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(Legislative acts)

REGULATIONS

REGULATION (EU) No 536/2014 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 16 April 2014
on clinical trials on medicinal products for human use, and repealing Directive 2001/20/EC

(Text with EEA relevance)
THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EUROPEAN UNION,

Having regard to the Treaty on the Functioning of the European Union, and in particular Articles 114 and 168(4)(c)
thereof,

Having regard to the proposal from the European Commission,

After transmission of the draft legislative act to the national parliaments,

Having regard to the opinion of the European Economic and Social Committee (!),
After consulting the Committee of the Regions,

Acting in accordance with the ordinary legislative procedure (%),

Whereas:

(1) In a clinical trial the rights, safety, dignity and well-being of subjects should be protected and the data generated
should be reliable and robust. The interests of the subjects should always take priority over all other interests.

(2)  In order to allow for independent control as to whether these principles are adhered to, a clinical trial should be
subject to prior authorisation.

(3)  The existing definition of a clinical trial as contained in Directive 2001/20/EC of the European Parliament and of
the Council (*) should be clarified. For that purpose, the concept of clinical trial should be more precisely defined
by introducing the broader concept of ‘clinical study’ of which the clinical trial is a category. That category
should be defined on the basis of specific criteria. This approach takes due account of international guidelines,
and is in line with the Union law governing medicinal products, which builds on the dichotomy of ‘clinical trial’
and ‘non-interventional study’.

(4)  Directive 2001/20/EC aims to simplify and harmonise the administrative provisions governing clinical trials in
the Union. However, experience shows that a harmonised approach to the regulation of clinical trials has only
been partly achieved. This makes it in particular difficult to perform a given clinical trial in several Member

() OJ C 44,15.2.2013, p. 99.

(}) Position of the European Parliament of 3 April 2014 (not yet published in the Official Journal) and decision of the Council of 14 April
2014.

(*) Directive 2001/20/EC of the European Parliament and of the Council of 4 April 2001 on the approximation of the laws, regulations and
administrative provisions of the Member States relating to the implementation of good clinical practice in the conduct of clinical trials on
medicinal products for human use (OJ L 121, 1.5.2001, p. 34).
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States. Scientific development, however, suggests that future clinical trials will target more specific patient popula-
tions, such as subgroups identified through genomic information. In order to include a sufficient number of
patients for such clinical trials it may be necessary to involve many, or all, Member States. The new procedures
for the authorisation of clinical trials should stimulate the inclusion of as many Member States as possible. There-
fore, in order to simplify the procedures for the submission of an application dossier for the authorisation of a
clinical trial, the multiple submission of largely identical information should be avoided and replaced by the
submission of one application dossier to all the Member States concerned through a single submission portal.
Given that clinical trials carried out in a single Member State are equally important to European clinical research,
the application dossier for such clinical trials should also be submitted through that single portal.

As regards Directive 2001/20/EC, experience also indicates that the legal form of a Regulation would present
advantages for sponsors and investigators, for example in the context of clinical trials taking place in more than
one Member State, since they will be able to rely on its provisions directly, but also in the context of safety
reporting and labelling of investigational medicinal products. Divergences of approach among different Member
States will be therefore kept to a minimum.

The Member States concerned should cooperate in assessing a request for authorisation of a clinical trial. This co-
operation should not include aspects of an intrinsically national nature, such as informed consent.

In order to avoid administrative delays for starting a clinical trial, the procedure to be used should be flexible and
efficient, without compromising patient safety or public health.

The timelines for assessing an application dossier for clinical trials should be sufficient to assess the file while, at
the same time, ensuring quick access to new, innovative treatments and ensuring that the Union remains an
attractive place for conducting clinical trials. Against this background, Directive 2001/20/EC introduced the
concept of tacit authorisation. This concept should be maintained in order to ensure that timelines are adhered
to. In the event of a public health crisis, Member States should have the possibility to assess and authorise a clin-
ical trial application swiftly. No minimal timelines for approval should therefore be established.

Clinical trials for the development of orphan medicinal products as defined in Regulation (EC) No 141/2000 of
the European Parliament and of the Council (') and of medicinal products addressed to subjects affected by
severe, debilitating and often life-threatening diseases affecting no more than one person in 50 000 in the Union
(ultra-rare diseases) should be fostered.

Member States should efficiently assess all clinical trials applications within the given timelines. A rapid yet in-
depth assessment is of particular importance for clinical trials concerning medical conditions which are severely
debilitating and|or life threatening and for which therapeutic options are limited or non-existent, as in the case of
rare and ultra-rare diseases.

The risk to subject safety in a clinical trial mainly stems from two sources: the investigational medicinal product
and the intervention. Many clinical trials, however, pose only a minimal additional risk to subject safety compared
to normal clinical practice. This is particularly the case where the investigational medicinal product is covered by
a marketing authorisation, that is the quality, safety and efficacy has already been assessed in the course of the
marketing authorisation procedure” or, if that product is not used in accordance with the terms of the marketing
authorisation, that use is evidence- based and supported by published scientific evidence on the safety and effi-
cacy of that product, and the intervention poses only very limited additional risk to the subject compared to
normal clinical practice. Those low-intervention clinical trials are often of crucial importance for assessing stand-
ard treatments and diagnoses, thereby optimising the use of medicinal products and thus contributing to a high
level of public health. Those clinical trials should be subject to less stringent rules, as regards monitoring, require-
ments for the contents of the master file and traceability of investigational medicinal products. In order to ensure
subject safety they should however be subject to the same application procedure as any other clinical trial. The
published scientific evidence supporting the safety and efficacy of an investigational medicinal product not used
in accordance with the terms of the marketing authorisation could include high quality data published in scien-
tific journal articles, as well as national, regional or institutional treatment protocols, health technology assess-
ment reports or other appropriate evidence.

(") Regulation (EC) No 141/2000 of the European Parliament and of the Council of 16 December 1999 on orphan medicinal products
(OJL 18, 22.1.2000, p. 1).
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(12) The Recommendation of the Organisation for Economic Cooperation and Development (OECD) Council on the
Governance of Clinical Trials of 10 December 2012 introduced different risk categories for clinical trials. Those
categories are compatible with the categories of clinical trials defined in this Regulation as the OECD Categories A
and B(1) correspond to the definition of a low-intervention clinical trial as set out in this Regulation, and the
OECD Categories B(2) and C correspond to the definition of a clinical trial as set out in this Regulation.

(13) The assessment of the application for a clinical trial should address in particular the anticipated therapeutic and
public health benefits (relevance) and the risk and inconvenience for the subject. In respect of the relevance,
various aspects should be taken into account, including whether the clinical trial has been recommended or
imposed by regulatory authorities in charge of the assessment of medicinal products and the authorisation of
their placing on the market and whether surrogate end-points, when they are used, are justified.

(14)  Unless otherwise justified in the protocol, the subjects participating in a clinical trial should represent the popula-
tion groups, for example gender and age groups, that are likely to use the medicinal product investigated in the
clinical trial.

(15) In order to improve treatments available for vulnerable groups such as frail or older people, people suffering
from multiple chronic conditions, and people affected by mental health disorders, medicinal products which are
likely to be of significant clinical value should be fully and appropriately studied for their effects in these specific
groups, including as regards requirements related to their specific characteristics and the protection of the health
and well-being of subjects belonging to these groups.

(16)  The authorisation procedure should provide for the possibility to extend the timelines for the assessment in order
to allow the sponsor to address questions or comments raised during the assessment of the application dossier.
Moreover, it should be ensured that, within the extension period, there is always sufficient time for assessing the
additional information submitted.

(17)  The authorisation to conduct a clinical trial should address all aspects of subject protection and data reliability
and robustness. That authorisation should therefore be contained in a single administrative decision by the
Member State concerned.

(18) It should be left to the Member State concerned to determine the appropriate body or bodies to be involved in
the assessment of the application to conduct a clinical trial and to organise the involvement of ethics committees
within the timelines for the authorisation of that clinical trial as set out in this Regulation. Such decisions are a
matter of internal organisation for each Member State. When determining the appropriate body or bodies,
Member States should ensure the involvement of laypersons, in particular patients or patients’ organisations.
They should also ensure that the necessary expertise is available. In accordance with international guidelines, the
assessment should be done jointly by a reasonable number of persons who collectively have the necessary qualifi-
cations and experience. The persons assessing the application should be independent of the sponsor, the clinical
trial site, and the investigators involved, as well as free from any other undue influence.

(19)  The assessment of applications for the authorisation of clinical trials should be conducted on the basis of appro-
priate expertise. Specific expertise should be considered when assessing clinical trials involving subjects in emer-
gency situations, minors, incapacitated subjects, pregnant and breastfeeding women and, where appropriate, other
identified specific population groups, such as elderly people or people suffering from rare and ultra rare diseases.

(20) In practice, sponsors do not always have all the information needed for submitting a complete application for
authorisation of a clinical trial in all of the Member States where a clinical trial is eventually going to be
conducted. It should be possible for sponsors to submit an application solely on the basis of documents assessed
jointly by those Member States where the clinical trial might be conducted.

(21)  The sponsor should be allowed to withdraw the application for authorisation of a clinical trial. To ensure the reli-
able functioning of the assessment procedure, however, an application for authorisation of a clinical trial should
be withdrawn only for the entire clinical trial. It should be possible for the sponsor to submit a new application
for authorisation of a clinical trial following the withdrawal of an application.
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(22)  In practice, in order to reach recruitment targets or for other reasons, sponsors may have an interest in extending
the clinical trial to an additional Member States after the initial authorisation of the clinical trial. An authorisation
mechanism should be provided to allow for such extension, while avoiding the re-assessment of the application
by all the Member States concerned which were involved in the initial authorisation of the clinical trial.

(23)  Clinical trials are usually subject to many modifications after they have been authorised. Those modifications may
relate to the conduct, the design, the methodology, the investigational or auxiliary medicinal product, or the
investigator or clinical trial site involved. Where those modifications have a substantial impact on the safety or
rights of the subjects or on the reliability and robustness of the data generated in the clinical trial, they should be
subject to an authorisation procedure similar to the initial authorisation procedure.

(24) The content of the application dossier for authorisation of a clinical trial should be harmonised in order to
ensure that all Member States have the same information available and to simplify the application process for
clinical trials.

(25) In order to increase transparency in the area of clinical trials, data from a clinical trial should only be submitted
in support of a clinical trial application if that clinical trial has been recorded in a publicly accessible and free of
charge database which is a primary or partner registry of, or a data provider to, the international clinical trials
registry platform of the World Health Organization (WHO ICTRP). Data providers to the WHO ICTRP create and
manage clinical trial records in a manner that is consistent with the WHO registry criteria. Specific provision
should be made for data from clinical trials started before the date of application of this Regulation.

(26) It should be left to Member States to establish the language requirements for the application dossier. To ensure
that the assessment of the application for authorisation of a clinical trial functions smoothly, Member States
should consider accepting a commonly understood language in the medical field as the language for the docu-
mentation not destined for the subject.

(27) Human dignity and the right to the integrity of the person are recognised in the Charter of Fundamental Rights
of the European Union (the ‘Charter). In particular, the Charter requires that any intervention in the field of
biology and medicine cannot be performed without free and informed consent of the person concerned. Directive
2001/20/EC contains an extensive set of rules for the protection of subjects. These rules should be upheld.
Regarding the rules concerning the determination of the legally designated representatives of incapacitated
persons and minors, those rules diverge in Member States. It should therefore be left to Member States to deter-
mine the legally designated representatives of incapacitated persons and minors. Incapacitated subjects, minors,
pregnant women and breastfeeding women require specific protection measures.

(28)  An appropriately qualified medical doctor or, where appropriate, a qualified dental practitioner should be respon-
sible for all medical care provided to the subject, including the medical care provided by other medical staff.

(29) It is appropriate that universities and other research institutions, under certain circumstances that are in accord-
ance with the applicable law on data protection, be able to collect data from clinical trials to be used for future
scientific research, for example for medical, natural or social sciences research purposes. In order to collect data
for such purposes it is necessary that the subject gives consent to use his or her data outside the protocol of the
clinical trial and has the right to withdraw that consent at any time. It is also necessary that research projects
based on such data be made subject to reviews that are appropriate for research on human data, for example on
ethical aspects, before being conducted.

(30) In accordance with international guidelines, the informed consent of a subject should be in writing. When the
subject is unable to write, it may be recorded through appropriate alternative means, for instance through audio
or video recorders. Prior to obtaining informed consent, the potential subject should receive information in a
prior interview in a language which is easily understood by him or her. The subject should have the opportunity
to ask questions at any moment. Adequate time should be provided for the subject to consider his or her deci-
sion. In view of the fact that in certain Member States the only person qualified under national law to perform an
interview with a potential subject is a medical doctor while in other Member States this is done by other profes-
sionals, it is appropriate to provide that the prior interview with a potential subject should be performed by a
member of the investigating team qualified for this task under the national law of the Member State where the
recruitment takes place.
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(31) In order to certify that informed consent is given freely, the investigator should take into account all relevant
circumstances which might influence the decision of a potential subject to participate in a clinical trial, in particu-
lar whether the potential subject belongs to an economically or socially disadvantaged group or is in a situation
of institutional or hierarchical dependency that could inappropriately influence her or his decision to participate.

(32) This Regulation should be without prejudice to national law requiring that, in addition to the informed consent
given by the legally designated representative, a minor who is capable of forming an opinion and assessing the
information given to him or her, should himself or herself assent in order to participate in a clinical trial.

(33) It is appropriate to allow that informed consent be obtained by simplified means for certain clinical trials where
the methodology of the trial requires that groups of subjects rather than individual subjects are allocated to
receive different investigational medicinal products. In those clinical trials the investigational medicinal products
are used in accordance with the marketing authorisations, and the individual subject receives a standard treatment
regardless of whether he or she accepts or refuses to participate in the clinical trial, or withdraws from it, so that
the only consequence of non-participation is that data relating to him or her are not used for the clinical trial.
Such clinical trials, which serve to compare established treatments, should always be conducted within a single
Member State.

(34)  Specific provisions should be defined for the protection of pregnant and breastfeeding women participating in
clinical trials and in particular when the clinical trial does not have the potential to produce results of direct
benefit to her or to her embryo, foetus or child after birth.

(35) Persons performing mandatory military service, persons deprived of liberty, persons who, due to a judicial deci-
sion, cannot take part in clinical trials, and persons, who due to their age, disability or state of health are reliant
on care and for that reason accommodated in residential care institutions, that is accommodations providing an
uninterrupted assistance for persons who necessitate such assistance, are in a situation of subordination or factual
dependency and therefore may require specific protective measures. Member States should be allowed to maintain
such additional measures.

(36)  This Regulation should provide for clear rules concerning informed consent in emergency situations. Such situ-
ations relate to cases where for example a patient has suffered a sudden life-threatening medical condition due to
multiple traumas, strokes or heart attacks, necessitating immediate medical intervention. For such cases, interven-
tion within an ongoing clinical trial, which has already been approved, may be pertinent. However, in certain
emergency situations, it is not possible to obtain informed consent prior to the intervention. This Regulation
should therefore set clear rules whereby such patients may be enrolled in the clinical trial under very strict condi-
tions. In addition, the said clinical trial should relate directly to the medical condition because of which it is not
possible within the therapeutic window to obtain prior informed consent from the subject or from his or her
legally designated representative. Any previously expressed objection by the patient should be respected, and
informed consent from the subject or from his or her legally designated representative should be sought as soon
as possible.

(37) In order to allow patients to assess possibilities to participate in a clinical trial, and to allow for effective supervi-
sion of a clinical trial by the Member State concerned, the start of the clinical trial, the end of the recruitment of
subjects for the clinical trial and the end of the clinical trial should be notified. In accordance with international
standards, the results of the clinical trial should be reported within one year from the end of the clinical trial.

(38) The date of the first act of recruitment of a potential subject is the date on which the first act of the recruitment
strategy described in the protocol was performed, e. g. the date of a contact with a potential subject or the date
of the publication of an advertisement for a particular clinical trial.

(39)  The sponsor should submit a summary of the results of the clinical trial together with a summary that is under-
standable to a layperson, and the clinical study report, where applicable, within the defined timelines. Where it is
not possible to submit the summary of the results within the defined timelines for scientific reasons, for example
when the clinical trial is still ongoing in third countries and data from that part of the trial are not available,
which makes a statistical analysis not relevant, the sponsor should justify this in the protocol and specify when
the results are going to be submitted.
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(40) In order for the sponsor to assess all potentially relevant safety information, the investigator should, as a rule,
report to him all serious adverse events.

(41) The sponsor should assess the information received from the investigator, and report safety information on
serious adverse events which are suspected unexpected serious adverse reactions to the European Medicines
Agency (‘the Agency).

(42)  The Agency should forward that information to the Member States for them to assess it.

(43) The members of the International Conference on Harmonisation of Technical Requirements for Registration of
Pharmaceuticals for Human Use (ICH) have agreed on a detailed set of guidelines on good clinical practice which
is an internationally accepted standard for designing, conducting, recording and reporting clinical trials, consistent
with principles that have their origin in the World Medical Association’s Declaration of Helsinki. When designing,
conducting, recording and reporting clinical trials, detailed questions may arise as to the appropriate quality
standard. In such a case, the ICH guidelines on good clinical practice should be taken appropriately into account
for the application of the rules set out in this Regulation, provided that there is no other specific guidance issued
by the Commission and that those guidelines are compatible with this Regulation.

(44) The conduct of a clinical trial should be adequately monitored by the sponsor in order to ensure the reliability
and robustness of the results. Monitoring may also contribute to subject safety, taking into account the character-
istics of the clinical trial and respect for fundamental rights of subjects. When establishing the extent of moni-
toring, the characteristics of the clinical trial should be taken into account.

(45) The individuals involved in conducting a clinical trial, in particular investigators and other healthcare profes-
sionals, should be sufficiently qualified to perform their tasks, and the facilities where a clinical trial is to be
conducted should be suitable for that clinical trial.

(46) In order to ensure subject safety and the reliability and robustness of data from clinical trials, it is appropriate to
provide that there should be arrangements for traceability, storage, return and destruction of investigational medi-
cinal products, depending on the nature of the clinical trial. For the same reasons, there should also be such
arrangements for unauthorised auxiliary medicinal products.

(47) During a clinical trial, a sponsor may become aware of serious breaches of the rules for the conduct of that clin-
ical trial. This should be reported to the Member States concerned in order for action to be taken by those
Member States, where necessary.

(48)  Apart from the reporting of suspected unexpected serious adverse reactions, there may be other events which are
relevant in terms of benefit-risk balance and which should be reported in a timely manner to the Member States
concerned. It is important for subject safety that, in addition to serious adverse events and reactions, all unex-
pected events that might materially influence the benefit-risk assessment of the medicinal product or that would
lead to changes in the administration of a medicinal product or in overall conduct of a clinical trial are notified
to the Member States concerned. Examples of such unexpected events include an increase in the rate of occur-
rence of expected serious adverse reactions which may be clinically important, a significant hazard to the patient
population, such as lack of efficacy of a medicinal product, or a major safety finding from a newly completed
animal study (such as carcinogenicity).

(49) Where unexpected events require an urgent modification of a clinical trial, it should be possible for the sponsor
and the investigator to take urgent safety measures without awaiting prior authorisation. If such measures consti-
tute a temporary halt of the clinical trial, the sponsor should apply for a substantial modification before restarting
the clinical trial.

(50) In order to ensure compliance of the conduct of a clinical trial with the protocol, and in order for investigators
to be informed about the investigational medicinal products they administer, the sponsor should supply the inves-
tigators with an investigator’s brochure.
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(51)  The information generated in a clinical trial should be recorded, handled and stored adequately for the purpose
of ensuring subject rights and safety, the robustness and reliability of the data generated in the clinical trial, accu-
rate reporting and interpretation, effective monitoring by the sponsor and effective inspection by Member States.

(52) In order to be able to demonstrate compliance with the protocol and with this Regulation, a clinical trial master
file, containing relevant documentation to allow effective supervision (monitoring by the sponsor and inspection
by Member States), should be kept by the sponsor and by the investigator. The clinical trial master file should be
archived appropriately to allow for supervision after the clinical trial has ended.

(53) Where there are problems with respect to the availability of authorised auxiliary medicinal products, unauthorised
auxiliary medicinal products may be used in a clinical trial in justified cases. The price of the authorised auxiliary
medicinal product should not be considered as having an effect on the availability of such medicinal products.

(54) Medicinal products intended for research and development trials fall outside the scope of Directive 2001/83/EC
of the European Parliament and of the Council (*). Such medicinal products include medicinal products used in
the context of a clinical trial. They should be covered by specific rules taking account of their peculiarities. In
establishing these rules, a distinction should be made between investigational medicinal products (the tested
product and its reference products, including placebos) and auxiliary medicinal products (medicinal products used
in the context of a clinical trial but not as investigational medicinal products), such as medicinal products used
for background treatment, challenge agents, rescue medication, or used to assess end-points in a clinical trial.
Auxiliary medicinal products should not include concomitant medications, that is medications unrelated to the
clinical trial and not relevant for the design of the clinical trial.

(55) In order to ensure subject safety and the reliability and robustness of data generated in a clinical trial, and in
order to allow for the distribution of investigational and auxiliary medicinal products to clinical trial sites
throughout the Union, rules on the manufacturing and import of both investigational and auxiliary medicinal
products should be established. As is already the case for Directive 2001/20/EC, those rules should reflect the
existing rules of good manufacturing practices for products covered by Directive 2001/83/EC. In some specific
cases, it should be possible to allow deviations from those rules in order to facilitate the conduct of a clinical
trial. Therefore, the applicable rules should allow for some flexibility, provided that subject safety, as well as relia-
bility and robustness of the data generated in the clinical trial are not compromised.

(56)  The requirement to hold an authorisation for manufacture or import of investigational medicinal products should
not apply to the preparation of investigational radiopharmaceuticals from radionuclide generators, kits or radio-
nuclide precursors in accordance with the manufacturer’s instructions for use in hospitals, health centres or
clinics taking part in the same clinical trial in the same Member State.

(57) Investigational and auxiliary medicinal products should be appropriately labelled in order to ensure subject safety
and the reliability and robustness of data generated in clinical trials, and in order to allow for the distribution of
those products to clinical trial sites throughout the Union. The rules for labelling should be adapted to the risks
to subject safety and the reliability and robustness of data generated in clinical trials. Where the investigational or
auxiliary medicinal product have already been placed on the market as an authorised medicinal product in
accordance with Directive 2001/83/EC and Regulation (EC) No 726/2004 of the European Parliament and of the
Council (}), as a general rule no additional labelling should be required for clinical trials that do not involve the
blinding of the label. Moreover, there are specific products, such as radiopharmaceuticals used as diagnostic inves-
tigational medicinal product, where the general rules on labelling are inappropriate in view of the very controlled
setting of the use of radiopharmaceuticals in clinical trials.

(58) In order to ensure clear responsibilities, the concept of a ‘sponsor’ of a clinical trial, in line with international
guidelines, was introduced by Directive 2001/20/EC. This concept should be upheld.

(59) In practice, there may be loose, informal networks of researchers or research institutions which jointly conduct a
clinical trial. Those networks should be able to be co-sponsors of a clinical trial. In order not to weaken the

(") Directive 2001/83/EC of the European Parliament and of the Council of 6 November 2001 on the Community code relating to medicinal
products for human use (OJ L 311, 28.11.2001, p. 67).

(*) Regulation (EC) No 726/2004 of the European Parliament and of the Council of 31 March 2004 laying down Community procedures for
the authorisation and supervision of medicinal products for human and veterinary use and establishing a European Medicines Agency
(OJL 136, 30.4.2004,p. 1.
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concept of responsibility in a clinical trial, where a clinical trial has several sponsors, they should all be subject to
the obligations of a sponsor under this Regulation. However, the co-sponsors should be able to split up the
responsibilities of the sponsor by contractual agreement.

(60) In order to ensure that enforcement action may be taken by Member States and that legal proceedings may be
brought in appropriate cases, it is appropriate to provide that sponsors that are not established in the Union
should be represented by a legal representative in the Union. However in view of the divergent approaches of the
Member States as regards civil and criminal liability, it is appropriate to leave to each Member State concerned, as
regards its territory, the choice as to whether or not to require such a legal representative, provided that at least a
contact person is established in the Union.

(61)  Where, in the course of a clinical trial, damage caused to the subject leads to the civil or criminal liability of the
investigator or the sponsor, the conditions for liability in such cases, including issues of causality and the level of
damages and sanctions, should remain governed by national law.

(62) In clinical trials compensation should be ensured for damages successfully claimed in accordance with the applic-
able laws. Therefore Member States should ensure that systems for compensation for damages suffered by a
subject are in place which are appropriate to the nature and the extent of the risk.

