate-across-policy-areas.aspx
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e People with an overview of the EU digital legislative landscape able to identify
cross-links, dependencies, possible conditionalities or synergies with other digital
initiatives (see sub-section 3.2).

e External experts to provide their expertise in the policy area (see sub-section 3.2).

e Data experts to provide information on existing and reusable data, on their use and
visualisation (see sub-section 3.3).

e Your Data Protection Coordinator to help detect questions of data protection early
in the process (see sub-section 3.3),

e People with digital / ICT knowledge — including knowledge about
o security,

o accessibility for persons with disabilities and alternatives for people with
fewer digital skills,

o the current ICT landscape and future necessities and possibilities for the
digital implementation of the policy (see sub-section 3.4).

e People with policy implementation experience to make the policy fit for purpose.
Policymakers may contact colleagues in decentralised agencies or in Member
States®** who could involve experts with first-hand experience of implementing the
policy (see sub-section 3.4).

e People with knowledge about innovative digital technologies to give advice on
their potential use (see sub-section 3.5).

e Experts in legal drafting to help with clear and simple wording, which is a must for
smooth digital implementation (see section 3.6).

As first step in a multidisciplinary policy-design, the team needs to agree on clear policy
goals that ensure a shared understanding.

Have I considered...

QO early in the process to set up a multidisciplinary team to make sure that the needed
resources are available.

This section explains the main components of digital-ready policies. Each component is
introduced by good practice examples and closed with a checklist for the policymaker. The
components may depend on each other; for this reason, an iterative implementation approach
IS suggested.

3.1. User-centric processes ready for automation
Good practice example:

© Setting inland waterway transport rules for vessels must consider the cross-border

334 Policymakers can reach out to various policy implementation actors through the Better Legislation for
Smoother Implementation community.

236


https://myintracomm.ec.europa.eu/sg/dpo/Documents/dpc_list.pdf
https://joinup.ec.europa.eu/collection/better-legislation-smoother-implementation
https://joinup.ec.europa.eu/collection/better-legislation-smoother-implementation
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nature of the policy as the inland waterways network do not stop at borders. Some
ports are both in inland and maritime, which requires also cross-sector
considerations. In the Digital Synergy Study the potential for streamlining the use of
existing digital solutions has been thoroughly analysed from the users’ point of view,
allowing for both cross-border and cross-sector interactions.

© When the e-invoicing policy was introduced, e-invoicing was not widespread among
SMEs. Instead of introducing an obligation for companies to only use e-invoicing
with public administrations, the legislation imposed on public administrations to
accept (also) e-invoices according to the relevant EU standards and provided a
reusable technical solution (CEF building block).

Policies aim to solve real-life problems by selecting the most appropriate course of actions to
move away from the existing (as-is) situation towards the desired (to-be) situation defined by
the policy goals. By doing so, policies affect various business processes (for example, how a
public administration provides a service, how a business applies for funding or which entity
has the mandate to act)®®. By assessing the affected business processes with the help of the
main stakeholders involved*®, policymakers can identify opportunities for simplification and
automation®¥’, which should result in user-centric processes supported by digital technology
— thus respecting the principle of ‘digital by default’. This can reduce administrative burden
for businesses, citizens, and administrations, while increase users’ satisfaction at the same
time.

Policies can sometimes unintendedly set barriers for Member States, businesses or even for
the Commission itself in performing their business processes with the support of digital
technologies. To avoid creating barriers and to facilitate automation, policymakers should
analyse the business processes of the different stakeholders affected by the policy. This
will help them make informed decisions on where streamlined processes are necessary®® and
where variations should be allowed or even enabled. Policymakers can seek advice from a
business analyst or from DG DIGIT’s UX Office at this stage®*, who can ensure that the
analysis of the business processes is centred on users’ needs** and pays attention on cross-
sector or cross-border links between business processes, as they can create interoperability
barriers if not considered early on.

If the policy is affecting the treatment of personal data, a clear description of processes can
also help perform the data protection impact assessment** (if necessary) — possibly as part of
the general impact assessment®42,

335 The operation of organisations (public or private) is bound by legal acts and they need to ensure that their
business process comply with the legislation in force and get adapted when the legislation changes.

33 A right approach to perform business process improvement is to involve stakeholders early on. Tool #1
provides the necessary guidance on the principles to follow when performing a stakeholder consultation. In
addition, Chapter 7 provides guidance on the operations to follow for conducting a stakeholder consultation.
When digital technologies are used those stakeholders may become users.

337 Automation means that the business process can be partially or entirely executed through digital technology.

338 For example, the business process around regulatory reporting that will be steered by the European
Commission or its Agencies.

339 For support, contact the Commission’s business process management community — BPM@EC or User
Experience Framework - EC Extranet Wiki (europa.eu)

340 User-focus is one of the leading principles of the European Commission Digital Strategy.

341 The data protection impact assessment (DPIA) is regulated in Art. 39 Regulation (EU) 2018/1725 for data to
be processed by Union institutions, bodies, offices and agencies and in Art. 35 GDPR for data to be
processed by the Member States or others. For DPIAs to be carried out by the Commission as controller, the
Commission’s data protection officer provides templates.
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https://op.europa.eu/en/publication-detail/-/publication/45cccd37-cd57-11ea-adf7-01aa75ed71a1
https://ec.europa.eu/growth/single-market/public-procurement/digital/einvoicing_en
https://ec.europa.eu/cefdigital/wiki/display/CEFDIGITAL/eInvoicing
https://edps.europa.eu/data-protection/our-work/publications/guidelines/accountability-ground-provisional-guidance_en
https://ec.europa.eu/info/files/toolbox-introduction-chapter-7_en
https://webgate.ec.europa.eu/fpfis/wikis/pages/viewpage.action?spaceKey=bpmatec&title=Home
https://webgate.ec.europa.eu/fpfis/wikis/display/UX/User+experience+framework
https://webgate.ec.europa.eu/fpfis/wikis/display/UX/User+experience+framework
https://myintracomm.ec.europa.eu/corp/digit/Pages/Welcome-to-a-digitally-transformed-commission.aspx
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=uriserv:OJ.L_.2018.295.01.0039.01.ENG&toc=OJ:L:2018:295:TOC
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=uriserv%3AOJ.L_.2016.119.01.0001.01.ENG&toc=OJ%3AL%3A2016%3A119%3ATOC
https://myintracomm.ec.europa.eu/sg/dpo/Pages/index.aspx
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Have I considered...

O which business processes are being affected by my policy?

U getting advice on how to analyse business processes with the users’ needs in mind?

O giving special attention to cross-border and cross-sector aspects of the problems
being tackled — for example a need for transnational data flows or ICT systems?

3.2. Alignment with digital policies
Good practice example:

© DG HOME has realised that its policy proposal on strengthening the automated data
exchange under the Prim framework would benefit from interoperability
considerations®#. It has invited DG DIGIT in the interservice coordination group
timely, so this policy can be designed with interoperability in mind.

© During the COVID-19 pandemic, DG SANTE worked with Member States, to
develop digital contact tracing technologies. Involving DG CNECT and DG DIGIT
enabled a secure, interoperable technical solution for digital contact tracing
technologies in the EU to be developed, and to set up the necessary IT infrastructure,
the European Federated Gateway Service for citizens to be able to use their national
apps in other EU countries.

When designing the policy, it is imperative to assess the consistency and interaction with
existing legislation and with on-going policy developments, to avoid incoherent regulatory
requirements or conflicts with overarching policy objectives. This is highly relevant for
digital policies because of their cross-cutting nature. Important digital policies regulate for
example open data, personal data, e-ldentity, security and privacy, data and internet
governance, web and ICT accessibility, digital connectivity infrastructure and its take-up. As
this is a fast-evolving regulatory environment, important legislation and policy initiatives are
presented in this repository outside of the toolbox.

To ensure consistency and promote digital transformation, policymakers should also assess
the links between their future policy and existing international or European standards in the
field. For further guidance on standards please check Tool #17 (The choice of policy
instruments).

Policymakers are invited to consider the spill-over effects that digital policies, infrastructure,
services and technologies might have not only for the EU digital sector’s competitiveness
(supply of ICT equipment, cloud technologies and solutions, data analytics, Al, high
performance computing, connectivity infrastructure, etc.), but also as drivers for digital
transformation across different policy domains (poverty, inequality, inclusion3*, health,

342 gee Avrticle 39 (10) of Regulation (EU) 2018/1725 (for data processed by EU bodies) or Article 35 (10) of
Regulation (EU) 2016/679

343 Learn more about public sector interoperability policy, which enables digital transformation, on the EU
policymaking hub.

344 gee also Tool #30 (Employment, working conditions, income distribution, social protection & inclusion).
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transport, education, working conditions, agriculture, smart mobility, social security
coordination) and public administration34°,

A good way to get input on EU digital policies is to invite DG CNECT and DG DIGIT to the
inter service group preparing the policy proposal.

Have I considered...

QO the digital legislation and policies in place and how my initiative relates to them?

Q the possibility to promote the objectives of digital policies®*® through my initiative
(for example increasing the speed and efficiency of digital network deployment)?

O inviting DG CNECT and DG DIGIT to the interservice coordination group to explore
room for cooperation?

3.3. Once-only principle and reuse of data
Good practice example:

© Regulation (EU) 2018/1999 on the governance of the Energy Union and Climate
Action sets out an approach around five dimensions (energy security; the internal
energy market; energy efficiency; decarbonisation; and research, innovation, and
competitiveness) on how the Commission and Member States should work together
and how individual countries should cooperate to reach the 2030 targets of the
Energy Union. In order to alleviate the administrative burden of reporting, it
systematically reuses information, for example collected through EU ETS
(greenhouse gas emissions), Copernicus (geo-spatial data) and Eurostat (statistical
data).

© The proposal for a Directive on pay transparency allows Member States to entrust an
existing body to compile the required reporting information based on (existing)
administrative data, such as data provided by employers to the tax or social security
authorities.

Today, citizens and businesses often must provide the same information multiple times when
interacting with public administrations. The Once-Only Principle 37 should allow public
administrations in Europe to reuse or share data and documents that people have already
supplied, in a transparent and secure way. The Single Digital Gateway is one important
instrument to implement the once-only principle but every EU policy can contribute to it.

345 For example, smart villages and communities are promoted through the Common Agricultural Policy Rural
Development, EU Cohesion Policy, EU Framework Programme for Research and Innovation, Connecting
Europe Facility, Recovery and Resilience Facility, etc.

346 For example, on Gigabit connectivity the Europe’s Digital Compass expects that by 2030, all European
households will be covered by a Gigabit network, with all populated areas covered by 5G. Read more on
connectivity targets here.

347 “The once-only principle means that citizens and businesses provide data only once to public
administrations, while public administration bodies take actions to share and reuse these data at regional and
national level, or across borders — always in respect of data protection regulations and other constraints.”
(ECDS Handbook)
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https://ec.europa.eu/clima/policies/ets_en
https://www.copernicus.eu/en
https://ec.europa.eu/eurostat
https://ec.europa.eu/cefdigital/wiki/display/CEFDIGITAL/Once+Only+Principle
https://ec.europa.eu/growth/single-market/single-digital-gateway_en
https://ec.europa.eu/info/strategy/priorities-2019-2024/europe-fit-digital-age/europes-digital-decade-digital-targets-2030_en
https://digital-strategy.ec.europa.eu/en/library/connectivity-european-gigabit-society-brochure
http://www.cc.cec/wikis/pages/viewpage.action?pageId=361924648
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Data is a relevant resource that EU policies should increasingly tap into. Policymakers should
know what data assets®* are linked to their policies and aim to remove obstacles to acquiring,
sharing, combining, and reusing these data assets, while ensuring coherent data governance
and continuous data management. The EC data advisory service provides consultancy and
support on data governance and data management matters to Commission staff, while the EC
Data Catalogue allows Commission staff to look for data that the Commission already holds.

To enhance the potential of data reuse — also outside the Commission — and understanding of
the context and how the data was used to inform EU policies, data should be used in the
impact assessment and evaluation reports in the way that allows the traceability of the data
and the analytical steps to draw conclusions in the medium to long term3#. Using data
standards is a key enabler for data re-use. Data used in impact assessment and evaluation
reports should be made available for internal reuse on the EC Data Catalogue, as long as their
licensing conditions allow for it.

Before starting a data collection, speak to your local data correspondent and IT contacts.
Look for reusable data assets, for example

e existing data managed by the Commission (for example in the EC Data
Catalogue®®),

e public sector data made open by public sector bodies and research institutions in
Member States (in line with the ‘Open data Directive’) available on the European
Data Portal,

e the forthcoming European Single Access Point (ESAP), a repository of reporting
from financial and non-financial businesses, that will contain a wide range of
information disclosed from businesses,

e other reliable sources (for example UN, OECD).

When personal data is processed, speak to your Data Protection Coordinator (DPC). There
may be domain-specific rules relating to personal data (e.g. for health). Your local data
correspondent will know more about this and can advise you on such subjects. Keep in mind
the requirements of GDPR/Regulation (EU) 2018/1725. This means that when preparing
legislative texts, for example setting up interoperability gateways or mandating re-use of data,
you should ensure that the text will provide a lawful basis for the processing of the data®*.

When personal data is aggregated for statistical purposes, such data may be further used for
different purposes, including regulatory reporting or strategic foresight®®2. If you own such
reusable data sources, make them easily findable for your colleagues for example by
including them in the EC Data Catalogue.

348 A data asset is any collection of data, any data set or any information that is somehow linked, e.g. by
common codes or metadata, which has been created by the Commission, collected from Member States or
other stakeholders, or acquired from third parties in the context of projects, policy or administrative
processes. Data assets may be structured or unstructured, static or dynamic, raw or curated. Data assets are in
digital formats. (Data governance and data policies at the European Commission)

349 gee Tool #4 for guidance on transparent use and communication of evidence within the policy cycle.

30 Currently as interim version (until 2023). The interim EC data catalogue solution is to allow Local Data
Correspondents and statistical correspondents to manage metadata of their data assets more autonomously.

%1 The conditions for reusing personal data for other purposes are further set out in Art. 6 (4) of Regulation
(EU) 2016/679 or for data processed by Union institutions in Art. 6 of Regulation (EU) 2018/1725.

32 An alternative for aggregating data is to transform it to synthetic data. The JRC.B.6 is piloting this approach.
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https://webgate.ec.europa.eu/fpfis/wikis/display/DataAdvisory/Data+advisory
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Beyond data, it is also important to reuse concepts3*3, which should be well-defined to avoid
overlaps. This applies particularly to regulatory reporting®*, where the burden generated by
regulatory reporting clauses should be minimized, making the most of reusing concepts and
related datasets®*.

Have I considered...

QO assessing which data is needed to design, implement, and monitor my policy?

O exploring what data is already available for reuse across policy domains, within the
Commission and beyond (from Member States or third parties) and contacting the
EC data advisory service and my Local Data Correspondent?

QU fostering the reusability of the data sets managed under my policy?

3.4. Evolving ICT landscape
Good practice example:

© eDelivery is a digital building block that supports the exchange of electronic data
and documents in an interoperable and secure way. It was mandated in the Inland
Waterway Transport policy to serve the exchange of navigation information
between Member State systems and the central European system. Such approach
reduces the implementation costs in Member States as it reuses existing
infrastructures®*®. This was achieved thanks to a close collaboration between the
ICT experts of DG DIGIT and the policymaker.

When designing the policy options, policymakers should involve ICT experts to analyse the
capabilities provided by the existing ICT landscape, which may offer opportunities, but may
create limitations at the same time, together with the potential future landscape that should
anticipate the evolution of the context.

Reusing existing ICT solutions could reduce costs and accelerate implementation. Reuse can
be understood as the case of one Commission DG benefitting from a solution developed by
another DG®7, but also existing solutions developed in Member States®*®. The reuse of the
most prominent reusable EC building blocks®® should be assessed for any European initiative
together with the IT components available in the Reusable Solutions Platform portal. IT
experts may consider the reuse of opensource interoperable solutions available on Joinup, a

33 A concept is an abstract notion representing a class of things. Data are instanciations of concepts. E.g.
Country is a concept. Belgium, Netherland are two instances of the concept Country.

354 Visit the requlatory reporting community of practice for more guidance on reporting and see Tool #43.

355 Examples for concepts and core vocabularies can be found on the EU Vocabularies tab on the Portal of the
Publication Office.

3%6 See Annex 1 of the Commission Delegated Regulation (EU) 2020/473.

357 For example, the IMI system owned by DG GROW to provide Member States with the tools that they need
to cooperate with each other in order to improve the implementation of Internal Market legislation reused by
DG EMPL in the context of professional qualifications. Other examples are the EU Single Window and
Traces solutions that can now be re-used by other DGs.

38 Some of the also available on Joinup

39 Available building blocks are: Big Data Test Infrastructure, European Blockchain Services Infrastructure,
Context Broker, eArchiving, eDelivery, elD, elnvoicing, eSignature and eTranslation.
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https://ec.europa.eu/cefdigital/wiki/display/CEFDIGITAL/eDelivery
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https://ec.europa.eu/cefdigital/wiki/display/CEFDIGITAL/CEF+Digital+Home
https://webgate.ec.testa.eu/itacar/screen/rsp
https://joinup.ec.europa.eu/
https://webgate.ec.europa.eu/fpfis/wikis/spaces/viewspace.action?key=reportingcommunity
https://op.europa.eu/en/web/eu-vocabularies/
https://op.europa.eu/en/web/eu-vocabularies/
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32020R0473&from=EN
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https://ec.europa.eu/food/animals/traces_en#:~:text=TRACES%20is%20the%20European%20Commission%27s%20online%20platform%20for,EU%20exports%20of%20animals%20and%20certain%20animal%20products.
https://joinup.ec.europa.eu/
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collaborative platform created by the European Commission. Using building blocks also
helps ensure interoperability between different solutions e.g. e-Delivery.

To start with, policymakers should contact their DG’s IT unit for advice. It could also be
useful to get in touch with the decentralised agencies managing ICT systems for the policy
and with contacts in the Member States using these ICT systems. In case a policy option may
entail a solution to be supported by the EC, the corporate IT Governance should be involved
promptly, in order to timely learn about the opportunities and limitations within the
Commission’s ICT ecosystem and to ensure good planning and efficient use of resources.

Have I considered...

QO the opportunities for costs or administrative burden reduction by reusing an available
ICT building block?
O contacting my DG’s IT unit and/or the corporate IT Governance for advice?

3.5. Innovation and digital technologies36°
Good practice examples:

© Since 2018, DG AGRI has modified the Common Agricultural Policy legislation to
allow an alternative operational control method, checks-by-monitoring, which uses
free-of-charge Copernicus sentinel satellite imagery, automatically interpreted by
deep learning algorithms to replace traditional on-the-spot checks of CAP
beneficiaries. During the COVID-19 crisis this and other technologies (e.g.
geotagged pictures) proved very useful to carry out checks without the need to visit
the farms®e?,

© DG JUST ordered a study on the use of innovative technology in the justice field that
can help future digital-ready policymaking in the whole sector.

© DG EMPL, to address the identification and authentication of mobile citizens and the
verification of their social security entitlements, has launched a pilot project, called
European Social Security Pass (ESSPass) together with DG CNECT, DIGIT and the
Italian social security institution, INPS, to assess the technical feasibility, the cost
and the legal requirements for potential future large-scale deployments.

Digital technologies help respond to old problems in new ways thus fostering digital
transformation. Given the increasingly complex or rapidly changing nature of the problems,
innovative digital technologies may offer the only way to ensure the outcomes citizens and
businesses are expecting. The EU Policymaking Hub gives an overview of the ongoing work
on emerging digital technologies in the Commission and links to learning resources.

To embrace innovation through digital technologies in the policy, policymakers need to:

360 please consult Tool #22 for guidance on innovation in general.
31 Learn more about AGRI’s use of innovative technologies to replace on-the-spot checks here and for the
specific technological solution developed to better cope with Covid conditions here.
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understand the
opportunities and the
limitations of innovative
use of digital
technologies for the
policy and its
implementation

consider conducting a
feasibility study or
piloting possible digital
solutions with some key
stakeholders

embed innovative use of
digital solutions in the

policy proposal aim at technology-
by encouraging to neutrality of the legal text
explore digital itself:

transformation during

policy implementation; by phrasing the legal text

in a way that it allows for

or foreseeing iterative the uptake of future
assessment cycles for technological
digital solutions development and does

not affect digital
transformation in the EU
negatively

Piloting the preferred digital solution to better assess the present regulatory constraints and
the need for new regulation, or the revision of existing ones, is an important and useful step
to consider. The implementation can be fostered through the roll-out of supplementary
technical assistance programmes to enable the development of the technologies and build the
capacities needed for their effective implementation at EU and national levels.

Strategic foresight36? may bring valuable information on future digital trends, which may help
policymakers to boost creativity/innovation and trigger further (indirect) socio-economic
benefits while creating new opportunities for start-ups and SME.

When considering the take-up of digital solutions, policymakers should assess and address
potential limitations, like the high costs of the phase-out of ICT legacy systems®® or the lack
of agility, digital skills and ICT expertise, accessibility problems for people with disabilities
or other barriers for vulnerable groups and people with fewer digital skills, and also the
ethical legal barriers aiming at protecting fundamental rights3*.

The Innovative Public Service — action of the European Commission and the OECD
Observatory of Public Sector Innovation offer further resources on the topic.

Have I considered...

a whether innovative digital technologies could add value or reduce burden in the
implementation of my policy?

Q whether the proposed rules are technology-neutral?

Q consulting with DG CNECT on innovative digital technologies?

3.6. Digital-ready drafting
Good practice example:

© DG FISMA Knowledge Online on European Legislation (KOEL) provides a
catalogue of concepts and terms for reuse — initially for the finance domain and more
recently for other policy domains too. This helps policymakers to reuse existing

362 Explained in Tool #20 (Strategic foresight for impact assessments and evaluations)
363 egacy systems are ICT systems that have been since many years implemented in an organisation.
364 More about digital policies around Al are available here.
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terms and ensure clear and consistent drafting.

© DG EMPL ‘easy-to-read’ version of the Strateqy for the rights of persons with

disabilities 2021-2030.

To draft the policy proposal in a digital-ready manner, the policymaker is advised to:

set out clear rules in the legislative act while keeping those rules future-proof to
technical development by including, where necessary, empowerments or delegations
for the Commission to act and consider which technical aspects need to be set out in
the legal act and which should be placed in the annexes®®®;

where a policy requires the establishment of a system that is co-owned by European
Commission and Member State*®®, define clear roles and mandates for the governance
of the system in the legal act;

use simple, precise, and concise wording — especially for the parts the implementation
of which is likely to be automated (see also section 3.1)%:

reuse existing concepts from the policy domain and ensure alignment with those in
related policy sectors thus ensuring interoperability (see also section 3.3). This
approach is particularly important when describing business-agnostic processes, like
monitoring and reporting (see Tool #43);

prepare an implementation strategy or other necessary compliance promotion tools
(see Tool #38), highlighting opportunities for reuse as well as contact points for
support;

avoid setting the entry into force date right after bank holidays (e.g. 1 January) or
setting ambitious deadlines not aligned with the complexity of the supporting
information system. If not, there may be a lack of sufficient ICT support when the
solution goes live;

consider introducing experimentation clauses. These legal provisions enable the
authorities tasked with implementing and enforcing the legislation to exercise — on a
case-by-case basis — a degree of flexibility in relation to testing innovative
technologies, products, services, or approaches. For example, they may serve as a
legal basis for requlatory sandboxes®®;

explain in the explanatory memorandum of the legislative proposal how the initiative
contributes to achieving the European way for a digital society and economy.

Have I considered...

Q showing the draft proposal to my IT colleagues to see whether it facilitates digital

implementation?

Q facilitating the digital implementation of my proposal by accompanying it with an

365 Technical specifications for IT systems will normally not be fully replicated in legal text.
366 Examples for such systems are the Coronavirus EU interoperability gateway or the European Union spatial
data infrastructure under the INSPIRE directive.

367 For general drafting advice, see the Drafters’ Assistance Package (DAP).

368 A sophisticated experimentation framework is referred to as a regulatory sandbox — testing innovations in a
real-world environment subject to regulatory safeguards and support. See Tool #69 (Emerging methods and
policy instruments) for more details.

244


https://ec.europa.eu/social/BlobServlet?docId=23598&langId=en
https://ec.europa.eu/social/BlobServlet?docId=23598&langId=en
https://data.consilium.europa.eu/doc/document/ST-13026-2020-INIT/en/pdf
https://ec.europa.eu/commission/presscorner/detail/en/IP_20_1904
https://inspire.ec.europa.eu/about-inspire/563
https://inspire.ec.europa.eu/about-inspire/563
https://webgate.ec.europa.eu/fpfis/wikis/spaces/viewspace.action?key=dap

‘Better regulation’ toolbox 2025 © European Commission

implementation plan addressing possible ICT challenges and by leaving the
technical details for future implementing acts?

Q contacting the quality of legislation team of the Legal Service for general advice
on drafting?

4. DIGITAL-READY IMPACTS

The digital-ready impact questions listed in Tool #18 (Identification of impacts) can give
guidance on important digital-ready impacts.

To detect all digital impacts, make sure that the stakeholder consultations explicitly cover
digital aspects, where this is relevant. Consider as well any information gathered during the
evaluation phase about whether more could be done for a successful digital transformation.

When performing the analysis of the policy options, consider modelling the digital impacts
with the support of the JRC modelling competence centre3%°,

The assessment of the preferred option in impact assessments needs to cover the
analysis of the ‘digital by default’ principle. This means that the preferred option
should allow for delivering services digitally, thus be digital-ready.

When assessing different technical solutions, ask support from ICT experts®”®, who may
benefit from the ICT Impact Assessment Guidelines developed by DIGIT and from further
guidance materials on digital-ready impact assessments®’%,

When a digital solution is a key element of the policy proposal, policymakers should consider
running a feasibility study on the selected technical scenarios to inform the impact
assessment. They may also pilot the preferred technical solution with interested Member
States.

5. FURTHER RESOURCES

For more guidance on any of the digital components presented in this tool, policymakers are
invited to visit the digital-ready policymaking wiki.