(63) The Member State concerned should be given the power to revoke the authorisation of a clinical trial, suspend a
clinical trial or require the sponsor to modify a clinical trial.

(64) In order to ensure compliance with this Regulation, Member States should be able to conduct inspections and
should have adequate inspection capacities.

(65) The Commission should be able to control whether Member States correctly supervise compliance with this
Regulation. Moreover, the Commission should be able to control whether regulatory systems of third countries
ensure compliance with the specific provisions of this Regulation and Directive 2001/83/EC concerning clinical
trials conducted in third countries.

(66) 1In order to streamline and facilitate the flow of information between sponsors and Member States as well as
between Member States, the Agency should, in collaboration with Member States and the Commission, set up
and maintain an EU database, accessed through an EU portal.

(67) In order to ensure a sufficient level of transparency in the clinical trials, the EU database should contain all rele-
vant information as regards the clinical trial submitted through the EU portal. The EU database should be publicly
accessible and data should be presented in an easily searchable format, with related data and documents linked
together by the EU trial number and with hyperlinks, for example linking together the summary, the layperson’s
summary, the protocol and the clinical study report of one clinical trial, as well as linking to data from other clin-
ical trials which used the same investigational medicinal product. All clinical trials should be registered in the EU
database prior to being started. As a rule, the start and end dates of the recruitment of subjects should also be
published in the EU database. No personal data of data subjects participating in a clinical trial should be recorded
in the EU database. The information in the EU database should be public, unless specific reasons require that a
piece of information should not be published, in order to protect the right of the individual to private life and
the right to the protection of personal data, recognised by Articles 7 and 8 of the Charter. Publicly available infor-
mation contained in the EU database should contribute to protecting public health and fostering the innovation
capacity of European medical research, while recognising the legitimate economic interests of sponsors.

(68)  For the purposes of this Regulation, in general the data included in a clinical study report should not be consid-
ered commercially confidential once a marketing authorisation has been granted, the procedure for granting
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themarketing authorisation has been completed, the application for marketing authorisation has been withdrawn.
In addition, the main characteristics of a clinical trial, the conclusion on Part I of the assessment report for the
authorisation of a clinical trial, the decision on the authorisation of a clinical trial, the substantial modification of
a clinical trial, and the clinical trial results including reasons for temporary halt and early termination, in general,
should not be considered confidential.

(69) Within a Member State, there may be several bodies involved in the authorisation of clinical trials. In order to
allow for effective and efficient cooperation between Member States, each Member State should designate one
contact point.

(70)  The authorisation procedure set out in this Regulation is largely controlled by Member States. Nevertheless, the
Commission and the Agency should support the good functioning of that procedure, in accordance with this
Regulation.

(71)  In order to carry out the activities provided for in this Regulation, Member States should be allowed to levy fees.
However, Member States should not require multiple payments to different bodies involved in the assessment, in
a given Member State, of an application for authorisation of a clinical trial.

(72) In order to ensure uniform conditions for the implementation of this Regulation, implementing powers should
be conferred on the Commission in respect of the establishment and modification of rules on cooperation
between the Member States when assessing the information provided by the sponsor on the Eudravigilance data-
base and the specification of detailed arrangements for inspection procedures. Those powers should be exercised
in accordance with Regulation (EU) No 182/2011 of the European Parliament and of the Council (!).

(73) In order to supplement or amend certain non-essential elements of this Regulation, the power to adopt acts in
accordance with Article 290 of the Treaty on the Functioning of the European Union (TFEU) should be delegated
to the Commission in respect of: the amendment of Annexes [, II, IV and V to this Regulation in order to adapt
them to technical progress or to take account of international regulatory developments in which the Union or
the Member States are involved, in the field of clinical trials; the amendment of Annex IIl in order to improve the
information on the safety of medicinal products, to adapt technical requirements to technical progress or to take
account of international regulatory developments in the field of safety requirements in clinical trials endorsed by
bodies in which the Union or the Member States participate; the specification of the principles and guidelines of
good manufacturing practice and the detailed arrangements for inspection for ensuring the quality of investiga-
tional medicinal products; the amendment of Annex VI in order to ensure subject safety and the reliability and
robustness of data generated in a clinical trial or to take account of technical progress. It is of particular impor-
tance that the Commission carry out appropriate consultations during its preparatory work, including at expert
level. The Commission, when preparing and drawing-up delegated acts, should ensure a simultaneous, timely and
appropriate transmission of relevant documents to the European Parliament and to the Council.

(74)  Directive 2001/83/EC provides that that Directive does not affect the application of national legislation prohi-
biting or restricting the sale, supply or use of medicinal products as abortifacients. Directive 2001/83/EC provides
that national legislation prohibiting or restricting the use of any specific type of human or animal cells is not, in
principle, affected by either that Directive or any of the Regulations referred to therein. Likewise, this Regulation
should not affect national law prohibiting or restricting the use of any specific type of human or animal cells, or
the sale, supply or use of medicinal products used as abortifacients. In addition, this Regulation should not affect
national law prohibiting or restricting the sale, supply or use of medicinal products containing narcotic
substances within the meaning of the relevant international conventions in force such as the Single Convention
on Narcotic Drugs of 1961 of the United Nations. Member States should communicate those national provisions
to the Commission.

(75) Directive 2001/20/EC provides that no gene therapy trials may be carried out which result in modifications to
the subject’s germ line genetic identity. It is appropriate to maintain that provision.

(") Regulation (EU) No 182/2011 of the European Parliament and of the Council of 16 February 2011 laying down the rules and general
principles concerning mechanisms for control by Member States of the Commission’s exercise of implementing powers (O] L 55,
28.2.2011, p. 13).
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(76)  Directive 95/46EC of the European Parliament and of the Council (') applies to the processing of personal data
carried out in the Member States within the framework of this Regulation, under the supervision of the Member
States competent authorities, in particular the public independent authorities designated by the Member States
and Regulation (EC) No 45/2001 of the European Parliament and of the Council (%) applies to the processing of
personal data carried out by the Commission and the Agency within the framework of this Regulation, under the
supervision of the European Data Protection Supervisor. Those instruments strengthen personal data protection
rights, encompassing the right to access, rectification and withdrawal, as well as specify the situations when
restriction on those rights may be imposed. With a view to respecting those rights, while safeguarding the robust-
ness and reliability of data from clinical trials used for scientific purposes and the safety of subjects participating
in clinical trials, it is appropriate to provide that, without prejudice to Directive 95/46/EC, the withdrawal of
informed consent should not affect the results of activities already carried out, such as the storage and use of data
obtained on the basis of informed consent before withdrawal.

(77)  Subjects should not have to pay for investigational medicinal products, auxiliary medicinal products, medical
devices used for their administration and procedures specifically required by the protocol, unless the law of the
Member State concerned provides otherwise.

(78)  The authorisation procedure set out in this Regulation should apply as soon as possible, in order for sponsors to
reap the benefits of a streamlined authorisation procedure. However, in view of the importance of the extensive
IT functionalities required for the authorisation procedure, it is appropriate to provide that this Regulation should
only become applicable once it has been verified that the EU portal and the EU database are fully functional.

(79)  Directive 2001/20/EC should be repealed to ensure that only one set of rules applies to the conduct of clinical
trials in the Union. In order to facilitate the transition to the rules set out in this Regulation, sponsors should be
allowed to start and conduct a clinical trial in accordance with Directive 2001/20/EC during a transitional period.

(80)  This Regulation is in line with the major international guidance documents on clinical trials, such as the 2008
version of the World Medical Association’s Declaration of Helsinki and good clinical practice, which has its
origins in the Declaration of Helsinki.

(81)  As regards Directive 2001/20/EC, experience also shows that a large proportion of clinical trials are conducted
by non-commercial sponsors. Non-commercial sponsors frequently rely on funding which comes partly or
entirely from public funds or charities. In order to maximise the valuable contribution of such non-commercial
sponsors and to further stimulate their research but without compromising the quality of clinical trials, measures
should be taken by Member States to encourage clinical trials conducted by those sponsors.

(82)  This Regulation is based on the double legal basis of Articles 114 and 168(4)(c) TFEU. It aims at achieving an
internal market as regards clinical trials and medicinal products for human use, taking as a base a high level of
protection of health. At the same time, this Regulation sets high standards of quality and safety for medicinal
products in order to meet common safety concerns as regards these products. Both objectives are being pursued
simultaneously. These two objectives are inseparably linked and one is not secondary to another. Regarding
Article 114 TFEU, this Regulation harmonises the rules for the conduct of clinical trials in the Union, therefore
ensuring the functioning of the internal market in view of the conduct of a clinical trial in several Member States,
the acceptability throughout the Union of data generated in a clinical trial and submitted in the application for
the authorisation of another clinical trial or of the placing on the market of a medicinal product, and the free
movement of medicinal products used in the context of a clinical trial. Regarding Article 168(4)(c) TFEU, this
Regulation sets high standards of quality and safety for medicinal products by ensuring that data generated in
clinical trials are reliable and robust, thus ensuring that treatments and medicines which are intended to be an
improvement of a treatment of patients build on reliable and robust data. Moreover, this Regulation sets high
standards of quality and safety of medicinal products used in the context of a clinical trial, thus ensuring the
safety of subjects in a clinical trial.

(") Directive 95/46/EC of the European Parliament and of the Council of 24 October 1995 on the protection of individuals with regard to
the processing of personal data and on the free movement of such data (OJ L 281, 23.11.1995, p. 31).

(*) Regulation (EC) No 45/2001 of the European Parliament and of the Council of 18 December 2000 on the protection of individuals with
regard to the processing of personal data by the Community institutions and bodies and on the free movement of such data (O] L 8,
12.1.2001, p. 1).
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(83) This Regulation respects the fundamental rights and observes the principles recognised in particular by the
Charter and notably human dignity, the integrity of the person, the rights of the child, respect for private and
family life, the protection of personal data and the freedom of art and science. This Regulation should be applied
by the Member States in accordance with those rights and principles.

(84) The European Data Protection Supervisor has given an opinion (') pursuant to Article 28(2) of Regulation (EC)
No 45/2001.

(85)  Since the objective of this Regulation, namely to ensure that, throughout the Union, clinical trial data are reliable
and robust while ensuring respect for the rights, safety, dignity and well-being of subjects, cannot be sufficiently
achieved by the Member States but can rather, by reason of its scale, be better achieved at Union level, the Union
may adopt measures, in accordance with the principle of subsidiarity as set out in Article 5 of the Treaty on Euro-
pean Union. In accordance with the principle of proportionality, as set out in that Article, this Regulation does
not go beyond what is necessary in order to achieve that objective,

HAVE ADOPTED THIS REGULATION:

CHAPTER 1
GENERAL PROVISIONS
Article 1
Scope
This Regulation applies to all clinical trials conducted in the Union.

It does not apply to non-interventional studies.

Article 2
Definitions

1. For the purposes of this Regulation, the definitions of ‘medicinal product’, ‘radiopharmaceutical’, ‘adverse reaction’,
‘serious adverse reaction’, ‘immediate packaging’ and ‘outer packaging’ set out in points (2), (6), (11), (12), (23) and (24),
respectively, of Article 1 of Directive 2001/83/EC apply.

2. For the purposes of this Regulation, the following definitions also apply:
(1) ‘Clinical study’ means any investigation in relation to humans intended:

(a) to discover or verify the clinical, pharmacological or other pharmacodynamic effects of one or more medicinal
products;

(b) to identify any adverse reactions to one or more medicinal products; or
(c) to study the absorption, distribution, metabolism and excretion of one or more medicinal products;
with the objective of ascertaining the safety and/or efficacy of those medicinal products;

(2)  ‘Clinical trial’ means a clinical study which fulfils any of the following conditions:

(a) the assignment of the subject to a particular therapeutic strategy is decided in advance and does not fall within
normal clinical practice of the Member State concerned;

(b) the decision to prescribe the investigational medicinal products is taken together with the decision to include
the subject in the clinical study; or

(c) diagnostic or monitoring procedures in addition to normal clinical practice are applied to the subjects.

() 0JC253,3.9.2013, p. 10.
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(3) ‘Low-intervention clinical trial' means a clinical trial which fulfils all of the following conditions:
(a) the investigational medicinal products, excluding placebos, are authorised;
(b) according to the protocol of the clinical trial,

(i) the investigational medicinal products are used in accordance with the terms of the marketing authorisa-
tion; or

(ii) the use of the investigational medicinal products is evidence-based and supported by published scientific
evidence on the safety and efficacy of those investigational medicinal products in any of the Member States
concerned; and

(c) the additional diagnostic or monitoring procedures do not pose more than minimal additional risk or burden
to the safety of the subjects compared to normal clinical practice in any Member State concerned;

(4) ‘Non-interventional study’ means a clinical study other than a clinical trial;

(5) ‘Investigational medicinal product’ means a medicinal product which is being tested or used as a reference,
including as a placebo, in a clinical trial;

(6) ‘Normal clinical practice’ means the treatment regime typically followed to treat, prevent, or diagnose a disease or a
disorder;

(7) ‘Advanced therapy investigational medicinal product’ means an investigational medicinal product which is an
advanced therapy medicinal product as defined in point (a) of Article 2(1) of Regulation (EC) No 1394/2007 of the
European Parliament and of the Council (});

(8) ‘Auxiliary medicinal product’ means a medicinal product used for the needs of a clinical trial as described in the
protocol, but not as an investigational medicinal product;

(9) ‘Authorised investigational medicinal product’ means a medicinal product authorised in accordance with Regulation
(EC) No 726/2004 or in any Member State concerned in accordance with Directive 2001/83/EC, irrespective of
changes to the labelling of the medicinal product, which is used as an investigational medicinal product;

(10) ‘Authorised auxiliary medicinal product’ means a medicinal product authorised in accordance with Regulation (EC)
No 726/2004, or in any Member State concerned in accordance with Directive 2001/83/EC, irrespective of
changes to the labelling of the medicinal product, which is used as an auxiliary medicinal product;

(11) ‘Ethics committee’ means an independent body established in a Member State in accordance with the law of that
Member State and empowered to give opinions for the purposes of this Regulation, taking into account the views
of laypersons, in particular patients or patients’ organisations;

(12) ‘Member State concerned’ means the Member State where an application for authorisation of a clinical trial or of a
substantial modification has been submitted under Chapters II or III of this Regulation respectively;

(13) ‘Substantial modification’ means any change to any aspect of the clinical trial which is made after notification of a
decision referred to in Articles 8, 14, 19, 20 or 23 and which is likely to have a substantial impact on the safety or
rights of the subjects or on the reliability and robustness of the data generated in the clinical trial;

(14) ‘Sponsor’ means an individual, company, institution or organisation which takes responsibility for the initiation, for
the management and for setting up the financing of the clinical trial;

(") Regulation (EC) No 1394/2007 of the European Parliament and of the Council of 13 November 2007 on advanced therapy medicinal
products and amending Directive 2001/83/EC and Regulation (EC) No 726/2004 (OJ L 324, 10.12.2007, p. 121).
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(15) ‘Investigator’ means an individual responsible for the conduct of a clinical trial at a clinical trial site;

(16) ‘Principal investigator’ means an investigator who is the responsible leader of a team of investigators who conduct
a clinical trial at a clinical trial site;

(17) ‘Subject’ means an individual who participates in a clinical trial, either as recipient of an investigational medicinal
product or as a control;

(18) ‘Minor’ means a subject who is, according to the law of the Member State concerned, under the age of legal compe-
tence to give informed consent;

(19) ‘Incapacitated subject’ means a subject who is, for reasons other than the age of legal competence to give informed
consent, incapable of giving informed consent according to the law of the Member State concerned;

(20) ‘Legally designated representative’ means a natural or legal person, authority or body which, according to the law
of the Member State concerned, is empowered to give informed consent on behalf of a subject who is an incapaci-
tated subject or a minor;

(21) ‘Informed consent’ means a subject’s free and voluntary expression of his or her willingness to participate in a par-
ticular clinical trial, after having been informed of all aspects of the clinical trial that are relevant to the subject’s
decision to participate or, in case of minors and of incapacitated subjects, an authorisation or agreement from their
legally designated representative to include them in the clinical trial;

(22) ‘Protocol’ means a document that describes the objectives, design, methodology, statistical considerations and or-
ganisation of a clinical trial. The term ‘protocol’ encompasses successive versions of the protocol and protocol
modifications;

(23) ‘Investigator’s brochure’ means a compilation of the clinical and non-clinical data on the investigational medicinal
product or products which are relevant to the study of the product or products in humans;

(24) ‘Manufacturing’ means total and partial manufacture, as well as the various processes of dividing up, packaging and
labelling (including blinding);

(25) ‘Start of a clinical trial'’ means the first act of recruitment of a potential subject for a specific clinical trial, unless
defined differently in the protocol;

(26) ‘End of a clinical trial’ means the last visit of the last subject, or at a later point in time as defined in the protocol;

(27) ‘Early termination of a clinical trial’ means the premature end of a clinical trial due to any reason before the condi-
tions specified in the protocol are complied with;

(28) ‘Temporary halt of a clinical trial’ means an interruption not provided in the protocol of the conduct of a clinical
trial by the sponsor with the intention of the sponsor to resume it;

(29) ‘Suspension of a clinical trial’ means interruption of the conduct of a clinical trial by a Member State;

(30) ‘Good clinical practice’ means a set of detailed ethical and scientific quality requirements for designing, conducting,
performing, monitoring, auditing, recording, analysing and reporting clinical trials ensuring that the rights, safety
and well-being of subjects are protected, and that the data generated in the clinical trial are reliable and robust;

(31) ‘Inspection’ means the act by a competent authority of conducting an official review of documents, facilities,
records, quality assurance arrangements, and any other resources that are deemed by the competent authority to be
related to the clinical trial and that may be located at the clinical trial site, at the sponsor’s and/or contract research
organisation’s facilities, or at other establishments which the competent authority sees fit to inspect;
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(32) ‘Adverse event’ means any untoward medical occurrence in a subject to whom a medicinal product is administered
and which does not necessarily have a causal relationship with this treatment;

(33) ‘Serious adverse event’ means any untoward medical occurrence that at any dose requires inpatient hospitalisation
or prolongation of existing hospitalisation, results in persistent or significant disability or incapacity, results in a
congenital anomaly or birth defect, is life-threatening, or results in death;

(34) ‘Unexpected serious adverse reaction’ means a serious adverse reaction, the nature, severity or outcome of which is
not consistent with the reference safety information;

(35) ‘Clinical study report’ means a report on the clinical trial presented in an easily searchable format, prepared in
accordance with Annex I, Part I, Module 5 of Directive 2001/83/EC and accompanying an application for
marketing authorisation.

3. For the purposes of this Regulation, a subject who falls under the definition of both ‘minor’ and ‘incapacitated
subject’ shall be deemed to be an incapacitated subject.
Article 3
General principle

A clinical trial may be conducted only if:
(a) the rights, safety, dignity and well-being of subjects are protected and prevail over all other interests; and

(b) it is designed to generate reliable and robust data.

CHAPTER 1I
AUTHORISATION PROCEDURE FOR A CLINICAL TRIAL
Article 4
Prior authorisation
A clinical trial shall be subject to scientific and ethical review and shall be authorised in accordance with this Regulation.

The ethical review shall be performed by an ethics committee in accordance with the law of the Member State
concerned. The review by the ethics committee may encompass aspects addressed in Part I of the assessment report for
the authorisation of a clinical trial as referred to in Article 6 and in Part II of that assessment report as referred to in
Article 7 as appropriate for each Member State concerned.

Member States shall ensure that the timelines and procedures for the review by the ethics committees are compatible
with the timelines and procedures set out in this Regulation for the assessment of the application for authorisation of a
clinical trial.

Article 5

Submission of an application

1. In order to obtain an authorisation, the sponsor shall submit an application dossier to the intended Member States
concerned through the portal referred to in Article 80 (the ‘EU portal).

The sponsor shall propose one of the Member States concerned as reporting Member State.

If a Member State concerned other than the proposed reporting Member State is willing to be the reporting Member
State or where the proposed reporting Member State does not wish to be the reporting Member State, this shall be noti-
fied through the EU portal to all Member States concerned not later than three days after the application dossier is
submitted.



27.5.2014 Official Journal of the European Union L 158/15

If only one Member State concerned is willing to be the reporting Member State or if the clinical trial involves only one
Member State, that Member State shall be the reporting Member State.

If there is no Member State concerned willing to be the reporting Member State or if there is more than one Member
State concerned willing to be the reporting Member State, the reporting Member State shall be selected by agreement
among the Member States concerned taking into account the recommendations referred to in point (c) of Article 85(2).

If there is no agreement among the Member States concerned, the proposed reporting Member State shall be the
reporting Member State.

The reporting Member State shall notify the sponsor and the other Member States concerned that it is the reporting
Member State, through the EU portal, within six days from the submission of the application dossier.

2. The sponsor shall, when applying for a low-intervention clinical trial, where the investigational medicinal product
is not used in accordance with the terms of the marketing authorisation but the use of that product is evidence-based
and supported by published scientific evidence on the safety and efficacy of that product, propose one of the Member
States concerned where the use is evidence-based, as reporting Member State.

3. Within 10 days from the submission of the application dossier, the reporting Member State shall validate the appli-
cation taking into account considerations expressed by the other Member States concerned and notify the sponsor,
through the EU portal, of the following:

(a) whether the clinical trial applied for falls within the scope of this Regulation;
(b) whether the application dossier is complete in accordance with Annex [;

Member States concerned may communicate to the reporting Member State any considerations relevant to the validation
of the application within seven days from the submission of the application dossier.

4. Where the reporting Member State has not notified the sponsor within the period referred to in the first sub-
paragraph of paragraph 3, the clinical trial applied for shall be deemed to fall within the scope of this Regulation and
the application dossier shall be considered complete.

5. Where the reporting Member State, taking into account considerations expressed by the other Member States
concerned, finds that the application dossier is not complete, or that the clinical trial applied for does not fall within the
scope of this Regulation, it shall inform the sponsor thereof through the EU portal and shall set a maximum of 10 days
for the sponsor to comment on the application or to complete the application dossier through the EU portal.

Within five days from receipt of the comments or the completed application dossier, the reporting Member State shall
notify the sponsor as to whether or not the application complies with the requirements set out in points (a) and (b) of
the first subparagraph of paragraph 3.

Where the reporting Member State has not notified the sponsor within the period referred to in the second sub-
paragraph, the clinical trial applied for shall be deemed to fall within the scope of this Regulation and the application
dossier shall be considered complete.

Where the sponsor has not provided comments or completed the application dossier within the period referred to in the
first subparagraph, the application shall be deemed to have lapsed in all Member States concerned.

6.  For the purposes of this Chapter, the date on which the sponsor is notified in accordance with paragraph 3 or 5
shall be the validation date of the application. Where the sponsor is not notified, the validation date shall be the last day
of the respective periods referred to in paragraphs 3 and 5.
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Atrticle 6
Assessment report — Aspects covered by Part I

1. The reporting Member State shall assess the application with regard to the following aspects:
(a) Whether the clinical trial is a low-intervention clinical trial, where claimed by the sponsor;
(b) Compliance with Chapter V with respect to the following:

(i) The anticipated therapeutic and public health benefits taking account of all of the following:

— the characteristics of and knowledge about the investigational medicinal products;

— the relevance of the clinical trial, including whether the groups of subjects participating in the clinical trial
represent the population to be treated, or if not, the explanation and justification provided in accordance
with point (y) of paragraph 17 of Annex I to this Regulation; the current state of scientific knowledge;
whether the clinical trial has been recommended or imposed by regulatory authorities in charge of the assess-
ment and authorisation of the placing on the market of medicinal products; and, where applicable, any
opinion formulated by the Paediatric Committee on a paediatric investigation plan in accordance with Regu-
lation (EC) No 1901/2006 of the European Parliament and of the Council (');

— the reliability and robustness of the data generated in the clinical trial, taking account of statistical
approaches, design of the clinical trial and methodology, including sample size and randomisation,
comparator and endpoints;

(i) The risks and inconveniences for the subject, taking account of all of the following:

— the characteristics of and knowledge about the investigational medicinal products and the auxiliary medicinal
products;

— the characteristics of the intervention compared to normal clinical practice;

— the safety measures, including provisions for risk minimisation measures, monitoring, safety reporting, and
the safety plan;

— the risk to subject health posed by the medical condition for which the investigational medicinal product is
being investigated;

(c) Compliance with the requirements concerning the manufacturing and import of investigational medicinal products
and auxiliary medicinal products set out in Chapter IX;

(d) Compliance with the labelling requirements set out in Chapter X;
(¢) The completeness and adequateness of the investigator’s brochure.

2. The reporting Member State shall draw up an assessment report. The assessment of the aspects referred to in para-
graph 1 shall constitute Part I of the assessment report.

3. The assessment report shall contain one of the following conclusions concerning the aspects addressed in Part I of
the assessment report:

(a) the conduct of the clinical trial is acceptable in view of the requirements set out in this Regulation;

(b) the conduct of the clinical trial is acceptable in view of the requirements set out in this Regulation, but subject to
compliance with specific conditions which shall be specifically listed in that conclusion; or

(c) the conduct of the clinical trial is not acceptable in view of the requirements set out in this Regulation.

4. The reporting Member State shall submit, through the EU portal, the final Part I of the assessment report,
including its conclusion, to the sponsor and to the other Member States concerned within 45 days from the validation
date.

(") Regulation (EC) No 1901/2006 of the European Parliament and of the Council of 12 December 2006 on medicinal products for paedia-
tric use and amending Regulation (EEC) No 1768/92, Directive 2001/20/EC, Directive 2001/83/EC and Regulation (EC) No 726/2004
(OJ L 378,27.11.2006, p. 1).
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5. For clinical trials involving more than one Member State, the assessment process shall include three phases:
(a) an initial assessment phase performed by the reporting Member State within 26 days from the validation date;

(b) a coordinated review phase performed within 12 days from the end of the initial assessment phase involving all
Member States concerned;

(c) a consolidation phase performed by the reporting Member State within seven days from the end of coordinated
review phase.

During the initial assessment phase, the reporting Member State shall develop a draft Part I of the assessment report and
circulate it to all other Member States concerned.

During the coordinated review phase, all Member States concerned shall jointly review the application based on the
draft Part I of the assessment report and shall share any considerations relevant to the application.

During the consolidation phase, the reporting Member State shall take due account of the considerations of the other
Member States concerned when finalising Part I of the assessment report and shall record how all such considerations
have been dealt with. The reporting Member State shall submit the final Part I of the assessment report to the sponsor
and all other Member States concerned within the period referred to in paragraph 4.

6.  For the purposes of this Chapter, the date on which the final Part I of the assessment report is submitted by the
reporting Member State to the sponsor and to the other Member States concerned shall be the reporting date.

7. The reporting Member State may also extend the period referred to in paragraph 4 by a further 50 days for clinical
trials involving an advanced therapy investigational medicinal products or a medicinal product as defined in point 1 of
the Annex to Regulation (EC) No 726/2004, for the purpose of consulting with experts. In such case, the periods
referred to in paragraphs 5 and 8 of this Article shall apply mutatis mutandis.

8. Between the validation date and the reporting date, only the reporting Member State may request additional infor-
mation from the sponsor, taking into account the considerations referred to in paragraph 5.

For the purpose of obtaining and reviewing this additional information from the sponsor in accordance with the third
and fourth subparagraph, the reporting Member State may extend the period referred to in paragraph 4 by a maximum
of 31 days.

The sponsor shall submit the requested additional information within the period set by the reporting Member State
which shall not exceed 12 days from the receipt of the request.

Upon receipt of the additional information, the Member States concerned shall jointly review any additional information
provided by the sponsor together with the original application and shall share any considerations relevant to the applica-
tion. The coordinated review shall be performed within a maximum of 12 days of the receipt of the additional informa-
tion and the further consolidation shall be performed within a maximum of seven days of the end of coordinated
review. When finalising Part 1 of the assessment report, the reporting Member State shall take due account of the
considerations of the Member States concerned and shall record how all such considerations have been dealt with.

Where the sponsor does not provide additional information within the period set by the reporting Member State in
accordance with the third subparagraph, the application shall be deemed to have lapsed in all Member States concerned.

The request for additional information and the additional information shall be submitted through the EU portal.

Article 7
Assessment report — Aspects covered by Part II

1. Each Member State concerned shall assess, for its own territory, the application with respect to the following
aspects:

(a) compliance with the requirements for informed consent as set out in Chapter V;

(b) compliance of the arrangements for rewarding or compensating subjects with the requirements set out in Chapter V
and investigators;
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(c) compliance of the arrangements for recruitment of subjects with the requirements set out in Chapter V;

(d) compliance with Directive 95/46/EC;

(e) compliance with Article 49;

(f) compliance with Article 50;

(g) compliance with Article 76;

(h) compliance with the applicable rules for the collection, storage and future use of biological samples of the subject.

The assessment of the aspects referred to in the first subparagraph shall constitute Part II of the assessment report.

2. Each Member State concerned shall complete its assessment within 45 days from the validation date and submit,
through the EU portal, Part II of the assessment report, including its conclusion, to the sponsor.

Each Member State concerned may request, with justified reasons, additional information from the sponsor regarding
the aspects referred to in paragraph 1 only within the period referred to in the first subparagraph.

3. For the purpose of obtaining and reviewing the additional information referred to in the second subparagraph of
paragraph 2 from the sponsor in accordance with the second and third subparagraph, the Member State concerned may
extend the period referred to in the first subparagraph of paragraph 2 by a maximum of 31 days.

The sponsor shall submit the requested additional information within the period set by the Member State concerned
which shall not exceed 12 days from the receipt of the request.

Upon receipt of the additional information, the Member State concerned shall complete its assessment within a
maximum of 19 days.

Where the sponsor does not provide additional information within the period set by the Member State concerned in
accordance with the second subparagraph, the application shall be deemed to have lapsed in that Member State
concerned.

The request for additional information and the additional information shall be submitted through the EU portal.

Article 8
Decision on the clinical trial

1. Each Member State concerned shall notify the sponsor through the EU portal as to whether the clinical trial is
authorised, whether it is authorised subject to conditions, or whether authorisation is refused.

Notification shall be done by way of one single decision within five days from the reporting date or from the last day of
the assessment referred to in Article 7, whichever is later.

An authorisation of a clinical trial subject to conditions is restricted to conditions which by their nature cannot be
fulfilled at the time of that authorisation.

2. Where the conclusion of the reporting Member State as regards Part I of the assessment report is that the conduct
of the clinical trial is acceptable or acceptable subject to compliance with specific conditions, that conclusion shall be
deemed to be the conclusion of the Member State concerned.

Notwithstanding the first subparagraph, a Member State concerned may disagree with the conclusion of the reporting
Member State as regards Part I of the assessment report only on the following grounds:

(a) when it considers that participation in the clinical trial would lead to a subject receiving an inferior treatment than
in normal clinical practice in the Member State concerned;

(b) infringement of its national law as referred to in Article 90;

(c) considerations as regards subject safety and data reliability and robustness submitted under paragraph 5 or 8 of
Article 6.
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Where a Member State concerned disagrees with the conclusion on the basis of the second subparagraph, it shall
communicate its disagreement, together with a detailed justification, through the EU portal, to the Commission, to all
Member States, and to the sponsor.

3. Where, regarding the aspects covered by Part I of the assessment report, the clinical trial is acceptable or acceptable
subject to compliance with specific conditions, the Member State concerned shall include in its decision its conclusion
on Part II of the assessment report.

4. A Member State concerned shall refuse to authorise a clinical trial if it disagrees with the conclusion of the
reporting Member State as regards Part I of the assessment report on any of the grounds referred to in the second sub-
paragraph of paragraph 2, or if it finds, on duly justified grounds, that the aspects addressed in Part II of the assessment
report are not complied with, or where an ethics committee has issued a negative opinion which in accordance with the
law of the Member State concerned is valid for that entire Member State. That Member State shall provide for an appeal
procedure in respect of such refusal.

5. Where the conclusion of the reporting Member State as regards Part I of the assessment report is that the clinical
trial is not acceptable, that conclusion shall be deemed to be the conclusion of all Member States concerned.

6.  Where the Member State concerned has not notified the sponsor of its decision within the relevant periods referred
to in paragraph 1, the conclusion on Part I of the assessment report shall be deemed to be the decision of the Member
State concerned on the application for authorisation of the clinical trial.

7. The Member States concerned shall not request additional information regarding the aspects addressed in Part I of
the assessment report from the sponsor after the reporting date.

8.  For the purposes of this Chapter, the notification date shall be the date on which the decision referred to in para-
graph 1 is notified to the sponsor. Where the sponsor has not been notified in accordance with paragraph 1, the notifi-
cation date shall be deemed to be the last day of the period provided for in paragraph 1.

9.  If no subject has been included in the clinical trial in a Member State concerned within two years from the notifica-
tion date of the authorisation, the authorisation shall expire in that Member State concerned unless an extension, on
request of the sponsor, has been approved following the procedure set out in Chapter IIL

Article 9

Persons assessing the application

1. Member States shall ensure that the persons validating and assessing the application do not have conflicts of
interest, are independent of the sponsor, of the clinical trial site and the investigators involved and of persons financing
the clinical trial, as well as free of any other undue influence.

In order to guarantee independence and transparency, the Member States shall ensure that persons admitting and asses-
sing the application as regards the aspects addressed in Parts I and II of the assessment report have no financial or
personal interests which could affect their impartiality. These persons shall make an annual declaration of their financial
interests.

2. Member States shall ensure that the assessment is done jointly by a reasonable number of persons who collectively
have the necessary qualifications and experience.

3. At least one layperson shall participate in the assessment.

Article 10
Specific considerations for vulnerable populations

1. Where the subjects are minors, specific consideration shall be given to the assessment of the application for
authorisation of a clinical trial on the basis of paediatric expertise or after taking advice on clinical, ethical and psycho-
social problems in the field of paediatrics.
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2. Where the subjects are incapacitated subjects, specific consideration shall be given to the assessment of the applica-
tion for authorisation of a clinical trial on the basis of expertise in the relevant disease and the patient population
concerned or after taking advice on clinical, ethical and psychosocial questions in the field of the relevant disease and
the patient population concerned.

3. Where the subjects are pregnant or breastfeeding women, specific consideration shall be given to the assessment of
the application for authorisation of a clinical trial on the basis of expertise in the relevant condition and the population
represented by the subject concerned.

4. If according to the protocol a clinical trial provides for the participation of specific groups or subgroups of
subjects, where appropriate, specific consideration shall be given to the assessment of the application for authorisation
of that clinical trial on the basis of expertise in the population represented by the subjects concerned.

5. In any application for authorisation of a clinical trial referred to in Article 35, specific consideration shall be given
to the circumstances of the conduct of the clinical trial.
Article 11

Submission and assessment of applications limited to aspects covered by Part I or Part II of the assessment
report

Where the sponsor so requests, the application for authorisation of a clinical trial, its assessment and the conclusion
shall be limited to the aspects covered by Part I of the assessment report.

After the notification of the conclusion on the aspects covered by Part I of the assessment report, the sponsor may
within two years apply for an authorisation limited to aspects covered by Part II of the assessment report. In that appli-
cation the sponsor shall declare that he is not aware of any new substantial scientific information that would change the
validity of any item submitted in the application on the aspects covered by Part I of the assessment report. In this case,
that application shall be assessed in accordance with Article 7 and the Member State concerned shall notify its decision
on the clinical trial in accordance with Article 8. In those Member States where the sponsor does not apply for an
authorisation limited to aspects covered by Part II of the assessment report within two years, the application on the
aspects covered by Part I of the assessment report shall be deemed to have lapsed.

Article 12

Withdrawal

The sponsor may withdraw the application at any time until the reporting date. In such a case, the application may only
be withdrawn with respect to all Member States concerned. The reasons for the withdrawal shall be communicated
through the EU portal.

Article 13

Resubmission

This Chapter is without prejudice to the possibility for the sponsor to resubmit, following the refusal to grant an author-
isation or the withdrawal of an application, an application for authorisation to any intended Member State concerned.
That application shall be deemed to be a new application for authorisation of another clinical trial.

Article 14

Subsequent addition of a Member State concerned

1. Where the sponsor wishes to extend an authorised clinical trial to another Member State (‘additional Member State
concerned’), the sponsor shall submit an application dossier to that Member State through the EU portal.

The application dossier may be submitted only after the notification date of the initial authorisation decision.

2. The reporting Member State for the application dossier referred to in paragraph 1 shall be the reporting Member
State for the initial authorisation procedure.
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3. The additional Member State concerned shall notify the sponsor through the EU portal, within 52 days from the
date of submission of the application dossier referred to in paragraph 1, by way of one single decision as to whether the
clinical trial is authorised, whether it is authorised subject to conditions, or whether the authorisation is refused.

An authorisation of a clinical trial subject to conditions is restricted to conditions which by their nature cannot be
fulfilled at the time of that authorisation.

4. Where the conclusion of the reporting Member State as regards Part I of the assessment report is that the conduct
of the clinical trial is acceptable or acceptable subject to compliance with specific conditions, that conclusion shall be
deemed to be the conclusion of the additional Member State concerned.

Notwithstanding the first subparagraph, an additional Member State concerned may disagree with the conclusion of the
reporting Member State as regards Part I of the assessment report only on the following grounds:

(a) when it considers that participation in the clinical trial would lead to a subject receiving an inferior treatment than
in normal clinical practice in the Member State concerned;

(b) infringement of its national law as referred to in Article 90;
(c) considerations as regards subject safety and data reliability and robustness submitted under paragraph 5 or 6.

Where an additional Member State concerned disagrees with the conclusion on the basis of the second subparagraph, it
shall communicate its disagreement, together with a detailed justification, through the EU portal, to the Commission, to
all Member States, and to the sponsor.

5. Between the date of submission of the application dossier referred to in paragraph 1 and five days before the
expiry of the period referred to in paragraph 3, the additional Member State concerned may communicate to the
reporting Member State and the other Member States concerned any considerations relevant to the application through
the EU portal.

6.  Between the date of submission of the application dossier referred to in paragraph 1 and the expiry of the period
referred to in paragraph 3, only the reporting Member State may request additional information from the sponsor
concerning the aspects addressed in Part I of the assessment report, taking into account the considerations referred to in
paragraph 5.

For the purpose of obtaining and reviewing this additional information from the sponsor in accordance with the third
and fourth subparagraphs, the reporting Member State may extend the period referred to in the first subparagraph of
paragraph 3 by a maximum of 31 days.

The sponsor shall submit the requested additional information within the period set by the reporting Member State
which shall not exceed 12 days from receipt of the request.

Upon receipt of the additional information, the additional Member State concerned together with all other Member
States concerned shall jointly review any additional information provided by the sponsor together with the original
application and shall share any considerations relevant to the application. The coordinated review shall be performed
within a maximum of 12 days from the receipt of the additional information and the further consolidation shall be
performed within a maximum of seven days from the end of the coordinated review. The reporting Member State shall
take due account of the considerations of the Member States concerned and shall record how all such considerations
have been dealt with.

Where the sponsor does not provide additional information within the period set by the reporting Member State in
accordance with the third subparagraph, the application shall be deemed to have lapsed in the additional Member State
concerned.

The request for additional information and the additional information shall be submitted through the EU portal.

7. The additional Member State concerned shall assess, for its territory, the aspects addressed in Part IT of the assess-
ment report within the period referred to in paragraph 3 and submit, through the EU portal, Part II of the assessment
report, including its conclusion, to the sponsor. Within that period it may request, with justified reasons, additional
information from the sponsor regarding aspects addressed in Part II of the assessment report as far as its territory is
concerned.
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8.  For the purpose of obtaining and reviewing the additional information referred to in paragraph 7 from the
sponsor in accordance with the second and third subparagraphs, the additional Member State concerned may extend the
period referred to in paragraph 7 by a maximum of 31 days.

The sponsor shall submit the requested additional information within the period set by the additional Member State
concerned which shall not exceed 12 days from receipt of the request.

Upon receipt of the additional information, the Member State concerned shall complete its assessment within a
maximum of 19 days.

Where the sponsor does not provide additional information within the period set by the additional Member State
concerned in accordance with the second subparagraph, the application shall be deemed to have lapsed in the additional
Member State concerned.

The request for additional information and the additional information shall be submitted through the EU portal.

9. Where, regarding the aspects covered by Part I of the assessment report, the conduct of the clinical trial is accept-
able or acceptable subject to compliance with specific conditions, the additional Member State concerned shall include
in its decision its conclusion on Part II of the assessment report.

10.  The additional Member State concerned shall refuse to authorise the clinical trial if it disagrees with the conclu-
sion of the reporting Member State as regards Part I of the assessment report on any of the grounds referred to in
second subparagraph of paragraph 4, or if it finds, on duly justified grounds, that the aspects addressed in Part II of the
assessment report are not complied with, or where an ethics committee has issued a negative opinion which, in accord-
ance with the law of the additional Member State concerned, is valid for that entire additional Member State. That addi-
tional Member State concerned shall provide for an appeal procedure in respect of such refusal.

11.  Where the additional Member State concerned has not notified the sponsor of its decision within the period
referred to in paragraph 3, or in case that period has been extended in accordance with paragraph 6 or 8 where that ad-
ditional Member State concerned has not notified the sponsor of its decision within the extended period, the conclusion
on Part I of the assessment report shall be deemed to be the decision of that additional Member State concerned on the
application for authorisation of the clinical trial.
12. A sponsor shall not submit an application dossier in accordance with this Article where a procedure set out in
Chapter III is pending as regards that clinical trial.

CHAPTER III

AUTHORISATION PROCEDURE FOR A SUBSTANTIAL MODIFICATION OF A CLINICAL TRIAL
Article 15
General principles

A substantial modification, including the addition of a clinical trial site or the change of a principal investigator in the
clinical trial site, may only be implemented if it has been approved in accordance with the procedure set out in this
Chapter.

Article 16

Submission of application

In order to obtain an authorisation, the sponsor shall submit an application dossier to the Member States concerned
through the EU portal.

Article 17

Validation of an application for the authorisation of a substantial modification of an aspect covered by Part I of
the assessment report

1. The reporting Member State for the authorisation of a substantial modification shall be the reporting Member
State for the initial authorisation procedure.
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Member States concerned may communicate to the reporting Member State any considerations relevant to the validation
of the application of a substantial modification within five days from the submission of the application dossier.

2. Within six days from the submission of the application dossier, the reporting Member State shall validate the appli-
cation taking into account considerations expressed by the other Member States concerned and notify the sponsor
through the EU portal as to whether:

(a) the substantial modification concerns an aspect covered by Part I of the assessment report; and
(b) the application dossier is complete in accordance with Annex IL

3. Where the reporting Member State has not notified the sponsor within the period referred to in paragraph 2, the
substantial modification applied for shall be deemed to concern an aspect covered by Part I of the assessment report and
the application dossier shall be deemed to be complete.

4. Where the reporting Member State, taking into account considerations expressed by the other Member States
concerned, finds that the application does not concern an aspect covered by Part I of the assessment report or that the
application dossier is not complete, it shall inform the sponsor thereof through the EU portal and shall set a maximum
of 10 days for the sponsor to comment on the application or to complete the application dossier through the EU
portal.

Within five days from receipt of the comments or the completed application dossier, the reporting Member State shall
notify the sponsor as to whether or not the application complies with the requirements set out in points (a) and (b) of
paragraph 2.

Where the reporting Member State has not notified the sponsor within the period referred to in the second sub-
paragraph, the substantial modification applied for shall be deemed to concern an aspect covered by Part I of the assess-
ment report and the application dossier shall be deemed to be complete.

Where the sponsor has not provided comments or completed the application dossier within the period referred to in the
first subparagraph, the application shall be deemed to have lapsed in all Member States concerned.

5. For the purposes of Articles 18, 19 and 22, the date on which the sponsor is notified in accordance with para-
graph 2 or 4 shall be the validation date of the application. Where the sponsor is not notified, the validation date shall
be the last day of the respective periods referred to in paragraphs 2 and 4.

Article 18
Assessment of a substantial modification of an aspect covered by Part I of the assessment report

1. The reporting Member State shall assess the application with regard to an aspect covered by Part I of the assess-
ment report, including whether the clinical trial will remain a low-intervention clinical trial after its substantial modifica-
tion, and draw up an assessment report.

2. The assessment report shall contain one of the following conclusions concerning the aspects addressed in Part I of
the assessment report:

(a) the substantial modification is acceptable in view of the requirements set out in this Regulation;

(b) the substantial modification is acceptable in view of the requirements set out in this Regulation, but subject to
compliance with specific conditions which shall be specifically listed in that conclusion; or

(c) the substantial modification is not acceptable in view of the requirements set out in this Regulation.

3. The reporting Member State shall submit, through the EU portal, the final assessment report including its conclu-
sion, to the sponsor and to the other Member States concerned within 38 days from the validation date.

For the purposes of this Article and Articles 19 and 23, the reporting date shall be the date on which the final assess-
ment report is submitted to the sponsor and to the other Member States concerned.
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4.  For clinical trials involving more than one Member State the assessment process of substantial modification shall
include three phases:

(a) an initial assessment phase performed by the reporting Member State within 19 days from the validation date;

(b) a coordinated review phase performed within 12 days from the end of the initial assessment phase involving all
Member States concerned; and

(c) a consolidation phase performed by the reporting Member State within seven days from the end of coordinated
review phase.

During the initial assessment phase, the reporting Member State shall develop a draft assessment report and circulate it
to all Member States concerned.

During the coordinated review phase, all Member States concerned shall jointly review the application based on the
draft assessment report and shall share any considerations relevant to the application.

During the consolidation phase, the reporting Member State shall take due account of the considerations of the other
Member States concerned when finalising the assessment report and shall record how all such considerations have been
dealt with. The reporting Member State shall submit the final assessment report to the sponsor and all other Member
States concerned by the reporting date.

5. The reporting Member State may extend the period referred to in paragraph 3 by a further 50 days for clinical
trials involving an advanced therapy investigational medicinal product or a medicinal product as set out in point 1 of
the Annex to Regulation (EC) No 7262004, for the purpose of consulting with experts. In such case, the periods
referred to in paragraphs 4 and 6 of this Article shall apply mutatis mutandis.

6.  Between the validation date and the reporting date, only the reporting Member State may request additional infor-
mation from the sponsor, taking into account the considerations referred to in paragraph 4.

For the purpose of obtaining and reviewing this additional information from the sponsor in accordance with the third
and fourth subparagraph, the reporting Member State may extend the period referred to in the first subparagraph of
paragraph 3 by a maximum of 31 days.

The sponsor shall submit the requested additional information within the period set by the reporting Member State
which shall not exceed 12 days from receipt of the request.

Upon receipt of the additional information, the Member States concerned shall jointly review any additional information
provided by the sponsor together with the original application and shall share any considerations relevant to the applica-
tion. The coordinated review shall be performed within a maximum of 12 days from receipt of the additional informa-
tion and the further consolidation shall be performed within a maximum of seven days from the end of the coordinated
review. When finalising the assessment report, the reporting Member State shall take due account of the considerations
of the other Member States concerned and shall record how all such considerations have been dealt with.

Where the sponsor does not provide additional information within the period determined by the reporting Member
State in accordance with the third subparagraph, the application shall be deemed to have lapsed in all Member States
concerned.

The request for additional information and the additional information shall be submitted through the EU portal.

Article 19
Decision on the substantial modification of an aspect covered by Part I of the assessment report

1. Each Member State concerned shall notify the sponsor through the EU portal as to whether the substantial modifi-
cation is authorised, whether it is authorised subject to conditions, or whether authorisation is refused.

Notification shall be done by way of a single decision within five days from the reporting date.
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An authorisation of a substantial modification subject to conditions is restricted to conditions which by their nature
cannot be fulfilled at the time of that authorisation.

2. Where the conclusion of the reporting Member State is that the substantial modification is acceptable or acceptable
subject to compliance with specific conditions, that conclusion shall be deemed to be the conclusion of the Member
State concerned.

Notwithstanding the first subparagraph, a Member State concerned may disagree with that conclusion of the reporting
Member State only on the following grounds:

(a) when it considers that participation in the clinical trial would lead to a subject receiving an inferior treatment than
in normal clinical practice in the Member State concerned;

(b) infringement of its national law as referred to in Article 90;

(c) considerations as regards subject safety and data reliability and robustness submitted under paragraph 4 or 6 of
Article 18.

Where the Member State concerned disagrees with the conclusion on the basis of the second subparagraph, it shall
communicate its disagreement, together with a detailed justification, through the EU portal, to the Commission, to all
Member States and to the sponsor.

A Member State concerned shall refuse to authorise a substantial modification if it disagrees with the conclusion of the
reporting Member State as regards Part I of the assessment report on any of the grounds referred to in the second sub-
paragraph, or where an ethics committee has issued a negative opinion which, in accordance with the law of that
Member State concerned, is valid for that entire Member State. That Member State shall provide for an appeal procedure
in respect of such refusal.

3. Where the conclusion of the reporting Member State, as regards the substantial modification of aspects covered by
Part I of the assessment report, is that the substantial modification is not acceptable, that conclusion shall be deemed to
be the conclusion of all Member States concerned.

4. Where the Member State concerned has not notified the sponsor of its decision within the period referred to in
paragraph 1, the conclusion of the assessment report shall be deemed to be the decision of the Member State concerned
on the application for authorisation of the substantial modification.