Moreover, consider reaching out to the below-listed services:

Suggested service Expected support Topic

BPM@EC Business process modelling User-centric processes

UX office of DG DIGIT | Advice on delivering user-friendly digital solutions | Digital policies
with the end-user in mind right from the start.
DG CNECT Advice on the current digital policy environment
and on potential links between the planned
initiative and existing ones.
Support designing and assessing policy options that
fit for both the digital and the physical world.

DG DIGIT Advice on the Corporate IT Strategies and on the

369 Models are currently used to quantify environmental, economic, and social impacts of policy options but
could be extended to questions of digital transformation. See also Tool #61 and the Commission’s modelling
inventory MIDAS.

370 When procuring external contractual support for the impact assessment, the terms of reference should
specify the need for IT expertise and indicate this tool of the ‘better regulation’ toolbox as reference
document.

371 Like list of potential digital risks to consider or a decision supporting tool on interoperability.
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EC Data Cataloque
data.europa.eu

Data advisory service
Local Data
Correspondents

Data Protection
Coordinators

Corporate IT Governance

Your DGs IRMs

DG CNECT

Legal Service - Quality
of legislation

One-stop shop for
collaboration

EU Policymaking Hub

JRC — competence
centres for policymaking

Regulatory reporting
community of practice

The EU Policy Lab

Digital innovation lab

ICT and interoperability aspects of future public
services and related digital solutions

The Commission’s internal data catalogue.

The official portal for European data. A single
point of access to a range of data produced by EU,
national, regional, and local public administration,
as well as by some international organisations.
Advice on data management and analytics

The single point of contact for data management in
your DG/service

Advice on personal data aspects

Information on the opportunities and constraints of
the current EC ICT ecosystem

DG’s information resource manager (IRM), DG’s
IT systems.

Information on innovative digital technologies and
their possible use.

Help to increase the effectiveness of data collection
and analysis of stakeholders’ consultation processes
(e.g. through ‘big data’ approaches or by pooling
some open public data sources).

Advice on technology-neutral and clear legal
drafting

Further support

Help to work in multidisciplinary teams

Overview of the available support and training
along the policymaking cycle

Analytical tools, methods, and integrated solutions,
covering among others the digital aspects of
policymaking.

You can find help in this multidisciplinary
community on how to set digital-ready reporting
requirements.

Creative space dedicated to bringing innovation in
the European policy-making process.

Creative space dedicated to digital innovation.

6. RELEVANT SDG INDICATORS

© European Commission

Reuse of data

Existing ICT landscape

Innovative digital
technologies

Drafting clear rules for
digital implementation

Multidisciplinary team

Policymaking process

Innovation

To track progress in this field, the SDG indicators below can be a useful methodology,
though the list should not be considered exhaustive.
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Relevant SDGs indicators

SDGs

EU indicators:
e Gross domestic expenditure on R&D

UN indicators:

» Research and development expenditure as a proportion of GDP

» Number of science and/or technology cooperation agreements and programmes between
countries, by type of cooperation

» 17.6.2 Fixed Internet broadband subscriptions per 100 inhabitants, by speed

Gl

17 PARTNERSHIPS
FORTHE GOALS

&
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TOOL #29. FUNDAMENTAL RIGHTS, INCLUDING THE PROMOTION OF
EQUALITY

Fundamental rights®’? afford basic legal protection for political, social, and procedural rights
to individuals and legal entities. The Charter of Fundamental Rights of the European Union
(the Charter) is an instrument of primary EU law that enshrines the fundamental rights people
enjoy in the EU. It covers a wide range of rights and principles, such as human dignity,
fundamental freedoms, equality, solidarity, EU citizens’ rights and justice. All Commission
acts and initiatives must comply with the Charter®”3, EU legal acts can be challenged before
the Court of Justice of the European Union if they do not comply with the Charter.

To help implement this obligation, this tool gives an overview of salient points to consider
when identifying and assessing impacts related to fundamental rights within impact
assessments. This tool can also be used to assess impacts on fundamental rights in the context
of the evaluation of an existing policy or legal instrument (especially in case the preceding
impact assessment had to address fundamental rights issues).

Box 1. Fundamental rights

The Charter contains provisions on rights, freedoms and principles divided into six titles:
Dignity, Freedoms, Equality, Solidarity, Citizens Rights, and Justice. The seventh title,
General provisions, governs the interpretation and application of the Charter.

The Charter rights are relevant to all EU policies and to all EU institutions, bodies, and
Agencies.

Some Charter rights are absolute and cannot be ‘limited’ or ‘restricted’, no matter how
important the policy objective (see second point in box 2).

Other rights can be subject to limitations but only if such limitations respect the strict
requirements set out in Article 52 of the Charter (see last two points in box 2 below).

Aspects of fundamental rights may be of relevance in the problem definition®”4. This may be
the case specifically where the Union intends to act to protect individuals against
interferences with fundamental rights in the policy area concerned®’>.

372 For pragmatic reasons, the impact assessment of initiatives with only an internal EU dimension should focus
on the analysis of fundamental rights (guaranteed by the Charter of Fundamental Rights), while for
initiatives with an external dimension the analysis should focus on human rights, which may be different to
the fundamental rights guaranteed by a partner country, and which arise from international treaties and
customs.

373 As expressed in the Charter of Fundamental Rights and other legal documents.

374 It should be recalled that the Charter of Fundamental Rights cannot form the legal basis for a legislative act.
All Union legislative acts should respect fundamental rights and observe the principles recognised by the
Charter, seek to ensure full respect for those rights and principles, and be implemented accordingly.

375 See Tool #13 (How to analyse problems)
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Depending on the nature of the problem and the policy context, respect for fundamental
rights may be presented as one of the general or specific/operational objectives. This will
ensure that at every step of the impact assessment, the relevant aspects be consistently
addressed from the perspective of these objectives (link between objectives and problem
analysis, identification of policy options, assessment and comparison of options, future
monitoring and evaluation activities).

To ensure an evidence-based assessment, questions on fundamental rights should be
addressed during the early preparatory stage of any envisaged initiative, i.e. from the
planning stage or at the latest when drafting the ‘call for evidence’. Stakeholder consultations
and studies should include — wherever possible — collection of data on any potential impacts
on fundamental rights. If an early screening suggests that fundamental rights might be or
have been affected and further guidance is needed, one should consult the Legal Service, SG
and DG JUST, which should also be invited to participate in the interservice coordination

group.

The sub-section below highlights the importance of performing an in-depth analysis of the
fundamental rights impacts of each option, to document carefully the reasons for discarding,
retaining and/or modifying them, and their subsequent comparison.

For further details on this and other impact assessment steps or on ex post evaluation needs,
please refer to the operational guidance mentioned below?’®,

Policy options can have both positive and negative impacts on fundamental rights. In case of
negative impacts, since limitations to fundamental rights can only be justified if they meet
with the requirement of necessity and proportionality, a simple cost/benefit analysis is not
sufficient when assessing impacts on fundamental rights of a policy option.

To ensure the use of correct methodology, all identified policy options should be screened
against the fundamental rights checklist (see Box 2). In addition, the promotion of equality is
addressed in a specific checklist, against which the identified policy options should also be
screened.

Box 2. Fundamental rights checklist

¢ What fundamental rights are affected? Screening the envisaged policy options against
the fundamental rights ‘key impact questions’ section in Tool #18 (ldentification of
impacts) provides a first indication of which fundamental rights may be concerned.

e Are the rights in question absolute rights? While the Charter does not explicitly list
which rights are absolute, the case-law of the Court of Justice of the EU indicates that the
prohibition of torture and inhuman or degrading treatment or punishment (Article 4),
prohibition of child labour (Article 32) and prohibition of slavery or servitude (Article 5)
are protected in absolute terms. If the conclusion is that the examined policy option limits
an absolute right, it should be discarded already at this stage and a further analysis
under the following points is not needed.

e What is the impact of the various policy options under consideration on

376 The operational guidance will be updated in 2021/2022
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fundamental rights? This step aims at identifying any positive impacts (promotion of
fundamental rights) or negative impacts (limitation of fundamental rights). The options
might have both a beneficial and a negative impact, depending on the fundamental rights
concerned (for example, a negative impact on freedom of expression and a beneficial one
on intellectual property). Should the analysis reveal that the policy option would have no
negative impact on fundamental rights or only positive impacts, there is no need for
further analysis under the points below. If the opposite is the case, the following points
should be considered for each individual limitation:

— Would the limitation of / negative impact on fundamental rights be provided for by
law in a clear and predictable manner?

— Would any such limitation / negative impact:

o genuinely meet an objective of general interest of the Union or protect the
rights and freedoms of others (this step should identify the relevant objective of
general interest or the rights and freedoms of others)?

o be necessary to achieve the desired aim? (This step should examine whether the
policy option is appropriate and effective for attaining the policy objective
pursued without going beyond what is necessary to achieve it. Why is no equally
effective but less intrusive measure available?)*"’

o be proportionate to the desired aim?
o preserve the essence of the fundamental rights concerned?

If the general interest objective indeed justifies maintaining a policy option impinging on one
or several fundamental rights, the impact assessment needs to consider and develop
appropriate safeguards to ensure that the negative impact would not amount to a violation of
the fundamental right(s) concerned.

Box 3. Ensuring non-discrimination and promoting equality checklist

In addition to ensuring that EU legislation complies with fundamental rights as provided by
the Charter (including its Article 21 on the prohibition of any form of discrimination),
Articles 8 and 10 TFEU and the UN Convention on the Rights of Persons with Disabilities
require the EU to aim to promote equality between women and men, to combat
discrimination on grounds of sex, ethnic origin, religion or belief, disability, age, and sexual
orientation and to ensure respect for the rights of people with disabilities. The following steps
and questions should be considered when checking the impact of various policy options on
equality:

e Is the policy to be prepared people-related? Will it affect people’s lives? For many
EU policies, the answer to these first questions is ‘yes.’ If so, the next step is to identify
equality relevance in more detail.

¢ Identifying equality relevance in more detail. At this stage, it is important to check
whether in the policy area in question, some parts of the overall population experience
inequalities based on sex, ethnic origin, religion or belief, disability, age, or sexual

77 The European Data Protection Supervisor has produced additional guidance materials for application in the
fields of access to documents and data protection.
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orientation — or a combination of these characteristics — which could be addressed by the
policy option in question. The following steps are useful:

— identify existing inequalities based on sex, ethnic origin, religion or belief,
disability, age or sexual orientation in the respective policy area;

— analyse the causes and consequences of these inequalities;
— identify ways in which a policy initiative could address these inequalities.

For further information on how to do this, please refer to the Commission’s equality
mainstreaming toolbox, in particular its chapter 2 on equality mainstreaming across the
policy-cycle and chapter 3 on equality data. Equality data are key tools to detect
inequalities and monitor progress achieved through a specific policy option.

e Assessing impacts. Policy decisions that appear neutral may have a differential impact on
specific groups, even when such impact was neither intended nor envisaged. Negative
impacts leading to discrimination based on sex, race, colour, ethnic origin, religion,
sexual orientation, age and disability are prohibited under Article 21 of the Charter and
should be assessed accordingly. Furthermore, equality impacts of the policy options
should also be assessed to see if an option is likely to affect the existing inequalities. The
following questions should be considered:

— Does the option have (directly or indirectly) a different impact on women or men? Is
this a desired outcome or was it unintended? If the analysis reveals that the policy
measure has a negative impact and leads to discrimination based on sex, the specific
policy option shall be analysed in accordance with the checklist under Box 2,
concerning potential limitations of fundamental rights.

— Does the option promote equality between women and men? How?

— Does the option have (directly or indirectly) a different impact on specific groups,
such as people with a minority ethnic background, including Roma, religious
communities, LGBTIQ people, children, older people, or persons with a disability? Is
this a desired outcome or was it unintended? If the analysis reveals that the policy
measure has a negative impact and leads to discrimination based on race, colour,
ethnic origin, religion or belief, disability, age or sexual orientation, the specific
policy option shall be analysed in accordance with the checklist under Box 2,
concerning potential limitations of fundamental rights.

— Does the option contribute to combating discrimination on grounds of sex, ethnic
origin, religion or belief, disability, age, or sexual orientation? How?

— Does the option ensure respect for the rights of people with disabilities in conformity
with the UN Convention on the Rights of Persons with Disabilities? How? Depending
on the initiative, this means checking whether the option ensures disability inclusive
reforms of education, labour market and health sectors, accessibility of buildings and
infrastructure, services and websites, as well as transition from institutional to
community-based services.

While the Charter and its Explanations are the main reference documents, a number of other
resources can be used to identify the rights that could be affected by a particular initiative:
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- The Commission developed operational guidance on taking account of Fundamental
Rights in Commission impact assessments. Specific guidance also exists for trade related
initiatives and for implementing the European Structural and Investment Funds (‘ESI
Funds’). It is to be noted also that the Requlation laying down common provisions for
specific EU funds®’® provides for arrangements to ensure the compliance of EU funded
programmes with the relevant provisions of the Charter.

- The Commission’s 2010 Charter_strategy sets out the Commission’s approach to
implementing the EU Charter of Fundamental Rights and can be a source of inspiration.

- The Commission’s 2020 Charter_strategy proposes specific actions to strengthen the
application of the Charter.

- The Commission’s 2021 EU strategy on_ the rights of the child sets out the
Commission’s approach to strengthening the protection and promotion of children’s
rights across EU policies (notably its Annex 1).

- The Commission’s EU Action Plan against racism 2020-2025 sets out measures with
which the Commission will ensure that Member States fully implement relevant EU law
and further strengthen the legal framework, if needed (link with Chapter 2.1 of the
Charter).

- The Commission’s 2020 EU Roma Strategic Framework for equality, inclusion and
participation puts forward new targets and recommendations for Member States on how
to achieve the key areas covered by the strategy.

- The Commission’s Gender Equality Strategy 2020-2025 presents policy objectives and
actions to make significant progress towards a gender-equal Europe (notably its
Chapter 5).

- The Commission’s LGBTIQ " Equality Strategy 2020-2025 sets out a series of
measures to step up action and to integrate LGBTIQ equality in all policy areas (notably,
its Chapters 3 & 5).

- The Commission’s Strategy for the Rights of Persons with Disabilities 2021-2030 sets
out measures to ensure the full participation of people with disabilities in society, on an
equal basis with others in the EU and beyond.

- The European e-Justice Portal also contains relevant information on the application of
the Charter.

- The EU_Agency for Fundamental Rights (FRA) collects and analyses information on
fundamental rights issues. Please liaise with DG JUST - Fundamental Rights Policy Unit
to know whether the Agency could be of help with providing specific data.

- The European Institute for Gender Equality (EIGE) has developed a step-by-step
guide to gender impact assessments.

- The European Data Protection Supervisor (EDPS) can advise about ensuring
compliance with rights to privacy and the protection of personal data.

- To develop a deeper understanding of any fundamental right guaranteed by the Charter,
the case law of the Court of Justice of the European Union, of the European Court of
Human Rights and when appropriate, the opinions and general comments of the UN

378 See in particular the horizontal enabling condition ‘Effective application and implementation of the EU
Charter of Fundamental rights’ provided in Annex III of the Common Provisions Regulation.
7% LGBTIQ stands for lesbian, gay, bisexual, trans, intersex and queer people.
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human rights monitoring committees should be consulted. The Fundamental Rights
Agency’s ‘Charterpedia’ is a useful tool to obtain an overview of the Charter rights and
of the relevant case law.

- Other international instruments, such as the European Convention on Human Rights or
the UN Convention on the Rights of the Child are also relevant for interpreting the
Charter on Fundamental Rights.

- The UN Convention on Rights of Persons with Disabilities (UNCRPD)3¥?, is part of the
EU legal order.

In accordance with Article 53 (Level of protection) of the Charter on Fundamental Rights
nothing in the Charter shall be interpreted as restricting or adversely affecting human rights
and fundamental freedoms as recognised, inter alia in international agreements to which the
Union or all the Member States are party, as it is the case of the UNCRPD.

5. SUPPORT

On Fundamental Rights, DG JUST Unit C.2 (Fundamental rights policy) can provide further
assistance:

JUST-FUNDAMENTAL-RIGHTS@ec.europa.eu On methodological issues related to
impact assessments and evaluations, the ‘better regulation’ team in DG JUST Unit 03
(Economic analysis and evaluation) can help;

JUST-03-IMPACT-ASSESSMENT-EVALUATION@ec.europa.eu

6. RELEVANT SDG INDICATORS

To track progress in this field, the SDG indicators below can be a useful methodology,
though the list should not be considered exhaustive.

380 Council Decision of 26 November 2009 concerning the conclusion, by the European Community, of the
United Nations Convention on the Rights of Persons with Disabilities (2010/48/EC).
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Relevant SDG indicators

SDGs

EU indicators:

* People at risk of poverty or social exclusion

» Self-reported unmet need for medical care

» Population having neither a bath, nor a shower, nor indoor flushing toilet in their household
* Population unable to keep home adequately warm

*  Gender employment gap

» Population reporting occurrence of crime, violence or vandalism in their area

» Perceived independence of the justice system

UN indicators:

» Proportion of population covered by social protection floors/systems, by sex, distinguishing
children, unemployed persons, older persons, persons with disabilities, pregnant women,
new-borns, work-injury victims and the poor and the vulnerable

» Proportion of population living in households with access to basic services

» Proportion of total adult population with secure tenure rights to land, (a) with legally
recognized documentation, and (b) who perceive their rights to land as secure, by sex and
type of tenure

» Proportion of countries where the legal framework (including customary law) guarantees
women’s equal rights to land ownership and/or control

» Proportion and number of children aged 5-17 years engaged in child labour, by sex and age

» Proportion of population reporting having personally felt discriminated against or harassed
in the previous 12 months on the basis of a ground of discrimination prohibited under
international human rights law

» Proportion of children aged 1-17 years who experienced any physical punishment and/or
psychological aggression by caregivers in the past month

*  Number of victims of human trafficking per 100,000 population, by sex, age and form of
exploitation

* Proportion of young women and men aged 18—29 years who experienced sexual violence
by age 18

» Proportion of victims of violence in the previous 12 months who reported their
victimization to competent authorities or other officially recognized conflict resolution
mechanisms

» Unsentenced detainees as a proportion of overall prison population

» Number of verified cases of killing, kidnapping, enforced disappearance, arbitrary
detention and torture of journalists, associated media personnel, trade unionists and human
rights advocates in the previous 12 months

» Number of countries that adopt and implement constitutional, statutory and/or policy
guarantees for public access to information

DECENT WORK AND
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TOOL #30. EMPLOYMENT, WORKING CONDITIONS, INCOME DISTRIBUTION,

SOCIAL PROTECTION, AND INCLUSION

This tool covers three categories within the broad category of social impacts: impacts on
1) employment, 2) working conditions, and 3) income distribution, social protection, and
inclusion, including impacts on perspectives and life-situations of people in, or at risk of
povertysst,

Box 1. Things to keep in mind when assessing social impacts®®

Impacts are diverse, complex (affecting different population subsets, territories and
economic sectors) and strongly connected with economic and environmental impacts.

There may be trade-offs where social impacts point in different directions. Carefully
compare these diverging impacts. A policy change could encourage the creation of new
jobs in a sector/region while at the same time lowering job quality or wages for some
workers in this (or another) sector.

Always keep potential distributional effects in mind. Global (aggregate) figures could be
misleading as they might hide controversial trade-offs.

Always use a combination of qualitative and quantitative tools for your assessment as
many social impacts might not be quantifiable and models available might rely on
controversial assumptions.

The most practical solution to a lack of EU-wide data and strong differences in labour
markets and institutional contexts is in-depth research on ‘typical’ target groups or
‘clusters’ of Member States with similar characteristics.

Positive social impacts often materialise only in the long run. When assessing impacts do
differentiate between one-off and recurrent costs/benefits, as well as, between short-term
and long-term impacts.

When significant negative effects are identified, ask yourself whether there aren’t ways to
mitigate them. Possible solutions could include an exception for the most
disproportionally affected stakeholders (e.g. vulnerable groups) or other mitigating
measures, such as longer implementation periods, training and job search measures to
support people losing jobs. Think about the ways to use the EU funds (e.g. European
Social Fund Plus - ESF+ and European Globalisation Adjustment Fund for Displaced
Workers - EGF).

31 According to the Horizontal Social Clause of the TFEU (Art 9), the Union shall take into account

requirements linked to the promotion of a high level of employment, the guarantee of adequate social
protection, the fight against social exclusion, and a high level of education, training and protection of human
health in defining and implementing its policies and activities.

382 Contact DG EMPL ‘better regulation’ unit for further reference, information sources, background material

and methodological issues.
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In order to effectively map stakeholders, keep in mind those who might not be your usual
interlocutors, especially those from disadvantaged backgrounds (like children from poor
households or people with migration or minority ethnic or racial background), or those facing
multiple disadvantages (like women living in rural areas with poor access to services and
infrastructure).

In practice, it is useful to start by examining whether there are any systematic impacts on
well-defined stakeholders (for instance by gender, age, income, disability, level of education
and training, migration, or minority ethnic or racial background, or sexual orientation and
gender identity, or by the place of residence like remote/rural areas with poor infrastructure).
A gender perspective should always be considered. The assessment of potential impacts on
gender should take into account the existing differences between women and men in the
given policy field (e.g. gender pay gap). Various European umbrella NGO networks promote
social inclusion, gender equality, and represent and defend the rights of people exposed to
discrimination.

European social partners — employers’ organisations and trade unions — should be specifically
consulted in case of initiatives in the field of social policy3 and for initiatives with social
implications for the economy as a whole or for a specific sector34. Contact EMPL Social
Dialogue Unit in case you need more information about Sectoral Social Dialogue
Committees, cross-industry social dialogue and social dialogue texts database.

Member States can be consulted via Employment Committee (EMCO) and Social Protection
Committee (SPC). Contact EMPL Coordination Unit in case you need more information.

The identification of those stakeholders for whom there may be significant negative
impacts may help foresee resistance and may point to mitigating measures to reduce
negative impacts.

To help identify potential impacts, sections 3.1 to 3.3 below include a few relevant questions
accompanied by illustrative examples. Social impacts, positive as well as negative ones, often
materialise in the long run, therefore it is important to differentiate between short- and long-
term impacts. See section 5.1 for employment and social indicators and sources.

38 There are specific Treaty provisions for consulting social partners (management and labour), regarding
initiatives in the field of social policy e.g. health and safety in the workplace, working conditions, social
security and social protection of workers, and information and consultation (see Treaty Articles 153-155
TFEU, and particularly Article 153 TFEU on the policy fields concerned). This consultation process
includes two stages: first, social partners are consulted on the general direction of an initiative; then, in a
second stage, on the envisaged content (see Tool #10 (Treaty-based social partner consultations and
initiatives))

34 If an initiative will create social implications for a sector for which a sectoral social dialogue committee
exists, it shall be consulted (Article 2 of Commission Decision 98/500). If an initiative has social
implications for the whole economy or for several sectors, social partner consultations can take the form of a
dedicated hearing organised at services’ level or of a political meeting at the level of Executive Vice-
Presidents or Commissioners.
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3.1. Impacts on the level of employment

Impacts on the level of employment can be expected whenever demand or supply for labour
changes. For example, labour demand increases if companies want to employ more people
due to increase in demand for their products. Labour supply increases when more people are
available and willing to work.

The main question is whether there will be more or fewer jobs (more or fewer hours
worked) overall or for specific stakeholder categories, in a specific geographical area. It
will give you an indication whether a larger/smaller workforce will be needed and/or whether
redistribution of labour is to be expected (e.g. between sectors or occupations).

The following questions and illustrating examples explore various dimensions of employment
impacts.

(1)  Towhat extent are new jobs created or lost?

Options improving access to funding for SMEs can create new industrial activity that can
employ directly or stimulate indirect job creation through the purchases of goods and services
from suppliers. Free trade agreements can create new jobs by increasing exports and demand
for certain domestically produced goods but also destroy jobs by replacing other domestically
produced goods or even services®® with imported ones. The impact on employment should
refer to direct and indirect creation or loss of jobs, including short and long-term impact when
possible.

(2)  Aredirect jobs created or lost in specific sectors, professions, qualifications, regions
or countries or a combination thereof? Which specific social groups are affected?

Initiatives fostering greener energies might increase the need for certain skills (e.g.
installation of photovoltaic panels) to the detriment of others (e.g. skills needed in extracting
coal). Creation of jobs in new renewable sectors can be at the cost of employment in
traditional extractive industries (skill-mismatch) and regionally unbalanced (e.g. jobs created
at the off-shore wind farms and lost in coal mining regions). Jobs can be created or lost in
male-dominated or female-dominated professions.

Reforming the common agricultural policy for wine growing is expected to have no
employment impact in those Member States with (almost) no wine growing, very little impact
in those Member States where the sector had already undergone significant reforms and
significant impact in those Member States where such reforms had not yet taken place.
However, depending on the respective structure (age of farmers, size of farms), these impacts
can differ even in those countries.

(3)  Arethere indirect effects which might change employment levels?

New industrial activity can stimulate indirect job creation through increased purchasing
power of newly employed workers (e.g. retail or leisure).

Initiatives fostering green energies might increase the need for certain skills but raise wages
at the same time with a complex effect on employment levels. This might also increase the
need for training and trainers leading to indirect employment impacts.

385 E.g. due to digital transition.
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(4)  Are there any factors that would prevent or enhance the potential to create jobs or
prevent job losses?

Delays in acknowledgement and certification of new qualifications or a lack of arrangements
to provide for a transition can create significant employment problems.

Initiatives improving energy efficiency of buildings might increase demand for workers in
construction sector with relevant skills. If the necessary skills are not available (e.g. lack of
relevant educational/training programmes, non-recognition of skills acquired abroad) the
effectiveness of the policy risks to be limited.

Transition between winning and losing sectors/occupations/skills/regions is not automatic. A
worker losing a job in the car manufacturing or agriculture sector may not become a health or
domestic service sector worker within a couple of months and without support/training.
While analysis often implies easy adaptation processes, an important aspect of employment-
related impacts requires explicit consideration for timing and sequencing of the intervention.

(5) To what extent does the option influence the availability and willingness of
workers/specific groups to work (i.e. supply of labour through labour market
participation or labour market mobility)?