Article 20

Validation, assessment and decision regarding a substantial modification of an aspect covered by Part II of the
assessment report

1. Within six days from the submission of the application dossier, the Member State concerned shall notify the
sponsor through the EU portal of the following:

(a) whether the substantial modification concerns an aspect covered by Part II of the assessment report; and
(b) whether the application dossier is complete in accordance with Annex I

2. Where the Member State concerned has not notified the sponsor within the period referred to in paragraph 1, the
substantial modification applied for shall be deemed to concern an aspect covered by Part Il of the assessment report
and the application dossier shall be deemed to be complete.

3. Where the Member State concerned finds that the substantial modification does not concern an aspect covered by
Part II of the assessment report or that the application dossier is not complete, it shall inform the sponsor thereof
through the EU portal and shall set a maximum of 10 days for the sponsor to comment on the application or to
complete the application dossier through the EU portal.

Within five days from receipt of the comments or the completed application dossier, the reporting Member State shall
notify the sponsor as to whether or not the application complies with the requirements set out in points (a) and (b) of
paragraph 1.
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Where the Member State concerned has not notified the sponsor within the period referred to in the second sub-
paragraph, the substantial modification shall be deemed to concern an aspect covered by Part II of the assessment report
and the application dossier shall be deemed to be complete.

Where the sponsor has not provided comments nor completed the application dossier within the period referred to in
the first subparagraph, the application shall be deemed to have lapsed in the Member State concerned.

4. For the purpose of this Article, the date on which the sponsor is notified in accordance with paragraph 1 or 3
shall be the validation date of the application. Where the sponsor is not notified, the validation date shall be the last day
of the respective periods referred to in paragraphs 1 and 3.

5. The Member State concerned shall assess the application and shall submit to the sponsor, through the EU portal,
Part II of the assessment report, including its conclusion, and the decision as to whether the substantial modification is
authorised, whether it is authorised subject to conditions, or whether authorisation is refused.

Notification shall be done by way of a single decision within 38 days from the validation date.

An authorisation of a substantial modification subject to conditions is restricted to conditions which by their nature
cannot be fulfilled at the time of that authorisation.

6. During the period referred to in the second subparagraph of paragraph 5, the Member State concerned may
request, with justified reasons, additional information from the sponsor regarding the substantial modification as far as
its territory is concerned.

For the purpose of obtaining and reviewing this additional information from the sponsor, the Member State concerned
may extend the period referred to in the second subparagraph of paragraph 5 by a maximum of 31 days.

The sponsor shall submit the requested additional information within the period set by the Member State concerned
which shall not exceed 12 days from receipt of the request.

Upon receipt of the additional information, the Member State concerned shall complete its assessment within a
maximum of 19 days.

Where the sponsor does not provide additional information within the period set by the Member State concerned in
accordance with the third subparagraph, the application shall be deemed to have lapsed in that Member State.

The request for additional information and the additional information shall be submitted through the EU portal.

7. A Member State concerned shall refuse to authorise a substantial modification if it finds, on duly justified grounds,
that the aspects covered by Part II of the assessment report are not complied with or where an ethics committee has
issued a negative opinion which, in accordance with the law of that Member State concerned, is valid for that entire
Member State. That Member State shall provide for an appeal procedure in respect of such refusal.

8. Where the Member State concerned has not notified the sponsor of its decision within the periods set out in para-
graphs 5 and 6, the substantial modification shall be deemed to be authorised in that Member State.
Article 21
Substantial modification of aspects covered by Parts I and II of the assessment report

1. Where a substantial modification relates to aspects covered by Parts I and II of the assessment report, the applica-
tion for authorisation of that substantial modification shall be validated in accordance with Article 17.

2. The aspects covered by Part I of the assessment report shall be assessed in accordance with Article 18 and the
aspects covered by Part II of the assessment report shall be assessed in accordance with Article 22.
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Article 22

Assessment of a substantial modification of aspects covered by Parts I and II of the assessment report —
Assessment of the aspects covered by Part II of the assessment report

1. Each Member State concerned shall assess, for its own territory, the aspects of the substantial modification which
are covered by Part II of the assessment report and submit, through the EU portal, that report, including its conclusion,
to the sponsor within 38 days from the validation date.

2. During the period referred to in paragraph 1, the Member State concerned may request, with justified reasons, ad-
ditional information from the sponsor regarding this substantial modification as far as its territory is concerned.

3. For the purpose of obtaining and reviewing the additional information referred to in paragraph 2 from the
sponsor in accordance with the third and fourth subparagraph, the Member State concerned may extend the period
referred to paragraph 1 by a maximum of 31 days.

The sponsor shall submit the requested additional information within the period set by the Member State concerned
which shall not exceed 12 days from the receipt of the request.

Upon receipt of the additional information, the Member State concerned shall complete its assessment within a
maximum of 19 days.

Where the sponsor does not provide the requested additional information within the period set by the Member State
concerned in accordance with the second subparagraph, the application shall be deemed to have lapsed in that Member
State.

The request for additional information and the additional information shall be submitted through the EU portal.

Article 23
Decision on the substantial modification of aspects covered by Parts I and II of the assessment report

1. Each Member State concerned shall notify the sponsor through the EU portal as to whether the substantial modifi-
cation is authorised, whether it is authorised subject to conditions, or whether authorisation is refused.

Notification shall be done by way of a single decision within five days from the reporting date or from the last day of
the assessment period referred to in Article 22, whichever is later.

An authorisation of a substantial modification subject to conditions is restricted to conditions which by their nature
cannot be fulfilled at the time of that authorisation.

2. Where the conclusion of the reporting Member State is that the substantial modification of aspects covered by
Part I of the assessment report is acceptable or acceptable subject to compliance with specific conditions, that conclusion
shall be deemed to be the conclusion of the Member State concerned.

Notwithstanding the first subparagraph, a Member State concerned may disagree with the conclusion of the reporting
Member State only on the following grounds:

(a) when it considers that participation in the clinical trial would lead to a subject receiving an inferior treatment than
in normal clinical practice in the Member State concerned;

(b) infringement of its national law as referred to in Article 90;

(c) considerations as regards suject safety and data reliability and robustness submitted under paragraph 4 or 6 of
Article 18.

Where the Member State concerned disagrees with the conclusion regarding the substantial modification of aspects
covered by Part I of the assessment report on the basis of the second subparagraph, it shall communicate its disagree-
ment, together with a detailed justification through the EU portal to the Commission, to all Member States, and to the
SpONSOr.



L 158/28 Official Journal of the European Union 27.5.2014

3. Where, regarding the substantial modification of aspects covered by Part I of the assessment report, the substantial
modification is acceptable or acceptable subject to compliance with specific conditions, the Member State concerned
shall include in its decision its conclusion on the substantial modification of aspects covered by Part II of the assessment
report.

4. A Member State concerned shall refuse to authorise a substantial modification if it disagrees with the conclusion of
the reporting Member State as regards the substantial modification of aspects covered by Part I of the assessment report
on any of the grounds referred to in second subparagraph of paragraph 2, or if it finds, on duly justified grounds, that
the aspects covered by Part II of the assessment report are not complied with, or where an ethics committee has issued
a negative opinion which in accordance with the law of the Member State concerned, is valid for that entire Member
State. That Member State concerned shall provide for an appeal procedure in respect of such refusal.

5. Where the conclusion of the reporting Member State as regards the substantial modification of aspects covered by
Part I of the assessment report is that the substantial modification is not acceptable, that conclusion shall be deemed to
be the conclusion of the Member State concerned.

6.  Where the Member State concerned has not notified the sponsor of its decision within the periods referred to in
paragraph 1, the conclusion on the substantial modification of aspects covered by Part I of the assessment report shall
be deemed to be the decision of the Member State concerned on the application for authorisation of the substantial
modification.

Article 24
Persons assessing the application for a substantial modification

Article 9 applies to assessments made under this Chapter.

CHAPTER IV
APPLICATION DOSSIER
Article 25
Data submitted in the application dossier

1. The application dossier for the authorisation of a clinical trial shall contain all required documentation and infor-
mation necessary for the validation and assessment referred to in Chapter II and relating to:

(a) the conduct of the clinical trial, including the scientific context and arrangements taken,
(b) the sponsor, investigators, potential subjects, subjects, and clinical trial sites;

(c) the investigational medicinal products and, where necessary, the auxiliary medicinal products, in particular their
properties, labelling, manufacturing and control;

(d) measures to protect subjects;

(e) justification as to why the clinical trial is a low-intervention clinical trial, in cases where this is claimed by the
SpOnsor.

The list of required documentation and information is set out in Annex I.

2. The application dossier for the authorisation of a substantial modification shall contain all required documentation
and information necessary for the validation and assessment referred to in Chapter III:

(a) a reference to the clinical trial or clinical trials which are substantially modified using the EU trial number referred to
in the third subparagraph of Article 81(1) (the ‘EU trial number’);

(b) a clear description of the substantial modification, in particular, the nature of and the reasons for substantial modifi-
cation;
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(c) a presentation of data and additional information in support of the substantial modification, where necessary;

(d) a clear description of the consequences of the substantial modification as regards the rights and safety of the subject
and the reliability and robustness of the data generated in the clinical trial.

The list of required documentation and information is set out in Annex IL

3. Non-clinical information submitted in an application dossier shall be based on data derived from studies complying
with Union law on the principles of good laboratory practice, as applicable at the time of performance of those studies.

4. Where reference is made in the application dossier to data generated in a clinical trial, that clinical trial shall have
been conducted in accordance with this Regulation or, if conducted prior to the date referred to in the second paragraph
of Article 99, in accordance with Directive 2001/20/EC.

5. Where the clinical trial referred to in paragraph 4 has been conducted outside the Union, it shall have been
conducted in accordance with principles equivalent to those of this Regulation as regards the rights and safety of the
subject and the reliability and robustness of the data generated in the clinical trial.

6. Data from a clinical trial started as from the date referred to in the second paragraph of Article 99 shall only be
submitted in an application dossier if that clinical trial has been registered prior to its start in a public register which is
a primary or partner registry of, or a data provider to, the WHO ICTRP.

Data from a clinical trial started before the date referred to in the second paragraph of Article 99 shall only be submitted
in an application dossier if that clinical trial is registered in a public register which is a primary or partner registry of, or
a data provider to, the WHO ICTRP or if the results of that clinical trial have been published in an independent peer-
reviewed scientific publication.

7. Data submitted in an application dossier which do not comply with paragraphs 3 to 6 shall not be considered in
the assessment of an application for authorisation of a clinical trial or of a substantial modification.

Article 26

Language requirements

The language of the application dossier, or parts thereof, shall be determined by the Member State concerned.
Member States, in applying the first paragraph, shall consider accepting, for the documentation not addressed to the
subject, a commonly understood language in the medical field.

Article 27

Update by way of delegated acts

The Commission shall be empowered to adopt delegated acts in accordance with Article 85 in respect of amending
Annexes I and II in order to adapt them to technical progress or to take account of international regulatory develop-
ments in which the Union or the Member States are involved, in the field of clinical trials.

CHAPTER V
PROTECTION OF SUBJECTS AND INFORMED CONSENT
Article 28

General rules

1. A clinical trial may be conducted only where all of the following conditions are met:

(a) the anticipated benefits to the subjects or to public health justify the foreseeable risks and inconveniences and
compliance with this condition is constantly monitored;

(b) the subjects, or where a subject is not able to give informed consent, his or her legally designated representative,
have been informed in accordance with Article 29(2) to (6);
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(c) the subjects, or where a subject is not able to give informed consent, his or her legally designated representative,
have given informed consent in accordance with Article 29(1), (7) and (8);

(d) the rights of the subjects to physical and mental integrity, to privacy and to the protection of the data concerning
them in accordance with Directive 95/46/EC are safeguarded;

(e) the clinical trial has been designed to involve as little pain, discomfort, fear and any other foreseeable risk as possible
for the subjects and both the risk threshold and the degree of distress are specifically defined in the protocol and
constantly monitored;

(f) the medical care provided to the subjects is the responsibility of an appropriately qualified medical doctor or, where
appropriate, a qualified dental practitioner;

(g) the subject or, where the subject is not able to give informed consent, his or her legally designated representative has
been provided with the contact details of an entity where further information can be received in case of need;

(h) no undue influence, including that of a financial nature, is exerted on subjects to participate in the clinical trial.

2. Without prejudice to Directive 95/46/EC, the sponsor may ask the subject or, where the subject is not able to give
informed consent, his or her legally designated representative at the time when the subject or the legally designated
representative gives his or her informed consent to participate in the clinical trial to consent to the use of his or her data
outside the protocol of the clinical trial exclusively for scientific purposes. That consent may be withdrawn at any time
by the subject or his or her legally designated representative.

The scientific research making use of the data outside the protocol of the clinical trial shall be conducted in accordance
with the applicable law on data protection.

3. Any subject, or, where the subject is not able to give informed consent, his or her legally designated representative,
may, without any resulting detriment and without having to provide any justification, withdraw from the clinical trial at
any time by revoking his or her informed consent. Without prejudice to Directive 95/46/EC, the withdrawal of the
informed consent shall not affect the activities already carried out and the use of data obtained based on informed
consent before its withdrawal.

Article 29
Informed consent

1. Informed consent shall be written, dated and signed by the person performing the interview referred to in point (c)
of paragraph 2, and by the subject or, where the subject is not able to give informed consent, his or her legally desig-
nated representative after having been duly informed in accordance with paragraph 2. Where the subject is unable to
write, consent may be given and recorded through appropriate alternative means in the presence of at least one impartial
witness. In that case, the witness shall sign and date the informed consent document. The subject or, where the subject
is not able to give informed consent, his or her legally designated representative shall be provided with a copy of the
document (or the record) by which informed consent has been given. The informed consent shall be documented.
Adequate time shall be given for the subject or his or her legally designated representative to consider his or her decision
to participate in the clinical trial.

2. Information given to the subject or, where the subject is not able to give informed consent, his or her legally desig-
nated representative for the purposes of obtaining his or her informed consent shall:

(a) enable the subject or his or her legally designated representative to understand:
(i) the nature, objectives, benefits, implications, risks and inconveniences of the clinical trial;
(ii) the subject’s rights and guarantees regarding his or her protection, in particular his or her right to refuse to
participate and the right to withdraw from the clinical trial at any time without any resulting detriment and

without having to provide any justification;

(iii) the conditions under which the clinical trial is to be conducted, including the expected duration of the subject’s
participation in the clinical trial; and

(iv) the possible treatment alternatives, including the follow-up measures if the participation of the subject in the
clinical trial is discontinued;

(b) be kept comprehensive, concise, clear, relevant, and understandable to a layperson;
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(c) be provided in a prior interview with a member of the investigating team who is appropriately qualified according
to the law of the Member State concerned;

(d) include information about the applicable damage compensation system referred to in Article 76(1); and

(e) include the EU trial number and information about the availability of the clinical trial results in accordance with
paragraph 6.

3. The information referred to in paragraph 2 shall be prepared in writing and be available to the subject or, where
the subject is not able to give informed consent, his or her legally designated representative.

4. In the interview referred to in point (c) of paragraph 2, special attention shall be paid to the information needs of
specific patient populations and of individual subjects, as well as to the methods used to give the information.

5. In the interview referred to in point (c) of paragraph 2, it shall be verified that the subject has understood the infor-
mation.

6.  The subject shall be informed that the summary of the results of the clinical trial and a summary presented in
terms understandable to a layperson will be made available in the EU database, referred to in Article 81 (the ‘EU data-
base’), pursuant to Article 37(4), irrespective of the outcome of the clinical trial, and, to the extent possible, when the
summaries become available.

7. This Regulation is without prejudice to national law requiring that both the signature of the incapacitated person
and the signature of his or her legally designated representative may be required on the informed consent form.

8.  This Regulation is without prejudice to national law requiring that, in addition to the informed consent given by
the legally designated representative, a minor who is capable of forming an opinion and assessing the information given
to him or her, shall also assent in order to participate in a clinical trial.

Article 30
Informed consent in cluster trials

1. Where a clinical trial is to be conducted exclusively in one Member State, that Member State may, without preju-
dice to Article 35, and by way of derogation from points (b), (c), and (g) of Article 28(1), Article 29(1), point (c) of
Article 29(2), Article 29(3), (4) and (5), points (a), (b) and (c) of Article 31(1) and points (a), (b) and (c) of Article 32(1),
allow the investigator to obtain informed consent by the simplified means set out in paragraph 2 of this Article,
provided that all of the conditions set out in paragraph 3 of this Article are fulfilled.

2. For clinical trials that fulfil the conditions set out in paragraph 3, informed consent shall be deemed to have been
obtained if:

(a) the information required under points (a), (b), (d) and (e) of Article 29(2) is given, in accordance with what is laid
down in the protocol, prior to the inclusion of the subject in the clinical trial, and this information makes clear, in
particular, that the subject can refuse to participate in, or withdraw at any time from, the clinical trial without any
resulting detriment; and

(b) the potential subject, after being informed, does not object to participating in the clinical trial.

3. Informed consent may be obtained by the simplified means set out in paragraph 2, if all the following conditions
are fulfilled:

(a) the simplified means for obtaining informed consent do not contradict national law in the Member State concerned;

(b) the methodology of the clinical trial requires that groups of subjects rather than individual subjects are allocated to
receive different investigational medicinal products in a clinical trial;

(c) the clinical trial is a low-intervention clinical trial and the investigational medicinal products are used in accordance
with the terms of the marketing authorisation;
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(d) there are no interventions other than the standard treatment of the subjects concerned;

(e) the protocol justifies the reasons for obtaining informed consent with simplified means and describes the scope of
information provided to the subjects, as well as the ways of providing information.

4. The investigator shall document all refusals and withdrawals and shall ensure that no data for the clinical trial are
collected from subjects that refuse to participate in or have withdrawn from the clinical trial.

Article 31
Clinical trials on incapacitated subjects

1. In the case of incapacitated subjects who have not given, or have not refused to give, informed consent before the
onset of their incapacity, a clinical trial may be conducted only where, in addition to the conditions set out in Article 28,
all of the following conditions are met:

(a) the informed consent of their legally designated representative has been obtained;

(b) the incapacitated subjects have received the information referred to in Article 29(2) in a way that is adequate in view
of their capacity to understand it;

(c) the explicit wish of an incapacitated subject who is capable of forming an opinion and assessing the information
referred to in Article 29(2) to refuse participation in, or to withdraw from, the clinical trial at any time, is respected

by the investigator;

(d) no incentives or financial inducements are given to the subjects or their legally designated representatives, except for
compensation for expenses and loss of earnings directly related to the participation in the clinical trial;

(e) the clinical trial is essential with respect to incapacitated subjects and data of comparable validity cannot be obtained
in clinical trials on persons able to give informed consent, or by other research methods;

the clinical trial relates directly to a medical condition from which the subject suffers;
y )
there are scientific grounds for expecting that participation in the clinical trial will produce:
g pecting particip p
(i) a direct benefit to the incapacitated subject outweighing the risks and burdens involved; or
(i) some benefit for the population represented by the incapacitated subject concerned when the clinical trial relates
directly to the life-threatening or debilitating medical condition from which the subject suffers and such trial will
pose only minimal risk to, and will impose minimal burden on, the incapacitated subject concerned in com-
parison with the standard treatment of the incapacitated subject’s condition.
2. Point (g)(ii) of paragraph 1 shall be without prejudice to more stringent national rules prohibiting the conduct of

those clinical trials on incapacitated subjects, where there are no scientific grounds to expect that participation in the
clinical trial will produce a direct benefit to the subject outweighing the risks and burdens involved.

3. The subject shall as far as possible take part in the informed consent procedure.

Article 32
Clinical trials on minors

1. A clinical trial on minors may be conducted only where, in addition to the conditions set out in Article 28, all of
the following conditions are met:

(a) the informed consent of their legally designated representative has been obtained;
(b) the minors have received the information referred to in Article 29(2) in a way adapted to their age and mental

maturity and from investigators or members of the investigating team who are trained or experienced in working
with children;
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(c) the explicit wish of a minor who is capable of forming an opinion and assessing the information referred to in
Article 29(2) to refuse participation in, or to withdraw from, the clinical trial at any time, is respected by the investi-
gator;

(d) no incentives or financial inducements are given to the subject or his or her legally designated representative except
for compensation for expenses and loss of earnings directly related to the participation in the clinical trial;

(e) the clinical trial is intended to investigate treatments for a medical condition that only occurs in minors or the clin-
ical trial is essential with respect to minors to validate data obtained in clinical trials on persons able to give
informed consent or by other research methods;

(f) the clinical trial either relates directly to a medical condition from which the minor concerned suffers or is of such a
nature that it can only be carried out on minors;

(g) there are scientific grounds for expecting that participation in the clinical trial will produce:
(i) a direct benefit for the minor concerned outweighing the risks and burdens involved; or
(i) some benefit for the population represented by the minor concerned and such a clinical trial will pose only
minimal risk to, and will impose minimal burden on, the minor concerned in comparison with the standard

treatment of the minor’s condition.

2. The minor shall take part in the informed consent procedure in a way adapted to his or her age and mental
maturity.

3. If during a clinical trial the minor reaches the age of legal competence to give informed consent as defined in the
law of the Member State concerned, his or her express informed consent shall be obtained before that subject can
continue to participate in the clinical trial.

Article 33
Clinical trials on pregnant or breastfeeding women

A clinical trial on pregnant or breastfeeding women may be conducted only where, in addition to the conditions set out
in Article 28, the following conditions are met:

(a) the clinical trial has the potential to produce a direct benefit for the pregnant or breastfeeding woman concerned, or
her embryo, foetus or child after birth, outweighing the risks and burdens involved; or

(b) if such clinical trial has no direct benefit for the pregnant or breastfeeding woman concerned, or her embryo, foetus
or child after birth, it can be conducted only if:

(i) a clinical trial of comparable effectiveness cannot be carried out on women who are not pregnant or breast-
feeding;

(ii) the clinical trial contributes to the attainment of results capable of benefitting pregnant or breastfeeding women
or other women in relation to reproduction or other embryos, foetuses or children; and

(iti) the clinical trial poses a minimal risk to, and imposes a minimal burden on, the pregnant or breastfeeding
woman concerned, her embryo, foetus or child after birth;

(c) where research is undertaken on breastfeeding women, particular care is taken to avoid any adverse impact on the
health of the child; and

(d) no incentives or financial inducements are given to the subject except for compensation for expenses and loss of
earnings directly related to the participation in the clinical trial.

Article 34
Additional national measures

Member States may maintain additional measures regarding persons performing mandatory military service, persons
deprived of liberty, persons who, due to a judicial decision, cannot take part in clinical trials, or persons in residential
care institutions.
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Article 35
Clinical trials in emergency situations

1. By way of derogation from points (b) and (c) of Article 28(1), from points (a) and (b) of Article 31(1) and from
points (a) and (b) of Article 32(1), informed consent to participate in a clinical trial may be obtained, and information
on the clinical trial may be given, after the decision to include the subject in the clinical trial, provided that this decision
is taken at the time of the first intervention on the subject, in accordance with the protocol for that clinical trial” and
that all of the following conditions are fulfilled:

(a) due to the urgency of the situation, caused by a sudden life-threatening or other sudden serious medical condition,
the subject is unable to provide prior informed consent and to receive prior information on the clinical trial;

(b) there are scientific grounds to expect that participation of the subject in the clinical trial will have the potential to
produce a direct clinically relevant benefit for the subject resulting in a measurable health-related improvement alle-
viating the suffering and/or improving the health of the subject, or in the diagnosis of its condition;

(c) it is not possible within the therapeutic window to supply all prior information to and obtain prior informed
consent from his or her legally designated representative;

(d) the investigator certifies that he or she is not aware of any objections to participate in the clinical trial previously
expressed by the subject;

(e) the clinical trial relates directly to the subject’s medical condition because of which it is not possible within the thera-
peutic window to obtain prior informed consent from the subject or from his or her legally designated representative
and to supply prior information, and the clinical trial is of such a nature that it may be conducted exclusively in
emergency situations;

(f) the clinical trial poses a minimal risk to, and imposes a minimal burden on, the subject in comparison with the
standard treatment of the subject’s condition.

2. Following an intervention pursuant to paragraph 1, informed consent in accordance with Article 29 shall be
sought to continue the participation of the subject in the clinical trial, and information on the clinical trial shall be
given, in accordance with the following requirements:

(a) regarding incapacitated subjects and minors, the informed consent shall be sought by the investigator from his or
her legally designated representative without undue delay and the information referred to in Article 29(2) shall be
given as soon as possible to the subject and to his or her legally designated representative;

(b) regarding other subjects, the informed consent shall be sought by the investigator without undue delay from the
subject or his or her legally designated representative, whichever is sooner and the information referred to in
Article 29(2) shall be given as soon as possible to the the subject or his or her legally designated representative,
whichever is sooner.

For the purposes of point (b), where informed consent has been obtained from the legally designated representative,

informed consent to continue the participation in the clinical trial shall be obtained from the subject as soon as he or
she is capable of giving informed consent.

3. If the subject or, where applicable, his or her legally designated representative does not give consent, he or she
shall be informed of the right to object to the use of data obtained from the clinical trial.

CHAPTER VI
START, END, TEMPORARY HALT, AND EARLY TERMINATION OF A CLINICAL TRIAL
Article 36
Notification of the start of a clinical trial and of the end of the recruitment of subjects

1. The sponsor shall notify each Member State concerned of the start of a clinical trial in relation to that Member
State through the EU portal.

That notification shall be made within 15 days from the start of the clinical trial in relation to that Member State.
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2. The sponsor shall notify each Member State concerned of the first visit of the first subject in relation to that
Member State through the EU portal.

That notification shall be made within 15 days from the first visit of the first subject in relation to that Member State.

3. The sponsor shall notify each Member State concerned of the end of the recruitment of subjects for a clinical trial
in that Member State through the EU portal.

That notification shall be made within 15 days from the end of the recruitment of subjects. In case of re-start of recruit-
ment, paragraph 1 shall apply.

Article 37
End of a clinical trial, temporary halt and early termination of a clinical trial and submission of the results

1. The sponsor shall notify each Member State concerned of the end of a clinical trial in relation to that Member
State through the EU portal.

That notification shall be made within 15 days from the end of the clinical trial in relation to that Member State.

2. The sponsor shall notify each Member State concerned of the end of a clinical trial in all Member States concerned
through the EU portal.

That notification shall be made within 15 days from the end of the clinical trial in the last Member State concerned.

3. The sponsor shall notify each Member State concerned of the end of a clinical trial in all Member States concerned
and in all third countries in which the clinical trial has been conducted through the EU portal.

That notification shall be made within 15 days from the end of the clinical trial in the last of the Member States
concerned and third countries in which the clinical trial has been conducted.

4. TIrrespective of the outcome of a clinical trial, within one year from the end of a clinical trial in all Member States
concerned, the sponsor shall submit to the EU database a summary of the results of the clinical trial. The content of that
summary is set out in Annex IV.

It shall be accompanied by a summary written in a manner that is understandable to laypersons. The content of that
summary is set out in Annex V.

However, where, for scientific reasons detailed in the protocol, it is not possible to submit a summary of the results
within one year, the summary of results shall be submitted as soon as it is available. In this case, the protocol shall
specify when the results are going to be submitted, together with a justification.

In addition to the summary of the results, where the clinical trial was intended to be used for obtaining a marketing
authorisation for the investigational medicinal product, the applicant for marketing authorisation shall submit to the EU
database the clinical study report within 30 days after the day the marketing authorisation has been granted, the proce-
dure for granting the marketing authorisation has been completed, or the applicant for marketing authorisation has
withdrawn the application.

For cases where the sponsor decides to share raw data on a voluntary basis, the Commission shall produce guidelines for
the formatting and sharing of those data.

5. The sponsor shall notify each Member State concerned of a temporary halt of a clinical trial in all Member States
concerned for reasons not affecting the benefit-risk balance through the EU portal.

That notification shall be made within 15 days from the temporary halt of the clinical trial in all Member States
concerned and shall include the reasons for such action.
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6. When a temporarily halted clinical trial referred to in paragraph 5 is resumed the sponsor shall notify each
Member State concerned through the EU portal.

That notification shall be made within 15 days from the restart of the temporarily halted clinical trial in all Member
States concerned.

7. If a temporarily halted clinical trial is not resumed within two years, the expiry date of this period or the date of
the decision of the sponsor not to resume the clinical trial, whichever is earlier, shall be deemed to be the date of the
end of the clinical trial. In the case of early termination of the clinical trial, the date of the early termination shall be
deemed to be the date of the end of the clinical trial.

In the case of early termination of the clinical trial for reasons not affecting the benefit-risk balance, the sponsor shall
notify each Member State concerned through the EU portal of the reasons for such action and, when appropriate,
follow-up measures for the subjects.

8. Without prejudice to paragraph 4, where the clinical trial protocol provides for an intermediate data analysis date
prior to the end of the clinical trial, and the respective results of the clinical trial are available, a summary of those
results shall be submitted to the EU database within one year of the intermediate data analysis date.

Article 38

Temporary halt or early termination by the sponsor for reasons of subject safety

1. For the purposes of this Regulation, the temporary halt or early termination of a clinical trial for reasons of a
change of the benefit-risk balance shall be notified to the Member States concerned through the EU portal.

That notification shall be made without undue delay but not later than in 15 days of the date of the temporary halt or
early termination. It shall include the reasons for such action and specify follow-up measures.

2. The restart of the clinical trial following a temporary halt as referred to in paragraph 1 shall be deemed to be a
substantial modification subject to the authorisation procedure laid down in Chapter III.
Article 39
Update of the contents of the summary of results and summary for laypersons

The Commission shall be empowered to adopt delegated acts in accordance with Article 89 in order to amend
Annexes IV and V, in order to adapt them to technical progress or to take account of international regulatory develop-
ments, in which the Union or the Member States are involved, in the field of clinical trials.
CHAPTER VII
SAFETY REPORTING IN THE CONTEXT OF A CLINICAL TRIAL
Article 40

Electronic database for safety reporting

1. The European Medicines Agency established by Regulation (EC) No 726/2004 (the ‘Agency’) shall set up and main-
tain an electronic database for the reporting provided for in Articles 42 and 43. That database shall be a module of the
database referred to in Article 24 of Regulation (EC) No 726/2004 (the ‘Eudravigilance database’).

2. The Agency shall, in collaboration with Member States, develop a standard web-based structured form for the
reporting by sponsors to the database referred to in paragraph 1 of suspected unexpected serious adverse reactions.
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Article 41
Reporting of adverse events and serious adverse events by the investigator to the sponsor

1. The investigator shall record and document adverse events or laboratory abnormalities identified in the protocol as
critical to the safety evaluation and report them to the sponsor in accordance with the reporting requirements and
within the periods specified in the protocol.

2. The investigator shall record and document all adverse events, unless the protocol provides differently. The investi-
gator shall report to the sponsor all serious adverse events occurring to subjects treated by him or her in the clinical
trial, unless the protocol provides differently.

The investigator shall report serious adverse events to the sponsor without undue delay but not later than within
24 hours of obtaining knowledge of the events, unless, for certain serious adverse events, the protocol provides that no
immediate reporting is required. Where relevant, the investigator shall send a follow-up report to the sponsor to allow
the sponsor to assess whether the serious adverse event has an impact on the benefit-risk balance of the clinical trial.

3. The sponsor shall keep detailed records of all adverse events reported to it by the investigator.

4. If the investigator becomes aware of a serious adverse event with a suspected causal relationship to the investiga-
tional medicinal product that occurs after the end of the clinical trial in a subject treated by him or her, the investigator
shall, without undue delay, report the serious adverse event to the sponsor.

Article 42
Reporting of suspected unexpected serious adverse reactions by the sponsor to the Agency

1. The sponsor of a clinical trial performed in at least one Member State shall report electronically and without delay
to the database referred to in Article 40(1) all relevant information about the following suspected unexpected serious
adverse reactions.:

(a) all suspected unexpected serious adverse reactions to investigational medicinal products occurring in that clinical
trial, irrespective of whether the suspected unexpected serious adverse reaction has occurred at a clinical trial site in
the Union or in a third country;

(b) all suspected unexpected serious adverse reactions related to the same active substance, regardless of pharmaceutical
form and strength or indication investigated, in investigational medicinal products used in the clinical trial, occurring
in a clinical trial performed exclusively in a third country, if that clinical trial is sponsored:

(i) by that sponsor, or

(ii) by another sponsor who is either part of the same parent company as the sponsor of the clinical trial, or who
develops a medicinal product jointly, on the basis of a formal agreement, with the sponsor of the clinical trial.
For this purpose, provision of the investigational medicinal product or information to a future potential
marketing authorisation holder on safety matters shall not be considered a joint development; and

(c) all suspected unexpected serious adverse reactions to investigational medicinal products occurring in any of the
subjects of the clinical trial, which are identified by or come to the attention of the sponsor after the end of the clin-
ical trial.

2. The period for the reporting of suspected unexpected serious adverse reactions by the sponsor to the Agency shall
take account of the seriousness of the reaction and shall be as follows:

(a) in the case of fatal or life-threatening suspected unexpected serious adverse reactions, as soon as possible and in any
event not later than seven days after the sponsor became aware of the reaction;

(b) in the case of non-fatal or non-life-threatening suspected unexpected serious adverse reactions, not later than
15 days after the sponsor became aware of the reaction;

(c) in the case of a suspected unexpected serious adverse reaction which was initially considered to be non-fatal or non-
life threatening but which turns out to be fatal or life-threatening, as soon as possible and in any event not later
than seven days after the sponsor became aware of the reaction being fatal or life-threatening.

Where necessary to ensure timely reporting, the sponsor may, in accordance with section 2.4 of Annex III, submit an
initial incomplete report followed up by a complete report.
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3. Where a sponsor, due to a lack of resources, does not have the possibility to report to the database referred to in
Article 40(1) and the sponsor has the agreement of the Member State concerned, it may report to the Member State
where the suspected unexpected serious adverse reaction occurred. That Member State shall report the suspected unex-
pected serious adverse reaction in accordance with paragraph 1 of this Article.

Article 43

Annual reporting by the sponsor to the Agency

1.  Regarding investigational medicinal products other than placebo, the sponsor shall submit annually through the
database referred to in Article 40(1) to the Agency a report on the safety of each investigational medicinal product used
in a clinical trial for which it is the sponsor.

2. In the case of a clinical trial involving the use of more than one investigational medicinal product, the sponsor
may, if provided for in the protocol, submit a single safety report on all investigational medicinal products used in that
clinical trial.

3. The annual report referred to in paragraph 1 shall only contain aggregate and anonymised data.

4.  The obligation referred to in paragraph 1 starts with the first authorisation of a clinical trial in accordance with
this Regulation. It ends with the end of the last clinical trial conducted by the sponsor with the investigational medicinal
product.

Article 44

Assessment by Member States

1. The Agency shall, by electronic means, forward to the Member States concerned the information reported in
accordance with Article 42 and 43.

2. Member States shall cooperate in assessing the information reported in accordance with Articles 42and 43. The
Commission may, by means of implementing acts, set up and modify the rules on such cooperation. Those imple-
menting acts shall be adopted in accordance with the examination procedure referred to in Article 88(2).

3. The responsible ethics committee shall be involved in the assessment of the information referred to in paragraphs 1
and 2, if it has been provided for in the law of the Member State concerned.

Article 45
Technical aspects

Technical aspects for safety reporting in accordance with Articles 41 to 44 are contained in Annex IIl. Where necessary
in order to improve the level of protection of subjects, the Commission shall be empowered to adopt delegated acts in
accordance with Article 89 in order to amend Annex III for any of the following purposes:

(a) improving the information on the safety of medicinal products;

(b) adapting technical requirements to technical progress;

(c) taking account of international regulatory developments in the field of safety requirements in clinical trials, endorsed
by bodies in which the Union or the Member States participate.

Article 46
Reporting with regard to auxiliary medicinal products

Safety reporting with regard to auxiliary medicinal products shall be made in accordance with Chapter 3 of Title IX of
Directive 2001/83/EC.
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CHAPTER VIII

CONDUCT OF A CLINICAL TRIAL, SUPERVISION BY THE SPONSOR, TRAINING AND EXPERIENCE, AUXILIARY MEDI-
CINAL PRODUCTS

Article 47
Compliance with the protocol and good clinical practice

The sponsor of a clinical trial and the investigator shall ensure that the clinical trial is conducted in accordance with the
protocol and with the principles of good clinical practice.

Without prejudice to any other provision of Union law or Commission guidelines, the sponsor and the investigator,
when drawing up the protocol and when applying this Regulation and the protocol, shall also take appropriate account
of the quality standards and the ICH guidelines on good clinical practice.

The Commission shall make publicly available the detailed ICH guidelines on good clinical practice referred to in the
second paragraph.

Article 48
Monitoring

In order to verify that the rights, safety and well-being of subjects are protected, that the reported data are reliable and
robust, and that the conduct of the clinical trial is in compliance with the requirements of this Regulation, the sponsor
shall adequately monitor the conduct of a clinical trial. The extent and nature of the monitoring shall be determined by
the sponsor on the basis of an assessment that takes into consideration all characteristics of the clinical trial, including
the following characteristics:

(a) whether the clinical trial is a low-intervention clinical trial;
(b) the objective and methodology of the clinical trial; and

(c) the degree of deviation of the intervention from normal clinical practice.

Article 49
Suitability of individuals involved in conducting the clinical trial

The investigator shall be a medical doctor as defined in national law, or a person following a profession which is recog-
nised in the Member State concerned as qualifying for an investigator because of the necessary scientific knowledge and
experience in patient care.

Other individuals involved in conducting a clinical trial shall be suitably qualified by education, training and experience
to perform their tasks.

Atrticle 50

Suitability of clinical trial sites

The facilities where the clinical trial is to be conducted shall be suitable for the conduct of the clinical trial in compliance
with the requirements of this Regulation.

Article 51

Traceability, storage, return and destruction of investigational medicinal products

1. Investigational medicinal products shall be traceable. They shall be stored, returned and/or destroyed as appropriate
and proportionate to ensure the safety of the subject and the reliability and robustness of the data generated in the clin-
ical trial, in particular, taking into account whether the investigational medicinal product is an authorised investigational
medicinal product, and whether the clinical trial is a low-intervention clinical trial.
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The first subparagraph shall also apply to unauthorised auxiliary medicinal products.
2. The relevant information regarding the traceability, storage, return and destruction of medicinal products referred
to in paragraph 1 shall be contained in the application dossier.
Article 52
Reporting of serious breaches

1. The sponsor shall notify the Member States concerned about a serious breach of this Regulation or of the version
of the protocol applicable at the time of the breach through the EU portal without undue delay but not later than seven
days of becoming aware of that breach.

2. For the purposes of this Article, a ‘serious breach’ means a breach likely to affect to a significant degree the safety
and rights of a subject or the reliability and robustness of the data generated in the clinical trial.
Article 53
Other reporting obligations relevant for subject safety

1. The sponsor shall notify the Member States concerned through the EU portal of all unexpected events which affect
the benefit-risk balance of the clinical trial, but are not suspected unexpected serious adverse reactions as referred to in
Article 42. That notification shall be made without undue delay but no later than 15 days from the date the sponsor
became aware of this event.

2. The sponsor shall submit to the Member States concerned, through the EU portal, all inspection reports of third
country authorities concerning the clinical trial. When requested by a Member State concerned, the sponsor shall submit
a translation of the report or of its summary in an official language of the Union indicated in the request.

Article 54

Urgent safety measures

1. Where an unexpected event is likely to seriously affect the benefit-risk balance, the sponsor and the investigator
shall take appropriate urgent safety measures to protect the subjects.

2. The sponsor shall notify the Member States concerned, through the EU portal, of the event and the measures
taken.

That notification shall be made without undue delay but no later than seven days from the date the measures have been
taken.

3. This Article is without prejudice to Chapters IIT and VIL

Article 55
Investigator’s brochure
1. The sponsor shall provide the investigator with the investigator’s brochure.

2. The investigator's brochure shall be updated where new and relevant safety information becomes available, and
shall be reviewed by the sponsor at least once per year.
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Article 56
Recording, processing, handling and storage of information

1. All clinical trial information shall be recorded, processed, handled, and stored by the sponsor or investigator, as
applicable, in such a way that it can be accurately reported, interpreted and verified while the confidentiality of records
and the personal data of the subjects remain protected in accordance with the applicable law on personal data protec-
tion.

2. Appropriate technical and organisational measures shall be implemented to protect information and personal data
processed against unauthorised or unlawful access, disclosure, dissemination, alteration, or destruction or accidental loss,
in particular where the processing involves the transmission over a network.

Article 57

Clinical trial master file

The sponsor and the investigator shall keep a clinical trial master file. The clinical trial master file shall at all times
contain the essential documents relating to that clinical trial which allow verification of the conduct of a clinical trial
and the quality of the data generated, taking into account all characteristics of the clinical trial, including in particular
whether the clinical trial is a low-intervention clinical trial. It shall be readily available, and directly accessible upon
request, to the Member States.

The clinical trial master file kept by the investigator and that kept by the sponsor may have a different content if this is
justified by the different nature of the responsibilities of the investigator and the sponsor.
Article 58
Archiving of the clinical trial master file

Unless other Union law requires archiving for a longer period, the sponsor and the investigator shall archive the content
of the clinical trial master file for at least 25 years after the end of the clinical trial. However, the medical files of subjects
shall be archived in accordance with national law.

The content of the clinical trial master file shall be archived in a way that ensures that it is readily available and acces-
sible, upon request, to the competent authorities.

Any transfer of ownership of the content of the clinical trial master file shall be documented. The new owner shall
assume the responsibilities set out in this Article.

The sponsor shall appoint individuals within its organisation to be responsible for archives. Access to archives shall be
restricted to those individuals.

The media used to archive the content of the clinical trial master file shall be such that the content remains complete
and legible throughout the period referred to in the first paragraph.

Any alteration to the content of the clinical trial master file shall be traceable.

Article 59
Augxiliary medicinal products
1. Only authorised auxiliary medicinal products may be used in a clinical trial.

2. Paragraph 1 shall not apply where no authorised auxiliary medicinal product is available in the Union or where
the sponsor cannot reasonably be expected to use an authorised auxiliary medicinal product. A justification to this effect
shall be included in the protocol.
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3. Member States shall ensure that unauthorised auxiliary medicinal products may enter their territories for the
purpose of their use in a clinical trial in accordance with paragraph 2.

CHAPTER IX

MANUFACTURING AND IMPORT OF INVESTIGATIONAL MEDICINAL PRODUCTS AND AUXILIARY MEDICINAL
PRODUCTS

Article 60
Scope of this Chapter

This Chapter shall apply to the manufacture and import of investigational medicinal products and auxiliary medicinal
products.

Article 61
Authorisation of manufacturing and import

1. The manufacturing and import of investigational medicinal products in the Union shall be subject to the holding
of an authorisation.

2. In order to obtain the authorisation referred to in paragraph 1, the applicant shall meet the following require-
ments:

(a) it shall have at its disposal, for manufacture or import, suitable and sufficient premises, technical equipment and
control facilities complying with the requirements set out in this Regulation;

(b) it shall have permanently and continuously at its disposal the services of at least one qualified person who fulfils the
conditions of qualification set out in Article 49(2) and (3) of Directive 2001/83/EC (‘qualified person’).

3. The applicant shall specify, in the application for authorisation, the types and pharmaceutical forms of the investi-
gational medicinal product manufactured or imported, the manufacturing or import operations, the manufacturing
process where relevant, the site where the investigational medicinal products are to be manufactured or the site in the
Union to which they are to be imported, and detailed information concerning the qualified person.

4. Articles 42 to 45, and point (e) of Article 46 of Directive 2001/83/EC shall apply mutatis mutandis to the authorisa-
tion referred to in paragraph 1.

5. Paragraph 1 shall not apply to any of the following processes:

(a) re-labelling or re-packaging, where those processes are carried out in hospitals, health centres or clinics, by pharma-
cists or other persons legally authorised in the Member State concerned to carry out such processes, and if the inves-
tigational medicinal products are intended to be used exclusively in hospitals, health centres or clinics taking part in
the same clinical trial in the same Member State;

(b) preparation of radiopharmaceuticals used as diagnostic investigational medicinal products where this process is
carried out in hospitals, health centres or clinics, by pharmacists or other persons legally authorised in the Member
State concerned to carry out such process, and if the investigational medicinal products are intended to be used
exclusively in hospitals, health centres or clinics taking part in the same clinical trial in the same Member State;

(c) the preparation of medicinal products referred to in points (1) and (2) of Article 3 of Directive 2001/83/EC for use
as investigational medicinal products, where this process is carried out in hospitals, health centres or clinics legally
authorised in the Member State concerned to carry out such process and if the investigational medicinal products
are intended to be used exclusively in hospitals, health centres or clinics taking part in the same clinical trial in the
same Member State.

6.  Member States shall make the processes set out in paragraph 5 subject to appropriate and proportionate require-
ments to ensure subject safety and reliability and robustness of the data generated in the clinical trial. They shall subject
the processes to regular inspections.
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Article 62
Responsibilities of the qualified person

1. The qualified person shall ensure that each batch of investigational medicinal products manufactured in or
imported into the Union complies with the requirements set out in Article 63 and shall certify that those requirements
are fulfilled.

2. The certification referred to in paragraph 1 shall be made available by the sponsor at the request of the Member
State concerned.
Article 63
Manufacturing and import

1. Investigational medicinal products shall be manufactured by applying manufacturing practice which ensures the
quality of such medicinal products in order to safeguard the safety of the subject and the reliability and robustness of
clinical data generated in the clinical trial (good manufacturing practice’). The Commission shall be empowered to adopt
delegated acts in accordance with Article 89 in order to specify the principles and guidelines of good manufacturing
practice and the detailed arrangements for inspection for ensuring the quality of investigational medicinal products,
taking account of subject safety or data reliability and robustness, technical progress and global regulatory developments

in which the Union or the Member States are involved.

In addition, the Commission shall also adopt and publish detailed guidelines in line with those principles of good manu-
facturing practice and revise them when necessary in order to take account of technical and scientific progress.

2. Paragraph 1 shall not apply to the processes referred to in Article 61(5).

3. Investigational medicinal products imported into the Union shall be manufactured by applying quality standards at
least equivalent to those laid down pursuant to paragraph 1.

4. The Member States shall ensure compliance with the requirements of this Article by means of inspections.

Article 64
Modification of authorised investigational medicinal products

Articles 61, 62 and 63 shall apply to authorised investigational medicinal products only as regards any modification of
such products not covered by a marketing authorisation.

Article 65

Manufacturing of auxiliary medicinal products

Where the auxiliary medicinal product is not authorised, or where an authorised auxiliary medicinal product is modified
while such modification is not covered by a marketing authorisation, it shall be manufactured according to the good
manufacturing practice referred to in Article 63(1) orto at least an equivalent standard, in order to ensure appropriate
quality.

CHAPTER X

LABELLING

Article 66

Unauthorised investigational and unauthorised auxiliary medicinal products

1. The following information shall appear on the outer packaging and on the immediate packaging of unauthorised
investigational medicinal products and unauthorised auxiliary medicinal products:

(a) information to identify contact persons or persons involved in the clinical trial;

(b) information to identify the clinical trial;
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(c) information to identify the medicinal product;

(d) information related to the use of the medicinal product.

2. The information which is to appear on the outer packaging and immediate packaging shall ensure subject safety
and reliability and robustness of the data generated in the clinical trial, while taking account of the design of the clinical

trial, whether the products are investigational or auxiliary medicinal product, and whether they are products with par-
ticular characteristics.

The information which is to appear on the outer packaging and immediate packaging shall be clearly legible.

A list of information which is to appear on the outer packaging and immediate packaging is set out in Annex VI

Article 67
Authorised investigational and authorised auxiliary medicinal products

1. Authorised investigational medicinal products and authorised auxiliary medicinal products shall be labelled:

(a) in accordance with Article 66(1); or

(b) in accordance with Title V of Directive 2001/83/EC.

2. Notwithstanding point (b) of paragraph 1, where the specific circumstances, provided for in the protocol, of a clin-
ical trial so require in order to ensure the safety of the subject or the reliability and robustness of data generated in a
clinical trial, additional particulars relating to the identification of the clinical trial and of the contact person shall appear

on the outer packaging and the immediate packaging of authorised investigational medicinal products. A list of these ad-
ditional particulars appearing on the outer packaging and immediate packaging is set out in section C of Annex VI

Article 68

Radiopharmaceuticals used as investigational medicinal products or as auxiliary medicinal products for a
medical diagnosis

Articles 66 and 67 shall not apply to radiopharmaceuticals used as diagnostic investigational medicinal products or as
diagnostic auxiliary medicinal products.

The products referred to in the first paragraph shall be labelled appropriately in order to ensure the safety of the subject
and the reliability and robustness of data generated in the clinical trial.

Article 69

Language
The language of the information on the label shall be determined by the Member State concerned. The medicinal
product may be labelled in several languages.

Article 70

Delegated act

The Commission shall be empowered to adopt delegated acts in accordance with Article 89 in respect of amending
Annex VI in order to ensure subject safety and the reliability and robustness of data generated in a clinical trial or to
take account of technical progress.
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CHAPTER XI
SPONSOR AND INVESTIGATOR
Article 71
Sponsor
A clinical trial may have one or several sponsors.