Several factors can influence the supply of labour: tax and benefit systems, relative earnings,
barriers to entry into profession/occupation, accessibility for persons with disabilities, work-
life balance policies, work intensity and working conditions, length of working life, the
occupational/geographical mobility of labour, migration policies.

An initiative aiming at regulating professions (e.g. by requiring a specific degree or special
exam) can act as a barrier to entry, hold back the labour supply and limit occupational
mobility, but it can at the same time support the safety and quality of the goods or services
provided.

Work-life balance policies that help parents to balance professional and family
responsibilities by increasing their availability/willingness to work and can have a positive
impact on labour market participation of women.

Initiatives shortening the length of compulsory education, increasing the age of retirement, or
supporting active ageing (like better ergonomics of working places, reskilling, ICT tools etc.)
can increase the supply of labour of specific age groups and therefore total labour supply.

An initiative improving transport infrastructure and transport services can enhance the
geographical mobility of workers by reducing the time and/or costs of travelling. More
workers would be able to daily/weekly commute to cities/regions where jobs are available
without the need to relocate and thus prevent depopulation of remote and rural areas. The
geographical mobility of workers can be improved also through initiatives on property
markets (e.g. affecting rents, conditions for mortgages etc.).

3.2. Impacts on working conditions

Impacts on working conditions are more difficult to capture. They often require a mix of
qualitative and quantitative assessment and cover a broader range of outcomes, which may
become tangible only in a medium to long term. Initiatives that e.g. enhance the creation of a
business-friendly environment and liberalisation and/or deregulation of activities are likely to
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have an impact on working conditions. In cases where value chains involve third countries,
conditions of workers along the full value chain should be considered. This is particularly
important for workers in industries in developing countries, as working conditions are often
below European standards.

The following questions and illustrating examples explore various dimensions of impacts on
working conditions:

1) Does the option affect wages, labour costs and/or wage setting mechanisms?

Initiatives changing income taxation or social security systems can impact wages and labour
costs®®, Elements to be considered are: i) a relative dimension of wage: wage dispersion,
changes in income-distance to another group of workers considered as reference group, or
ii) its absolute dimension: wages, which are insufficient to allow for a decent standard of
living.

Impacts on labour costs should be assessed in conjunction with changes in (labour)
productivity. For example, initiatives introducing obligatory employers’ training or health
and safety requirements can increase labour costs. However, this may not be negatively
correlated with the competitiveness of goods produced as those measures can increase the
productivity of workers due to better skills and reduced absenteeism. While the costs might
be relatively easy to estimate (e.g. prices of protective equipment, number of hours away
from workplace dedicated to training), the benefits may be visible only in the longer term and
are more difficult to quantify.

The wage setting mechanism affects the level or conditions of minimum wages, the
coverage of workers by collective agreements and negotiating power of social partners.

2 Does the option affect directly or indirectly employment protection, especially the
quality of work contract or bogus self-employment®7?

Employment contracts that don’t provide for a minimum number of working hours and/or
reduce job security make employees’ income less predictable and lead to instable living
conditions and uncertain career prospects. Initiatives aimed at facilitating technology-driven
activities leading to new forms of work can open up employment opportunities to people
further away from labour market but also reduce job security and predictability and also
challenge the effective exercise of collective labour rights. Initiatives fostering
entrepreneurship and self-employment can have a positive impact on job creation, but they
can also undermine employees’ rights and protection if the initiative leads to ‘bogus self-
employment’ or to dependent self-employed persons in systems in which the recognition of
their specificities, e.g. as to their social protection needs, is low.

386 \Wages (or earnings) are the compensation that workers (employees) receive for their work. They safeguard
labour income and are positively correlated with consumption. Net wages are calculated as a difference
between gross wages, social contributions payable by the employee and any amounts which are due to
government, such as income taxes. Labour costs are broader concept and reflect employers’ expenditure on
personnel. They include wages and salaries paid to employees, social contributions payable by the employer
and other costs, such as taxes on labour, training costs, costs related to working cloths etc.

387 Bogus ‘self-employed’ or ‘false self-employed’ are formally self-employed but in practice employees. In
some of these cases, workers are obliged to adopt a self-employed status while having a contract with a
single firm that avoids paying social security payments.
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Typically problematic contractual arrangements are: frequent use of short-term contracts,
excessive use of traineeships, employment relations which do not give access to social
security schemes, very short lay-off periods, excessively long probation periods, no fixed
volume of working hours, involuntary and bogus self-employment, intensive use of
temporary work agencies or subcontracting/outsourcing.

On the other hand, excessively protective employment protection legislation can adversely
affect segmentation of the labour market with large differences in costs and rights between
permanent and non-standard forms of work.

3) Does the option affect the risk of undeclared work?

Undeclared work can take various forms, from completely undeclared work (e.g. a care
assistant taking care for elderly people without signing any contract, or seasonal and
temporary workers in agriculture without having a proper employment contract) to situations
where only part of the work and income is undeclared (e.g. IT specialist working in a big
company officially earning the minimum salary while receiving an additional amount by his
employer ‘cash-in-hand’). It has negative effects on workers (e.g. lack of security, reduced
benefits, poor working conditions), employers (e.g. unfair competition) and on public
finances (e.g. unpaid taxes and social security contributions).

Initiatives changing income taxation or social security systems, work or responsibilities of
public administration (e.g. enhancing the frequency of checks by labour inspectorates),
recognition of qualifications or initiatives in the area of migration are some of the examples
that can affect the risk of undeclared work.

4) Does the option affect the work organisation?

Work autonomy, level of teamwork and job rotation, pace of work and work intensity are
important elements of work organisation. Work organisation can influence various aspects of
working conditions (physical risk factors, work-related health and safety risks, work-life
balance, or in general the satisfaction with working conditions) and therefore have an impact
on labour productivity.

Liberalisation of activities (e.g. ground-handling in aviation sector) can stimulate growth and
job creation but aggravate the working conditions of the workers (e.g. work in shifts or split
work). Work organisation can change because of industrial restructuring but also with the
introduction of new technologies. For example, the development of IT and the deployment of
algorithmic management practices for recruiting, directing, and monitoring workers (or other
ways of using artificial intelligence at work), and GPS tracking systems can reduce the work
autonomy and increase the work intensity. Also, they need to be used cautiously to avoid
negative impacts especially on vulnerable people such as people with disabilities. On the
other hand, the IT development can support flexible working arrangements and, in some
cases, contribute to better work-life balance.

(5) Does the option affect health and safety at work?

Health and safety at work® encompasses several elements such as: safety and health aspects;
organisation and adaptation of the workplace and working environment so as to ensure the

388 See also Tool#32 (Health impacts), as health and safety at work is closely linked with general health impacts.
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health and safety of workers; ensuring adequate personal protective equipment limiting
exposure to potentially harmful agents or situations (including exposure to risks leading to
musculoskeletal disorders; to physical agents such as noise or vibration; to radiation; to
chemical agents, carcinogens and mutagens; to biological agents etc.), proper protective and
preventive framework for work in a particularly challenging work environment/sector; or a
combination thereof. Health problems do not only originate from physical strain at the
workplace, but also from the overall psychological stress to which an employee is exposed.
Therefore, aspects such as stress levels, tight/unsocial working hours and reconciling work
and private life should also be considered, especially in view of an ever-growing
digitalisation of the workplace and work-tools. The benefits of technology-enabled work (e.g.
telework) should nonetheless be evaluated against the drawbacks of an increasingly blurry
boundary between private and professional life, as well as a reduced ability for workers to
‘digitally disconnect’.

Satisfying work and good working conditions constitute a value in itself, but their absence
leads to discontent and can also produce significant negative effects on workers (e.g. death,
disability, poor health, injuries, loss of present and future income, direct and indirect medical
costs and rehabilitation costs); employers (e.g. absenteeism, lower productivity, production
disturbances, damage to equipment and to a company’s image, administrative and legal costs,
negative impacts on insurance premiums); governments (e.g. sickness payments, increased
health expenditure, increased social security expenditure (for disability or early retirement),
tax revenue losses, direct and indirect medical and rehabilitation costs, administrative and
legal costs).

Initiatives reducing regulatory burden by introducing, for example, less stringent
requirements to monitor the working place, to guarantee preventive work clothes or to ensure
preventive medical check-ups can increase health risks.

(6) Does the option affect the social dialogue?

Social partners (trade unions and employer’s organisations) determine working conditions
and carry out wage negotiations. Social dialogue between employers’ and employees’
representatives is an important mechanism for conflict resolution and can be a means to
internalise external effects which take place at sectoral level.

Social dialogue within a company can be impacted by initiatives that, for example, exempt
SMEs from ensuring the representation of workers in the management. Attention needs also
to be paid to the extent to which the option affects the autonomy of social partners in the
areas for which they are competent. Does it, for example, affect the right of collective
bargaining at any level or the right to take collective action?

Another issue that might need to be considered is the impact on the transparency of
workplace-level employment relationships. For instance, some initiatives aimed at facilitating
technology-enabled work may lead to a de facto ‘digitalisation of the workplace’, which in
turn causes a physical dispersion of the workforce, thus making it difficult for workers to
collectively organise and for social partners to proactively reach out to them.
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@) Does the option affect access to vocational education and training and to career
development/advice? How are different social groups affecteds?

Training / lifelong learning opportunities (including their availability and affordability)
and returns to it (recognition of skill acquired in other companies or in other Member States)
can influence career perspectives and employability of workers in the long run. Employers
offering training opportunities can be more attractive among job seekers and thereby increase
the pool of potential work candidates. Career advice can improve the match between job and
worker, increase job satisfaction and productivity and reduce staff turnover. Tax reforms or
financial incentives can have an impact on companies’ willingness to invest in vocational
education and training (VET) and career development.

Initiatives exploiting IT development and supporting distance learning can improve the
availability of training opportunities for a large part of the population, but might be still
unavailable to some, such as people with low incomes, persons with a minority racial or
ethnic background, living in poverty or people living in remote and rural areas with
inadequate access to digital infrastructure/broadband who can’t afford to buy a computer or
have an internet connection. Persons with disabilities may be disadvantaged in case
accessibility of digital services is not ensured.

(8) Does the option help/endanger the effective exercise of labour standards in the EU?

Labour standards largely rely on national legislation or social partner agreements. European
level intervention can have an impact on these arrangements even without explicitly
intending to do so, by e.g. setting new rules in an adjacent area; by changing the structure of a
market; by introducing standards for consumers which could have — positive or negative —
impacts on workers or by concluding external agreements (e.g. free trade agreements,
international conventions).

The normative interpretation of these impacts, i.e. whether a change should be considered as
improvement or not, depends on the context. In this sense, discussing and presenting these
issues in an impact assessment report enhances the transparency of policy debates.

3.3. Impacts on income distribution, social protection, and inclusion

These impacts relate to social fairness considerations, including social inclusion and
protection of people against various risk and needs throughout their lives. Such impacts may
be particularly significant in interventions which affect the tax system or introduce changes to
the transfer system. Most EU financial instruments (such as the Structural Funds, the
Common Agricultural Policy), but also liberalisation or deregulation efforts, have income
distributional impacts. Similarly, changes in legislation, for instance concerning equal
opportunities/reconciliation or access to services for disabled people or people from
disadvantaged backgrounds can affect their attitudes and their chances on the labour market.
Changes in EU legislation can also indirectly impact the income distribution and social
protection of workers in third countries, e.g. by creating a race-to-the-bottom situation. In a
similar way, the analysis should cover the possible impacts on income of people
working/living in the EU because of changes in labour costs outside the EU. Perpetuation of
income and wealth inequality patterns should be avoided.

389 See also Tool #31 (Education and training, culture and youth)
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The following questions and illustrating examples explore various dimensions of impacts on
income distribution, social protection, and inclusion:

1) Does the option affect people/households’ income and risk of poverty?

Disposable income is an important indicator of social status and of someone’s living
standard. If it falls below a certain threshold, people will risk becoming poor and/or having to
rely on social assistance. The three dimensions of “poverty or social exclusion
(AROPE)3%®” comprise: very low work intensity and/or sever material and social deprivation
and/or at-risk of poverty (relative poverty)®:.

As examples, initiatives leading to job losses (part 2.1 above) are very likely to have an
impact on income and risk of poverty by increasing the number of unemployed or inactive
people with low income and households with low work intensity. This is even more pertinent
when there are few re-employment opportunities or the people losing jobs are from
vulnerable groups (e.g. older workers, low qualified). Initiatives deteriorating working
conditions (part 2.2 above) are also likely to have an impact on income and risk of poverty by
increasing the number of people with low income when wages are reduced. If policies
fostering green energies increase the price of energy this can increase household spending on
energy and aggravate energy poverty.

2) Does the option affect inequalities and the distribution of incomes and wealth?

Increasing income inequalities 3°? threaten social cohesion and can be linked to several
factors, such as wage dispersion, tax wedge or social protection systems.

Initiatives such as moving from direct taxation (e.g. taxing the income) to indirect taxation
(e.g. increased VAT) raise the disposable income of certain stakeholders (the workers) but
reduce that of the others towards poverty and negatively affect their chances to participate
fully in society (inclusion). This may be counter-balanced by increased job opportunities
created by the reduced labour cost. The overall impact on risk of poverty would have to
consider the extent of such opportunities and the chances that the unemployed would be able
to take advantage of them. A policy change may also have a distributional impact if existing
inequalities are aggravated. If for example, only high skilled jobs are created this could
increase the inequality with lower skilled people who already have more difficulties to find a
job.

When assessing the impact on income inequality, consider also which segments of the
income distribution would be affected (e.g. ‘relative impoverishment’ of the middle class).

3% AROPE - at-risk-of-poverty or social exclusion.

391 Work intensity is the ratio between the number of months that household members of working age (with
some exclusions) worked and the total number of months that could theoretically have been worked. Very
low work intensity refers to situation where persons of working age (with some exclusions) living in the
household worked less than 20.0% of their total potential in the previous 12 months. Severe material and
social deprivation is the inability for a person to afford seven items out of a selection of 13 items of
reference that are considered to be necessary or desirable to lead an adequate life At-risk-of poverty
(AROP) rate is the share of people in the total population with an equivalised disposable income (after social
transfers) below 60% of the national median equivalised income after social transfers. This indicator
measures low income in comparison to other residents in that country, which does not necessarily imply a
low standard of living.

392 Income inequalities arise from distributional impacts on income. Income refers to equivalised disposable
income.
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3) Does the option affect the access to and quality of social protection benefits,
including social services of general interest, particularly for those subject to social
exclusion and from disadvantaged backgrounds?

Social services play a crucial role in improving quality of life and providing social protection
against the risks and needs associated with unemployment, parental responsibilities, sickness
and healthcare, invalidity, loss of a spouse or parent, old age, housing, and social exclusion.
Social services are an important enabler of social inclusion in remote and rural areas
contributing towards the reduction of inequalities in those areas.

Access to and adequacy of social protection benefits depends on the eligibility, duration and
level of benefits, type of risks covered and rights to receive benefits when moving to another
Member States beyond the obligatory rights. They will be likely affected by the initiatives
that affect the organisation and financing of social protection systems (e.g. insurance vs
solidarity; range of membership, private vs public provision; tax financed vs contribution
based) as well as the cross-border provision of services, referrals across-borders and
cooperation in border regions (e.g. provision of services by public employment services).

The changes would have to be assessed in view of their direct impact on the beneficiaries and
on their behavioural impact on people who might leave or enter the scheme or other schemes.
For instance, raising pension ages may encourage more people to join disability schemes. The
increased prevalence of new forms of work (e.g. platform work) may impact the access and
adequacy of social protection.

4) Does the option affect the access to and quality of basic goods and essential
services, particularly for those subject to social exclusion and from disadvantaged
backgrounds?

Basic goods and essential services include, for instance, energy, water and sanitation,
transport, financial services, and digital communications 3*, healthcare, education and
training and housing. It might be important to assess the access to and quality of these goods
and services especially for people not covered by social protection schemes and people living
in remote and rural areas with inadequate access to those services.

Interventions increasing the price of basic good/services, e.g. energy prices, can aggravate
material and social deprivation and energy poverty of certain categories of the population and
exacerbate social exclusion and inequalities. On the other hand, initiatives aiming at
increasing access to essential services, such as a bank account or internet can increase social
inclusion. Social services of general interest can play a crucial role in improving life
qualitys®.

3.4. Which impacts are potentially significant?

Among the five criteria to identify potentially significant3® impacts for more detailed
assessment, the following three are especially relevant for social impacts:

3% A non-exhaustive list of essential services is provided in principle 20 of the European Pillar of Social Rights.

3% https://femployment-social-affairs.ec.europa.eu/policies-and-activities/social-protection-social-inclusion_en

3% ) The relevance on the impact within the intervention logic, ii) the absolute magnitude of the expected
impacts, iii) the relative size of expected impacts for specific stakeholders, iv) the importance of impacts for
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o Relative size of expected impacts for specific stakeholders (i.e. Are certain categories
of stakeholders or regions/countries/sectors particularly affected?) For example, new
rules (e.g. labelling, selling restrictions) regarding a particular product might have more
serious consequences in terms of employment in those EU regions specialised in its
production. Big job losses in a small region without viable alternatives for re-
employment can be an example of a significant impact. The size of the EU population
with no access to basic bank services is pretty modest. Still, regulations that would
render those services more expensive/less accessible can have important negative
consequences for that population (e.g. financial exclusion).

e The importance of impacts for EU objectives and policies — (i.e. Could the initiative
undermine EU objectives in the social area?) E.g. initiatives that would lead to
significant job losses, negatively impact health and safety at work or with significant
impacts on households’ income could undermine efforts in building a fairer Europe and
strengthening its social dimension in line with the principles of the European Pillar of
Social Rights®®. Such initiatives would also have a negative impact on the EU’s progress
in achieving the SDGs.

e Sensitivities and diverging views - (i.e. How divergent are stakeholder views?) detailed
assessment could be envisaged for potentially politically sensitive issues, such as
impacts that could be considered as unfair (e.g. initiatives reducing tax burdens for
companies and increasing those for workers).

Given the diversity of impacts and affected stakeholders, start with a systematic qualitative
scoping: i.e. go first through types of impacts and then stakeholders to be affected and in
which way. Any assessment should focus on a limited number of impacts. A good and
operational approximation is to identify three to six issues (combination of impact and
stakeholders affected) that are the most important from a social perspective.

4.1. What to pay attention to in assessing social impacts?

Level of analysis and distributional impacts: The transition of employment between winning
and losing sectors (or regions, qualifications, occupations) is not automatic. For employment
and social impacts, it is important to understand where the adjustment occurs and therefore
net effects are not very informative®. In the presence of important distributional effects,
global (aggregate) figures could be misleading as they might hide controversial trade-offs.
Disaggregated analysis can help you to look for alternative options or mitigating measures to
minimise potentially negative impacts.

As an example, a trade agreement can be beneficial for the overall EU economy but have
important opposite effects in different regions or sectors as well as the economy or specific
sectors of the partner country. Likewise, liberalisation measures in the transport sector should

Commission horizontal objectives and policies and v) Sensitivities and diverging views. See step 2 in Tool
#18 (ldentification of impacts) for more details.

3% The European Pillar of Social Rights is accompanied by a ‘social scoreboard’ that monitors the
implementation of the Pillar by tracking trends and performances across EU countries in three areas and
feeds into the European Semester.

397 Net job changes are the difference between gross jobs created and destroyed (lost).
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generally lead to lower prices for transport users but also to prohibitive prices for people
living in remote areas. Moving from direct to indirect taxation raises the disposable income
of certain population groups but reduces other groups to poverty and negatively affects their
chances to participate fully in society. In such cases, calculating the average general impact
on the total population could be misleading, and would be insufficient. Distributional impacts
may for example vary by sex or age.

Different labour markets and institutional context: European countries have organised their
labour markets and welfare states in different ways, relying to various degrees on market,
family, and the State. The functioning of the labour market (e.g. social dialogue or labour
market legislation) and different institutional settings can influence the direction and the
magnitude of the social impacts. Those differences require an analysis at a national level or
alternatively grouping of countries in clusters based on the similarity of their institutions. E.g.
the transition of employment between winning and losing sectors is expected to be faster and
more successful in countries with well-developed and efficient active labour market policies
and public employment services. When a particular policy initiative is expected to have
negative effects on job quality, Member States with strong union presence could face stronger
opposition to it, but they could also be able to reduce the negative effects or secure mitigating
measures via social dialogue. See (in particular) Eurofound for more information.

Sectoral and regional dimension: If the impacts are not economy-wide but concern a
specific sector only, it is always better to refer to a NACE classification sector. When moving
away from the NACE classification, consistent and reliable data is more difficult to get.
However, if the impacts refer only to part of the sector, or parts of different sectors, it is
reasonable to either adjust the NACE data source, or if possible, refer directly to those parts
affected. For regional impacts it is essential to align with the NUTS classification.

4.2. Can impacts be quantified and what is the availability of data?

A guantitative analysis can be easier to undertake when assessing impacts on employment
and income levels as those impacts are quantitative in nature (e.g. number of jobs can be
easily counted, wages, labour costs, disposable income are expressed in monetary units).

For assessing the impacts on income inequalities consider indicators such as income quintile
share ratio (e.g. S80/S20) or the income share of the bottom 40% (S40). For overview of
indicators see table “Relevant sustainable development goals (SDG) indicators™ at the end of
the tool.

In other areas, such as working conditions, impacts are qualitative by nature and
converting them into quantitative units will require the use of an indicator that acts as a
proxy®®. E.g. the ‘number of occupational accidents’ can be used as a proxy to assess safety
at work. Days of workers’ sickness in a certain sector, short-term contracts or part-time work
indicate potentially problematic situations — however, this might also happen for other
reasons (it is therefore crucial to understand the underlying causes or drivers). These
indicators will be rather context specific — as for example in the situation of work contracts —
and will normally be a compromise between accuracy and precision and the costs and time
required to collect and process the necessary information.

3% See Tool #43 (Monitoring arrangements and indicators)
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In some areas, you will most probably analyse impacts qualitatively. E.g. the impact on the
access to social security services might be quantified (e.g. number of social services users),
but the impact on its quality will be analysed qualitatively. Similarly, it will be difficult to
quantify impacts related to social inclusion.

Complete, credible and EU wide comparable data is particularly important in the case of a
quantitative analysis, but also your qualitative assessment will need to be underpinned with
facts or examples. The availability of sound and up-to-date data will also condition the level
of analysis. If impacts are concentrated on small groups, it will be difficult or impossible to
find suitable data or a reasonable model. An inventory of the sources of data more relevant to
the impacts covered in this tool is provided in section 4.2.

4.3. Using models in assessing social impacts?
If considerable social impacts are expected, a model should be used where possible.

Quantitative approaches to assessment range from relatively simple measurement, mainly
based on past observations, to counterfactual analysis and up to highly complex formalised
(and data-hungry) models, like Computable General Equilibrium (CGE) models or
econometric models of the (world) economy.

The use of the model will be case-specific®®®. Some very well-known models, e.g. the input-
output model, deliver results at a macro level and you will have to complement them with
qualitative assessment to assess the distributional impacts. You may capture distributional
impacts using augmented CGE models. If the expected impacts are restricted to certain
sectors, a partial equilibrium model seems suitable to quantify those impacts. Otherwise,
general equilibrium models might be more appropriate.

When using the models, pay attention to the underlying assumptions about the labour
market. For example, Computable General Equilibrium (CGE) models generally assume full
employment of all factors and perfectly competitive markets (which is far from the reality in
many Member States’ labour markets). In addition, there are strong differences among the
Member States’ institutional contexts related to the employment and social areas.

In complement to macro-economic models (useful to determine the impact on employment
and wages), the use of micro-simulations (e.g. in the Euromod tool managed by Joint
Research Centre) would be relevant to assess the impact of the option on income inequalities
and the risk of poverty.

5.1. Key EU-level data sources

e The European Union Labour Force Survey (EU LFS) is the most important survey for
labour market data, providing monthly/quarterly/annual data on employment,

3% For further information on methods and models see Tools in Chapter 8. For an overview of models to be
used for assessing social impacts see Annex 1 in Review of Methodologies applied for the assessment of
employment and social impacts (2010) and table 4.3 in Assessing the Employment and Social Impacts of
Selected Strategic Commission Policies (2009)
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unemployment by sectors, age, qualification, sex, migrant background, per
countries/regions. Micro-data are available upon request.

e Other labour market statistics at EUROSTAT are available on job vacancies, earnings,
labour costs, labour market policy, labour disputes based on various surveys. Micro-data
are available upon request.

e The European Working Conditions Survey enables monitoring of long-term trends in
working conditions in Europe. Themes covered include employment status, working time
arrangements, work organisation, learning and training, physical and psychosocial risk
factors, health and safety, worker participation, work-life balance, earnings and financial
security, as well as work and health. Micro-data are available upon request.

e The European Quality of Life Survey (EQLS) examines both the objective
circumstances of European citizens’ lives and how they feel about those circumstances
and their lives in general. It looks at a range of issues, such as employment, income,
education, housing, family, health, and work-life balance. It also looks at subjective topics,
such as people’s levels of happiness, how satisfied they are with their lives, and how they
perceive the quality of their societies. European Foundation for the Improvement of Living
and Working Conditions (Eurofound). Micro-data are available upon request.

e The European Company Survey (ECS) gives an overview of workplace practices and
how they are negotiated in European establishments. It is based on the views of both
managers and employee representatives. Micro-data are available upon request.

e For health and safety, Eurostat’s statistical data on accidents at work, and work-related
problems are available: European Statistics on Accidents at Work (ESAW), and the
LFS ad hoc modules on accidents at work and European Occupational Diseases
Statistics (EODS) and Statistics on work-related health problems.

Important information about occupational safety and health (OSH) management
arrangements in enterprises can be drawn from the European Survey of Enterprises on
New and Emerging Risks (ESENER), by EU-OSHA.

e The European Union Statistics on Income and Living Conditions (EU-SILC) collects
comparable multidimensional micro-data on an annual basis on income, poverty, social
exclusion and living conditions. Micro-data are available upon request.

e The European system of integrated social protection statistics (ESSPROS) provides a
coherent comparison between European countries on social benefits to households and
their financing.

e The Continuous Vocational Training Survey (CVTS) provides comparable statistical
data on enterprises’ investment in the continuing vocational training of their staff.
Continuing vocational training (CVT) refers to education or training measures or activities
which are financed in total or at least partly by the enterprise (directly or indirectly).
Information is grouped around the following topics: provision of courses and other forms
of CVT, CVT strategies, participants, costs, time spent in CVT courses, characteristics of
CVT courses, and assessment of CVT activities. The sixth Continuous Vocational
Training in Enterprises Survey conducted in 2020 is the most recent available wave of
data collection. Micro-data are available upon request.

e The Adult Education Survey (AES) covers participation in education and lifelong
learning activities (formal, non-formal and informal learning). The following information
is available: participation, volume of instruction hours, characteristics of the learning
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activities, reasons for participating, obstacles to participation, access to information on
learning possibilities, employer financing and costs of learning and self-reported language
skills. The fourth Adult Education Survey, conducted in 2022/2023, is the most recent
available wave of data collection.

o Skills forecast by CEDEFOP provide comprehensive information on the future labour
market trends in Europe looking at employment growth, developments in sectors, the
types of job opportunities that may emerge, changes in qualification levels and
demographic trends. Micro-data are available upon request.

e The Programme for the International Assessment of Adult Competencies (PIAAC).
The Survey measures the key cognitive and workplace skills. It includes 3 elements:
direct-assessment of skills (literacy, reading, numeracy, problem solving in technology-
rich environment), collection of information about the skills use (the survey asks adults
how intensively and how frequently they use cognitive, interaction and social, physical
and learning skills at work), and background information (e.g. education, social
background, engagement with literacy and numeracy and ICTs, languages, current activity
of respondents, employment status and income, health status, volunteering, political
efficacy, and social trust). Micro-data are available upon request.

e World Input-Output Database (WIOD) allows analysing impacts of the global value
chain on skilled and non-skilled labour demand across EU countries and 15 other major
countries in the world for the period from 2000 to 2014.

e EUKLEMS database which allows the analysis of productivity and growth. The EU
KLEMS Release 2019 provides a database on measures of economic growth, productivity,
employment, capital formation, and technological change at the industry level for all
European Union member states, Japan, and the US. In addition, it provides supplementary
indicators on intangible assets.

e Cross-country intangible investment data website, INTAN-INVEST is an open access
database on intangible assets that allows the linking of employment data at macro level.

5.2. Other useful sources

This is a non-exhaustive list of potentially useful sources in the area of employment, working
conditions and income distribution and inequality

e Employment, Social Affairs & Inclusion Directorate General (DG EMPL) — It
coordinates and monitors national policies; promotes the sharing of best practices in
fields like employment, poverty and social exclusion and pensions; makes laws and
monitors their implementation in areas like rights at work and coordination of social
security. It provides information and analysis. It provides analysis of various
employment and social topics as well as descriptions of EU-funded projects.

e Eurofound — European Foundation for the improvement of Living and Working
Conditions (EU decentralised agency). It provides information, advice and expertise on
living and working conditions, industrial relations and managing change in Europe.

o Cedefop — European Centre for the Development of Vocational Training (EU
decentralised agency). It provides information, advice and expertise on vocational
education and training, identification of skills needs, understanding of qualifications and
development of lifelong learning.
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e OSHA — European Agency for Safety and Health at Work (EU decentralised agency). It
develops, gathers, and provides reliable and relevant information, analysis, and tools to
advance knowledge, raise awareness and exchange occupational safety and health (OSH)
information and good practice which will serve the needs of those involved in OSH.

e EIGE (EU decentralised agency) — European Institute for Gender Equality. It contributes
to the promotion of gender equality, including gender mainstreaming, in all European
Union policies and the resulting national policies, and the fight against discrimination
based on sex, and raise Union citizens’ awareness of gender equality by providing
technical assistance to the European Union institutions, in particular the Commission,
and the authorities of the Member States.

e European Social Policy Network (ESPN) provides the Commission with independent
information, analysis, and expertise on social policies

e Social _Scoreboard — This monitoring tool of the European Pillar of Social Rights
screens employment and social performances of EU Member States.

e Europe Sustainable Development Report (ESDR) is an independent quantitative report
on the progress of the European Union and its member states towards Sustainable
Development Goals (SDGs) which also measures spillover effects on third countries.

e EDE - European Disability Expertise — Experts’ reports on legislation, policy and the
situation of persons with disabilities including in the area of employment and transition
from education to employment of persons with disabilities.

o Skills Intelligence (EC/CEDEFOP) is a central access point for data, information and
intelligence on skill needs in occupations and sectors that provides a European
perspective on trends in skill supply and demand and possible skill mismatches, while
also giving access to national data and sources.

e ILO - International Labour Organisation brings together governments, employers, and
workers representatives of 187 member States, to set labour standards, develop policies
and devise programmes promoting decent work for all women and men. ILO provides
good quality data and analysis of various employment and social topics.

e OECD - Organisation for Economic Co-operation and Development brings together 34
Member States and provides a forum in which governments can work together to share
experiences and seek solutions to common problems. OECD provides good quality data
and analysis of various employment and social topics available in their library.

To track progress in this field, the SDG indicators below can be a useful methodology,
though the list should not be considered exhaustive.
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Relevant Sustainable Development Goal (SDG) indicators SDGs
EU indicators

« People at risk of poverty or social exclusion 1 Hoar

« People at risk of income poverty after social transfers Mﬂf
e Severely materially deprived people

» People living in households with very low work intensity g sy

* In work at-risk-of-poverty rate

» Self-reported unmet need for medical care

* Adult participation in learning

e Gender pay gap in unadjusted form

e Gender employment gap

» Inactive population due to caring responsibilities by sex

» Population having neither a bath, nor a shower, nor indoor flushing toilet in their household

« Final energy consumption in households per capita

* Population unable to keep home adequately warm

* Young people neither in employment nor in education and training

* Long-term unemployment rate

* People killed in accidents at work

* Purchasing power adjusted GDP per capita

» Disparities in adjusted gross disposable income of households per capita
» Relative median at-risk-of-poverty gap

* Income distribution

UN indicators:

» Proportion of population living below the national poverty line, by sex and age

» Proportion of men, women and children of all ages living in poverty in all its dimensions
according to national definitions

» Proportion of population covered by social protection floors/systems, by sex, distinguishing
children, unemployed persons, older persons, persons with disabilities, pregnant women,
newborns, work-injury victims and the poor and the vulnerable

» Proportion of population living in households with access to basic services

e Coverage of essential health services (defined as the average coverage of essential services
based on tracer interventions that include reproductive, maternal, newborn and child health,
infectious diseases, non-communicable diseases and service capacity and access, among
the general and the most disadvantaged population)

» Proportion of youth and adults with information and communications technology (ICT)
skills, by type of skill

o Parity indices (female/male, rural/urban, bottom/top wealth quintile and others such as
disability status, indigenous peoples and conflict-affected, as data become available) for all
education indicators on this list that can be disaggregated

o Whether or not legal frameworks are in place to promote, enforce and monitor equality and

non-discrimination on the basis of sex

Proportion of population using safely managed drinking water services

Proportion of population with access to electricity

Proportion of population with primary reliance on clean fuels and technology

Proportion of informal employment in non-agriculture employment, by sex

Average hourly earnings of female and male employees, by occupation, age and persons

with disabilities

Unemployment rate, by sex, age and persons with disabilities

e Frequency rates of fatal and non-fatal occupational injuries, by sex and migrant status

o Level of national compliance with labour rights (freedom of association and collective
bargaining) based on International Labour Organization (ILO) textual sources and national
legislation, by sex and migrant status

o Proportion of people living below 50 per cent of median income, by sex, age and persons
with disabilities

DECENT WORK AND
[ECONOMIC GROWTH

o
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Relevant Sustainable Development Goal (SDG) indicators SDGs

¢ Proportion of population reporting having personally felt discriminated against or harassed
in the previous 12 months on the basis of a ground of discrimination prohibited under
international human rights law

o Labour share of GDP, comprising wages and social protection transfers

e Proportion of population that has convenient access to public transport, by sex, age, and
persons with disabilities

e Proportion of cities with a direct participation structure of civil society in urban planning
and management that operate regularly and democratically
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TOOL #31. EDUCATION AND TRAINING, CULTURE AND YOUTH (ETCY)

Investing in a high level of education and training, culture, and youth has positive impact on
individuals (e.g. higher chance to be employed) and the economy/society as a whole (higher
productivity, innovation capacity, competitiveness, social cohesion, and sustainable growth).
Education and training fuels employability, productivity and adaptability, and improves the
ability of an economy to generate and absorb innovation. It can also foster important values
such as democratic engagement, sense of citizenship, tolerance, solidarity, and European
belonging. Any measure that helps improving the efficiency and performance as well as the
inclusiveness of education and training systems (expressed, for example, as higher skills,
better qualifications or a lower share of school drop-outs including for disadvantaged groups
of learners) helps Europe to sustain economic growth and social benefits. EU policies
concerning e.g. trade, foreign investment, and migration, might also impact educational
outcome in third countries.

Box 1. Relevant provisions of the Treaties

e Atrticle 6 TFEU states that the Union shall have competence to carry out actions to
support, coordinate or supplement the actions of the Member States, among others in (c)
culture; (e) education, vocational training, youth, and sport.

e Atrticle 9 TFEU obliges the EU to consider the requirements linked to a high level of
education and training in defining and implementing its policies and activities.

e Article 3.3 TEU invites EU to “respect its rich cultural diversity and ensure that
Europe’s cultural heritage is safeguarded and enhanced” and Art 167.4 TFEU invites EU
to “take cultural aspects into account in its action under other provisions of the Treaties”

e Atrticle 165 TFEU stipulates that the Union shall contribute to the development of quality
education by encouraging cooperation between Member States and, if necessary, by
supporting and supplementing their action, while fully respecting the responsibility of the
Member States for the content of teaching and the organisation of education systems and
their cultural and linguistic diversity.

e Article 166 TFEU concerns the EU implementing a vocational training policy that shall
support and supplement the action of Member States while fully respecting the
responsibility of the Member States for the content and organisation of vocational
training.

To identify potential impacts on ETCY a few key questions should be asked regarding each
area. These can be interlinked and can be of different magnitude, one-off or recurrent in
relation to the transitory or permanent effects that take place. In addition, a distinction
between direct and indirect impacts should be made.
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2.1. Education and training

— Is the initiative/policy designed to contribute to the achievement of a high level of
education and training? Is there any impact on education and training systems, their
financing, performance, or efficiency? Is there an impact on institutional autonomy,
academic freedom, or integrity?

— Does the initiative contribute to mobility of students, learners and teachers, and/or
promote deeper cooperation among educational institutions?

— Does the option contribute to implementing lifelong learning?

— Does the initiative have an impact on access to education and training and equitable
outcomes (from early childhood to adult learning) especially for learners from
disadvantaged backgrounds or learners from remote and rural areas with inadequate
access to digital infrastructure and insufficient access to quality service (including quality
education institutions)?

— Is the inclusiveness and accessibility for learners with disabilities considered?
— Does the option contribute to preventing or remediating early school leaving?

— Does the option have an impact on educational outcomes especially for learners from
disadvantaged backgrounds?

— Does the initiative contribute to social inclusion or non-discrimination in education and
training?

— Does the initiative promote gender equality in education and training?

— Does the option promote educational institutions’ service to society? Does it encourage
cooperation with business, local governments, and civil society?

— Does the initiative contribute to enhancing civic and intercultural competences?

— Does the option have an impact on the need for individuals (or groups of individuals) to
upgrade their level of knowledge, skills and competences, as well as their ability to sustain
employment, growth and innovation, and if so, does the option envisage measures to
address those needs?

— Does the option affect the access to skills formation? Does it impact on the skills used by
individuals (e.g. by increasing the relevance for labour market needs, by improving the
visibility and comparability of skills and qualifications, etc.)?

— Is the quality of teaching both in formal and informal learning settings affected by a policy
option?

The initiatives that enhance the accessibility of people to acquire key competences can
improve access to good jobs and fuller participation in society. Initiatives that affect the
quality and relevance of skills formation (e.g. vocational training) facilitate the transition to
employment and maintain and update the skills of the workforce. Initiatives that can impact
on validation and recognition of skills and qualifications, increase the use of acquired skills
and foster labour market mobility both internally and abroad. Initiatives that promote learning
mobility, cooperation of European education institutions and their role in their local
communities, may contribute to high quality learning, innovation capacity of education, and
development of democratic societies.
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Impacts on different education and training sectors need to be considered. These include pre-
school, primary/secondary school, vocational education and training (VET), higher
education, adult learning, non-formal learning, e.g. through youth work. These impacts need
to be considered in the light of different societal groups/age cohorts, regions, and sectors.

Screening should not be restricted to a particular societal group or age cohort but should
comprise (a) societal groups with different background and living conditions, such as
minority racial or ethnic background, or migrant background, (b) learners with different
abilities, (c) different regions/countries and (d) different economic sectors.

2.2. Culture

— Is there an impact on cultural diversity?

The 2005 UNESCO convention on the protection and promotion of cultural diversity, to
which the EU is a party, defines cultural diversity as the manifold ways in which the cultures
of groups and societies find expression. These expressions are passed on within and among
groups and societies.

— Is there an impact on cultural heritage?

The Treaties require the EU to safeguard and enhance Europe’s cultural heritage and to
“contribute to the flowering of the cultures of Member States, while respecting their national
and regional diversity and at the same time bringing common cultural heritage to the fore”.
The Treaty also recognises the specificity of heritage for preserving cultural diversity and the
need to ensure its protection in the Single Market. Cultural heritage is both tangible
(buildings, sites, etc.) and intangible (traditions, music etc.), and it includes landscapes. It
may for example be affected by EU initiatives on environmental protection, transport, or
energy efficiency (impact on historic buildings, natural landscapes). Similarly, state aid rules
for agriculture and forestry may affect funding for rural heritage.

— Are individuals’ access to and participation in cultural and creative activities affected? Is
accessibility for persons with disabilities considered?

Participation in culture is a fundamental right*®. It usually covers both attendance (passive)
and participation (active) in cultural activities, and is measured through quantitative and
qualitative surveys, including household expenditure surveys, to gauge the economic
consumption of culture.

— Is there an impact on cultural and creative sectors?

Possible impacts on the cultural and creative sectors could, among others, include legal
aspects (e.g. copyright, intellectual property rights), financial (e.g. state aid, VAT), economic
and social aspects (e.g. employment).

2.3. Youth

— How to reach out to young people in consultations and decision-making?

400 See Art. 27 of Universal Declaration of Human Rights
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As per the TFEU, young people should be encouraged to participate in democratic life**,

Young people often stand apart when it comes to their civic and democratic engagement; they
tend to be under-represented in traditional forms of representation and decision-making, but
they are active and have opinions frequently expressed in various ways, including lose
movements and social media actions.

The Commission supports a platform of youth organisations and upholds an EU Youth
Dialogue to facilitate the mobilisation and targeting of young people.

— Is there an impact on social inclusion and integration of youth? Are the needs of young
people from disadvantaged backgrounds and of young persons with disabilities duly
considered?

Provided that youth can be particularly prone to certain measures during their transitional
phase to adulthood and can often face risk of exclusion (for example youth in rural and
remote areas with inadequate digital infrastructure is prone to higher risk of social exclusion
than their cohorts living in urban/cities areas), insufficient socio-economic integration and
negative impact on well-being, analysis of how these can affect young people is necessary to
avoid possible negative outcomes.

— Is there an impact on learning opportunities in respect to youth?

Young people can potentially benefit from learning opportunities that exist outside school or
higher education, for instance through leisure time activities, youth clubs or volunteering.

— Is there an impact on labour market, continuity of transition between education and
professional performance in respect to youth?

Aspects such as effects on activation of young people in terms of employment and self-
employment, period between leaving education and finding a first job, transition from
internships to work contract, as well as potential impacts on population of young people not
in employment, education and training (NEET), and vulnerable young people should be
considered in this part.

Box 2. Policies known to have impacts on ECTY

Education and training

— Changes in expenditure scheme — e.g. reallocation of spending from higher to lower
levels of education, expanding coverage in specific regions, low-income areas.

— Changing financing scheme — e.g. introduction of school fees, switching to/from
community to state financing providing incentives for individuals or enterprises to get
involved in education and training.

— Systemic changes — e.g. changing governance structures in education and training to
involve social partners in organisation, delivery and financing of learning; introducing
reforms in schooling material, altering school systems, targeting specific studying
programmes (increasing numbers of students on vocational education and training

401 Under Article 165 TFEU, the EU shall encourage youth participation in democratic life in Europe. It could
be for example, participation in social and civic activities and organisations, volunteering, opportunities to
express opinions in decision-making processes
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(VET), reducing numbers of students of particular specialisation at universities).

Policies influencing fiscal stability, as they can limit public resources and investments in
education.

Policies related to the digital and green transitions, innovation, employment, social
inclusion, industrial policy, cohesion, and sustainable development.

Policies reforming digital markets, economy, and society — the potential of ICT to
enhance the way people and institutions teach and learn“°2,

Social policies and inclusion can help disadvantaged families (both younger and older
age groups) participate or not in education, policies on maternity/parental leave can
influence decisions to put children in créche as well as gender policies.

Migration and border control policies might prevent student exchanges and/or influence
knowledge, skills, and competence shortages.

Culture

Policies related to digital transformation, innovation, employment, education, social
inclusion, cohesion, and sustainable development.

Policies impacting cultural and creative sectors, such as EU laws on intellectual property
rights, VAT or state aid.

Policies impacting cultural heritage — for example the Directive on the return of cultural
objects unlawfully removed from the territory of a Member State (recast), legislation on
energy efficiency (impact on historic buildings), legislation on green deal (impact on
cultural and natural heritage).

Youth

Policies impacting youth participation in democratic life and civic engagement in
solidarity.

Policies impacting education and learning.
Policies impacting labour market.
Policies impacting health and well-being.

Policies impact youth inclusion and fight against poverty.

The following section aims at describing how to measure impacts that are significant in the
areas listed above. The suggestions provided outline the most widely used methods of
assessment including illustrative examples of possible impacts in some areas. Some of the
indicators may overlap.

3.1.

Education and training

European education and training systems are monitored through qualitative and quantitative
indicators and targets, as adopted in the Resolution on a strategic framework for European

402 See Tool #28 for guidelines on digital-ready policymaking.
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cooperation in education and training towards the European Education Area and beyond
(2021-2030)4%2,

Assessing impacts on education and training must consider different components:

— The specificity of national education and training systems

Evidence suggests that significant differences persist in the effectiveness of national
education and training systems (young adults with nominally equivalent levels of educational
attainment from different Member States scoring with considerable differences in
competence tests).

— The effects of expenditure in education — investing in skills, qualification, and new
technologies

Investing in people through providing better education and skills will raise productivity,
employability and will generate economic growth, social benefits, and prosperity in general.

Statistics on these can be found at different levels of aggregation (national, regional, level of
education, private/public), providing insight on expenditure levels both per student and
overall. It is important to measure in monetary terms how the various stages of learning
processes are supported and how they interact with investment in skills. In addition, it is
useful to gather statistics on investing in new technologies serving learning processes paving
the way for smart innovation.

— Levels of literacy, numeracy, and digital numeracy

Levels of literacy, numeracy and digital numeracy significantly affect a population’s potential
to contribute to a developed society, providing a basis for economic well-being and equity.
The basic skills target is used to monitor this.

— Level of knowledge, skills, and competences

Increasing the level of knowledge, skills and competences of individuals has a great potential
to create social value, to drive innovation and entrepreneurship and to reinforce Europe’s
strong social foundations. Demand and supply for skills and competences are ultimately
guided by demographics, labour force quality and participation in education and training.
Educational outcomes tend to converge towards high levels of skills and competences in
general, and on science, technology, engineering, and mathematics (STEM) fields in
particular. The digital transformation of the economy, the changes in work organisation and
the dynamics in sectoral specialisation create new demands for skills leading to skills gaps
and mismatches with the needs of the labour market.

Information on levels of knowledge, skills and competencies can serve as essential guidance
for analysis of potential impacts*®*. Equally important is to assess if an initiative has an
impact on the visibility and comparability of skills and qualifications (e.g.
validation/recognition) and therefore on the opportunities for individuals to use the acquired
skills in the labour market (either in the home country or abroad).

— Level of progress on early childhood education and care

403 https://ec.europa.eu/eurostat/web/education-and-training/policy-context: on Basic skills, Digital skills, early
childhood education and care, early leavers from education and training, tertiary educational attainment,
vocational education, and adult learning.

404 See also https://ec.europa.eu/education/policies/school/key-competences-and-basic-skills_en
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Early childhood education and care refers to teaching and focusing on young children as
regards the care aspect and development of social skills in the period before starting
compulsory primary education. EU guidance is available to monitor quality in the quality
framework on ECEC*%,

— Tertiary education attainment

A high level of tertiary education attainment is viewed as one of key ways to promote a well-
developed society, fostering growth and innovation, despite the fact that there is some
evidence of skills mismatches in terms of those with a tertiary education being employed on
positions requiring lower qualifications.

— Adult participation in lifelong learning

To foster coherence of learning processes it is necessary to support lifelong learning as a
continuum of human development. Furthermore, higher levels of participation in lifelong
learning impacts positively on work performance.

— Teachers and educators

Quality of teaching is essentially influenced by preparedness of teachers and the
attractiveness of the teaching profession. Here, important areas are improving entry routes to,
and the quality and relevance of, initial teacher training; ensuring attractiveness of the
teaching profession and diverse career pathways; improving teachers’ access to high-quality
continuing professional development and empowering teachers to practice innovative and
inclusive teaching.

— Early school leavers statistics

High levels of early school leavers adversely affect the transition from school to work, with
unemployment levels among early leavers being considerably higher than average.

— Inclusiveness of education

To foster equality among students and to facilitate access and accessibility to education and
training for every individual, it is necessary that the different policy measures, relevant for
education, all foster social inclusion. It is important to consider how individualised support,
scholarships and contributions are provided for particular groups of students and how
services are provided for students with disadvantaged background and students living in the
areas that face disadvantages in terms of accessing quality education, flexible educational
pathways, recognition of prior learning and short learning options. Different aspects like
gender equality, migrant, or minority ethnic or racial background, disability, should be
considered. The provision of scholarships and access for citizens from developing countries
to education and training in the EU, in particular European universities can create positive
impact on sustainable growth in third countries.

Data on students’ social situation is provided by the Erasmus+ funded Eurostudent survey.
Eurostat collects data on gender aspects.
— Statistics on recent graduates’ participation in the labour market

Better transition of young adults into labour market may be facilitated in several different
ways, including by provision of high-quality traineeships, apprenticeships and dual

405 https://ec.europa.eu/education/policies/early-childhood-education-and-care_en
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vocational education and training systems. Activating learning environment, work-based
learning, and cooperation of education institutions with the local community and with
employers may all foster labour market transition.

Data may be found in graduate tracking surveys*®, and in European data collections like the
Labour Force Survey.

3.2. Culture

When carrying out an assessment of impacts on culture, and in accordance with the list
above, the following aspects should be considered:

— Cultural diversity

EU initiatives which may result in reducing consumer choice in cultural goods can, for
example, have an impact on cultural diversity, e.g. merger between large music and internet
companies or of large audio-visual companies could reduce consumer choice in music or
film.

— Cultural heritage

Cultural heritage is both tangible (buildings, sites etc.) and intangible (traditions, music etc.),
and it includes landscapes. It may, for example, be affected by EU initiatives on
environmental protection or energy efficiency (impact on historical buildings). Similarly,
state aid rules for agriculture and forestry may affect funding for rural heritage.

— Participation in culture

Economic policies can affect cultural activities. As an example, new EU initiative on VAT or
on crowdfunding can have an impact on the way cultural sector is funded by public or private
means; broadband availability affects access to culture (e.g. online collections/event tickets);
or reduced funds for cultural events/sites raises prices, or causes closure*’. Including cultural
actors from third countries and facilitating global cultural exchange can have positive impact
on the diversity of artistic expressions.

— Cultural dimension of sustainable development

The implementation of the 2030 Agenda on sustainable development and the achievement of
the SDGs directly concern the culture sector (impact on cultural activities and cultural offers)
and cultural policies and actions contribute in many ways to achieving the SDGs (most of the
17 SDGs).

3.3. Youth

Young people *® are particularly prone to certain measures, which might affect their
transition from dependent childhood to adulthood in terms of social and economic
integration, social inclusion, well-being, and labour market. Impacts on employment, social
conditions and education of this group can often be of higher magnitude compared to other

406 https://op.europa.eu/en/publication-detail/-/publication/c5669b4b-6adb-11eb-aeb5-01aa75ed71al

407 Eurobarometer on Cultural access and participation

408 Definitions of young people vary; the EU Youth Strategy does not operate with an official definition for the specific
period in life when a person is considered to be ‘young’. This definition varies from one Member State to another and
the age to consider differs with time and socio-economic development. Age range 15-29 is often selected for statistical
purposes at EU level.
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cohorts thus this aspect should be considered when measuring such impacts. For a specific
example on assessment of impacts, see Box 3.

Young people’s attitudes and actions regarding democratic engagement and expressing their
views tend to differ from other generations. Measures can have an impact on young people’s
ability and interest to participate in social/civic activities, such as volunteering, or to get
involved in decision-making that directly affects them. In case young people’s views are
sought, a targeted and focused consultation through established youth channels could be
undertaken.

As a part of the everyday life of the majority of European youth, formal education and
training, non-formal learning (courses outside school, etc.) or informal learning by engaging
in meaningful activities (e.g. solidarity activities, voluntary work) play an important role in
development of young adults. Thus, for those policy options which affect aspects of
educational activities, it will be necessary to estimate the impacts of these effects on youth
development. For detailed list of corresponding impacts on education and training, please see
above.

Box 3. Example of cost-benefit assessment in the Youth Guarantee approach

o The Youth Guarantee approach is tackling youth unemployment with assuring that all
young people under 30 get a good quality and concrete offer (e.g. job, apprenticeship,
traineeship) within 4 months from either leaving formal education or becoming
unemployed*®®.

o See The European Pillar of Social Rights Action Plan (europa.eu)

 In the study, a cost-benefit analysis is included with estimates on what are current costs
of leaving young people not in employment, education or training and what would the
costs of implementation of the Youth Guarantee.