Any sponsor may delegate, in a written contract, any or all of its tasks to an individual, a company, an institution or an
organisation. Such delegation shall be without prejudice to the responsibility of the sponsor, in particular regarding the
safety of subjects and the reliability and robustness of the data generated in the clinical trial.

The investigator and the sponsor may be the same person.

Article 72
Co-sponsorship

1. Without prejudice to Article 74, where a clinical trial has more than one sponsor, all sponsors shall have the
responsibilities of a sponsor set out in this Regulation, unless the sponsors decide otherwise in a written contract setting
out their respective responsibilities. Where the contract does not specify to which sponsor a given responsibility is attrib-
uted, that responsibility shall lie with all sponsors.

2. By way of derogation from paragraph 1, the sponsors shall be jointly responsible for establishing:

(a) a sponsor responsible for compliance with the obligations of a sponsor in the authorisation procedures set out in
Chapters Il and III;

(b) a sponsor responsible for being a contact point for receiving all questions from subjects, investigators or any
Member State concerned regarding the clinical trial and providing answers to them;

(c) a sponsor responsible for implementing the measures taken in accordance with Article 77.

Article 73
Principal investigator

A principal investigator shall ensure compliance of a clinical trial at a clinical trial site with the requirements of this
Regulation.

The principal investigator shall assign tasks among the members of the team of investigators in a way which is not
compromising the safety of subjects and the reliability and robustness of the data generated in the clinical trial at that
clinical trial site.

Article 74
Legal representative of the sponsor in the Union

1. Where the sponsor of a clinical trial is not established in the Union, that sponsor shall ensure that a natural or
legal person is established in the Union as its legal representative. Such legal representative shall be responsible for
ensuring compliance with the sponsor’s obligations pursuant to this Regulation, and shall be the addressee for all
communications with the sponsor provided for in this Regulation. Any communication to that legal representative shall
be deemed to be a communication to the sponsor.

2. Member States may choose not to apply paragraph 1 as regards clinical trials to be conducted solely on their terri-
tory, or on their territory and the territory of a third country, provided that they ensure that the sponsor establishes at
least a contact person on their territory in respect of that clinical trial who shall be the addressee for all communications
with the sponsor provided for in this Regulation.
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3. As regards clinical trials to be conducted in more than one Member State, all those Member States may choose not
to apply paragraph 1 provided that they ensure that the sponsor establishes at least a contact person in the Union in
respect of that clinical trial who shall be the addressee for all communications with the sponsor provided for in this
Regulation.

Article 75
Liability

This Chapter shall not affect the civil and criminal liability of the sponsor, investigator, or persons to whom the sponsor
has delegated tasks.

CHAPTER XII
DAMAGE COMPENSATION
Article 76
Damage compensation

1. Member States shall ensure that systems for compensation for any damage suffered by a subject resulting from par-
ticipation in a clinical trial conducted on their territory are in place in the form of insurance, a guarantee, or a similar
arrangement that is equivalent as regards its purpose and which is appropriate to the nature and the extent of the risk.

2. The sponsor and the investigator shall make use of the system referred to in paragraph 1 in the form appropriate
for the Member State concerned where the clinical trial is conducted.

3. Member States shall not require any additional use of the system referred to in paragraph 1 from the sponsor for
low-intervention clinical trials, if any possible damage that could be suffered by a subject resulting from the use of the
investigational medicinal product in accordance with the protocol of that specific clinical trial on the territory of that
Member State is covered by the applicable compensation system already in place.

CHAPTER XIII
SUPERVISION BY MEMBER STATES, UNION INSPECTIONS AND CONTROLS
Article 77
Corrective measures to be taken by Member States

1. Where a Member State concerned has justified grounds for considering that the requirements set out in this Regu-
lation are no longer met, it may take the following measures on its territory:

(a) revoke the authorisation of a clinical trial;

(b) suspend a clinical trial;

(c) require the sponsor to modify any aspect of the clinical trial.

2. Before the Member State concerned takes any of the measures referred to in paragraph 1 it shall, except where

immediate action is required, ask the sponsor and/or the investigator for their opinion. That opinion shall be delivered
within seven days.

3. The Member State concerned shall immediately after taking a measure referred to in paragraph 1 inform all
Member States concerned through the EU portal.

4. Each Member State concerned may consult the other Member States concerned before taking any of the measures
referred to in paragraph 1.
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Article 78
Member State inspections

1. Member States shall appoint inspectors to perform inspections in order to supervise compliance with this Regu-
lation. They shall ensure that those inspectors are adequately qualified and trained.

2. Inspections shall be conducted under the responsibility of the Member State where the inspection takes place.

3. Where a Member State concerned intends to carry out an inspection on its territory or in a third country with
regard to one or several clinical trials which are conducted in more than one Member State concerned, it shall notify its
intention to the other Member States concerned, the Commission and the Agency, through the EU portal, and shall
inform them of its findings after the inspection.

4. Inspections fees, if any, may be waived for non-commercial sponsors.

5. In order to efficiently use the resources available and to avoid duplications, the Agency shall coordinate the co-
operation between Member States concerned on inspections conducted in Member States, in third countries, and inspec-
tions conducted in the framework of an application for a marketing authorisation under Regulation (EC) No 726/2004.

6. Following an inspection, the Member State under whose responsibility the inspection has been conducted shall
draw up an inspection report. That Member State shall make the inspection report available to the inspected entity and
the sponsor of the relevant clinical trial and shall submit the inspection report through the EU portal.

7. The Commission shall specify, by means of implementing acts, the detailed arrangements for the inspection pro-
cedures including the qualification and training requirements for inspectors. Those implementing acts shall be adopted
in accordance with the examination procedure referred to in Article 88(2).

Article 79
Union controls

1. The Commission may conduct controls in order to verify:
(a) whether Member States correctly supervise compliance with this Regulation;

(b) whether the regulatory system applicable to clinical trials conducted outside the Union ensures that point 8 of the
Introduction and general principles contained in Annex I to Directive 2001/83/EC is complied with;

(c) whether the regulatory system applicable to clinical trials conducted outside the Union ensures that Article 25(5) of
this Regulation is complied with.

2. The Union controls referred to in point (a) of paragraph 1 shall be organised in cooperation with the Member
States concerned.

The Commission shall prepare in cooperation with the Member States a programme for the Union controls referred to
in points (b) and (c) of paragraph 1.

The Commission shall report on the findings of each Union control carried out. Those reports shall, if appropriate,
contain recommendations. The Commission shall submit those reports through the EU portal.
CHAPTER XIV
IT INFRASTRUCTURE
Article 80
EU portal

The Agency shall, in collaboration with the Member States and the Commission, set up and maintain a portal at Union
level as a single entry point for the submission of data and information relating to clinical trials in accordance with this
Regulation. The EU portal shall be technically advanced and user-friendly so as to avoid unnecessary work.



L 158/48 Official Journal of the European Union 27.5.2014

Data and information submitted through the EU portal shall be stored in the EU database.

Article 81
EU database

1. The Agency shall, in collaboration with the Member States and the Commission, set up and maintain a EU data-
base at Union level. The Agency shall be considered to be the controller of the EU database and shall be responsible for
avoiding unnecessary duplication between the EU database and the EudraCT and Eudravigilance databases.

The EU database shall contain the data and information submitted in accordance with this Regulation.

The EU database shall identify each clinical trial by a unique EU trial number. The sponsor shall refer to this EU trial
number in any subsequent submission relating or referring to that clinical trial.

2. The EU database shall be established to enable cooperation between the competent authorities of the Member
States concerned to the extent that it is necessary for the application of this Regulation and to search for specific clinical
trials. It shall also facilitate the communication between sponsors and Member States concerned and enable sponsors to
refer to previous submissions of an application for authorisation of a clinical trial or a substantial modification. It shall
also enable citizens of the Union to have access to clinical information about medicinal products. To this end all data
held in the EU database shall be in an easily searchable format, all related data shall be grouped together by way of the
EU trial number, and hyperlinks shall be provided to link together related data and documents held on the EU database
and other databases managed by the Agency.

3. The EU database shall support the recording and submission to the Medicinal Product Dictionary, contained in the
Eudravigilance database, of all the data on medicinal products without a marketing authorisation in the Union and
substances not authorised as part of a medicinal product in the Union, that are necessary for the maintenance of that
dictionary. To this effect and also with the purpose of enabling the sponsor to cross-refer to prior applications, an EU
medicinal product number shall be issued for every medicinal product without a marketing authorisation and an EU
active substances code shall be issued for each new active substance not previously authorised as part of a medicinal
product in the Union. This shall be done before or during the application for authorisation of the first clinical trial with
that product or active substance submitted in accordance with this Regulation. Those numbers shall be mentioned in all
subsequent applications for clinical trials and for substantial modifications.

The data submitted, in accordance with the first subparagraph, describing medicinal products and substances shall
comply with Union and international standards for the identification of medicinal products and active substances. When
an investigational medicinal product which already has a marketing authorisation in the Union andfor an active
substance which is part of a medicinal product with a marketing authorisation in the Union, is to be used in a clinical
trial, the relevant product and active substance numbers shall be referred to in the application for that clinical trial.

4. The EU database shall be publicly accessible unless, for all or part of the data and information contained therein,
confidentiality is justified on any of the following grounds:

(a) protecting personal data in accordance with Regulation (EC) No 45/2001;

(b) protecting commercially confidential information, in particular through taking into account the status of the
marketing authorisation for the medicinal product, unless there is an overriding public interest in disclosure;

(c) protecting confidential communication between Member States in relation to the preparation of the assessment
report;

(d) ensuring effective supervision of the conduct of a clinical trial by Member States.

5. Without prejudice to paragraph 4, unless there is an overriding public interest in disclosure, data contained in the
application dossier shall not be publicly accessible before the decision on the clinical trial has been made.

6.  The EU database shall contain personal data only insofar as this is necessary for the purposes of paragraph 2.

7. No personal data of subjects shall be publicly accessible.
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8. The user interface of the EU database shall be available in all official languages of the Union.

9.  The sponsor shall permanently update in the EU database information on any changes to the clinical trials which
are not substantial modifications but are relevant for the supervision of the clinical trial by the Member States
concerned.

10.  The Agency, the Commission and Member States shall ensure that the data subject may effectively exercise his or
her rights to information, to access, to rectify and to object in accordance with Regulation (EC) No 45/2001 and
national data protection legislation implementing Directive 95/46/EC, respectively. They shall ensure that the data
subject may effectively exercise the right of access to data relating to him or her, and the right to have inaccurate or
incomplete data corrected or erased. Within their respective responsibilities, the Agency, the Commission and Member
States shall ensure that inaccurate and unlawfully processed data are deleted, in accordance with the applicable law.

Corrections and deletions shall be carried out as soon as possible, but no later than 60 days of a request being made by
a data subject.

Article 82

Functionality of the EU portal and the EU database

1. The Agency shall, in collaboration with the Member States and the Commission, draw up the functional specifica-
tions for the EU portal and the EU database, together with the time frame for their implementation.

2. The Management Board of the Agency shall, on the basis of an independent audit report, inform the Commission
when it has verified that the EU portal and the EU database have achieved full functionality and the systems meet the
functional specifications drawn up pursuant to paragraph 1.

3. The Commission shall, when it is satisfied that the conditions referred to in paragraph 2 have been fulfilled,
publish a notice to that effect in the Official Journal of the European Union.
CHAPTER XV
COOPERATION BETWEEN MEMBER STATES
Article 83
National contact points

1. Each Member State shall designate one national contact point in order to facilitate the functioning of the proced-
ures set out in Chapters Il and IIL

2. Each Member State shall communicate the contact point referred to in paragraph 1 to the Commission. The
Commission shall publish a list of the national contact points.
Article 84
Support by the Agency and the Commission

The Agency shall support the functioning of the cooperation of the Member States in the framework of the authorisa-
tion procedures set out in Chapters Il and III of this Regulation by maintaining and updating the EU portal and the EU
database in accordance with the experience acquired during the implementation of this Regulation.

The Commission shall support the functioning of the cooperation of the Member States referred to in Article 44(2).

Article 85
Clinical Trials Coordination and Advisory Group

1. A Clinical Trials Coordination and Advisory Group (CTAG), composed of the national contact points referred to in
Article 83 is hereby established.
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2. The CTAG shall have the following tasks:

(a) to support the exchange of information between the Member States and the Commission on the experience acquired
with regard to the implementation of this Regulation;

(b) to assist the Commission in providing the support referred to in the second paragraph of Article 84;
(c) to prepare recommendations on criteria regarding the selection of a reporting Member State.

3. The CTAG shall be chaired by a representative of the Commission.

4. The CTAG shall meet at regular intervals and whenever the situation requires, on a request from the Commission
or a Member State. Any item of the agenda of the meeting shall be placed at the request of the Commission or a
Member State.

5. The secretariat shall be provided by the Commission.

6.  The CTAG shall draw up its rules of procedure. The rules of procedure shall be made public.

CHAPTER XVI
FEES
Article 86
General principle

This Regulation shall be without prejudice to the possibility for Member States to levy a fee for the activities set out in
this Regulation, provided that the level of the fee is set in a transparent manner and on the basis of cost recovery prin-
ciples. Member States may establish reduced fees for non-commercial clinical trials.
Article 87
One payment per activity per Member State
A Member State shall not require, for an assessment as referred to in Chapters II and III, multiple payments to different
bodies involved in this assessment.
CHAPTER XVII
IMPLEMENTING ACTS AND DELEGATED ACTS
Article 88

Committee procedure

1. The Commission shall be assisted by the Standing Committee on Medicinal Products for Human Use established by
Directive 2001/83/EC. That committee shall be a committee within the meaning of Regulation (EU) No 182/2011.

2. Where reference is made to this paragraph, Article 5 of Regulation (EU) No 182/2011 shall apply.
Where the committee delivers no opinion, the Commission shall not adopt the draft implementing act and the third sub-
paragraph of Article 5(4) of Regulation (EU) No 182/2011 shall apply.
Article 89
Exercise of the delegation

1. The power to adopt delegated acts is conferred on the Commission subject to the conditions laid down in this
Article.
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2. The power to adopt delegated acts referred to in Articles 27, 39, 45, 63(1) and 70 shall be conferred on the
Commission for a period of five years from the date referred to in the second paragraph of Article 99. The Commission
shall draw up a report in respect of the delegated powers not later than six months before the end of the five year
period. The delegation of powers shall be tacitly extended for periods of an identical duration, unless the European
Parliament or the Council opposes such extension not later than three months before the end of each period.

3. The delegation of power referred to in Articles 27, 39, 45, 63(1) and 70 may be revoked at any time by the Euro-
pean Parliament or by the Council. A decision of revocation shall put an end to the delegation of the power specified in
that decision. It shall take effect the day following the publication of the decision in the Official Journal of the European
Union or at a later date specified therein. It shall not affect the validity of any delegated acts already in force.

4. Assoon as it adopts a delegated act, the Commission shall notify it simultaneously to the European Parliament and
to the Council.

5. A delegated act adopted pursuant to Articles 27, 39, 45, 63(1) and 70 shall enter into force only if no objection
has been expressed either by the European Parliament or the Council within a period of two months from notification
of that act to the European Parliament and the Council or if, before the expiry of that period, the European Parliament
and the Council have both informed the Commission that they will not object. That period shall be extended by two
months at the initiative of the European Parliament or the Council.

CHAPTER XVIII
MISCELLANEOUS PROVISIONS
Article 90
Specific requirements for special groups of medicinal products

This Regulation shall not affect the application of national law prohibiting or restricting the use of any specific type of
human or animal cells, or the sale, supply or use of medicinal products containing, consisting of or derived from those
cells, or of medicinal products used as abortifacients or of medicinal products containing narcotic substances within the
meaning of the relevant international conventions in force such as the Single Convention on Narcotic Drugs of 1961 of
the United Nations. The Member States shall communicate that national law to the Commission.

No gene therapy clinical trials may be carried out which result in modifications to the subject’s germ line genetic iden-
tity.

Article 91
Relation with other Union legislation

This Regulation shall be without prejudice to Council Directive 97/43/Euratom ('), Council Directive 96/29 Euratom (%),
Directive 2001/18/EC of the European Parliament and of the Council (), Directive 2004/23/EC of the European Parlia-
ment and of the Council (¥), Directive 2002/98/EC of the European Parliament and of the Council (*), Directive
2010/53[EC of the European Parliament and of the Council (), and Directive 2009/41/EC of the European Parliament
and of the Council. (')

(") Council Directive 97/43/Euratom of 30 June 1997 on health protection of individuals against the dangers of ionizing radiation in rela-
tion to medical exposure, and repealing Directive 84/466/Euratom (OJ L 180, 9.7.1997, p. 22).

(%) Council Directive 96/29/Euratom of 13 May 1996 laying down basic safety standards for the protection of the health of workers and the
general public against the dangers arising from ionizing radiation (OJ L 159, 29.6.1996, p. 1).

(*) Directive 2001/18/EC of the European Parliament and of the Council of 12 March 2001 on the deliberate release into the environment
of genetically modified organisms and repealing Council Directive 90/220/EEC (O] L 106, 17.4.2001, p. 1).

(*) Directive 2004/23/EC of the European Parliament and of the Council of 31 March 2004 on setting standards of quality and safety for the
donation, procurement, testing, processing, preservation, storage and distribution of human tissues and cells (O] L 102, 7.4.2004, p. 48).

() Directive 2002/98/EC of the European Parliament and of the Council of 27 January 2003 setting standards of quality and safety for the
collection, testing, processing, storage and distribution of human blood and blood components and amending Directive 2001/83/EC
(O L 33, 8.2.2003, p. 30).

(°) Directive 2010/53/EU of the European Parliament and of the Council of 7 July 2010 on standards of quality and safety of human organs
intended for transplantation (OJ L 207, 6.8.2010, p. 14).

() Directive 2009/41/EC of the European Parliament and of the Council of 6 May 2009 on the contained use of genetically modified micro-
organisms (OJ L 125, 21.5.2009, p. 75).
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Article 92
Investigational medicinal products, other products and procedures, free of charge for the subject
Without prejudice to the Member States’ competence for the definition of their health policy and for the organisation
and delivery of health services and medical care, the costs for investigational medicinal products, auxiliary medicinal
products, medical devices used for their administration and procedures specifically required by the protocol shall not be
borne by the subject, unless the law of the Member State concerned provides otherwise.
Article 93

Data protection

1. Member States shall apply Directive 95/46/EC to the processing of personal data carried out in the Member States
pursuant to this Regulation.

2. Regulation (EC) No 45/2001 shall apply to the processing of personal data carried out by the Commission and the
Agency pursuant to this Regulation.

Article 94

Penalties
1. Member States shall lay down rules on penalties applicable to infringements of this Regulation and shall take all
measures necessary to ensure that they are implemented. The penalties provided for shall be effective, proportionate and

dissuasive.

2. The rules referred to in paragraph 1 shall address, inter alia, the following:

a) non-compliance with the provisions laid down in this Regulation on submission of information intended to be made
p p g
publicly available to the EU database;

(b) non-compliance with the provisions laid down in this Regulation on subject safety.

Article 95
Civil and criminal liability
This Regulation is without prejudice to national and Union law on the civil and criminal liability of a sponsor or an
investigator.
CHAPTER XIX
FINAL PROVISIONS

Article 96

Repeal
1. Directive 2001/20/EC is repealed as from the date referred to in the second paragraph of Article 99.
2. References to Directive 2001/20/EC shall be construed as references to this Regulation and shall be read in accord-
ance with the correlation table laid down in Annex VII.

Article 97

Review
Five years after the date referred to in the second paragraph of Article 99, and every five years thereafter, the Commis-
sion shall present a report to the European Parliament and to the Council on the application of this Regulation. That
report shall include an assessment of the impact that the Regulation has had on scientific and technological progress,
comprehensive information on the different types of clinical trials authorised pursuant to this Regulation, and the
measures required in order to maintain the competitiveness of European clinical research. The Commission shall, if

appropriate, present a legislative proposal based on that report in order to update the provisions set out in this Regu-
lation.
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Article 98
Transitional provision

1. By way of derogation from Article 96(1) of this Regulation, where the request for authorisation of a clinical trial
has been submitted before the date referred to in the second paragraph of Article 99 of this Regulation pursuant to Dir-
ective 2001/20/EC, that clinical trial shall continue to be governed by that Directive until three years from that date.

2. By way of derogation from Article 96(1) of this Regulation, where the request for authorisation of a clinical trial is
submitted between six months after the date of publication of the notice referred to in Article 82(3) of this Regulation
and 18 months after the date of publication of that notice, or, if the publication of that notice occurs earlier than 28
November 2015, where that request is submitted between 28 May 2016 and 28 May 2017, that clinical trial may be
started in accordance with Articles 6, 7 and 9 of Directive 2001/20/EC. That clinical trial shall continue to be governed
by that Directive until 42 months after the date of publication of the notice referred to in Article 82(3) of this Regu-
lation, or, if that publication occurs earlier than 28 November 2015, until 28 May 2019.

Article 99
Entry into force

This Regulation shall enter into force on the twentieth day following that of its publication in the Official Journal of the
European Union.

It shall apply as from six months after the publication of the notice referred to in Article 82(3), but in any event no
earlier than 28 May 2016.

This Regulation shall be binding in its entirety and directly applicable in all Member States.
Done at Strasbourg, 16 April 2014.
For the European Parliament For the Council

The President The President
M. SCHULZ D. KOURKOULAS
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ANNEX |

APPLICATION DOSSIER FOR THE INITIAL APPLICATION

INTRODUCTION AND GENERAL PRINCIPLES

1. The sponsor shall, where appropriate, refer to any previous applications. If these applications have been
submitted by another sponsor, the written agreement from that sponsor shall be submitted.

2. Where a clinical trial has more than one sponsor, detailed information of the responsibilities of each of the
sponsors shall be submitted in the application dossier.

3. The application shall be signed by the sponsor or a representative of the sponsor. This signature confirms that
the sponsor is satisfied that:

(a) the information provided is complete;

(b) the attached documents contain an accurate account of the information available;
(c) the clinical trial is to be conducted in accordance with the protocol; and

(d) the clinical trial is to be conducted in accordance with this Regulation.

4. The application dossier for an application limited to Part I of the assessment report referred to in Article 11
shall be limited to sections B to ] and Q of this Annex.

5. Without prejudice to Article 26, the application dossier for an application limited to Part II of the assessment
report referred to in Article 11 and the application dossier for an application referred to in Article 14 shall be
limited to sections K to R of this Annex.

COVER LETTER

6. The cover letter shall specify the EU trial number and the universal trial number and shall draw attention to
any features which are particular to the clinical trial.

7. However, in the cover letter it is not necessary to reproduce information already contained in the EU applica-
tion form, with the following exceptions:

(a) specific features of the clinical trial population, such as subjects not able to give informed consent, minors
and pregnant or breastfeeding women;

(b) whether the clinical trial involves the first administration of a new active substance to humans;

(c) whether scientific advice relating to the clinical trial or the investigational medicinal product has been
given by the Agency, a Member State or a third country;

(d) whether the clinical trial is part or is intended to be part of a Paediatric Investigation Plan (PIP) as referred
to in Title II, Chapter 3, of Regulation (EC) No 1901/2006 (if the Agency has already issued a decision on
the PIP, the cover letter contains the link to the decision of the Agency on its website);

(e) whether investigational medicinal products or auxiliary medicinal products are a narcotic, psychotropic or
radiopharmaceutical;

(f) whether the investigational medicinal products consist of or contain a genetically-modified organism or
organisms;

(g) whether the sponsor has obtained an orphan designation for the investigational medicinal product for an
orphan condition;

(h) a comprehensive list, including the regulatory status, of all investigational medicinal products and a list of
all auxiliary medicinal products; and
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(i) a list of medical devices which are to be investigated in the clinical trial but which are not part of the inves-
tigational medicinal product or products, together with a statement as to whether the medical devices are
CE-marked for the intended use.

8. The cover letter shall indicate where the information listed in paragraph 7 is contained in the application
dossier.

9. The cover letter shall indicate if the clinical trial is considered by the sponsor to be a low-intervention clinical
trial and shall contain a detailed justification thereof.

10. The cover letter shall indicate if the methodology of the clinical trial requires that groups of subjects rather
than individual subjects are allocated to receive different investigational medicinal products in a clinical trial,
and as a consequence whether informed consent will be obtained by simplified means.

11. The cover letter shall indicate the location in the application dossier of the information necessary for assessing
whether an adverse reaction is a suspected unexpected serious adverse reaction, that is the reference safety
information.

12. In the case of a resubmission, the cover letter shall specify the EU trial number for the previous clinical trial
application, highlight the changes as compared to the previous submission and, if applicable, specify how any
unresolved issues in the first submission have been addressed.