The basic data and information sources that can help in assessing the policy impacts in areas
of education, culture, and youth (ECY) are outlined below. Background materials and
guidance can be found on internal DG EAC web pages or via the EU Youth Coordinator
(EU-YOUTH-COORDINATOR@ec.europa.eu).

4.1. Education and training

The core quantitative information and data required are described and further annually
assessed in the European Education and Training Monitor. This annual report illustrates, in a
succinct document, the evolution of education and training systems across Europe. It
considers the European Education area targets and indicators, as well as recent studies and
policy developments.

409 As part of the new headline target on employment, the social pillar action plan sets the following target: ‘decrease the
rate of young people neither in employment, nor in education or training (NEETS) aged 15-29 from 12.6% (2019) to
9%, namely by improving their employment prospects.” See The European Pillar of Social Rights Action Plan

(europa.eu)

281



http://ec.europa.eu/social/main.jsp?catId=1079
https://op.europa.eu/webpub/empl/european-pillar-of-social-rights/en/
http://eurofound.europa.eu/sites/default/files/ef_files/pubdocs/2012/54/en/1/EF1254EN.pdf
https://myintracomm.ec.europa.eu/dg/eac/governance-tools/evaluation-and-impact-assessments/impact-assessments/Pages/Impact-Assessments.aspx
mailto:EU-YOUTH-COORDINATOR@ec.europa.eu
http://ec.europa.eu/education/tools/et-monitor_en.htm
https://op.europa.eu/webpub/empl/european-pillar-of-social-rights/en/
https://op.europa.eu/webpub/empl/european-pillar-of-social-rights/en/

‘Better regulation’ toolbox 2025 © European Commission

Additional useful sources of information include:

4.2.

Eurostat — data on participation rates, staff, financing, investment, training, ICT related
to education, educational attainment, exposure to work-based learning, participation in
adult learning, continuing vocational training, etc. (UNESCO OECD Eurostat (UOE)
joint_data collection, Labour Force Survey, Adult Education Survey, Continuing
Vocational Training Survey); the indicators to monitor the Sustainable Development
Goals, more specifically (but not exclusively) the indicators to measure SDG 4 (Ensure
inclusive and equitable quality education and promote lifelong learning opportunities for
all)*10,

DG EAC - Erasmus+ — data on mobile vocational education and training learners;

OECD - information on teachers and their professional development (TALIS), annual
study on students’ performance (PISA), assessment of adults’ skills (PIAAC);

EURYDICE - data and analyses of the European education landscape, national
descriptions, comparative thematic analyses, evidence-based reviews on specific issues,
quantitative indicators and secondary analyses, trends and reforms;

CEDEFOP European Centre for the Development of Vocational Training (EU
decentralised agency) — indicators and annual studies on vocational education and
training, thematic secondary comparative analyses and skills forecasts;

CRELL (JRC) - Centre for Research on Education and Lifelong Learning — secondary
comparative analyses on education and lifelong learning using the results from large
scale surveys, conceptual work on the definition of indicators and prospective analyses;

JRC Human capital and employment — develop scientific evidence to support policy
making in the areas of learning and education; quantitative and qualitative methods,
socio-economic impact assessment, behavioural insights and data analytics;

EENEE - analysis and reports by network of experts in the field of economy of
education and training;

NESET - analysis and reports by network of experts in the field of equity in education
and training.

Other interesting sources of information are the UNESCO Global Education Monitor
(GEM) Report, EASNIE (European Agency for Special Needs and Inclusive Education)
as regards learners with disabilities, ETF (European Training Foundation).

Culture

Cultural diversity: 2005 UNESCO convention on the protection and promotion of the
diversity of cultural expressions;

Participation in culture: 2013 Eurobarometer on cultural access and participation;
Household expenditure surveys;

Public policy in the area of culture, including funding: 2013 EENC report on trends in
public funding for culture;

410 SPG 4 - Quality education - Statistics Explained (europa.eu)
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https://ec.europa.eu/eurostat/statistics-explained/index.php?title=Glossary:Continuing_vocational_training_survey_(CVTS)
https://ec.europa.eu/eurostat/statistics-explained/index.php?title=Glossary:Continuing_vocational_training_survey_(CVTS)
http://www.oecd.org/education/
https://eacea.ec.europa.eu/national-policies/eurydice/index_en.php_en
http://www.cedefop.europa.eu/EN/publications.aspx
https://ec.europa.eu/jrc/en/research-topic/education-and-lifelong-learning
https://crell.jrc.ec.europa.eu/
https://webgate.ec.europa.eu/connected/community/jrc/directorate-b/b4/overview
http://www.eenee.de/eeneeHome.html
http://www.nesetweb.eu/
http://www.unesco.org/new/en/culture/themes/cultural-diversity/diversity-of-cultural-expressions/the-convention/convention-text/
http://www.unesco.org/new/en/culture/themes/cultural-diversity/diversity-of-cultural-expressions/the-convention/convention-text/
http://ec.europa.eu/public_opinion/archives/ebs/ebs_399_en.pdf
http://www.eenc.info/category/eencdocs/reports-documents-and-links/
http://www.eenc.info/category/eencdocs/reports-documents-and-links/
https://ec.europa.eu/eurostat/statistics-explained/index.php?title=SDG_4_-_Quality_education
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4.3. Youth

e The EU Youth Strategy provides common objectives and a detailed work plan for
Commission and Member states in the field of youth. It also includes the eleven
European youth goals that have been designed by young people in one of the latest
cycles of the EU Youth Dialogue. These goals identify cross-sectoral areas that affect
young people’s lives and point out challenges, and the Council has agreed that the EU
Youth Strategy should contribute to realising this vision of young people.

e The EU Dashboard of Youth Indicators provides some 41 indicators across different
sectors that provide a comprehensive picture to illustrate the situation of young people. It
IS being updated in 2020 with the help of an expert group, which is also developing
policy indicators. The core data on young people can be accessed via Eurostat youth
dataset. The Youth Guarantee contains an indicator framework on youth employment*,

e The Youth Wiki is an online encyclopaedia in the area of national youth policies in
Europe. The platform is a comprehensive database of national structures, policies and
actions supporting young people.

e EU Youth Reports every three years describe relevant policy measures taken in support
of young people and an analytical overview of the situation of young people, at EU level
and in Member States*!?,

e Additional sources of information include reports from Expert groups set up by the
Council of Youth Ministers on the contribution of non-formal learning and youth work to
youth development:

— Expert group on the contribution of youth work in the context of migration and
refugee matters

— Expert group on the contribution of youth work to preventing marginalisation and
violent radicalisation

— Expert group on developing digital youth work

— Expert group on the ‘contribution of youth work and non-formal and informal
learning to address the challenges young people are facing, in particular the transition
from education to employment’

e The study on the value of youth work depicts the contribution of youth work in different
fields of action relevant to young people.

e Flash Eurobarometer surveys regularly address the opinions and engagement of young
people:

— 478 “How we build a stronger more united Europe: the views of young people”
(2019);

— 455 “European Youth” (2017);

— 395 “Youth in Europe” (2014);

411 hitps://ec.europa.eu/social/main.jsp?catld=1143&langld=en#YGIF
42 https://europa.eu/youth/strategy/library en
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http://ec.europa.eu/assets/eac/youth/library/reports/contribution-youth-work-summary_en.pdf
http://ec.europa.eu/youth/library/study/youth-work-report_en.pdf
https://ec.europa.eu/social/main.jsp?catId=1143&langId=en#YGIF
https://europa.eu/youth/strategy/library_en

‘Better regulation’ toolbox 2025

— 375 “European Youth: Participation in Democratic Life” (2013);
— 319 “Youth on the Move” (2011).

5. RELEVANT SDG INDICATORS

© European Commission

To track progress in this field, the SDG indicators below can be a useful methodology,
though the list should not be considered exhaustive.

Relevant SDG indicators

EU indicators:

Early leavers from education and training

Tertiary educational attainment

Participation in early childhood education

Underachievement in reading, maths and science

Employment rate of recent graduates

Adult participation in learning

Young people neither in employment nor in education and training
People at risk of income poverty after social transfers

UN indicators:

Proportion of children and young people (a) in grades 2/3; (b) at the end of primary; and (c)
at the end of lower secondary achieving at least a minimum proficiency level in (i) reading
and (ii) mathematics, by sex

Proportion of children under 5 years of age who are developmentally on track in health,
learning and psychosocial well-being, by sex

Participation rate in organized learning (one year before the official primary entry age), by
sex

Participation rate of youth and adults in formal and non-formal education and training in
the previous 12 months, by sex

Proportion of youth and adults with information and communications technology (ICT)
skills, by type of skill

Parity indices (female/male, rural/urban, bottom/top wealth quintile and others such as
disability status, indigenous peoples and conflict-affected, as data become available) for all
education indicators on this list that can be disaggregated

Proportion of population in a given age group achieving at least a fixed level of proficiency
in functional () literacy and (b) numeracy skills, by sex

Extent to which (i) global citizenship education and (ii) education for sustainable
development, including gender equality and human rights, are mainstreamed at all levels in
(a) national education policies; (b) curricula; (c) teacher education; and (d) student
assessment

Proportion of schools with access to (a) electricity; (b) the Internet for pedagogical
purposes; (c) computers for pedagogical purposes; (d) adapted infrastructure and materials
for students with disabilities; (e) basic drinking water; (f) single-sex basic sanitation
facilities; and (g) basic handwashing facilities (as per the WASH indicator definitions)
Volume of official development assistance flows for scholarships by sector and type of
study

Proportion of teachers in: (a) pre-primary; (b) primary; (c) lower secondary; and (d) upper
secondary education who have received at least the minimum organized teacher training
(e.g. pedagogical training) pre-service or in-service required for teaching at the relevant
level in a given country

Proportion of youth (aged 15-24 years) not in education, employment or training NEET
Proportion of people living below 50 per cent of median income, by sex, age and persons
with disabilities

Total expenditure (public and private) per capita spent on the preservation, protection and
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Relevant SDG indicators SDGs

conservation of all cultural and natural heritage, by type of heritage (cultural, natural,
mixed and World Heritage Centre designation), level of government (national, regional and
local/municipal), type of expenditure (operating expenditure/investment) and type of
private funding (donations in kind, private non-profit sector and sponsorship)

» Proportions of positions in national and local institutions, including (a) the legislatures; (b)
the public service; and (c) the judiciary, compared to national distributions, by sex, age,
persons with disabilities and population groups

» Proportion of population who believe decision-making is inclusive and responsive, by sex,
age, disability and population group
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TOOL #32. HEALTH IMPACTS

Human health is a fundamental value and an investment in economic growth and social
cohesion. Improving people’s health is improving their quality of life. Healthy people are less
likely to be socially excluded and much more easily employable. A healthy workforce costs
less and is more productive, and reduces the burden on healthcare services and health
systems. Resilient and efficient health systems contribute to the optimisation of health
spending, public and private. Healthcare services and health industries (pharmaceuticals,
medical devices, and health research) are a key knowledge-intensive economic sector that
enables to maintain and improve public health and creates jobs. The Treaty (Article 168
TFEU) states that a “high level of human health protection shall be ensured in the definition
and implementation of all Union policies and activities”, which also relates to the
approximation of laws in the single market (Article 114 (3) TFEU). Furthermore, the Charter
of Fundamental Rights (art. 35) establishes that “everyone has the right of access to
preventive health care and the right to benefit from medical treatment under the conditions
established by national laws and practices.”

This tool is focussing on human health. When you need to consider impacts on animal
welfare you can contact SANTE-CONSULT-G5@ec.europa.eu for advice.

Many EU policies have the potential to result in health impacts. Such impacts must be
assessed during the policymaking process.

Health impacts are gains or losses that need to be identified*® early in the policy making
process. Health gains are always intended for policies with health as an objective (i.e. health
and food safety, occupational health and safety) while losses are often unintended and might
be the result of initiatives where health is not an objective or where the intervention needs to
strike a balance between conflicting or different interests (e.g. transport, trade etc.).
Unintended health impacts may not always be anticipated in an impact assessment but should
be analysed in an evaluation.

Health gains consist mostly in the improvement of the health status of individuals or
populations 44, or in the improvement of national health systems’ performance and
sustainability (including their resilience during health crises).

Health losses may be generated by a policy initiative for some groups of people (e.g. limited
access to healthcare for elderly people in case of digitalisation of services, difficulty in access
to cross-border care by telemedicine in case of limited reimbursement policies). Health losses
are generally unintended or the result of a trade-off in the policy design.

Health gains and losses can be direct or indirect. A policy initiative can generate direct
health gains such as increased life expectancy or reduction of prevalence/incidence of a
disease in specific or wider population groups. For example, the Asbestos at Work Directive
or the Tobacco Products Directive. The first protects workers from the risks related to
asbestos exposure at work that may cause serious diseases while the second governs the

413 Tool #18 (ldentification of impacts)
414 Other examples: health/quality of life, reduction of prevalence/incidence of disease, improved life
expectancy, decrease of mortality and morbidity, etc.
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manufacture, display, and sale of tobacco and related products protecting consumers across
the EU from tobacco use which is a leading health risk factor. An indirect health gain is, for
example, a decrease in morbidity and mortality generated by the modification of the socio-
economic*® and environmental determinants of health. Typically, reducing energy poverty in
underheated dwellings could reduce mortality amongst people from vulnerable groups during
winter, improvements in road safety reduce the number of accidents and the number of
people injured in road accidents. Improving air quality can affect our health with both long-
and short-term effects, given that reducing urban outdoor air pollution decreases the risk of
acute (e.g. pneumonia) and chronic (e.g. lung cancer) respiratory disease as well as
cardiovascular disease.

Direct health losses to people such as loss of work capacity/increase in disability may be
generated by policies not ensuring a sufficient level of health protection, while indirect health
losses may be generated by policies such as subsidising the cultivation of tobacco or
governing the use of nanomaterials in products (due to existing risks and emerging hazards).
Losses to health systems may be determined directly or indirectly by several policies not
primarily addressed at the healthcare systems, which nonetheless influence the rules that
relate to the provision and quality of healthcare services by impacting on their staff,
equipment, communication, and infrastructure. For example, policy on the protection of
personal data which may prohibit under certain conditions the processing of specific
categories of data in some instances.

For all identified potential health impacts it should be examined if specific population
groups (for instance risk groups such as children, persons with disabilities, pregnant women,
older people, LGBTIQ people, people with a minority ethnic or racial background, low-
income groups) or specific geographical areas are affected differently and disproportionately
by the intervention, resulting in increased (or reduced) inequalities in health status*'®.

The significance of health impacts depends on the policy initiative, and it is a case-by-case
assessment made at an early stage of the design of an intervention taking into account all
relevant factors*’. In any case, the outcomes of the stakeholder consultation should
contribute to the identification of significant impacts. The specific expertise of health
stakeholders may prove valuable in identifying and properly assessing those impacts.

When designing EU initiatives, potential health impacts should be identified together with
other potential socio-economic impacts. Before establishing whether those impacts are
significant or not, the health relevance of the initiative as well as its interplay with health
policies should be assessed. The appraisal of those impacts should allow for preparatory
work in view of the selection of significant impacts and contribute to such selection,
especially where the health relevance is uncertain, thus complementing the model in Tool #18
(Identification of impacts).

The depth of the analysis should be proportionate and consistent with the importance/type of
initiative and the nature and magnitude of the expected impacts (e.g. legislative/non-
legislative, REFIT initiative, implementing measures, etc.). This relates not only to the

415 2010 World Health Organization: A conceptual framework for action on the social determinants of health
Discussion Paper Series on Social Determinants of Health, no.2 ISBN: 978 92 4 150085 2

416 Linked to this analysis is also the dimension of discrimination (e.g. in the access to healthcare) on grounds of
e.g. racial, ethnic or social, religion, or belief, disability, age or sexual orientation.

417 See the Tool #18 (Identification of impacts)
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impact assessment process*8 but is also relevant during ex-post evaluations, irrespective of
whether health impacts had been identified when the initiatives was adopted.

3.1. Establish the health relevance of a policy initiative

To decide if it is relevant or not to assess health impacts, it is to be considered:

(a) how the initiative will impact (or has impacted) health factors*'® and/or factors
influencing the health systems capacity to deliver and remain sustainable;

(b) how these health factors or influencing factors, in turn, will affect or have affected
people’s health and/or the performance of health systems.

To accomplish this step evidence and knowledge on health determinants, their distribution in
the population and relationship with health impacts, as well as health systems factors is
required. The following checklist may facilitate the screening.

Box 1. Questions to help establish the health relevance of an initiative

1. Does the policy affect the Union’s health objectives, as codified in the Treaty (Article
168 TFEU) and in relevant secondary legislation (e.g. on cross-border health threats,
cross-border health care, tobacco control, pharmaceuticals and medical devices, or
substances of human origin)?

Major policies and initiatives with cross-sectoral impact (e.g.: agricultural, social,
education, marketing/TV/digital/social media, taxation, or regional development) should,
by default, be checked for their health impact.

2. Does the policy otherwise affect factors influencing people’s health or the
performance of health systems?

The analysis should be directed at identifying the possible effects of the initiative on
health determinants such as alchool, tobacco, phyisical activity, nutrition (e.g. alcohol
consumption is influenced by taxation or advertising/information placed on the label), on
important health factors (e.g. air pollution or chemicals), or on the performance of health
systems (e.g. new waste disposal rules in hospitals, university curricula for healthcare
workers). Social determinants of health*?°, namely poverty, and commercial determinants
of health*?! need also to be taken into consideration.

3. Does the policy affect the population as a whole or some population groups?

The whole population; women; men; children; adults; older people; chronically ill;
people with special needs people (e.g. physical or mental impairment, allergy; people
with an addiction); unemployed; immigrants; refugees; single-parents; people with low
income; homeless people; LGBTIQ); people with a minority ethnic or racial background;
other groups.

418 See Tool #12 (How to apply proportionality to impact assessments)

419 European Health Indicators https://ec.europa.eu/health/social_determinants/indicators_en

420 Income and social protection; education; unemployment and job insecurity; working life conditions; food
insecurity; housing, basic amenities, and the environment; early childhood development; social inclusion and
non-discrimination; structural conflict; access to affordable health services of decent quality.
https://www.who.int/health-topics/social-determinants-of-health#tab=tab 1

421 https://www.who.int/bulletin/volumes/97/4/18-220087/en/ or
https://www.thelancet.com/journals/langlo/article/P11S2214-109X(16)30217-0/fulltext
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3.2.

Selection of significant impacts

Once the potential health relevance of the initiative is established, significant impacts
should be selected. A series of questions (Box 2) might facilitate this work, which should
establish the relevance of the health impacts within the intervention logic, the absolute
expected magnitude of those impacts, their relative size for specific stakeholders, their
importance for the Union’s objectives and policies.

Box 2. Questions to help identify significant health-related gains and losses

Direct health impacts

a)
b)
c)
d)
e)
f)
9)

h)

Does the option/initiative directly affect the health and safety of
individuals/populations, including life expectancy, mortality, and morbidity?

Does the option/initiative increase or decrease the likelihood of health risks due to
substances or living organisms harmful to the natural environment?

Does the option/initiative affect lifestyle-related determinants of health such as diet,
physical activity or use of tobacco, alcohol, or drugs?

Are there specific effects on particular risk groups of people (determined by age,
gender, disability, social group, mobility, region, etc.)?

Does the option/initiative affect the quality and/or access to health services and/or the
financing and organisation of health systems?

Does the option/initiative affect the cross-border provision of services, referrals
across-borders and cooperation in border regions?

Does the option/initiative reduce health risks to people/patients (or create new ones)
or does it affect their safety? For instance, by addressing the exposure to chemical
substances (e.g. chemicals, pesticides in food, contaminants, etc.) or other factors (e.g.
radiation, noise etc.) bearing an influence on the natural environment and the human
body (e.g. air, soil and water quality, noise, unsafe consumer products).

Does the option/initiative affect the effectiveness and sustainability of healthcare and
long-term care services?

Does the option/initiative affect the access of certain populations (including
vulnerable ones) to medicinal products and information, health, or long-term care
services, in particular by altering their availability, quality, affordability and cost?

Indirect health impacts

a)

b)

c)

d)
e)

Does the option affect the socio-economic and environmental health determinants
(working environment, income, education and training, occupation, housing, nutrition,
energy consumption, transport, etc.)?

Does the option affect or the policy initiative has affected the factors influencing
health systems capacity to deliver efficiently and effectively and remain sustainable?
Does it affect health due to changes in the amount of noise, air pollution, reduced
water or soil quality?

Will it affect health due to changes in energy use and/or waste disposal?

Does the option indirectly target population’s lifestyle-related determinants of health
such as diet, physical activity, use of tobacco, alcohol, or drugs?

If the answer is YES for any of the above, for those answer also the sub-questions:

a)
b)

To what extent?
Which groups of individuals are affected? Single population groups with same
characteristics/living in a specific area etc.?
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c) What is the group’s size?
d) Are all social groups affected or only some of them?

The questions above should be asked in relation to the various steps of the intervention logic:
consider all key steps in the intervention that need to take place to achieve the objectives of
the policy and consider how each of the steps may affect health objectives. Consider absolute
and relative size of impacts (some impacts may be small in absolute terms, but they may be
particularly significant for some specific group).

3.3. Assessment of impacts on people’s health

If health impacts qualify as significant, they need to be assessed*??. The assessment of
health impacts should always start from the qualitative dimension, the core of which should
be the discussion about the causal links involved in the impacts identified (direct and
indirect). Draw information from relevant studies (in particular, peer-reviewed literature and
previous Commission studies, impact assessments and evaluations) on which the analysis is
based. Other relevant elements are the identification of the populations most affected, the
rough size of those populations and the extent to which they are affected, the interplay among
potential impacts as well as possible mitigation measures.

If sufficient relevant and robust data is available, these arguments should be supplemented
by a quantitative dimension. The quantification of impacts should proceed from the most
objective and robust measures to those that are more speculative and involve more
assumptions. Such quantified impacts may be of many sorts, may be measured in different
units, and may not be directly comparable among themselves. Special care should be taken to
spell out uncertainties and caveats, whether these concern the reliability of sources, the
assumptions made to bridge gaps in the existing data and/or analysis, or the passage from
hard data to statistics and probabilities. Where quantifications are uncertain, they should be
accompanied by a sensitivity analysis to make clear the range of possible values and to which
parameters the analysis is most sensitive.

If proportionate, quantification in terms of concrete outputs (for example, not only direct
indicators such as interventions performed or deaths avoided, but also indirect indicators such
as absences from work, air pollution levels, etc.) can be complemented by the monetisation of
the health outcomes associated with them. Several methodologies that can be used for this are
reviewed below in section 3.

Monetisation needs to build on the causal analysis provided in the qualitative
assessment and the primary data provided in the first step of quantification, but cannot be a
substitute for them. Where appropriate, monetisation can be used to evaluate and compare
different health outcomes (though even this may raise ethical issues, for example, if
comparing outcomes which do not affect all population segments uniformly). Any
monetisation of health outcomes should be presented with all appropriate caveats and should
be seen above all as a way of illustrating the scale of a problem, or for differentiating between
policy options, and not as in itself the principal basis for a final policy decision.

The identification of the most appropriate methodology or mix of methodologies to use
will depend on the characteristics or nature of the options under assessment*?®. The

422 See Tool #18 (Identification of impacts) and Tool #12 (How to apply proportionality to impact assessments)
423 For an example of choice of indicators, please see: “Study to measure the implementation of EU health
policies at national, regional and local levels, assessing the utility of existing indicators for this task”
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availability of data and information, their granularity and the costs and time needed for
gathering such data and information will influence the approach taken. Quantification of
health impacts should only be used where proportionate. To assess impacts on health, it is in
any case necessary to have at least a general knowledge of health policies and health systems
and to identify the populations and the timeframe concerned. Health systems are defined as
those systems that aim to deliver healthcare services to patients — be they preventive,
diagnostic, curative, and palliative — whose primary purpose to improve health*?,

DG SANTE can assist in identifying appropriate health policy stakeholders at EU level, who
would be able to help determining or evaluating a possible impact on health. For health
impacts related to environmental impacts, DG Environment can assist in identifying
appropriate stakeholders at EU level.

3.4. Assessing the impacts of health risk management measures

In some instances, in line with the Treaty, the legislator has empowered the Commission to
act as a risk manager and adopt measures or actions with the aim to eliminate, reduce or
avoid a risk to health, based on a sound assessment of the risk in question*?®. The powers
thus granted are subject to specific processes and conditions, which define the discretionary
margin of the Commission acting as risk manager, including where it is recognised that risk
assessment alone cannot provide all the information on which a risk management decision
should be based and other factors relevant to the matter under consideration should be
considered.

In such cases the most important limitation of the Commission decision-making powers is
represented by the objective of the risk management measures or actions (i.e. ensuring a high
level of health protection), which frames and therefore may limit the discretionary power of
the Commission.

In the light of the nature of those objectives, health considerations are necessarily considered
first and shape the design of the content of those measures or actions. The margin of
discretion of the Commission in such cases is utilised to consider ‘how’ (not ‘whether’) to act
in pursuit of the health objective mandated by the legislator.

In specific cases, the risk management measures on health-related matters may be subject to
an impact assessment (in line with ‘better regulation’ requirements, see Tool #14 (Risk
assessment and management)) to support the decision to be made on how to pursue the health
objective. This should happen when 1) the context allows sufficient room for manoeuvre for
the Commission and different viable options are available to manage the identified risk, 2)
those options are expected to have significant impacts that impact stakeholders to different
extent and 3) there is no urgency.

Should an impact assessment be required on the basis of the above considerations, it should
always be proportionate to the need of comparing different ways of achieving the mandated
health objective and consider the timely adoption of the risk management decision to
minimise health risks.

424 Commission Communication, On effective, accessible and resilient health systems, COM(2014) 215 final
425 See Tool #14 (Risk assessment and management)
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3.5. Approaches and methods to assess health impacts

Choosing the right methodology for assessing health impacts depends on the policy context
and on the nature of the policy initiative at hand. First, it is recommended to check how the
same or similar potential health impacts have already been dealt with in existing Commission
impact assessments*?®, at Member State level or by third parties more generally*?’. The
evaluation of health impacts in a retrospective evaluation should take the assessment in the
impact assessment as a starting point.