C.  EU APPLICATION FORM

13. The EU application form, duly completed.

D. PROTOCOL

14. The protocol shall describe the objective, design, methodology, statistical considerations, purpose and organisa-
tion of the clinical trial.

15. The protocol shall be identified by:
(a) the title of the clinical trial;
(b) the EU trial number;
(c) the sponsor’s protocol code number specific for all versions of it (if relevant);
(d) the date and number of the version, to be updated when it is amended;
(e) a short title or name assigned to the protocol; and

(f) the name and address of the sponsor, as well as the name and function of the representative or representa-
tives of the sponsor authorised to sign the protocol or any substantial modification to the protocol.

16. The protocol shall, when possible, be written in an easily accessible and searchable format, rather than scanned
images.

17. The protocol shall at least include:

(@) astatement that the clinical trial is to be conducted in compliance with the protocol, with this Regulation
and with the principles of good clinical practice;

(b) a comprehensive list of all investigational medicinal products and of all auxiliary medicinal products;

() asummary of findings from non-clinical studies that potentially have clinical significance and from other
clinical trials that are relevant to the clinical trial;

(d) asummary of the known and potential risks and benefits including an evaluation of the anticipated bene-
fits and risks to allow assessment in accordance with Article 6; for subjects in a clinical trial in an emer-
gency situation, the scientific grounds for expecting that the participation of the subjects has the potential
to produce a direct clinically relevant benefit shall be documented;

(¢)  where patients were involved in the design of the clinical trial, a description of their involvement;
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(f) a description of, and justification for, the dosage, the dosage regime, the route and mode of administra-
tion, and the treatment period for all investigational medicinal products and auxiliary medicinal products;

(@) a statement of whether the investigational medicinal products and auxiliary medicinal products used in
the clinical trial are authorised; if authorised, whether they are to be used in the clinical trial in accord-
ance with the terms of their marketing authorisations, and, if not authorised, a justification for the use of
non-authorised auxiliary medicinal products in the clinical trial;

(h) a description of the groups and subgroups of the subjects participating in the clinical trial, including,
where relevant, groups of subjects with specific needs, for example. age, gender, participation of healthy
volunteers, subjects with rare and ultra rare diseases;

(i)  references to literature and data that are relevant to the clinical trial, and that provide background for the
clinical trial;

()  a discussion of the relevance of the clinical trial in order to allow assessment in accordance with Article 6;

(k) a description of the type of clinical trial to be conducted and a discussion of the trial design (including a
schematic diagram of trial design, procedures and stages, if relevant);

() a specification of the primary end-points and the secondary end-points, if any, to be measured during the
clinical trial;

(m) a description of the measures taken to minimise bias, including, if applicable, randomisation and
blinding;

(n)  a description of the expected duration of subject participation and a description of the sequence and dur-
ation of all clinical trial periods, including follow-up, if relevant;

(0) a clear and unambiguous definition of the end of the clinical trial in question and, if it is not the date of
the last visit of the last subject, a specification of the estimated end date and a justification thereof;

(p) a description of the criteria for discontinuing parts of the clinical trial or the entire clinical trial;

(@ arrangements for the maintenance of clinical trial treatment randomisation codes and procedures for
breaking codes, if relevant;

()  a description of procedures for the identification of data to be recorded directly on the Case Report
Forms considered as source data;

()  a description of the arrangements to comply with the applicable rules for the collection, storage and
future use of biological samples from clinical trial subjects, where applicable, unless contained in a sepa-
rate document;

()  a description of the arrangements for tracing, storing, destroying and returning the investigational medi-
cinal product and unauthorised auxiliary medicinal product in accordance with Article 51;

(u)  a description of the statistical methods to be employed, including, if relevant:
— timing of any planned interim analysis and the number of subjects planned to be enrolled;
— reasons for choice of sample size;
— calculations of the power of the clinical trial and clinical relevance;
— the level of significance to be used;
— criteria for the termination of the clinical trial;

— procedures for accounting for missing, unused, and spurious data and for reporting any deviation
from the original statistical plan; and

— the selection of subjects to be included in the analyses;
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(v)  a description of the subject inclusion and exclusion criteria, including criteria for withdrawing individual
subjects from treatment or from the clinical trial;

(w) a description of procedures relating to the withdrawal of subjects from treatment or from the clinical
trial including procedures for the collection of data regarding withdrawn subjects, procedures for replace-
ment of subjects and the follow-up of subjects that have withdrawn from treatment or from the clinical
trial;

(x)  ajustification for including subjects who are incapable of giving informed consent or other special popu-
lations, such as minors;

(y) a justification for the gender and age allocation of subjects and, if a specific gender or age group is
excluded from or underrepresented in the clinical trials, an explanation of the reasons and justification
for these exclusion criteria;

(z) a detailed description of the recruitment and informed consent procedure, especially when subjects are
incapable of giving informed consent;

(aa) a description of the treatments, including medicinal products, which are permitted or not permitted,
before or during the clinical trial;

(ab) a description of the accountability procedures for the supply and administration of medicinal products to
subjects including the maintenance of blinding, if applicable;

(ac) a description of procedures for monitoring subject compliance, if applicable;
(ad) a description of arrangements for monitoring the conduct of the clinical trial;

(ae) a description of the arrangements for taking care of the subjects after their participation in the clinical
trial has ended, where such additional care is necessary because of the subjects’ participation in the clin-
ical trial and where it differs from that normally expected for the medical condition in question;

(af) a specification of the efficacy and safety parameters as well as the methods and timing for assessing,
recording, and analysing these parameters;

(ag) a description of ethical considerations relating to the clinical trial if those have not been described else-
where;

(ah) a statement from the sponsor (either in the protocol or in a separate document) confirming that the
investigators and institutions involved in the clinical trial are to permit clinical trial-related monitoring,
audits and regulatory inspections, including provision of direct access to source data and documents;

(ai) a description of the publication policy;

() duly substantiated reasons for the submission of the summary of the results of the clinical trials after
more than one year;

(ak) a description of the arrangements to comply with the applicable rules on the protection of personal data;
in particular organisational and technical arrangements that will be implemented to avoid unauthorised
access, disclosure, dissemination, alteration or loss of information and personal data processed;

(al) a description of measures that will be implemented to ensure confidentiality of records and personal data
of subjects;

(am) a description of measures that will be implemented in case of data security breach in order to mitigate
the possible adverse effects.

18. If a clinical trial is conducted with an active substance available in the Union under different trade names in a
number of authorised medicinal products, the protocol may define the treatment in terms of the active
substance or Anatomical Therapeutic Chemical (ATC) code (level 3-5) only and not specify the trade name of
each product.
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19. With regard to the notification of adverse events, the protocol shall identify the categories of:

(a) adverse events or laboratory anomalies that are critical to safety evaluations and must be reported by the
investigator to the sponsor, and

(b) serious adverse events which do not require immediate reporting by the investigator to the sponsor.
20. The protocol shall describe the procedures for:

(a) eliciting and recording adverse events by the investigator, and the reporting of relevant adverse events by
the investigator to the sponsor;

(b) reporting by the investigator to the sponsor of those serious adverse events which have been identified in
the protocol as not requiring immediate reporting;

(c) reporting of suspected unexpected serious adverse reactions by the sponsor to the Eudravigilance database;
and

(d) follow-up of subjects after adverse reactions including the type and duration of follow-up.

21. In case the sponsor intends to submit a single safety report on all investigational medicinal products used in
the clinical trial in accordance with Article 43(2), the protocol shall indicate the reasons thereof.

22. Issues regarding labelling and the unblinding of investigational medicinal products shall be addressed in the
protocol, where necessary.

23. The protocol shall be accompanied by the Charter of the Data Safety Monitoring Committee, if applicable.

24. The protocol shall be accompanied by a synopsis of the protocol.

INVESTIGATOR’S BROCHURE (IB)

25. An IB, which has been prepared in accordance with the state of scientific knowledge and international
guidance, shall be submitted.

26. The purpose of the IB is to provide the investigators and others involved in the clinical trial with information
to facilitate their understanding of the rationale for, and their compliance with, key features of the protocol,
such as the dose, dose frequency/interval, methods of administration, and safety monitoring procedures.

27. The information in the IB shall be presented in a concise, simple, objective, balanced and non-promotional
form that enables a clinician or investigator to understand it and make an unbiased risk-benefit assessment of
the appropriateness of the proposed clinical trial. It shall be prepared from all available information and
evidence that supports the rationale for the proposed clinical trial and the safe use of the investigational medi-
cinal product in the clinical trial and be presented in the form of summaries.

28. If the investigational medicinal product is authorised, and is used in accordance with the terms of the
marketing authorisation, the approved summary of product characteristics (SmPC) shall be the IB. If the condi-
tions of use in the clinical trial differ from those authorised, the SmPC shall be supplemented with a summary
of relevant non-clinical and clinical data that support the use of the investigational medicinal product in the
clinical trial. Where the investigational medicinal product is identified in the protocol only by its active
substance, the sponsor shall select one SmPC as equivalent to the IB for all medicinal products that contain
that active substance and are used at any clinical trial site.

29. For a multinational clinical trial where the medicinal product to be used in each Member State concerned is
authorised at national level, and the SmPC varies among Member States concerned, the sponsor shall choose
one SmPC for the whole clinical trial. This SmPC shall be the one best suited to ensure patient safety.
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30. If the IB is not an SmPC, it shall contain a clearly identifiable section called the ‘Reference Safety Information’
(RSI). In accordance with paragraphs 10 and 11 of Annex III, the RSI shall contain product information on the
investigational medicinal product and on how to determine what adverse reactions are to be considered as
expected adverse reactions, and on the frequency and nature of those adverse reactions.

F.  DOCUMENTATION RELATING TO COMPLIANCE WITH GOOD MANUFACTURING PRACTICE (GMP) FOR THE INVESTIGA-
TIONAL MEDICINAL PRODUCT

31. As regards documentation relating to GMP compliance, the following shall apply.

32. No documentation needs to be submitted where the investigational medicinal product is authorised and is not
modified, whether or not it is manufactured in the Union.

33. If the investigational medicinal product is not authorised, and does not have a marketing authorisation from a
third country that is party to the International Conference on Harmonisation of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH), and is not manufactured in the Union, the following
documentation shall be submitted:

(a) a copy of the authorisation referred to in Article 61; and
(b) certification by the qualified person in the Union that the manufacturing complies with GMP at least
equivalent to the GMP in the Union, unless there are specific arrangements provided for in mutual recogni-

tion agreements between the Union and third countries.

34. In all other cases, a copy of the authorisation referred to in Article 61 shall be submitted.

35. For processes related to investigational medicinal products set out in Article 61(5), which are not subject to an
authorisation in accordance with Article 61, documentation to demonstrate compliance with the requirements
referred to in Article 61(6) shall be submitted.

G.  INVESTIGATIONAL MEDICINAL PRODUCT DOSSIER (IMPD)

36. The IMPD shall give information on the quality of any investigational medicinal product, the manufacture and
control of the investigational medicinal product, and data from non-clinical studies and from its clinical use.

1.1. Data relating to the investigational medicinal product
Introduction

37. Regarding data, the IMPD may be replaced by other documentation which may be submitted alone or with a
simplified IMPD. The details of this ‘simplified IMPD’ are set out in section 1.2 ‘Simplified IMPD by referring to
other documentation’.

38. Each section of the IMPD shall be prefaced with a detailed table of contents and a glossary of terms.

39. The information in the IMPD shall be concise. The IMPD must not be unnecessarily voluminous. It is preferable
to present data in tabular form accompanied by a brief narrative highlighting the main salient points.

Quality data

40. Quality data shall be submitted in a logical structure such as that of Module 3 of the ICH Common Technical
Document format.

Non-clinical pharmacology and toxicology data

41. The IMPD shall also contain summaries of non-clinical pharmacology and toxicology data for any investiga-
tional medicinal product used in the clinical trial in accordance with international guidance. It shall contain a
reference list of studies conducted and appropriate literature references. Wherever appropriate, it is preferable
to present data in tabular form accompanied by a brief narrative highlighting the main salient points. The
summaries of the studies conducted shall allow an assessment of the adequacy of the study and whether the
study has been conducted according to an acceptable protocol.
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1.2.

42. Non-clinical pharmacology and toxicology data shall be submitted in a logical structure, such as that of
Module 4 of the ICH Common Technical Document format.

43. The IMPD shall provide a critical analysis of the data, including justification for omissions of data, and an
assessment of the safety of the product in the context of the proposed clinical trial rather than a mere factual
summary of the studies conducted.

44. The IMPD shall contain a statement of the good laboratory practice status or equivalent standards, as referred
to in Article 25(3).

45. The test material used in toxicity studies shall be representative of that of the clinical trial use in terms of quali-
tative and quantitative impurity profiles. The preparation of the test material shall be subject to the controls
necessary to ensure this and thus support the validity of the study.

Data from previous clinical trials and human experience

46. Data from previous clinical trials and human experience shall be submitted in a logical structure, such as that
of Module 5 of the ICH Common Technical Document format.

47. This section shall provide summaries of all available data from previous clinical trials and human experience
with the investigational medicinal products.

It shall also contain a statement of the compliance with good clinical practice of those previous clinical trials,
as well as a reference to the public entry referred to in Article 25(6).

Overall risk and benefit assessment

48. This section shall provide a brief integrated summary that critically analyses the non-clinical and clinical data
in relation to the potential risks and benefits of the investigational medicinal product in the proposed clinical
trial unless this information is already provided in the protocol. In the latter case, it shall cross-refer to the rele-
vant section in the protocol. The text shall identify any studies that were terminated prematurely and discuss
the reasons. Any evaluation of foreseeable risks and anticipated benefits for studies on minors or incapacitated
adults shall take account of the specific provisions set out in this Regulation.

49. Where appropriate, safety margins shall be discussed in terms of relative systemic exposure to the investiga-
tional medicinal product, preferably based on ‘area under the curve’ (AUC) data, or peak concentration (C,,)
data, whichever is considered more relevant, rather than in terms of applied dose. The clinical relevance of any
findings in the non-clinical and clinical studies along with any recommendations for further monitoring of
effects and safety in the clinical trials shall also be discussed.

Simplified IMPD by referring to other documentation

50. The applicant may refer to other documentation submitted alone or with a simplified IMPD.

Possibility of referring to the IB

51. The applicant may either provide a stand-alone IMPD or cross-refer to the IB for the reference safety informa-
tion and the summaries of pre-clinical and clinical parts of the IMPD. In the latter case, the summaries of pre-
clinical information and clinical information shall include data, preferably in tables, providing sufficient detail
to allow assessors to reach a decision on the potential toxicity of the investigational medicinal product and the
safety of its use in the proposed clinical trial. If there is some special aspect of the pre-clinical data or clinical
data that requires a detailed expert explanation or discussion beyond what would usually be included in the IB,
the pre-clinical and clinical information shall be submitted as part of the IMPD.

Possibility of referring to the SmPC

52. The applicant may submit the version of the SmPC valid at the time of application, as the IMPD if the investi-
gational medicinal product is authorised. The exact requirements are detailed in Table 1. Where new data are
provided, it should be clearly identified.
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Table 1: Content of the simplified IMPD

Types of previous assessment

Quality data

Non-clinical data

Clinical data

The investigational medicinal product is authorised or
has a marketing authorisation in an ICH country and is
used in the clinical trial:

— within the conditions of the SmPC
— outside the conditions of the SmPC

— after modification (for example blinding)

SmPC

SmPC

If appropriate

If appropriate

P+A

SmPC

SmPC

Another pharmaceutical form or strength of the inves-
tigational medicinal product is authorised or has a
marketing authorisation in an ICH country and the
investigational medicinal product is supplied by the
marketing authorisation holder

SmPC+P+A

Yes

Yes

The investigational medicinal product is not authorised
and has no marketing authorisation in an ICH country
but the active substance is contained in an authorised
medicinal product, and

— is supplied by the same manufacturer

— is supplied by another manufacturer

SmPC+P+A

Yes

Yes

SmPC+S+P+A

Yes

Yes

The investigational medicinal product was subject to a
previous clinical trial application and authorised in the
Member State concerned and has not been modified,
and

— no new data are available since last amendment to
the clinical trial application,

— new data are available since last amendment to the
clinical trial application,

— is used under different conditions

Reference to previous submission

New data

New data

New data

If appropriate

If appropriate

If appropriate

(S: Data relating to the active substance; P: Data relating to the investigational medicinal product; A: Additional information on
Facilities and Equipment, Adventitious Agents Safety Evaluation, Novel Excipients, and Solvents for Reconstitution and Diluents)

53. If the investigational medicinal product is defined in the protocol in terms of active substance or ATC code
(see above, paragraph 18), the applicant may replace the IMPD by one representative SmPC for each active
substance/active substance pertaining to that ATC group. Alternatively, the applicant may provide a collated
document containing information equivalent to that in the representative SmPCs for each active substance that

could be used as an investigational medicinal product in the clinical trial.

1.3. IMPD in cases of placebo

54. If the investigational medicinal product is a placebo, the information requirements shall be limited to quality
data. No additional documentation is required if the placebo has the same composition as the tested investiga-
tional medicinal product (with the exception of the active substance), is manufactured by the same manufac-

turer, and is not sterile.



L 158/62

Official Journal of the European Union 27.5.2014

AUXILIARY MEDICINAL PRODUCT DOSSIER

55. Without prejudice to Article 65, the documentation requirements set out in sections F and G shall also apply
to auxiliary medicinal products. However, where the auxiliary medicinal product is authorised in the Member
State concerned, no additional information is required.

SCIENTIFIC ADVICE AND PAEDIATRIC INVESTIGATION PLAN (PIP)

56. If available, a copy of the summary of scientific advice of the Agency, or of any Member State or third country,
with regard to the clinical trial shall be submitted.

57. If the clinical trial is part of an agreed PIP, a copy of the Agency’s decision on the agreement on the PIP, and
the opinion of the Paediatric Committee, unless these documents are fully accessible via the internet shall be
submitted. In the latter case, a link to this documentation in the cover letter is sufficient (see section B).

CONTENT OF THE LABELLING OF THE INVESTIGATIONAL MEDICINAL PRODUCTS

58. A description of the content of the labelling of the investigational medicinal product in accordance with
Annex VI shall be provided.

RECRUITMENT ARRANGEMENTS (INFORMATION PER MEMBER STATE CONCERNED)

59. Unless described in the protocol, a separate document shall describe in detail the procedures for inclusion of
subjects and shall provide a clear indication of what the first act of recruitment is.

60. Where the recruitment of subjects is done through advertisement, copies of the advertising material shall be
submitted, including any printed materials, and audio or visual recordings. The procedures proposed for hand-
ling responses to the advertisement shall be outlined. This includes copies of communications used to invite
subjects to participate in the clinical trial and arrangements for information or advice to the respondents found
not to be suitable for inclusion in the clinical trial.

SUBJECT INFORMATION, INFORMED CONSENT FORM AND INFORMED CONSENT PROCEDURE (INFORMATION PER
MEMBER STATE CONCERNED)

61. All information given to the subjects (or, where applicable, to their legally designated representatives) before
their decision to participate or abstain from participation shall be submitted together with the form for written
informed consent, or other alternative means according to Article 29(1) for recording informed consent.

62. A description of procedures relating to informed consent for all subjects, and in particular:

(a) in clinical trials with minors or incapacitated subjects, the procedures to obtain informed consent from the
legally designated representatives, and the involvement of the minor or incapacitated subject shall be

described;

(b) if a procedure with consent witnessed by an impartial witness is to be used, relevant information on the
reason for using an impartial witness, on the selection of the impartial witness and on the procedure for
obtaining informed consent shall be provided;

(¢) in the case of clinical trials in emergency situations as referred to in Article 35, the procedure for obtaining
the informed consent of the subject or the legally designated representative to continue the clinical trial
shall be described;

(d) in the case of clinical trials in emergency situations as referred to in Article 35, the description of the pro-
cedures followed to identify the urgency of the situation and to document it;

(e) in the case of clinical trials where their methodology requires that groups of subjects rather than individual
subjects are allocated to receive different investigational medicinal products, as referred to in Article 30,
and where, as a consequence, simplified means for obtaining informed consent will be used, the simplified
means shall be described.

63. In the cases set out in paragraph 62, the information given to the subject and to his or her legally designated
representative shall be submitted.
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M.  SUITABILITY OF THE INVESTIGATOR (INFORMATION PER MEMBER STATE CONCERNED)

64. A list of the planned clinical trial sites, the name and position of the principal investigators and the planned
number of subjects at the sites shall be submitted.

65. Description of the qualification of the investigators in a current curriculum vitae and other relevant documents
shall be submitted. Any previous training in the principles of good clinical practice or experience obtained
from work with clinical trials and patient care shall be described.

66. Any conditions, such as economic interests and institutional affiliations, that might influence the impartiality
of the investigators shall be presented.

N.  SUITABILITY OF THE FACILITIES (INFORMATION PER MEMBER STATE CONCERNED)
67. A duly justified written statement on the suitability of the clinical trial sites adapted to the nature and use of
the investigational medicinal product and including a description of the suitability of facilities, equipment,
human resources and description of expertise, issued by the head of the clinic/institution at the clinical trial

site or by some other responsible person, according to the system in the Member State concerned, shall be
submitted.

O. PROOF OF INSURANCE COVER OR INDEMNIFICATION (INFORMATION PER MEMBER STATE CONCERNED)

68. Proof of insurance, a guarantee, or a similar arrangement shall be submitted, if applicable.
P.  FINANCIAL AND OTHER ARRANGEMENTS (INFORMATION PER MEMBER STATE CONCERNED)
69. A brief description of the financing of the clinical trial.

70. Information on financial transactions and compensation paid to subjects and investigator/site for participating
in the clinical trial shall be submitted.

71. Description of any other agreement between the sponsor and the site shall be submitted.

Q. PROOF OF PAYMENT OF FEE (INFORMATION PER MEMBER STATE CONCERNED)

72. Proof of payment shall be submitted, if applicable.

R.  PROOF THAT DATA WILL BE PROCESSED IN COMPLIANCE WITH UNION LAW ON DATA PROTECTION

73. A statement by the sponsor or his or her representative that data will be collected and processed in accordance
with Directive 95/46/EEC shall be provided.
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ANNEX II

APPLICATION DOSSIER FOR SUBSTANTIAL MODIFICATION

A. INTRODUCTION AND GENERAL PRINCIPLES

1. Where a substantial modification concerns more than one clinical trial of the same sponsor and the same investi-
gational medicinal product, the sponsor may make a single request for authorisation of the substantial modifica-
tion. The cover letter shall contain a list of all clinical trials to which the application for substantial modification
relates, with the EU trial numbers and respective modification code numbers of each of those clinical trials.

2. The application shall be signed by the sponsor or a representative of the sponsor. This signature shall confirm
that the sponsor is satisfied that:

(a) the information provided is complete;
(b) the attached documents contain an accurate account of the information available; and

(c) the clinical trial will be conducted in accordance with the amended documentation.

B. COVER LETTER
3. A cover letter with the following information:
(a) in its subject line, the EU trial number with the title of the clinical trial and the substantial modification code
number which allows unique identification of the substantial modification, and which shall be used con-
sistently throughout the application dossier;

(b) identification of the applicant;

(¢) identification of the substantial modification (the sponsor’s substantial modification code number and date),
whereby the modification may refer to several changes in the protocol or scientific supporting documents;

(d) a highlighted indication of any special issues relating to the modification and an indication as to where the
relevant information or text is located in the original application dossier;

(e) identification of any information not contained in the modification application form that might impact on
the risk to subjects; and

(f) where applicable, a list of all clinical trials which are substantially modified, with EU trial numbers and respec-
tive modification code numbers.

C. MODIFICATION APPLICATION FORM

4. The modification application form, duly completed.

D. DESCRIPTION OF THE MODIFICATION
5. The modification shall be presented and described as follows:

(a) an extract from the documents to be amended showing previous and new wording in track changes, as well
as an extract showing only the new wording, and a explanation of the changes; and

(b) notwithstanding point (a), if the changes are so widespread or far-reaching that they justify an entirely new
version of the document, a new version of the entire document (in such cases, an additional table lists the
amendments to the documents, whereby identical changes can be grouped).

6. The new version of the document shall be identified by the date and an updated version number.

E. SUPPORTING INFORMATION
7. Where applicable, additional supporting information shall at least include:
(a) summaries of data;

(b) an updated overall risk/benefit assessment;
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(c) possible consequences for subjects already included in the clinical trial;

(d) possible consequences for the evaluation of the results;

(e) documents which relate to any changes to the information provided to subjects or their legally designated
representatives, the informed consent procedure, informed consent forms, information sheets, or to letters of

invitation; and

(f) a justification for the changes sought in the application for a substantial modification.
F. UPDATE OF EU APPLICATION FORM
8. If a substantial modification involves changes to entries on the EU application form referred to in Annex I, a

revised version of that form shall be submitted. The fields affected by the substantial modification shall be high-
lighted in the revised form.