Qualitative methods provide an insight into how an intervention or a policy option leads to a
health impact and which factors influence this impact. Quantitative methods provide
information on the extent of a health impact, for example, based on dose response functions.
This means quantifying the health benefits such as healthy life years gained, the monetary
estimates of social wellbeing and costs to the health system.

Qualitative approach

Qualitative analysis allows for demonstrating causality. In both an impact assessment and an
evaluation, the starting point for the assessment is the intervention logic which describes how
and why a desired change is expected to happen, i.e. a theory of change. This theory needs to
be tested and evaluated to see if it fits the data available and that assumed causal links are
correct. This will involve both looking for evidence which could prove or disprove the causes
that have been hypothesised and exploring evidence which might point to other possible
causes that lie outside the theory of change from which the assessment departs. Several
methods have been developed which can help make such qualitative analysis*?® highly
rigorous, even if alternative hypotheses can rarely be tested at scale in the real world.

Only once we have good reason to believe that the assumed outcome is (or will be) a result of
the intervention, and did not arise independently of, or even despite, the actions taken, should
we continue to put a figure (or a price) on an outcome. The more removed the expected
impact is from the actions taken in steps necessary to reach it, the more important it is to
establish a high level of confidence in the causal relationships being asserted. This is
especially true in the case of health impacts at population level, where both causes are often
multi-factorial, and subject to non-linear, systemic effects.

Just as real-world causality is complex, so the process of testing and refining the intervention
logic will most often be an iterative one. This may include an initial survey of already-
available quantitative data to see if it seems, prima facie, compatible with the linkages
proposed, or would rather suggest the presence (or even dominance) of other factors that have
not yet been considered.

Quantitative approach

A quantitative approach can establish the scale of an impact and enable comparisons between
different options in an impact assessment. It also allows assessing the extent to which health
objectives have been achieved in a retrospective evaluation.

426 For example: Protection of workers from the risks related to exposure to carcinogens or mutagens at work;
Stepping up Europe’s 2030 climate ambition Investing in a climate-neutral future for the benefit of our
people; Trans-fat, other than trans-fat naturally occurring in fat of animal origin; Clean Air;

427 See for instance the “Public health England” website that provides a gateway to Health Impact Assessments
(www.apho.org.uk/default.aspx?R1D=44539)

428 The Magenta Book: https://www.gov.uk/government/publications/the-magenta-book
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Monetary and non-monetary quantitative methods can be used to assess direct and indirect
health impacts*?®. The non-monetary methodologies quantify the health benefits of a given
intervention without monetising it; to compare different interventions for the same specific
health problem using cost and health outcomes (cost-effectiveness analysis) or in cases in
which it is needed to compare different interventions for different health problems (cost-
utility analysis)*3°. The monetary methodologies can present a comparison of costs and
benefits, although such analysis may not always prove to be possible or the most appropriate
when evaluating options affecting human health.

There are areas in which quantification is particularly complex or where it is inherently
difficult to predict with accuracy the potential costs/benefits of a policy option (e.g.:
regarding introduction of new products, services, or technologies). In this case, quantitative
assessments may be presented as ranges to consider the possible margin of error or
uncertainty associated with forecast costs and benefits.

Non-monetary quantitative methods

Health gains for people are measured for example with the following methods: Quality
Adjusted Life Years (QALY)*! and Healthy Life Years (HLY)*%2,

Health losses are measured amongst other by: Disability Adjusted Life Years (DALY)** and
Years of potential life lost (YPLL)*4,

The benefits of health technologies are relevant in terms of health impacts for both
individuals and health systems. The European Network for Health Technology Assessment
(EUnetHTA) elaborates methodological guidelines for health economic evaluations
(including a reflection on discounting)*®. Discount rates used for QALYs / YPLL tend to
differ (also per jurisdiction). Therefore, cost-effectiveness findings are sensitive to changes in
the discount rates*®.The latter observation also has implications in terms of generational
equity impacts (higher discount rates will for instance imply a lower value attributed to
preventative care).

Monetary quantitative methods

Among others, two types of methods could be used, the preference-based, and accounting-
style ones, however their use can raise ethical concerns and criticism. It should be clear that
they cannot — and do not seek to — place a monetary value on life.

429 2016 Milan Séasny and Vojtéch Maca Monetary and Non-Monetary Measures of Health Benefits from
Exposure Reduction https://link.springer.com/chapter/10.1007%2F978-3-319-43142-0 7/

430 https://yhec.co.uk/glossary/cost-utility-analysis/

431 Quality Adjusted Life Years (QALY) using available information on objective improvements in
health/quality of life (QoL) and combines it with the duration of that improvement. QALY is commonly
used in economic evaluations of specific health interventions (e.g. medicines development). For an example
of the use of QALY, see sec(2008) 2163 and sec(2008) 2956.

432 Healthy Life Years (HLY) indicates (gain?) the number of years a person of a certain age can expect to live
without disability. In 2012, HLY at birth in the EU was at 61.3 years or males and 61.9 years for females.

433 Disability Adjusted Life Years (DALY) measures. Originally a measure of the burden of disease , DALY is
the number of quality adjusted years lost because of illness/disability in comparison to the benchmark
scenario (in general good health status without disability). It is also used to estimate the cost-effectiveness of
interventions in terms of cost per DALY.

434 https://ec.europa.eu/eurostat/statistics-explained/index.php/Preventable_and_treatable_mortality_statistics

435 https://eunethta.eu/wp-content/uploads/2020/03/EUnetHTA-JASWP6B2-5-Guidance-Critical-Assessment-

EE_v1-0.pdf
43 E.g. UK discount rate (https://yhec.co.uk/glossary/discount-rate/)

293


https://link.springer.com/chapter/10.1007%2F978-3-319-43142-0_7
https://yhec.co.uk/glossary/cost-utility-analysis/
http://ec.europa.eu/smart-regulation/impact/ia_carried_out/docs/ia_2008/sec_2008_2163_en.pdf
http://ec.europa.eu/smart-regulation/impact/ia_carried_out/docs/ia_2008/sec_2008_2956_en.pdf
https://ec.europa.eu/eurostat/statistics-explained/index.php/Preventable_and_treatable_mortality_statistics
https://eunethta.eu/wp-content/uploads/2020/03/EUnetHTA-JA3WP6B2-5-Guidance-Critical-Assessment-EE_v1-0.pdf
https://eunethta.eu/wp-content/uploads/2020/03/EUnetHTA-JA3WP6B2-5-Guidance-Critical-Assessment-EE_v1-0.pdf
https://yhec.co.uk/glossary/discount-rate/

‘Better regulation’ toolbox 2025 © European Commission

The aim of the preference-based methods is to compare the benefits of different policy
options by placing an implicit monetary value on health benefits as is, for example, often
done in the transport sector to inform decision on safety measures. These methods analyse
individuals’ stated or revealed preferences with respect to small changes in low-probability
risks. While no one would trade their life for a sum of money, most people will be prepared
to choose between safety equipment with different prices and offering different levels of
safety, or between different ways of crossing a street compared to saving time.

The preference-based methods measure the individuals (or populations) willingness-to-pay
(WTP) and/or willingness-to-accept (WTA) compensation for a preferred policy choice of the
intervention logic or for a worsening of certain conditions, respectively**”. The preference for
health gains is measured for example with methods such as: the Value of Statistical Life
(VOSL)*® and the Value of Statistical Life Year (VOLY). The European Chemicals Agency
(ECHA) has developed reference WTP values for the monetisation of health endpoints by
Member States (when preparing ‘restrictions’ on the use of chemicals) 4.

e The Value of Statistical Life (VOSL) is derived by investigating individuals’ WTP for
a lower risk of mortality, divided by that risk reduction. The OECD has undertaken
both a literature review and primary analysis to better understand the right values to
use in policymaking. It proposed a range for the average adult VOSL for the EU of
USD 1.8 million — 5.4 million (2005-USD), with a base value of USD 3.6 million.
These base values and ranges are currently being updated as new VOSL primary
studies are conducted (contact DG Environment for details)

e The Value of Statistical Life Year (VOLY) measures more generally the WTP for an
increase of one additional year of life expectancy*4°.

The accounting style methods measure only certain aspects of health impacts on individuals
and health systems and should be therefore treated with extreme caution. Such methods are
Cost of Illness (CON*!. The Cost of Illness method comprises only the medical expenses
related to the incidence of an illness. If an option lowers the rate of occurrence of an illness
the saved medical expenses constitute a benefit. Conversely, if an option leads to an
aggravation of a health situation, one can state the associated relevant costs. However, the

47 See Tool #57 on (Methods to estimate costs and benefits)

4% The VOSL measures a gain and is derived by investigating individuals’ WTP for a lower risk of mortality,
divided by that risk reduction. As such, the VOSL method does not measure the value of a life per se,
instead it puts a monetary value on the willingness to accept slightly higher or lower levels of risk. For more
in-depth analysis of the Value of a Statistical Life, including a discussion of VOLY, see: http://www.oecd-
ilibrary.org/environment/mortality-risk-valuation-in-environment-health-and-transport-
policies 9789264130807-en;jsessionid=5b4hal8l1u6rm.x-oecd-live-01. For an example of use of VOLY
and VSL in a recent cost-benefit analysis on air quality effects on health, see:
http://www.iiasa.ac.at/web/home/research/researchPrograms/Mitigationof AirPollutionandGreenhousegases/
TSAP_CBA corresponding_to IIASA11 v2.pdf

439 https://echa.europa.eu/documents/10162/13637/seac_reference_wtp_values_en.pdf/403429a1-b45f-4122-
ba34-77b71ee9f7c9

440 The VOLY measures more generally the WTP for an increase of one additional year of life expectancy.
However, as the VOLY is deemed constant across lifetime, assessments using VOLY and VOSL can
produce conflicting results according to the demographics of the population considered.
http://www.oecd.org/env/tools-
evaluation/mortalityriskvaluationinenvironmenthealthandtransportpolicies.htm#Executive_Summary

441 Cost of illness (COIl) is defined as the value of the resources that are expended or forgone as a result of a
health problem. It includes health sector costs (direct costs), the value of decreased or lost productivity by
the patient (indirect costs), and the cost of pain and suffering (intangible costs).
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usefulness of this method is limited as it often does not include other indirect costs to society
such as loss of hours worked, or how people value their own health.

In all circumstances, it is advisable to mention both the quantitative and monetary estimates.
For example, the estimate of the number of lives that would be saved should be presented
together with the monetary value assumed for the benefits.

In any case, the monetary results (costs and benefits) should be discounted, and sensitivity
analysis should be performed to see how changes in the parameters affect the results.

4. RELEVANT SDG INDICATORS

To track progress in this field, the SDG indicators below can be a useful methodology,
though the list should not be considered exhaustive.

Relevant SDG indicators SDGs

EU indicators:

* Healthy life years at birth

* Share of people with good or very good perceived health
* Smoking prevalence

* Death rate due to chronic diseases

» Standardised preventable and treatable mortality (sdg_03 42) @‘
o Self-reported unmet need for medical care
e Obesity rate

* People killed in accidents at work

* Population living in households considering that they suffer from noise @
* Road traffic deaths

» Exposure to air pollution by particulate matter

UN indicators:

» Mortality rate attributed to cardiovascular disease, cancer, diabetes or chronic respiratory
disease

» Suicide mortality rate

» Coverage of treatment interventions (pharmacological, psychosocial and rehabilitation and
aftercare services) for substance use disorders

» Harmful use of alcohol, defined according to the national context as alcohol per capita
consumption (aged 15 years and older) within a calendar year in litres of pure alcohol

» Coverage of essential health services (defined as the average coverage of essential services
based on tracer interventions that include reproductive, maternal, newborn and child health,
infectious diseases, non-communicable diseases and service capacity and access, among
the general and the most disadvantaged population)

» Proportion of population with large household expenditures on health as a share of total
household expenditure or income

+ Mortality rate attributed to household and ambient air pollution

» Mortality rate attributed to unsafe water, unsafe sanitation and lack of hygiene (exposure to
unsafe Water, Sanitation and Hygiene for All (WASH) services)

* Mortality rate attributed to unintentional poisoning

» International Health Regulations (IHR) capacity and health emergency preparedness

» Proportion of population reporting having personally felt discriminated against or harassed
in the previous 12 months on the basis of a ground of discrimination prohibited under
international human rights law
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TOOL #33. CONSUMERS

Many EU policies directly affect EU citizens in their everyday life as consumers. It is
obviously the case each time a policy concerns retail markets of goods and services. Other
policies affecting supply chains or mobility also have an impact on consumers, and therefore
a holistic view of the consequences for consumers is essential in deciding on the best societal
choices while ensuring a high level of consumer protection, as required by Article 38 of the
Charter of Fundamental Rights.

Box 1. Legal basis

The Treaty establishes that “consumer protection requirements shall be taken into account in
defining and implementing other Union policies and activities” (TFEU, Article 12), and that
“... the Union shall contribute to protecting the health, safety and economic interests of
consumers, as well as to promoting their right to information, education and to organise
themselves in order to safeguard their interests.” (TFEU, Article 169)

In addition to the Treaty-based legal provisions (see Box 1), in line with the Commission’s
political priorities**?, relevant initiatives should aim at empowering consumers in the green
and digital transitions. A New European Consumer Agenda**® adopted in November 2020
elaborates how these priorities will unfold across the different policy areas and on how to
increase consumer protection and resilience during and after the Covid-19 pandemic.

Accounting for more than half of EU’s Gross Domestic Product, consumer spending is a
powerful economic lever that will have to play its role in Europe’s recovery from the
downturn caused by the pandemic. Positive impacts on consumers can be an important
argument in support of new policy initiatives, especially to offset possible increases in costs
for businesses.

While the section below mostly refers to ex-ante impact assessments, this tool can also be
used to assess the impacts on consumers in the context of evaluating existing policy or legal
instruments.

The EU common legal definition of ‘consumer’ means any ‘natural person who is acting for
purposes which are outside his trade, business, craft or profession’.

In some situations, impacts on businesses might serve as a proxy for consumer impacts that
are ultimately passed on to consumers. While in some circumstances consumers might best
be thought of as individuals, in other cases households may be a more relevant unit to
consider, including the potential role of children as particularly vulnerable consumers or as in
influencing purchasing decisions.

442 https://ec.europa.eu/info/priorities_en
443 Commission Communication, New Consumer Agenda - Strengthening consumer resilience for sustainable
recovery, COM(2020) 696 final
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A common understanding of consumption is a prerequisite for an adequate assessment of
impacts on consumers. This term can relate to durable or non-durable products and services.
The three phases of consumption are: procurement (purchase, inheritance, borrowing,
exchange, etc.), use and disposal. The key aspect to consider is the relationship between a
consumer and a professional supplier of a good or a service. This relation does not
necessarily involve a payment in money. For example, online services provided ‘for free’
(but in exchange for personal data) also have an important consumer aspect.

When screening for potentially significant impacts on consumers, the following questions
should be asked:

(1) Would the policy option affect consumers’ ability to benefit from the four
fundamental freedoms of the internal market?

Attention should be paid to ensuring equal access to retail goods and services, the ability to
move freely, access to various services at distance and the possibility to purchase cross-
border financial products. Particular attention should be paid to any possible discrimination
or other barriers based on nationality or place of residence (the non-discrimination
principle®4).

(2) Would the policy option affect the prices, quality, availability, or choice of
consumer goods and services?

Increasing competition and decreasing costs for businesses will likely lead to lower consumer
prices, more choice of goods and services and possibly also better quality (such as longer
product lifetime).

(3) Would the policy option affect consumer information, knowledge, trust, or
protection?

Policies reducing asymmetric access to information** or excessive costs of accessing
information may remedy a market failure, allow consumers to make better-informed
decisions, reduce the scope for unfair practices by traders and generally increase consumer
trust and protection. Similarly, knowledge of consumer rights, awareness of and trust in
redress mechanisms are key to ensuring that consumers fully benefit from the legal
protections available.

(4)  Would the policy option affect the safety of consumer goods and services?

Consumer products sold in the EU are subject to high safety standards and consumers are
entitled to expect that all the products they buy are safe. Market surveillance data from
competent national authorities shows, however, that in certain cases (mostly imported)
products reach the market before they are notified as unsafe and withdrawn, thus creating a
safety risk to consumers.

(5)  Would the policy option contribute to more sustainable consumption patterns?

More sustainable consumption is a key lever to achieving the EU’s sustainability goals.
Policies affecting different segments of the consumption process — from the supply chain to

44 Directive of the European Parliament and of the Council on services in the internal market 2006/123/EC OJ
L 376, 27.12.20086, p. 60, art. 20.

45 Extreme examples of asymmetric access to information are unfair commercial practices, such as providing
misleading information via labelling, advertising or other means. They are prohibited by the Unfair
Commercial Practices Directive 2005/29/EC.
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distribution, to marketing and post-marketing, maintenance, repair, and recycling — can help
promote more sustainable consumption patterns. For instance, logos, labels, and product
claims on a product or in its advertising can all influence consumer choices in the
marketplace; they can help consumers assess and compare products and guide them towards
healthier, more sustainable, and responsible ways of consuming.

(6)  Would the policy option impact consumers in the digital environment?

With digitalisation being a powerful trend, the Internet continues to show a lot of potential for
giving consumers a stronger voice. At the same time, it creates challenges for the effective
protection of consumer rights. As a rule, policies that improve the transparency of digital
markets, ensure a fair treatment of consumers, reduce misleading marketing practices, online
fraud and scams, and tend to have a positive impact on consumers.

(7)  Would the policy option impact vulnerable consumers?

Consumer vulnerability means belonging to a socio-economic group likely to be less
empowered or lacking full capacity to operate successfully in the marketplace as
consumers*®. Consumer vulnerability is a dynamic concept, and every consumer may
become vulnerable in certain situations, e.g. due to changes in life situations or because of the
complexity of goods, services or marketing practices that make it difficult to verify the
validity of their choice**’. Commercial practices that are likely to materially distort the
economic behaviour only of a clearly identifiable group of consumers who are particularly
vulnerable because of their mental or physical infirmity, age or credulity, in a way which the
trader could reasonably be expected to envisage shall be assessed from the perspective of the
average member of that group**®.

A broad array of analytical methods, concepts and tools can be used in combination to answer
the seven questions listed above. The key concepts for measuring consumer impact are:
(i) consumer welfare, (ii) consumer detriment, (iii) consumer conditions, and (iv) consumer
vulnerability.

3.1. Consumer welfare

Consumer welfare refers to the individual benefits derived from the consumption of goods
and services. It is typically measured by calculating the consumer surplus, i.e. the difference
between what a consumer is willing to pay for a good or service and what he/she actually has
to pay. When summed across all consumers, consumer surplus is a measure of aggregate
consumer welfare**. Distributional impact among different categories of consumers should
also be considered.

446 This can be due to e.g. low income, low education, disabilities, diseases or specific behaviours such as
credulity or addictive behaviour, developmental stages that may affect comprehension, reasoning and
judgement (children, adolescents and the elderly).

47 E.g. because of a lack of technological expertise, time pressure, cognitive overload, lack of transparency of
offers, lack of easily available, understandable and balanced information, or ignorance concerning the long
term effects of product use.

448 Unfair Commercial Practices Directive 2005/29/EC OJ L 149, 11.6.2005, p. 27, art. 5(3).

49 In theory, individual welfare is defined by an individual’s own assessment of their own satisfaction, given
prices and income. Exact measurement of consumer welfare therefore requires information about individual
preferences http://stats.oecd.org/glossary/detail.asp?1D=3177.
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The EU Single Market, globalisation and digitalisation of markets allow consumers to benefit
from a much wider choice of products. Market studies of the Consumers Directorate of DG

JUST estimate these consumer welfare gains*°.

Recent advances in behavioural economics have stressed the importance of factors such as
the limits of consumer rationality and self-interest, incoherent preferences, limited ability to
access, absorb and analyse information, etc. All of these affect how consumers make choices
in the marketplace, which in turn impacts consumer welfare.

Behavioural studies*! show how people make actual choices, based on rigorous observation
of behaviour rather than assumptions. Policy design should consider well documented
consumer biases, such as the ‘status quo bias’ (letting the default rule determine our
decision), ‘myopia’ (choosing a small reward today over a larger one later) or ‘loss aversion’
(preference towards avoiding loss over acquiring gains). For more information on
behavioural impacts, see Tool #69 (Emerging methods and policy instruments).

3.2. Consumer detriment

Consumer detriment is a measure of harm (whether financial, time loss, health, or quality of
life, etc.) that consumers may experience when market outcomes fall short of their potential.
Consumer detriment can be structural or personal (see Box 2). An operational method for
measuring personal consumer detriment was developed and tested by the Consumers
Directorate of DG JUST#2,

Box 2. Types of consumer detriment

e Structural detriment — the loss of consumer welfare (measured by consumer surplus
as described above) due to market failure or regulatory failure, as compared to well-
functioning markets. The reduction of structural consumer detriment is very relevant to
look at in e.g. competition policies (such as antitrust policy) or internal market policies
aimed at reducing barriers to cross-border trade.

e Personal detriment — the personal experience of those consumers for whom something
goes wrong (rather than to all consumers on aggregate), benchmarked against reasonable
expectations. This will generally be assessed through surveys inquiring on financial and
non-financial detriment (e.g. time loss, psychological detriment). When consumers
obtain redress from the retailer (e.g. a replacement product, refund or compensation) this
may partly or wholly offset the detriment suffered.

450 E.g. the potential from increased e-commerce and a fully functioning internal market in Consumer market
study on the functioning of e-commerce and internet marketing and selling techniques in the retail of goods.

%1 The behavioural studies with a consumer focus carried out in recent years are available at:
https://ec.europa.eu/info/policies/consumers/consumer-protection/evidence-based-consumer-
policy/behavioural-research _en

452 See the 2017 study on measuring consumer detriment in the EU and the operational guidance for measuring
personal consumer detriment.
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3.3. Consumer conditions

Better consumer conditions contribute to maximising consumer welfare. The conceptual
framework*>® for measuring consumer conditions has been based on three main dimensions:
(i) knowledge of rights and trust among market players®®*; (ii) traders’ compliance with
consumer legislation and its enforcement; and (iii) consumer complaints and resolution of
disputes between consumers and retailers. These dimensions follow the logic of the three
main stages of a transaction (before, during, and after) between a consumer and a retailer.

3.4. Consumer vulnerability

The Consumers Directorate of DG JUST developed an evidence-based definition of
consumer vulnerability according to which a vulnerable consumer is one who, as a result of
socio-demographic characteristics, behavioural characteristics, personal situation or market
environment: (i) is at higher risk of experiencing negative outcomes in the market; or (ii) has
limited ability to maximise their own well-being; or (iii) has difficulty in obtaining or
assimilating information; or (iv) is less able to buy, choose or access suitable products; or (V)
IS more susceptible to certain marketing practices. This definition was operationalised in
measuring consumer vulnerability across key markets in the EU**®,

To build a knowledge base, the Consumers Directorate of DG JUST gathers relevant
information by monitoring markets and national consumer conditions and by studying
consumer behaviour. How the Single Market works for consumers is monitored in two
stages: (i) identifying malfunctioning markets and horizontal issues of concern through the
Consumer Scoreboards; and (ii) in-depth analysis of these markets and issues through market
studies to identify the main problems and suggest policy solutions. Behavioural tests allow
comparing alternative policy options and tailoring interventions based on consumer response.
This work is underpinned by the development of methodological tools, e.g. for measuring
consumer detriment.

The information, data sources, and methodological tools presented below should be seen as a
starting point for analysis rather than an exhaustive list of resources:

e The Consumer Scoreboards track the performance of key consumer markets and
benchmark overall consumer conditions in EU Member States. The main data sources
for the Scoreboards are the EU-wide Market Monitoring Survey and the consumer and
retailer surveys.

e Findings of in-depth studies of underperforming sectors and of cross-cutting issues have
influenced policy with tangible benefits for EU consumers. Market studies**® can be
carried out through the Framework contract for Consumer Market Studies.

43 A detailed presentation of the conceptual framework for consumer conditions is available at
https://publications.jrc.ec.europa.eu/repository/bitstream/JRC93404/2015-10-
12 _consumer_conditions_final_report.pdf

44 Knowledge of consumer rights, trust in retailers and in relevant institutions, in redress mechanisms, in
product safety, in environmental claims, and confidence shopping online.

4% See the 2016 study on understanding consumer vulnerability in the EU’s key markets

4% These studies allow data gathering through consumer opinion surveys, stakeholder surveys, the collection of
prices for goods/services, surveys based on mystery shopping methodology and behavioural experiments.
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The 2017 study on measuring consumer detriment in the EU developed a detailed step-
by-step operational guidance for scientifically sound and resource efficient assessments
of personal consumer detriment in markets across the EU, and tested it in six selected
markets*’,

Applying Behavioural Sciences to EU Policymaking covers issues to consider when
incorporating behavioural insights into the design, implementation, and monitoring of
policies. Ex-ante behavioural testing of the effectiveness of policy interventions can be
carried out through the Framework Contract for the Provision of Behavioural Studies.
The issues that policy officers need to be aware of when carrying out such behavioural
testing are outlined in Seven Points to Remember when Conducting Behavioural Studies
in Support of EU Policymaking. All the recent behavioural studies on consumers are

available online.

Helpdesk for assessing consumer impacts:
JUST-03-IMPACT-ASSESSMENT-EVALUATION@ec.europa.eu

If impacts on consumers are likely to be significant, DG JUST should be invited to participate
in the interservice coordination group preparing the impact assessment and policy initiative.

5.

RELEVANT SDG INDICATORS

To track progress in this field, the SDG indicators below can be a useful methodology,
though the list should not be considered exhaustive.

Relevant SDG indicators SDGs

EU indicators:

e Consumption of hazardous and non-hazardous chemicals

UN indicators: pesm—
e Indicator of food price anomalies 8 ot
e (a) Number of commercial bank branches per 100,000 adults and (b) number of automated ﬁ/"

teller machines (ATMs) per 100,000 adults

Proportion of adults (15 years and older) with an account at a bank or other financial
institution or with a mobile-money-service provider

Number of parties to international multilateral environmental agreements on hazardous
waste, and other chemicals that meet their commitments and obligations in transmitting
information as required by each relevant agreement

Hazardous waste generated per capita and proportion of hazardous waste treated, by type of
treatment

Number of companies publishing sustainability reports

Extent to which (i) global citizenship education and (ii) education for sustainable
development (including climate change education) are mainstreamed in (a) national
education policies; (b) curricula; (c) teacher education; and (d) student assessment

457 The methodology for measuring personal consumer detriment was tested in the following markets: mobile
telephone services; clothing, footwear, and bags; train services; large household appliances; electricity

services; and loans, credit, and credit cards.
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TOOL #34. TERRITORIAL IMPACTS

The European Commission recognizes that the impacts of Union legislation may be different
across local and regional levels and for public authorities*®.

Impact assessments and evaluations should systematically consider territorial impacts when
they are relevant and there are indications that they will be significant for different territories
of the EU. Thanks to territorial impact assessments (TIA) and rural proofing*®, the needs and
specificities of different EU territories can be better considered (for instance of urban*®/rural
areas, cross-border areas*®* and the EU outermost regions*©?) to facilitate cohesion across the
Union.

Living conditions as well as industrial structures, infrastructure endowment, patterns of land
use, and geographical conditions vary substantially across the EU. EU’s cohesion and
regional policies are designed to mitigate these differences and ensure that poorer regions and
territories have means to address regional challenges. Despite good progress in convergence
across Europe on many parameters, there is still significant dispersion within the EU. Still
many sectoral policy measures address specific territorial areas or have specific consequences
concentrated in certain territories of the EU (i.e. insular areas). For example, efforts to ensure
more sustainable fishing is likely to have spatially differing impacts which vary according to
the distribution of fisheries and their conservation status. In addition, the reduction of poverty
and social exclusion is a common objective, but the extent of the problem varies a lot across
countries and regions.

The territorial dimension may be relevant for impact assessments for many sectoral
legislative proposals and initiatives for two reasons:

- First, the impacts associated with the problem are often heterogeneously distributed
across the EU. This means that the design of effective policy options will also bring
about an uneven geographical distribution of impacts (costs and benefits);

- Second, a policy option may act unevenly to produce heterogeneous territorial impacts
even where a problem is not necessarily unevenly distributed across the territory of the
EU.

In policy cases where there is no specific territorial dimension, obviously there is no need for
a detailed assessment of the territorial impacts.

Territorial impact assessments are looking into all thematic aspects of impact assessments
(economic, social, and environmental) by translating them into the territorial setting
(regions).

458 Commission Communication: The principles of subsidiarity and proportionality: Strengthening their role in
the EU’s policymaking, COM(2018) 703

49 Commission Communication, The Future of Food and Farming, COM(2017) 713 and Commission
Communication: A Long Term Vision for Rural Areas, COM(2021) 345

460 pact of Amsterdam: Urban Agenda for the EU (2016) and Council Conclusions on an Urban Agenda for the
EU (24.6.2016)

461 Commission Communication: Boosting growth and cohesion in EU border regions, COM(2017) 534

462 defined in Article 349 TFEU, which provides for the adoption of specific legislative measures for the EU
nine outermost regions across EU policies, taking into account their permanent constraints.
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One first step is to allow for more active engagement of local and regional authorities in
consultation processes. This is an essential element of improving the quality of assessments
of territorial impacts. Local and regional authorities should help identify such potential
impacts in their consultation responses and feedback on the ‘call for evidence’.

The Committee of the Regions and its network of regional hubs (RegHub)* can help
disseminate information about consultations by reaching out to its members.

The impact on territories can be assessed using qualitative and quantitative methods, as well
as specific tools developed to support impact assessments or the consultation process.

The approach relies on a description of the spatial distribution of four items:

1)  The degree to which the problem or driver to be addressed is concentrated in some
types of areas (i.e. rural/urban), Member States or regions;

2)  The capacity of EU policies to respond to the problem/implement the policy;

3) The degree to which stakeholders indicate a need for a policy response in the relevant
areas and regions;

4)  The effectiveness of the policy response and its potential impact.

In some cases, the risk of asymmetric territorial impact is obvious. In other cases, only
experts familiar with the issue can assess the risk of such asymmetric impacts. Deciding
whether that is the case for a given policy or legislative proposal however is not always easy
as no policy will affect all regions throughout the European Union exactly to the same extent.

For that reason, when a preliminary screening of impacts*%* shows that territorial impacts are
relevant, the TIA necessity check®® will help assess the need of a more in-depth analysis of
such impacts.

Through a series of five steps this online tool will help you decide whether a TIA is useful for
a legislative proposal/initiative. It is recommended to use the tool in:

o the ‘call for evidence’ phase, to determine if a TIA should be part of the impact
assessment based on the initial idea for the proposal, and/or

o the impact assessment phase, to determine if based on the more concrete idea for the
proposal, a TIA might have become advisable even if it was not considered necessary
at the “call for evidence’ phase.

Box 1 presents examples of cases where territorial impacts were relevant.

463 The European Committee of the Region’s (CoR) Network of Regional Hubs (RegHub) is a network of
European regions and cities that evaluates the implementation of EU policies.

464 In line with Tool #18 (Identification of impacts)

465 Developed by DG REGIO and the ESPON Cooperation Programme, which aims to support the effectiveness
of EU policies through the production, dissemination, and promotion of territorial evidence. It is co-financed
by the European Regional Development Fund.
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Box 1. Examples of territorial impacts

1.

Commission initiative responds to an uneven problem but acts evenly on the
territories of the EU

Example: The Clean Vehicle Directive — stipulating minimum standards with respect to
emissions and technical specifications of the public procurement of vehicles for public
use (e.g. public transport, waste collection, etc.). In that case, the application is
territorially evenly distributed, but the problem is different in agglomerations (big cities)
due to the higher population and vehicle density and in rural areas where public transport
is more scattered and people are more dependent on individual vehicles.

The initiative responds to an even problem but acts unevenly on the territories of
the EU

Example: EU_Climate _and Energy framework — this policy package combines
measures to successfully achieve the binding overall EU targets for reduction in
greenhouse gas emissions, increased share of renewable energy and increased energy
efficiency by 2030. The underlying problem is the need to fulfil the commitments made
under the Paris Agreement, which are equal for all Member States. In implementing the
framework, individual targets for Member States are set, thus representing an uneven
policy action.

The initiative responds to an uneven problem and acts unevenly on the territories

Example: EU_Cohesion Policy — funding made available through the European
Structural and Investment Funds in order to reduce disparities between regions and to
promote the overall balanced development of the territories. The problem addressed are
the regional disparities, which are inherently unevenly distributed. The funding
framework allows for different EU co-financing rates based on regional characteristics
and shifts a larger share of overall funding towards specific regions or areas facing
specific constraints.

The initiative responds to an even problem and acts evenly on the territories

Example: Emission Trading System — carbon dioxide (COz) emissions are a universal
problem all over the EU (with certain peaks and dumps in areas with high/low human
activities — e.g. urban agglomerations vs. unpopulated territories). The Emission Trading
System, which is a cornerstone of the EU’s policy to combat climate change and its key
tool for reducing greenhouse gas emissions cost effectively, applies throughout the EU —
with a current exemption for flights between airports in the EU outermost regions and
other EU/EEA airports — and certificates can be traded freely with no specific national or
regional provisions.

A correct assessment of the territorial dimension of the problem will help shaping properly
targeted policy options. It can also avoid conducting policies in those areas and regions where
no policy response is needed. This could create direct or indirect costs.

The relevant territorial unit or grouping may vary from case to case and should be
proportional to the question at hand. It could be specified at the Member State level or in
terms of geographical characteristics such as for instance urban or rural areas, coastal areas,
island and the EU outermost regions, mountainous regions, cross border regions or densely
versus very low populated areas. In other cases, there may be a need for singling out those
administrative regions, which are disproportionally affected by a certain policy measure.
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Spatially relevant statistics and information are routinely collected, aggregated, and made
available by local and regional authorities, Member States, the Commission and other EU
agencies and bodies (see section 8 for some examples). This can be used to characterise a
particular problem and to understand whether the problem is characterised by territorial
impacts which are unevenly distributed across the Union.

Box 2. Examples where the problem is spatially uneven

The sensitivity of terrestrial and aquatic ecosystems to acid rain varies across the Union
as a function of the underlying geological rock and soil types which means that some air
pollution emissions sources contribute more to the environmental damage than others
once transport in the atmosphere is considered. The ecosystem sensitivity can be
mapped.

Measurement by the Member States show that the quality of bathing waters and rivers
varies across the Union this can be overlaid with spatial information about the various
economic activities, which occurs in river basins across the Union.

The relative wealth of regions in the Union varies significantly, which is considered of
in the Union’s cohesion and State aid policies. Similarly, unemployment varies
significantly across the Union.

Educational attainment strongly varies across the EU, some regions having more than
70% of their population with tertiary education while in others this share is less than
15%.

Susceptibility to a changing climate will vary across the Union. Some regions will be
susceptible to flooding, encroachment of the sea, hurricanes, and other extreme weather
events whilst others are sensitive to reduced rainfall and drought.

If the nature of the problem is spatially varying, then it is important to characterise this early
in order that policy options can be designed properly but also to be able to assess the
territorial impacts associated with each of the policy options.

A ‘territorial baseline’ can be constructed to show how the problem is likely to evolve in the
absence of policy intervention. The magnitude of the issue can be further elaborated thanks to
the Annual Regional Database of the European Commission ¢ (ARDECO). It is a
comprehensive territorial database of layers and statistics at various levels, with long time-
series demographic and macro-economic indicators for EU regions, geo-referenced
population*®” and detailed maps of land use/cover and services*®,

If data allows, a projection should be made to show to what extent the problem is likely to
grow in the future. Projections with a sub-national component including demographic,
economic and land use projections can help to show the likely evolution of the issue at stake.

If the spatial distribution of an issue cannot be measured directly, it can sometimes be derived
from case studies or the scientific literature. In some cases, another measure with a similar

466 hitps://knowledge4dpolicy.ec.europa.eu/territorial/ardeco-online en
487 https://ec.europa.eu/eurostat/web/gisco/geodata/reference-data/population-distribution-demography/geostat
468 https://ec.europa.eu/jrc/en/publication/luisa-base-map-2018
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spatial distribution can be used as a proxy indicator. For example, opening up trade in textile
sector may mean that regions with an uncompetitive textile industry will see high
redundancies in that sector. If no data is available on the regional competitiveness of the
textile industry, regional employment growth in that sector may help to assess which regions
could be more vulnerable.

A model can support an impact assessment, especially if the policy addresses a problem
driver that is strongly linked to other issues. For example, trade policy can have an impact on
the agricultural sector or new transport infrastructure can influence economic growth and
land use changes. The Joint Research Centre has developed six models*®® with a sub-national
component, including RHOMOLO, LUISA, and TRANSTOOLS.

ESPON has developed ESPON TIA Tool (a web application) to get a quick indication of the
possible territorial impacts of policy options. With the ESPON TIA Tool one can assess
policy impacts using a vulnerability approach. This approach uses three elements: exposure,
sensitivity, and impact. The tool combines local/regional expert knowledge on the
exposure*’® of specific regions to the impacts gathered in a workshop with a set of statistical
data describing the sensitivity*’* of the EU regions to possible policy impacts.

In the process of the assessment of territorial impacts, the ESPON TIA tool produces maps
that visualise the impacts on the various territories and serve as input for discussion among
the experts. These maps are useful for policy considerations and for enriching an impact
assessment report. The tool allows to do a TIA for Europe as a whole, but one can also focus
on EU Member States only or on cross-border regions, urban, rural, outermost areas or make
a composition of regions of their choice (i.e. coastal etc.). Its main advantage is the
possibility to conduct a TIA with a reasonable time (workshops with experts takes half a day)
and resource frame and apply it in a horizontal way combining all thematic aspects of impact
assessments (economic, social, environmental) as well as governance aspects by translating
them into the territorial setting (regions). It may be used in the ‘call for evidence’ phase as
well as in the impact assessment phase. ESPON TIA Tool can also be used for evaluations.

For territorial impact analysis at the regional (NUTS2) level, the model RHOMOLO
developed by the Joint Research Centre and DG REGIO can be used to analyse the impact on
economics outcomes such as GDP, employment, investments, prices, exports and wage.
There is a simplified web version of the model that can be used as a first approximation of the
impact of policies affecting total factor productivity, labour productivity or transport costs.
For more complex impact assessment exercises, DG REGIO and JRC can be contacted to run
tailored simulations.

For policies with an expected impact mainly at the sub-regional level or when regional
boundaries are crossed by the same policy without affecting whole regions, the JRC can
provide support to the impact assessment through the LUISA Territorial Modelling Platform
that allows producing projection at high spatial granularity and also to define and implement
what-if scenarios.

469 gSee the Modelling Inventory and Knowledge Management System (MIDAS)
470 j.e. the potential strength and normative direction of the policy effect on the regions
471 j.e. the existing territorial condition of the region
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The stakeholder consultation process envisaged in the impact assessment can be used to
collect evidence and information about the issue to be addressed and the impact of the policy
option on different EU territories. Therefore, services must make an effort to reach out to
stakeholders from different territories (urban, rural, cross border, coastal, insular,
mountainous, sparsely populated etc.) and from the EU outermost regions. Stakeholders from
different territories may have access to more information and thus be in a good position to
judge the risk of an asymmetric territorial impact. Therefore, the consultation (public or
targeted) could include question/s to check whether the public or the stakeholders expect the
legislative proposal/initiative to have an asymmetric impact.

Box 3. Sample questions to include in public/targeted consultations

— According to your knowledge and information, is this problem concentrated in certain
areas, regions, or Member States?

- Do you expect that this policy will have a disproportionately large impact on certain areas,
regions, or Member States? If yes, please indicate which ones and why.

Under the ‘Protocol on Cooperation between the Commission and the Committee of the
Regions’ (2012) the ‘Commission services may ask for support from the Committee in
preparing its assessment’. This may be particularly useful if the consultation investigates
asymmetric impacts on regions or local authorities.

Considering potential asymmetric territorial impacts can increase the effectiveness and the
efficiency of the policy. It can increase political support for a policy, boost the benefits while
addressing excessive spatial concentrations of the costs.

If costs are distributed in a highly asymmetric manner, the policy could be adjusted to reduce
the costs of the policy on the most affected regions. If the policy itself cannot be adjusted,
mitigation measures including the creation of another instrument to reduce the burden on
these regions or areas should be investigated. The territorial assessment can also help the
relevant regions and areas by making them aware of the EU policies under development so
that they will be able to prepare and take most advantage of the policy once implemented.

Three short examples can illustrate how negative territorial impacts can be reduced:

1. Reducing the concentrations of an airborne pollutant in cities to uniform level within
a single deadline may be more difficult to achieve in some cities than others.
Concerns about such difficulties may lead to pressure to allow higher concentrations.
Assessing territorial impacts could identify such risks and ensure that the EU policy
would be able to allow cities with very high concentrations a longer time frame —
based on clear criteria — to reach the necessary quality threshold, should they so wish.

2. State aid policy also differentiates its approach according to the level of development
of a region and to the size of the market. For example, different possibilities to award
State aid apply to areas with an abnormally low standard of living, to insular,
mountain and to the EU outermost regions and regions with low population density.
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3. Growing global trade integrations tends to benefit the EU, but some regions
specialised in a sector vulnerable to further trade integration/globalisation may face a
high number of redundancies.

Policies can be adjusted in five ways to address highly asymmetric territorial impacts:
1. Adjust the policy for the entire Union or some of its parts (as for example State Aid
policy does);
2. Grant more time to implement a policy in some parts of the Union (as was done for
the urban wastewater directive during the accession negotiations);

3. Exempt those parts of the Union which are unaffected by the problem from the policy;

4. Use existing policies to address asymmetric territorial impacts (for example by using
Cohesion Policy, etc);

5. Create a new instrument to address asymmetric territorial impacts if/when they arise
(for example the European Globalisation Adjustment Fund).

8. INFORMATION SOURCES AND BACKGROUND MATERIAL

« Assessing territorial impacts: operational guidance on how to assess regional and local
impacts within the Commission Impact Assessment system, SWD (2013) 3 final

o TIA Necessity Check can be used by Commission services to self-assess if a legislative
proposal may require TIA

« Units B1 and 03 in DG REGIO provide assistance and training to other DGs on TIA

« Training on TIA methodologies and tools via EU Learn - REGIO - Territorial Impact
Assessment - ESPON TIA Quick check tool (europa.eu)

« Examples of Territorial Impact Assessments contracted in the framework of 1A with the
support of DG REGIO: Regulation on minimum requirements for water reuse TIA report

« Local typologies: Cities and their commuting zones; The degree of urbanisation can be
visualised interactively using the statistical atlas (General and regional statistics, chapter
14). Sub-national data sources: Eurostat has been expanding its sub national data offer
in the recent years in two dimensions, more domains covered and more detailed
geographical levels see Eurostat web page dedicated to sub-national statistics.

. In addition, Eurostat publishes geographical information*2 such as reference topographic
layers and specific thematic layers.

o The LUISA-RHOMOLO combination for the evaluation of territorial impact of European
policies*”.

« The JRC develops geo-referenced datasets at European and global scale, many of which
are relevant for regional or territorial analysis. These datasets cover themes as natural
hazards and risk prevention, distribution of species, climate change, agriculture, land
cover, soil data, etc. Contact the JRC Knowledge Centre for Territorial Policies.

472 GISCO - the Geographic Information System of the Commission https://ec.europa.eu/eurostat/web/gisco
478 JRC Publications Repository - The LUISA-RHOMOLO combination for the evaluation of territorial impact
of European policies (europa.eu)
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o The Urban Data Platform Plus, the de facto standard repository for quantitative
knowledge and indicators at all territorial levels in Europe.

To track progress in this field, the SDG indicators below can be a useful methodology,
though the list should not be considered exhaustive.

Relevant SDG indicators

EU indicators:
Settlement area per capita

UN indicators:

- Ratio of land consumption rate to population growth rate
Proportion of cities with a direct participation structure of civil society in
urban planning and management that operate regularly and democratically
Average share of the built-up area of cities that is open space for public use
for all, by sex, age, and persons with disabilities.
Proportion of population living in cities that implement urban and regional
development plans integrating population projections and resource needs, by
size of city
Proportion of local governments that adopt and implement local disaster risk
reduction strategies in line with the Sendai Framework for Disaster Risk
Reduction 2015-2030.
Number of countries with national and local disaster risk reduction strategies.
Number of countries that have national urban policies or regional
development plans that (a) respond to population dynamics; (b) ensure
balanced territorial development; and (c) increase local fiscal space
Proportion of the rural population who live within 2 km of an all-season road
Proportion of the population living below the international poverty line by
sex, age, employment status and geographic location (urban/rural)
Parity indices (female/male, rural/urban, bottom/top wealth quintile, and
others such as disability status, indigenous peoples and conflict-affected, as
data become available) for all education indicators on this list that can be
disaggregated
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TOOL #35. DEVELOPING COUNTRIES

Assessing the likely effects of different policy initiatives on developing countries is a
requirement from Article 208(1) TFEU, which stipulates that the EU “shall take account of
the objectives of development co-operation in the policies that it implements which are likely
to affect developing countries”. This constitutes the legal basis of the concept more generally
known as Policy Coherence for Development (PCD). Through PCD, the EU seeks to take
account of development objectives in all its policies that are likely to affect developing
countries, by minimising contradictions and building synergies. PCD is a fundamental
element to progress towards EU’s development cooperation objectives, i.e. reduction and — in
the long term — eradication of poverty, and key to implement the 2030 Agenda and its
sustainable development goals.

As part of the EU’s commitment to ensure SDG implementation internally and externally, the
assessment of potential impacts of internal EU policies and initiatives on third countries is
crucial. Tool #35 must be applied in a manner that integrates the SDGs, given that they are a
shared universal framework that provides a useful blueprint to assess in a comprehensive
manner a range of impacts on developing countries.

When screening process indicates that impacts on developing countries will be significant,
relevant targeted consultation should be planned in time and integrate in the overall
stakeholder consultation strategy *** . The targeted consultation, addressing relevant
stakeholders in developing countries, should collect their views on expected likely impacts of
the EU initiative.

If impacts are significant, a thorough assessment — as explained in this tool — is essential to
ensure that the external dimension of the EU initiative is considered from the very start.

Developing countries are very heterogeneous in their social, political, and economic
structure. While impacts on the most relevant countries will have to be established on a case-
by-case basis, as a rule, the focus would be primarily on the impacts on Least Developed
Countries and those countries most in need*”.

While it can sometimes be cumbersome to identify potentially significant impacts and to
distinguish between direct or indirect impacts, many of the EU measures that are likely to
have an impact on developing countries are already well-known. See Box 1 below for a non-
exhaustive list of these, compiled by OECD*',

Box 1. Measures known to have impacts on developing countries

Trade and finance:

e Regulatory measures in the management of EU production (e.g. fisheries) can affect
exports and prices of products in developing countries, thereby distorting trade and

474 See Tool #51 (Consulting stakeholders)

475 An updated list of Developing Countries and Least Developed Countries can be found, respectively, at the
Word Bank’s and IMF’s official websites.

476 This list is based to a large extent on an OECD publication (2012). See OECD, Policy framework for policy
coherence for development, WP n°1, 2012.
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undermining the local production, food security and livelihoods in these countries;

e Tariff barriers or export subsidies for EU products (e.g. in agriculture) can affect the
exports, commodity prices, and prices of processed products imported from developing
countries to the EU and thereby undermine local production (for domestic or export
markets), food security and livelihoods in developing countries;

e Measures regulating the behaviour of private actors such as multinational enterprises also
active in developing countries; or measures impacting on the (re)distribution of value
added along international integrated production chains (e.g. fair trade initiatives);

e Measures affecting movement of capital such as investment or remittances and the
conditions of investment in developing countries, both in positive and negative ways (e.g.
measures fighting tax evasion and dealing with tax havens);

Ensuring global food security:

e Regulatory measures regarding food safety and quality, animal welfare and
environmental protection in the EU, which may present unintended non-tariff trade
barriers to direct/indirect food exports into the EU from developing countries;

Making migration work for development:

e Initiatives affecting movement of people (e.g. migration policy) and conditions for travel
of developing countries’ citizens to and from the EU;

Strengthening the links between security and development:

e Measures affecting the attribution of development aid, investment or domestic resource
mobilisation in developing countries;

e Measures and initiatives affecting fragile states or the EU intervention in international
security issues;

Addressing climate change:

e Measures regarding climate change mitigation and achieving the international agreed
warming limit level; measures affecting adaptation needs of developing countries.

The scope and depth of the analysis will be determined, on a case-by-case basis, by the likely
impacts of the proposed action.

When the screening process indicates that impacts on developing countries will be
significant, consulting with developing countries stakeholders will be the main means to
collect information. While the principles and requirements remain those of the ‘better
regulation’ guidelines and relevant tools, the mechanisms need to be adapted to the reality of
contexts, particularly for least-developed countries. While the lead DG will define the content
of the consultation in cooperation with the interservice coordination group (ISCG), EU
Delegations will define the most appropriate consultation activities and mechanisms*'’.
While some stakeholders can be reached online, information will be mostly collected through
direct consultations (e.g. interviews, workshops, meetings and seminars).

477 For details/examples see Tool #51 (Consulting stakeholders)
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External expertise can be used to complement the consultation process, to gather evidence
and conduct a more detailed, substantial and quantified analysis or/and qualitative analysis of

the impacts of the EU policy proposed options*’8.

It is also important to consider factors potentially playing a role in the final negative/positive
impact (e.g. other international actors, etc.) and determine whether it would be transitory or
permanent. Furthermore, qualitative estimate of the main political risks should be provided
(possible sources include comments/criticism on this or similar policy/measure by the
European Parliament, the Council or civil society).

2.1. Guiding questions for a targeted consultation and/or qualitative and
guantitative assessments

The table below presents the list of potential impact areas that should be screened to identify
the most relevant impacts for subsequent, more detailed analysis. The guiding questions can
also be considered when carrying out a targeted consultation and/or qualitative assessment*’®.

Category of A . .
impact Potential impact areas and guiding questions
Which developing countries are producing (and exporting to the EU) the
goods/services affected? Are these least developed countries?
What is the impact on proportion (esp. in value) of the trade between these
developing countries and the EU, in particular regarding the trade balance of
developing countries?
What is the likely impact on price volatility?
What are the impacts on proportion between the purchase of raw materials
and finished products from developing countries?
What are the impacts on domestic sectors development and infant industries?
Economic What is the impact on the competitiveness of exporters in developing
impacts countries in terms of intended or unintended trade barriers?

What are the impacts on the initiative on intellectual property rights,
standards, and technology and business skills in developing countries and on
their capacity to trade their goods (towards the EU or among themselves)?

What is the impact on food security for local population (e.g. by affecting
the price of commaodities or food in world and regional/local markets or by
limiting access to land, water or other assets)?

What is the impact on the different population groups (urban vs. rural, small-
vs. large-scale farmers and their livelihood)?

What are the impacts on international and domestic investment flows
(outflows and inflows including FDI) in the developing countries?

478 A qualitative analysis/overview of the impact of EU policy options on developing countries is a valid
approach, especially when proceeding to a fully-fledged quantitative assessment is cumbersome (due to lack
of data) or not proportionate (because the cost incurred in gathering such data would not be justified in the
light of the magnitude of the initiative’s likely impact).

47° These guiding questions could also support stakeholders in their analysis when participating in public or
targeted consultations.
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What are the impacts on the private sector in developing countries (including
competitiveness, access to finance, access to market)?

What are the impacts on labour market, e.g. quantitative impact on
employment level, impact on the quality of employment (respect of labour
standards, impacts on different groups of workforce — low-skilled vs. high-
skilled workforce, wages, working conditions, discrimination, exploitation)?

What are the impacts on main stakeholders and institutions affected by the
proposal?

What is the impact on poverty levels*® and income inequality in developing
countries?

What are the impacts on gender equality and on the most vulnerable groups
of society, including persons with disabilities*¢??

What is the impact on human rights*® in the development countries?

What is the impact on migrants, refugees, and other forcibly displaced
Social impacts*® | populations? What is the impact on migration and mobility in developing
countries (rural-urban or international)? What is the impact on EU aid
allocation to developing countries (conditionality)?

What is the impact on food security for the local population (e.g. by
impacting on price of commodities or food on world and regional/local
markets or by limiting access to land, water or other assets)?

What is the impact on different population groups (urban vs. rural, small- vs.
large-scale farmers)?

What is the impact on health systems at the regional and local level, in
particular from a health security perspective and more generally from a
human development one?

What is the impact on the state’s capacity to procure security to the
population in the whole territory and its borders?

What is the impact on cybersecurity?

How does it impact ecosystems (terrestrial, marine)?

What is the impact on emission targets in developing countries?

What is the impact on chemicals authorisation as well as on use and waste

Environmental management?

impacts®

What is the impact on green economy development (e.g. on the adoption of
green/circular practices) both globally and in partner countries?

What is the impact on the low carbon technology transfer and its availability
in developing countries?

480 See Tool #30 (Employment, working conditions, income distribution, social protection and inclusion)

481 Those people that stay below the poverty line

482 When analysing the impacts on persons with disabilities, consider the UN Convention on the Rights of
Persons with Disabilities, to which the EU is a party (for example: accessibility of persons with disabilities
to buildings, transport infrastructure and on-line services; access to employment and education; reduction of
poverty; and deinstitutionalisation process).

483 See Tool #29 (Fundamental rights, including the promotion of equality)

484 For additional information see Tool #57 (Methods to assess costs and benefits) and Tool #36 (Environmental
impacts)
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What is the impact on the biodiversity (mono-cropping, deforestation) and
global or local food security?

What is the impact on the management and use of natural resources, e.g.
minerals, timber, water, land, etc.?

For qualitative assessments, a comprehensive literature review can provide the necessary
elements for the assessment of the expected effects, which can be corroborated by means of
focus groups or interviews.

2.2. Quantitative assessment

Whenever stakeholder consultation and/or qualitative assessment may indicate that a detailed,
substantial and quantified analysis is advisable (e.g. for new regulatory proposals that
substantially affect a specific production in developing countries), the analysis should be
supported by detailed quantitative data to establish a causal link between the policy option
and its impact and analytical tools that entail modelling techniques*®.

No single analytical approach is recommended given the broad range of policy options that
might need to be considered and the constraints on human and financial resources that might
be available for the assessment. Moreover, several analytical/methodological approaches
have been used in the past for similar types of policy option and each gives satisfactory
results. More of different analytical tools can be used together to cover various elements at
stake, with possibility of their combination. The various analytical approaches include:

e Econometric analysis: Gravity models have been widely used for estimating the impact
of trade and non-trade barriers to trade (e.g. standards).

e Computable General Equilibrium (CGE) models: There are several well-established
CGE models that can be used to yield results in ex-ante assessments. Results obtained
from such models capture relations between different macro indicators providing full
scale information on given economy be it on national or regional level. Widely used
GTAP8 model serves in simulating world trade and production providing for assessment
of likely impacts on economic performance after introduction of certain measure (change
in tax rates, price levels, investment activity, consumption patterns, production
technology, etc.)*348, For examples, see Box 2.

Box 2. Example of a modelling study

The CEPR Study used to simulate the likely effects of the Transatlantic Trade and Investment
Partnership (TTIP) on the EU, which is based on the so-called GTAP8 model, is a good
illustration of modelling studies that can potentially be used in impact assessments*®’. This is
a well-established Computable General Equilibrium model to analyse tariff and non-tariff
barriers to trade. If this model were to be applied to an appropriate level of aggregation (i.e.
various groups of developing countries or, in special circumstances, individual developing
countries), isolating trade diversion effects from other effects and substantiating important

485 For the list of plausible models see Tool #61 (Simulation models)

48 For a detailed description of the GTAPS see, for instance, Aguiar, Angel H., McDougall, Robert A., and
Narayanan, G. Badri (ed.), (2012), “Global Trade, Assistance, and Production: The GTAP 8 Data Base”,
Center for Global Trade Analysis, Purdue University

487 See http://trade.ec.europa.eu/doclib/docs/2013/march/tradoc_150737.pdf
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assumptions on other indirect effects towards the developing countries, it could prove to be a
reliable tool for an assessment of the likely effects on developing countries. The responsible
DGs could explore the opportunity of co-operating with the JRC to establish a sound
application of this methodology to analyse and measure the impact of the proposed policy
measures on the developing countries.

Choosing the appropriate policy option for reducing negative impacts in developing
countries, while seeking positive synergies, is markedly important for the particularly
vulnerable economies. From an array of mitigating measures those most effective for
developing countries should be chosen.

Box 3. Examples of used mitigating measures

e The Common Agricultural Policy (CAP) post-2013 Regulation was accompanied by an
evaluation framework to measure ex-post the performance of the CAP with the EU
development cooperation objectives. This monitoring was based on appropriate indicators
to provide a consistent and dynamic picture of performance of the CAP vis-a-vis its stated
development objectives.

e When the Economic Partnerships Agreements were negotiated, several mitigating
measures were envisaged, including:

— At least 80% of customs import duties would be phased out by African Caribbean
Pacific (ACP) Group of States over 12 years; following negotiations, the period was
extended to 15 years (in some cases to 20 or even 25 years) and in one case a lower
75% threshold was accepted.

— All export duties/taxes should be phased out; following negotiations, it was accepted
that existing duties/taxes may continue, and new ones introduced in specific cases for
development reasons, including industrial development, infant industry protection,
and food security, environmental or fiscal reasons.

— Exceptional difficulties should be dealt with traditional safeguard clauses: after
negotiations, specific provisions were added to protect infant industries, food security
and rural development, and bilateral safeguard clauses were provided for in cases of
import surges from the EU, with lower triggers than those of multilateral safeguards
under WTO rules.

Examples of sources of information already available and on databases than can support the
analysis of the different dimension of the 1A on Developing Countries.

e Tool knowledge already available. To identify and obtain existing relevant sectoral
studies, the lead service should contact in priority the DGs INTPA, RTD and JRC.
Commissioning an expert study on given subject might also be an option (contact DG
INTPA for available experts and use of relevant framework contracts). In addition,
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S.

relevant ex-post evaluations, previous impact assessments covering similar
countries/sectors as well as provision of literature review can serve as good starting point.

Databases to support economic and social assessments. The most comprehensive
database in terms of coverage of cross-country, cross-time information on developing
countries currently publicly available is the World Development Indicator database
(WDI), which contains useful information on several dimensions of poverty (economic,
protective, political, and human socio-cultural). As regards data on international prices,
they can be found on the International Comparison Programme (ICP).488

Databases on Trade and FDI flows. EUROSTAT, via the COMEXT database, has also
extensive data on imports and exports of goods with developing countries. The UN
COMTRADE can also be used to gather import data for the EU, as opposed to the actual
export data from the developing countries (which can prove to be a great advantage as
import values for developing countries are generally more reliable than export values.
The UNCTAD and OECD have databases regarding foreign direct investments and DG
TRADE also developed a market access database. The DAC OECD database reports
complementary information on this. In terms of data on the measurement of
standards/NTMS, the FP7 NTM project can be helpful.

Databases to support the environmental assessment. As regards the environmental
impacts on developing countries, relevant data can be found at the United Nations
Framework Convention on Climate Change , the Convention on Biological Diversity,
Global Climate Change Alliance and the Forest Law Enforcement, Governance and
Trade.

RELEVANT SDG INDICATORS

To track progress in this field, the SDG indicators below can be a useful methodology,
though the list should not be considered exhaustive.

Relevant SDG indicators SDGs

EU indicators:

UN indicators:

1 W
Contribution to the international 100bn USD commitment on climate il
related expending
Official development assistance as share of gross national income
EU financing to developing countries

Proportion of domestically generated resources allocated by the government directly to 5
poverty reduction programmes

Proportion of government recurrent and capital spending to sectors that disproportionately
benefit women, the poor and vulnerable groups

Total official flows (official development assistance plus other official flows) to the
agriculture sector

Whether or not legal frameworks are in place to promote, enforce and monitor equality and
non-discrimination on the basis of sex

@if-a

488 The ICP is a worldwide statistical exercise established at the end of the 1960s. Its objective is to compare the

GDP of various economies to “... determine their relative size, productivity and material well-being”. This
comparison is done using purchasing power parities.
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Relevant SDG indicators

SDGs

Proportion of countries with systems to track and make public allocations for gender
equality and women’s empowerment

Total resource flows for development, by recipient and donor countries and type of flow
(e.g. official development assistance, foreign direct investment and other flows)
Mobilized amount of United States dollars per year between 2020 and 2025 accountable
towards the $100 billion commitment

Number of least developed countries and small island developing States that are receiving
specialized support, and amount of support, including finance, technology and capacity-
building, for mechanisms for raising capacities for effective climate change-related
planning and management, including focusing on women, youth and local and
marginalized communities

Foreign direct investment (FDI), official development assistance and South-South
cooperation as a proportion of total domestic budget

Volume of remittances (in United States dollars) as a proportion of total GDP

Total amount of approved funding for developing countries to promote the development,
transfer, dissemination and diffusion of environmentally sound technologies

Worldwide weighted tariff-average

13 oo

17 PARTNERSHIPS

FORTHEGOALS
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TOOL #36. ENVIRONMENTAL IMPACTS

Environmental impacts are changes in the state of the environment due to anthropogenic
activities (such as the use of resources or activities causing pollution) that may also affect
human health.

Direct environmental impacts (so climate impacts, loss of biodiversity, resource use, etc.)
have secondary (indirect) impacts on the economy and wider social wellbeing. Environmental
impacts often affect not just the environment but through it:

e human health through impacts to our physical condition and well-being;
e economic activity through changes to production and services;
e social aspects through e.g. poverty alleviation and wealth distribution.

The ‘better regulation’ guidelines commit us to analysing the environmental impacts of all
policies in a proportionate manner and following the ‘do no significant harm’ principle. This
includes the identification of impacts, and, as far as possible, the quantification of positive
and negative environmental impacts. This tool explains how to identify environmental
impacts and is an introduction to Chapter 8 that provides approaches for determining their
significance and trade-offs.

EU actions and policies should pull together to help the EU achieve a successful and just
transition towards a sustainable future, in line with the objectives of the European Green
Deal. Evaluations and impact assessments also systematically assess the relevance and
coherence of current legislation with new priorities. To this end:

e Stakeholder consultations should explicitly cover environmental aspects where
relevant. This can be done either with a reference in the ‘call for evidence’ and/or a
set of questions in the public consultation or with targeted consultations reaching
specific groups of stakeholders.

e Evaluations should look at whether the evaluated legislation or programmes had
some impacts on the environment. This can concern either direct impacts or possible
(in)coherence with overarching environmental goals (such as the European climate
law) or (in)consistencies with other policies targeting the environment. All
evaluations should ask the following evaluation questions:

— Are there are any identified issues that significantly harm the environment?

— Is there any incoherence with the climate law?

— If so, how they could be removed or minimised?

If the evaluation found that there could be potentially significant negative effects on

the environment, but data were not available to quantify or fully assess the significant
harm, the evaluation should conclude on the limitation of methodology, qualitatively
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present the significant adverse effects, and include in the lessons learned the issues
identified and the lack of data.

e Impact assessments should be clear if there will be environmental impacts, and what
the trade-offs are between the environment and other objectives. This element should
be clearly identified in the report and the proposal in the following way.

It is paramount that the options are consistent with the environmental objectives of the
European Green Deal. In particular, the climate law*®, states “The Commission shall
assess the consistency of any draft measure or legislative proposal, including
budgetary proposals, with the climate-neutrality objective set out in Article 2(1) and
the 2030 and 2040 targets before adoption, and include this analysis in any impact
assessment accompanying these measures or proposals, and make the result of that
assessment public at the time of adoption. The Commission shall also assess whether
these draft measures or legislative proposals including budgetary proposals, are
consistent with ensuring progress on adaptation as referred to in Article 5. In making
its proposals, the Commission shall endeavour to align them with the objectives of
this Regulation. In any case of non-alignment, the Commission shall provide the
reasons as part of the assessment referred to in this paragraph.” In cases when
significant environmental harm cannot be avoided, options could include mitigating
or compensatory actions. In any case, the analysis of options (in particular, the
preferred option) should always clearly present the environmental assessment to allow
for an informed policy decision.

The following, non-exhaustive list of questions helps to check the consistency of the
legislative proposal with the ‘do no significant harm’ principle, when relevant.

— Does the policy have impact on any of the objectives of the European Green Deal?

— Are the options consistent with the objectives of the European Green Deal,
including climate neutrality?

— Do the options consider all environmental impacts? What are the trade-offs? Are
the global, non-EU environmental impacts considered?

— Do the options include incentives for cleaner production or consumption (e.g.
information, market-based instruments, polluter pays principle)? Is the creation of
new markets considered, allowing for the pricing of resources previously
considered as without value, including instruments such as cap-and-trade schemes
(e.g. ETS)?

— Is mitigation of possible negative environmental impacts considered? Has
adaptation to changing environmental circumstances been considered?

— When relevant, are options analysed based on sector-specific resource modelling or
a life-cycle assessment (see Tool #66) along the whole value chain? Have re-use,
recycling, cascading uses, and circular economy been considered? Can less
resource intensive alternatives lead to the same outcome?

— Will the options also limit or prevent environmental damage in the future with a
rapidly changing context?

489 Regulation (EU) 2021/1119 of 30 June 2021 establishing the framework for achieving climate neutrality
(European Climate Law)
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— Do the options increase the EU’s leverage to improve the environmental practices
of the trading partners?

A specific section of the preferred option chapter should transparently report if there
are decisions that will cause significant environmental harm because of concerns over
the costs of mitigation, or trade-offs between different environmental aspects (e.g.
trade-offs between enhanced battery capacity for electro-mobility and the use of toxic
and/or environmental damaging substances to obtain the enhanced capacity). These
impacts should be transparently reported.

e The explanatory memorandum accompanying all legislative proposals and
delegated acts will include a specific section explaining how each initiative upholds
the ‘do no significant harm’ principle. An illustrative example of this can be found in
the European Commission Proposal for a Regulation concerning batteries and waste
batteries, repealing Directive 2006/66/EC and amending Regulation (EU) 2019/1020,
(COM(2020) 798/3)*°,

3. WHAT ARE THE RELEVANT ENVIRONMENTAL IMPACTS?
3.1. Principles of environmental analysis

The identification of the likely significant environmental impacts is followed by a deeper
assessment. The assessment can be qualitative if quantitative data are not available or not
fully available.

Analysis of environmental impacts is often best done through a multi criteria analysis*®* (a
pure cost-benefit or cost-effectiveness analysis is often difficult to be performed due to the
character of impacts). This involves*?:

e identifying the full extent of environmental impacts (what impacts are significant?);

e quantifying those impacts where possible (for example, km? of land converted, tons of
waste or emissions and identify where they occur;

e monetising the costs and benefits of those impacts where possible.
3.2. What environmental impacts can be distinguished?

Tool #18 includes an identification of the main environmental areas on which a policy could
have an impact. These can be overlapping and linked, e.g. a circular economy approach will
normally reduce climate impacts. The different impacts of any option concern changes in the
state of:

climate;

air quality;

water quality and quantity;

biodiversity;

soil quality or resources and land use change or degradation;
waste production and recycling;

490 Proposal for a Requlation on batteries and waste batteries
491 https://europa.eu/capacity4dev/evaluation_guidelines/wiki/multi-criteria-analysis-0
492 See Tool #62 (Multi-criteria decision analysis)
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zero pollution and toxicity;

efficient use of resources (renewable & non-renewable);
contribution to circular economy;

the likelihood or scale of environmental disasters;

e international environmental impacts.

The enabling conditions to meet the objectives of the above-mentioned areas include:

e ensuring effective and efficient implementation of Union legislation on environment
and climate;

e strengthening the integrated approach to policy development and implementation,
including the link to social objectives;

e mobilising sustainable investments from public and private sources;

e ensuring that environmental policies and action are based on the best available
scientific knowledge.

3.3. Key questions to identify potential impacts

First, what are the potential environmental impacts of the existing policy intervention
(evaluation) or policy options (impact assessment) that need to be assessed? For evaluations
this step is informed by impacts identified in the prior impact assessment or accompanying
documents of the legislation or policy to be evaluated. However, possible unintended or
unknown impacts could have occurred.

As a rule, environmental impacts occur both in the short term and in the long term. The
immediate impact on the environment can be negligible, but the effect can be quite
significant if the impact takes place over a longer period (the cumulative effect). The impacts
can be interlinked and can be of different magnitude. They can be of local or of
transboundary nature. Once the potential impacts are clear, a deeper assessment may need to
follow (see section 4 below).

There are several overarching questions to consider:

e |s there a market failure linked to externalities (so polluters do not pay for the damage
they do)? For example, does the policy affect economic incentives for reduction of
greenhouse gases (e.g. first and second round incentives and price signals under the
EU’s emission trading system)?

e s there a market failure linked to environmentally harmful subsidies that encourage
pollution?

e What is the role of environmental technology and innovation in the problem and
solving it?

e Are there issues related to implementation and enforcement of existing environmental
legislation?

Moreover, the following, non-exhaustive questions can help identify potential direct or
indirect impacts:
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Climate change

Does the policy contribute to the achievement of the 2030 climate target of at least
55% net greenhouse gas emission and the climate-neutrality objective by 20507

Does the policy affect the emission of ozone depleting substances (CFCs, HCFCs
etc.)?

Does the policy affect our ability to adapt to climate change? How does the policy
affect our adaptive capacity, resilience, or vulnerability for climate change?

Does the policy allow to increase carbon removals or preserve carbon stocks?
Does the policy improve climate mainstreaming into other policy goals?

With a view to achieving climate neutrality, i.e. equalisation of emissions and
removals of greenhouse gases by 2050, does the policy ensure that no additional
carbon lock-in is created?

Does the policy create risks for climate resilience as referred to in Tool #14 (Risk
assessment and management)?

Air quality

Does the policy have an effect on emissions of harmful air pollutants that might lead
to deterioration in the environment (crop yields, soil, forests or rivers etc.), affect
human health, and damage buildings and cultural heritage?

Water quality and resources

Does the policy decrease or increase the quality or quantity of freshwater and
groundwater?

Does it raise or lower the quality of waters in coastal and marine areas (e.g. through
discharges of sewage, nutrients, oil, heavy metals, and other pollutants)?

Does it affect drinking water resources, and in particular their quality?

Biodiversity

Does the policy affect natural capital and the ecosystem services?

Does the policy reduce the number of species/varieties/races in any area (i.e. reduce
biological diversity) or increase the range of species (e.g. by promoting
conservation)?

Does it affect protected or endangered species or their habitats or ecologically
sensitive areas?

Does it affect the integrity and the conservation measures of Natura 2000 sites and for
example split the landscape into smaller areas or in other ways affect migration
routes, ecological corridors, or buffer zones?

Does the policy affect the scenic value of protected landscape?
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Soil quality and land use change and degradation

e Does the policy affect soil quality and result in a loss of soil carbon stocks, decline of
soil biodiversity, compaction, sealing, landslides, acidification, contamination,
salinisation or erosion?

e Does it lead to loss of available soil (e.g. through building or construction works i.e.
land sealing) or increase the amount of usable soil (e.g. through land
decontamination)?

e Does the policy lead to land use change, land take and bring new areas of land
(‘greenfields’) into use for the first time?

e Does it affect land designated as sensitive for ecological reasons?

e Does it lead to degradation of land?
Waste production and recycling

e Does the policy affect waste production (solid, urban, agricultural, industrial, mining,
radioactive or toxic waste) or how waste is treated, disposed of, or recycled?

Zero pollution and toxicity
e |s the product toxic? At what levels? Is it (bio)degradable? Does it accumulate in the
bodymass?

e What are the sectors? Are there any non-toxic substitutes?
Efficient use of resources (renewable & non-renewable)

e Does the policy affect the use of renewable resources (fish, etc.) and lead to their use
being faster than they can regenerate?

e Does it reduce or increase use of non-renewable resources (groundwater, minerals,
etc.)?

e Does the policy affect the energy intensity of the economy?

e s there a risk of a ‘rebound effect’ (e.g. improvement in resource efficiency is offset
by an increase in consumption)?

e Is there an impact on the supply chain for key resources?
Circular economy

e Does the policy aim at maintaining the value of products, materials, and resources
(understood as durability, reparability, reusability, or recyclability) for as long as
possible by returning them into the product cycle at the end of their use, while
minimising the generation of waste?

e Does the policy lead to verifiable additional sustainable production and consumption?

e Does the policy change the relative prices of environmentally friendly and unfriendly
products?
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e Does the policy promote or restrict environmentally (un)friendly goods and services
through changes in capital investments, loans, insurance services, etc.?

e Will it lead to businesses becoming more or less polluting through changes in the way
in which they operate?

The likelihood and scale of environmental risks

e Does the policy affect the likelihood or prevention of fire, explosions, breakdowns,
accidents, and accidental emissions?

e Does it affect the risk of unauthorised or unintentional release or proliferation of
organisms or products that might have an environmental impact (such as invasive
species)?

International environmental impacts

e Does the policy have an impact on the environment in third countries that would be
relevant for overarching EU policies, such as development policy?

e Does the policy promote the EU’s sustainability objectives in third countries (Green
Deal diplomacy)?

Environment and fairness

¢ Is the environmental policy socially just?

e Does the policy reduce social and regional inequalities with respect to environmental
and health risks, and access to eco-system services?

e Does the policy disproportionally burden certain citizens (e.g. low-income or rural)?
Avre the benefits of the policy evenly distributed?

4.1. The DPSIR framework

DPSIR (drivers, pressures, state, impact and response model of intervention) is a
causal framework for describing the interactions between society and environment — human
impact on the environment and vice versa because of the interdependence of the components.

The DPSIR framework has been widely adopted by the European Environment Agency
(EEA), an EU decentralised agency, acting as an integrated approach for reporting, e.g. in the
EEA’s State of the Environment Reports. The framework gives a structure to present the
indicators needed to inform policy makers on environmental quality and the resulting impact
of the political choices. According to the DPSIR framework there is a chain of causal links
starting with ‘driving forces’ (economic sectors, human activities) through ‘pressures’
(emissions, waste) to ‘states’ (physical, chemical, and biological) and ‘impacts’ on
ecosystems, human health and functions, eventually leading to political ‘responses’
(prioritisation, target setting, indicators). The mapping and assessment of ecosystems and
their services (MAES) initiative is a collaboration between the European Commission, the
EEA and Member States, which is based on the DPSIR framework.
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4.2. Understanding market failures in the environment

Market failure occurs when the price mechanism fails to account for all the costs and
benefits necessary to provide and consume a good. In the real world, it is not possible for
markets to be perfect due to inefficient producers, externalities, environmental concerns, and
lack of public goods. An externality is an effect on a third party which is caused by the
production or consumption of a good or service, without being considered by the producer or
consumer. Externalities can be positive (external benefit) or negative (external cost). The
result is that producers or consumers do not behave in the socially most optimal way. Many
(environmental) policies try to correct these externalities. Tools #13 (How to analyse
problems) and #16 (How to identify policy options) explain how these market failures can be
addressed in impact assessments.

A first example of market failures causing environmental damage is when economic actors
are not fully accountable for the negative environmental externalities (or damage) their
actions cause. Economic instruments (e.g. taxes) are often proposed as a solution to
‘internalise’ these externalities. A particular example of this is the polluter pays principle,
where those who produce pollution should bear the costs of managing it to prevent damage to
human health or the environment. For instance, a factory that produces a potentially
poisonous substance as a by-product of its activities is usually held responsible for its safe
disposal. The polluter pays principle is part of a set of broader principles to guide sustainable
development worldwide. The polluter pays principle is included in the Treaties. Article
191(2) TFEU, “Union policy on the environment shall aim at a high level of protection taking
into account the diversity of situations in the various regions of the Union. It shall be based
on ... the polluter should pay”.

A second example of market failures in the environment is, the common case, when there is
an absence of market prices for the environmental goods or services. The lack of market
prices for environmental services does not mean that these goods have no value. Monetisation
of environmental goods helps to create incentives to avoid environmental damage. Valuation
techniques to assess the costs of environmental damage and benefits of environmental
services are set out in Tool #57 (Methods to assess costs and benefits).
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5. INFORMATION SOURCES AND BACKGROUND MATERIAL

e International resource panel website

e FEuropean Environment Agency

e Mapping and Assessment of Ecosystems and their services

e Natural Capital Accounting
e REGIO guidelines on CBA

e Taxonomy Requlation

e Handbook on the external costs of transport

6. RELEVANT SDG INDICATORS

© European Commission

To track progress in this field, the SDG indicators below can be a useful methodology,

though the list should not be considered exhaustive.

Relevant SDG indicators SDGs
EU indicators: 9 m

* Area under organic farming (e

e Ammonia emissions from agriculture w

» Exposure to air pollution by particulate matter

» Population having neither a bath, nor a shower, nor indoor flushing toilet in their household g oA

< Population connected to at least secondary wastewater treatment

» Biochemical oxygen demand in rivers

< Nitrate in groundwater

* Phosphate in riversWater exploitation index
e Primary & final energy consumption

« Energy productivity

« Share of renewable energy in gross final energy consumption

« Energy dependence

< Share of busses and trains in total passenger transport

e Settlement area per capita
¢ Recycling rate of municipal waste

¢ Consumption of hazardous and non-hazardous chemicals

« Resource productivity and domestic material consumption (DMC)

* Average CO2 emissions per km from new passenger cars

e Circular material use rate

* Generation of waste excluding major mineral wastes

e Greenhouse gas emissions

* Greenhouse gas emissions intensity of energy consumption

¢ Global mean ocean surface acidity
e Estimated trends in fish stock biomass

e Assessed fish stocks exceeding fishing mortality at maximum sustainable yield (Fmsy)

e Surface of marine sites designated under NATURA 2000

< Bathing sites with excellent water quality
e Share of forest area

» Surface of terrestrial sites designated under NATURA 2000

* Soil sealing indexEstimated soil erosion by water
e Common bird index

e Shares of environmental and labour taxes in total tax revenues

e

Sl

1 CLIMATE
ACTION

O
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