G. PROOF OF PAYMENT OF FEE (INFORMATION PER MEMBER STATE CONCERNED)

9. Proof of payment shall be submitted, if applicable.
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ANNEX III

SAFETY REPORTING

1.  REPORTING OF SERIOUS ADVERSE EVENTS BY THE INVESTIGATOR TO THE SPONSOR

1. The investigator does not need to actively monitor subjects for adverse events once the clinical trial has ended
with regard to the subjects treated by him, unless otherwise provided for in the protocol.

2. REPORTING OF SUSPECTED UNEXPECTED SERIOUS ADVERSE REACTIONS (SUSARS) BY THE SPONSOR TO THE AGENCY
IN ACCORDANCE WITH ARTICLE 42

2.1. Adverse Events and Causality

2. Medication errors, pregnancies and uses outside what is foreseen in the protocol, including misuse and abuse
of the product, shall be subject to the same obligation to report as adverse reactions.

3. In determining whether an adverse event is an adverse reaction, consideration shall be given to whether there
is a reasonable possibility of establishing a causal relationship between the event and the investigational medi-
cinal product based on an analysis of available evidence.

4. In the absence of information on causality provided by the reporting investigator, the sponsor shall consult the
reporting investigator and encourage him to express an opinion on this issue. The causality assessment given
by the investigator shall not be downgraded by the sponsor. If the sponsor disagrees with the investigator’s
causality assessment, the opinion of both the investigator and the sponsor shall be provided with the report.

2.2. Expectedness, unexpectedness and the RSI

5. In determining whether an adverse event is unexpected, consideration shall be given to whether the event adds
significant information on the specificity, increase of occurrence, or severity of a known, already documented
serious adverse reaction.

6. The expectedness of an adverse reaction shall be set out by the sponsor in the RSI. Expectedness shall be deter-
mined on the basis of events previously observed with the active substance and not on the basis of the antici-
pated pharmacological properties of a medicinal product or events related to the subject’s disease.

7. The RSI shall be contained in the SmPC or the IB. The covering letter shall refer to the location of the RSI in
the application dossier. If the investigational medicinal product is authorised in several Member States
concerned with different SmPCs, the sponsor shall select the most appropriate SmPC, with reference to subject
safety, as the RSL

8. The RSI may change during the conduct of a clinical trial. For the purpose of reporting SUSARs the version of
the RSI at the moment of occurrence of the SUSAR shall apply. Thus, a change of the RSI impacts on the
number of adverse reactions to be reported as SUSARs. Regarding the applicable RSI for the purpose of the
annual safety report, see section 3 of this Annex.

9. If information on expectedness has been provided by the reporting investigator, this shall be taken into consid-
eration by the sponsor.

2.3. Information for the reporting of SUSARs
10. The information shall at least include:
(a) avalid EU trial number;
(b) a sponsor study number;
(¢) an identifiable coded subject;
(d) an identifiable reporter;
(e) a SUSAR;
(f) a suspect investigational medicinal product (including active substance name-code);

(g) a causality assessment.
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11. In addition, in order to properly process the report electronically, the following administrative information
shall be provided:

(a) the sender’s (case) safety report unique identifier;

(b) the receive date of the initial information from the primary source;
(c) the receipt date of the most recent information;

(d) the worldwide unique case identification number;

(e) the sender identifier.

2.4. Follow-up reports of SUSARs

12. If the initial report of a SUSAR referred to in point (a) of Article 42(2) (fatal or life-threatening) is incomplete,
for example if the sponsor has not provided all the information within seven days, the sponsor shall submit a
completed report based on the initial information within an additional eight days.

13. The clock for initial reporting (day 0 = Di 0) starts as soon as the information containing the minimum
reporting criteria has been received by the sponsor.

14. If significant new information on an already reported case is received by the sponsor, the clock starts again at
day zero, that is the date of receipt of the new information. This information shall be reported as a follow-up
report within 15 days.

15. If the initial report of a SUSAR referred to in Article 42(2)(c) (initially considered to be non-fatal or non-life-
threatening but which turns out to be fatal or life-threatening) is incomplete, a follow-up report shall be made
as soon as possible, but within a maximum of seven days of first knowledge of the reaction being fatal or life-
threatening. The sponsor shall submit a completed report within an additional eight days.

16. In cases where a SUSAR turns out to be fatal or life-threatening, whereas initially it was considered as non-fatal
or not life-threatening, if the initial report has not yet been submitted, a combined report shall be created.

2.5. Unblinding treatment allocation

17. The investigator shall only unblind the treatment allocation of a subject in the course of a clinical trial if
unblinding is relevant to the safety of the subject.

18. When reporting a SUSAR to the Agency, the sponsor shall only unblind the treatment allocation of the affected
subject to whom the SUSAR relates.

19. If an event is potentially a SUSAR the blind shall be broken for that subject only by the sponsor. The blind
shall be maintained for other persons responsible for the ongoing conduct of the clinical trial (such as the
management, monitors, investigators) and those persons responsible for data analysis and interpretation of
results at the conclusion of the clinical trial, such as biometrics personnel.

20. Unblinded information shall be accessible only to persons who need to be involved in the safety reporting to
the Agency, to Data Safety Monitoring Boards (DSMB), or to persons performing ongoing safety evaluations
during the clinical trial.

21. However, for clinial trials carried out in high morbidity or high mortality disease, where efficacy end-points
could also be SUSARs or when mortality or another ’serious’ outcome, that may potentially be reported as a
SUSAR, is the efficacy end-point in a clinical trial, the integrity of the clinical trial may be compromised if the
blind is systematically broken. Under these and similar circumstances, the sponsor shall highlight in the
protocol which serious events are to be treated as disease-related and are not subject to systematic unblinding
and expedited reporting.

22. If following unblinding, an event turns out to be a SUSAR the reporting rules for SUSARs set out in Article 42
and in Section 2 of this Annex shall apply.

3. ANNUAL SAFETY REPORTING BY THE SPONSOR

23. The report shall contain, in an appendix, the RSI in effect at the start of the reporting period.
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24. The RSI in effect at the start of the reporting period shall serve as RSI during the reporting period.

25. 1If there are significant changes to the RSI during the reporting period they shall be listed in the annual safety
report. Moreover, in this case the revised RSI shall be submitted as an appendix to the report, in addition to
the RSI in effect at the start of the reporting period. Despite the change to the RS, the RSI in effect at the start
of the reporting period serves as RSI during the reporting period.
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ANNEX IV

CONTENT OF THE SUMMARY OF THE RESULTS OF THE CLINICAL TRIAL

The summary of the results of the clinical trial shall contain information on the following elements:

A. CLINICAL TRIAL INFORMATION:

C.

D.

1.

. Clinical trial identification (including title of the trial and protocol number);
Identifiers (including EU trial number, other identifiers);
Sponsor details (including scientific and public contact points);.

Paediatric regulatory details (including information whether the clinical trial is a part of a Paediatric Investigation
Plan);

Result analysis stage (including information about intermediate data analysis date, interim or final analysis stage,
date of global end of the clinical trial). For clinical trials replicating studies on already authorised investigational
medicinal products and used in accordance with the terms of the marketing authorisation, the summary of the
results should also indicate identified concerns in the overall results of the clinical trial relating to relevant aspects
of the efficacy of the related medicinal product;

General information about the clinical trial (including information about main objectives of the trial, trial design,
scientific background and explanation of rationale for the trial; date of the start of the trial, measures of protec-
tion of subjects taken, background therapy; and statistical methods used);

Population of subjects (including information with actual number of subjects included in the clinical trial in the
Member State concerned, in the Union and in third countries; age group breakdown, gender breakdown).

. SUBJECT DISPOSITION:

Recruitment (including information on the number of subjects screened, recruited and withdrawn; inclusion and
exclusion criteria; randomisation and blinding details; investigational medicinal products used);

Pre-assignment Period;

. Post Assignment Periods.

BASELINE CHARACTERISTICS:

1

. Baseline Characteristics (Required) Age;

2. Baseline Characteristics (Required) Gender;

3

. Baseline Characteristics (Optional) Study Specific Characteristic.

END POINTS:

. End point definitions (*)

End Point #1

Statistical Analyses

. End Point #2

Statistical Analyses

(*) Information shall be provided for as many end points as defined in the protocol.
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E. ADVERSE EVENTS:
1. Adverse events information;
2. Adverse event reporting group;
3. Serious adverse event;

4. Non-serious adverse event.

F. ADDITIONAL INFORMATION:
1. Global Substantial Modifications;
2. Global Interruptions and re-starts;
3. Limitations, addressing sources of potential bias and imprecisions and Caveats;

4. A declaration by the submitting party on the accuracy of the submitted information.
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ANNEX V

CONTENT OF THE SUMMARY OF THE RESULTS OF THE CLINICAL TRIAL FOR LAYPERSONS

The summary of the results of the clinical trial for laypersons shall contain information on the following elements:
1. Clinical trial identification (including title of the trial, protocol number, EU trial number and other identifiers);
2. Name and contact details of the sponsor;

3. General information about the clinical trial (including where and when the trial was conducted, the main objectives
of the trial and an explanation of the reasons for conducting it);

4. Population of subjects (including information on the number of subjects included in the trial in the Member State
concerned, in the Union and in third countries; age group breakdown and gender breakdown; inclusion and exclu-
sion criteria);

Investigational medicinal products used;

Description of adverse reactions and their frequency;
Overall results of the clinical trial;

Comments on the outcome of the clinical trial;

Indication if follow up clinical trials are foreseen;

— O 00 N O wu

0. Indication where additional information could be found.
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A2.1.

ANNEX VI

LABELLING OF INVESTIGATIONAL MEDICINAL PRODUCTS AND AUXILIARY MEDICINAL PRODUCTS

UNAUTHORISED INVESTIGATIONAL MEDICINAL PRODUCTS
General rules
1. The following particulars shall appear on the immediate and the outer packaging:

(a) name, address and telephone number of the main contact for information on the product, clinical trial
and emergency unblinding; this may be the sponsor, contract research organisation or investigator (for the
purpose of this Annex this is referred to as the 'main contact’);

(b) the name of the substance and its strength or potency, and in the case of blind clinical trials the name of
the substance is to appear with the name of the comparator or placebo on the packaging of both the
unauthorised investigational medicinal product and the comparator or placebo;

(c) pharmaceutical form, route of administration, quantity of dosage units;

(d) the batch or code number identifying the contents and packaging operation;

(e) a clinical trial reference code allowing identification of the trial, site, investigator and sponsor if not given
elsewhere;

(f) the subject identification number and/or the treatment number and, where relevant, the visit number;
(¢) the name of the investigator (if not included in (a) or (e));

(h) directions for use (reference may be made to a leaflet or other explanatory document intended for the
subject or person administering the product);

(i) 'For clinical trial use only’ or similar wording;
() the storage conditions;

(k) period of use (expiry date or re-test date as applicable), in month and year format and in a manner that
avoids any ambiguity; and

() 'Keep out of reach of children’, except when the product is for use in trials where the product is not taken
home by subjects.

2. Symbols or pictograms may be included to clarify certain information mentioned above. Additional informa-
tion, warnings or handling instructions may be displayed.

3. The address and telephone number of the main contact shall not be required to appear on the label if subjects
have been given a leaflet or card which provides these details and have been instructed to keep this in their
possession at all times.

Limited labelling of immediate packaging

Immediate and outer packaging provided together

4. When the product is provided to the subject or the person administering the medicinal product in an
immediate packaging and outer packaging intended to remain together, and the outer packaging carries the
particulars listed in section A.1., the following particulars shall appear on the immediate packaging (or any
sealed dosing device that contains the immediate package):
(a) name of the main contact;
(b) pharmaceutical form, route of administration (may be excluded for oral solid dose forms), quantity of

dosage units and, in the case of clinical trials which do not involve the blinding of the label, the name/

identifier and strength/potency;

(c) batch and/or code number identifying the contents and packaging operation;
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(d) a clinical trial reference code allowing identification of the trial, site, investigator and sponsor if not given
elsewhere;

(e) the subject identification number and/or the treatment number and, where relevant, the visit number; and
(f) period of use (expiry date or re-test date as applicable), in month and year format and in a manner that
avoids any ambiguity.
A2.2. Small immediate packaging

5. If the immediate packaging takes the form of blister packs or small units such as ampoules on which the
particulars required in section A.1. cannot be displayed, the outer packaging provided shall bear a label with
those particulars. The immediate packaging shall contain the following:

(a) name of the main contact;

(b) route of administration (may be excluded for oral solid dose forms) and, in the case of clinical trials which
do not involve the blinding of the label, the name/identifier and strength/potency;

(c) batch or code number identifying the contents and packaging operation;

(d) a clinical trial reference code allowing identification of the trial, site, investigator and sponsor if not given
elsewhere;

(e) the subject identification number/treatment number and, where relevant, the visit number; and
(f) period of use (expiry date or re-test date as applicable), in month and year format and in a manner that
avoids any ambiguity.
B. UNAUTHORISED AUXILIARY MEDICINAL PRODUCTS
6. The following particulars shall appear on the immediate and the outer packaging:
(a) name of the main contact;
(b) name of the medicinal product, followed by its strength and pharmaceutical form;
(c) statement of the active substances expressed qualitatively and quantitatively per dosage unit;
(d) batch or code number identifying the contents and packaging operation;
(e) clinical trial reference code allowing identification of the clinical trial site, investigator and subject;

(f) directions for use (reference may be made to a leaflet or other explanatory document intended for the
subject or person administering the product);

(g) 'For clinical trial use only’ or similar wording;
(h) the storage conditions; and

(i) period of use (expiry date or retest date as applicable).

C. ADDITIONAL LABELLING FOR AUTHORISED INVESTIGATIONAL MEDICINAL PRODUCTS

7. In accordance with Article 67(2), the following particulars shall appear on the immediate and the outer packa-
ging:

(a) nmame of the main contact;

(b) clinical trial reference code allowing identification of the clinical trial site, investigator, sponsor and
subject;

(c) 'For clinical trial use only’ or similar wording.

D. REPLACING OF INFORMATION

8. The particulars listed in sections A, B and C, other than those particulars listed in paragraph 9, may be
omitted from the label of a product and made available by other means, for example by use of a centralised
electronic randomisation system, use of a centralised information system, provided that the safety of the
subject and the reliability and robustness of data are not compromised. This shall be justified in the protocol.
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9. The particulars referred to in the following points shall not be omitted from the label of a product:
(a) paragraph 1, points (b), (c), (d), (), (j) and (k);
(b) paragraph 4, points (b), (c), (e), and (f);
() paragraph 5, points (b), (c), (), and ()
(d) paragraph 6, points (b), (d), (¢), (h), and (i).
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ANNEX VII

CORRELATION TABLE

Directive 2001/20/EC This Regulation

Article 1(1)

Article 1(2)

Article 1(3), first subparagraph
Article 1(3), second subparagraph
Article 1(4)

Article 2

Article 3(1)

Article 3(2)

Article 3(3)

Article 3(4)

Article 4

Article 5

Article 6

Article 7

Article 8

Article 9

Article 10(a)

Article 10(b)

Article 10(c)

Article 11

Article 12

Article 13(1)

Article 13(2)

Article 13(3), first subparagraph
Article 13(3), second subparagraph
Article 13(3), third subparagraph
Article 13(4)

Article 13(5)

Article 14

Article 15(1)

Article 15(2)

Article 1 and Article 2(1) and (2) points (1), (2) and (4)
Article 2(2) point (30)

Article 47, third subparagraph
Article 47, second subparagraph
Article 2

Articles 4, 28, 29 and 76
Article 28(1)(f)

Article 28(1)(g)

Articles 10(1), 28, 29 and 32
Articles 10(2), 28, 29 and 31
Articles 4 to 14

Articles 4 to 14

Articles 4 to 14

Articles 15 to 24

Article 54

Articles 37 and 38

Article 81

Article 77

Article 61(1) to (4)

Article 61(2)

Articles 62(1) and 63(1) and (3)
Article 63(1)

Article 62
Articles 66 to 70
Article 78(1), (2) and (5)

Article 78(6)
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Directive 2001/20/EC

This Regulation

Article 15(3)
Article 15(4)
Article 15(5)
Article 16
Article 17(1)(a) to (c)

Article 17(1)(d)

Article 17(2)

Article 17(3)(a)

Article 17(3)(b)

Article 18

Article 19, first paragraph, first sentence
Article 19, first paragraph, second sentence
Article 19, second paragraph

Article 19, third paragraph

Article 20

Article 21

Article 22

Article 23

Article 24

Articles 57, 58 and 78(7)
Article 41
Article 42

Article 43

Article 44(1)
Article 75
Article 74
Article 92

Article 88
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REGULATION (EU) No 537/2014 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 16 April 2014

on specific requirements regarding statutory audit of public-interest entities and repealing
Commission Decision 2005/909/EC

(Text with EEA relevance)

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EUROPEAN UNION,

Having regard to the Treaty on the Functioning of the European Union, and in particular Article 114 thereof,
Having regard to the proposal from the European Commission,

After transmission of the draft legislative act to the national parliaments,

Having regard to the opinion of the European Economic and Social Committee ('),

Acting in accordance with the ordinary legislative procedure (%),

Whereas:

(1)  Statutory auditors and audit firms are entrusted by law to conduct statutory audits of public-interest entities with
a view to enhancing the degree of confidence of the public in the annual and consolidated financial statements of
such entities. The public-interest function of statutory audit means that a broad community of people and institu-
tions rely on the quality of a statutory auditor’s or an audit firm’s work. Good audit quality contributes to the
orderly functioning of markets by enhancing the integrity and efficiency of financial statements. Thus, statutory
auditors fulfil a particularly important societal role.

(2)  Union legislation requires that the financial statements, comprising annual financial statements or consolidated
financial statements, of credit institutions, insurance undertakings, issuers of securities admitted to trading on a
regulated market, payment institutions, undertakings for collective investment in transferable securities (UCITS),
electronic money institutions and alternative investment funds be audited by one or more persons entitled to
carry out such audits in accordance with Union law, namely: Article 1(1) of Council Directive 86/635/EEC (),
Article 1(1) of Council Directive 91/674/EEC (%), Article 4(4) of Directive 2004/109/EC of the European Parlia-
ment and of the Council (°), Article 15(2) of Directive 2007/64/EC of the European Parliament and of the
Council (), Article 73 of Directive 2009/65/EC of the European Parliament and of the Council (), Article 3(1) of

() 0JC191,29.6.2012, p. 61.

() Position of the European Parliament of 3 April 2014 (not yet published in the Official Journal) and decision of the Council of 14 April
2014.

(*) Council Directive 86/635/EEC of 8 December 1986 on the annual accounts and consolidated accounts of banks and other financial insti-
tutions (OJ L 372, 31.12.1986, p. 1).

(*) Council Directive 91/674/EEC of 19 December 1991 on the annual accounts and consolidated accounts of insurance undertakings
(OJL374,31.12.1991, p. 7).

() Directive 2004/109/EC of the European Parliament and of the Council of 15 December 2004 on the harmonisation of transparency
requirements in relation to information about issuers whose securities are admitted to trading on a regulated market and amending
Directive 2001/34/EC (O] L 390, 31.12.2004, p. 38).

(°) Directive 2007/64/EC of the European Parliament and of the Council of 13 November 2007 on payment services in the internal market
amending Directives 97/7/EC, 2002/65/EC, 2005/60/EC and 2006/48EC and repealing Directive 97/5/EC (O] L 319, 5.12.2007, p. 1).

() Directive 2009/65[EC of the European Parliament and of the Councﬂ of 13 July 2009 on the coordination of laws, regulations and
administrative provisions relating to undertakings for collective investment in transferable securities (UCITS) (OJ L 302, 17.11.2009,

p-32).
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Directive 2009/110/EC of the European Parliament and of the Council (!), and Article 22(3) of Directive
2011/61/EU of the European Parliament and of the Council (3. Moreover, point (1) of Article 4(1) of Directive
2004/39/EC of the European Parliament and of the Council (%) also requires that the annual financial statements
of investment firms be audited when Directive 2013/34/EU of the European Parliament and of the Council () is
not applicable.

(3)  The conditions for the approval of the persons responsible for carrying out the statutory audit as well as the
minimum requirements for carrying out such statutory audit are laid down in Directive 2006/43/EC of the Euro-
pean Parliament and of the Council (°).

(4)  On 13 October 2010 the Commission published a Green Paper entitled ‘Audit Policy: Lessons from the Crisis’,
which launched a wide public consultation, in the general context of financial market regulatory reform, on the
role and scope of audit and how the audit function could be enhanced in order to contribute to increased finan-
cial stability. That public consultation showed that the rules of Directive 2006/43/EC regarding the carrying out
of the statutory audit of annual and consolidated financial statements of public-interest entities could be
improved. The European Parliament issued an own-initiative report on the Green Paper on 13 September 2011.
The European Economic and Social Committee also adopted a report on that Green Paper on 16 June 2011.

(5) It is important to lay down detailed rules with a view to ensuring that the statutory audits of public-interest enti-
ties are of adequate quality and are carried out by statutory auditors and audit firms subject to stringent require-
ments. A common regulatory approach should enhance the integrity, independence, objectivity, responsibility,
transparency and reliability of statutory auditors and audit firms carrying out statutory audits of public-interest
entities, contributing to the quality of statutory audits in the Union, thus to the smooth functioning of the
internal market, while achieving a high level of consumer and investor protection. The development of a separate
act for public-interest entities should also ensure consistent harmonisation and uniform application of the rules
and thus contribute to a more effective functioning of the internal market. These strict requirements should be
applicable to statutory auditors and audit firms only insofar as they carry out statutory audits of public-interest
entities.

(6)  The statutory audit of cooperatives and savings banks is characterised in some Member States by a system that
does not allow them to choose their statutory auditor or audit firm freely. The audit association to which the
cooperative or savings bank belongs as a member is obliged by law to carry out the statutory audit. Such audit
associations act on a non-profit-making basis without pursuing commercial interests, as results from their legal
nature. In addition, the organisational units of these associations are not associated with a common economic
interest, which could jeopardise their independence. Accordingly, Member States should have the possibility to
exempt cooperatives within the meaning of point (14) of Article 2 of Directive 2006/43EC, savings banks or
similar entities as referred to in Article 45 of Directive 86/635/EEC or their subsidiaries or legal successors from
this Regulation provided that the principles of independence laid down in Directive 2006/43/EC are complied
with.

(") Directive 2009/110/EC of the European Parliament and of the Council of 16 September 2009 on the taking up, pursuit and prudential
supervision of the business of electronic money institutions amending Directives 2005/60/EC and 2006/48 EC and repealing Directive
2000/46/EC (OJ L 267,10.10.2009, p. 7).

(*) Directive 2011/61/EU of the European Parliament and of the Council of 8 June 2011 on Alternative Investment Fund Managers and
amending Directives 2003/41/EC and 2009/65/EC and Regulations (EC) No 1060/2009 and (EU) No 1095/2010 (OJ L 174, 1.7.2011,

.1).

¢ I]))irective 2004/39/EC of the European Parliament and of the Council of 21 April 2004 on markets in financial instruments amending
Council Directives 85/611/EEC and 93/6/EEC and Directive 2000/12/EC of the European Parliament and of the Council and repealing
Council Directive 93/22/EEC (O] L 145, 30.4.2004, p. 1).

(*) Directive 2013/34/EU of the European Parliament and of the Council of 26 June 2013 on the annual financial statements, consolidated
financial statements and related reports of certain types of undertakings, amending Directive 2006/43/EC of the European Parliament
and of the Council and repealing Council Directives 78/660/EEC and 83/349/EEC (OJ L 182, 29.6.2013, p. 19).

() Directive 2006/43[EC of the European Parliament and of the Council of 17 May 2006 on statutory audits of annual accounts and conso-
lidated accounts, amending Council Directives 78/660/EEC and 83/349/EEC and repealing Council Directive 84/253/EEC (O] L 157,
9.6.2006, p. 87).
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(7)  The level of fees received from one audited entity and the structure of fees can threaten the independence of a
statutory auditor or an audit firm. Thus, it is important to ensure that audit fees are not based on any form of
contingency and that, when the audit fees from a single client including its subsidiaries are significant, a specific
procedure involving the audit committee is established to secure the quality of the audit. If the statutory auditor
or the audit firm becomes excessively dependent on a single client, the audit committee should decide on the
basis of proper grounds whether the statutory auditor or the audit firm may continue to carry out the statutory
audit. When taking such decision, the audit committee should take into consideration, inter alia, the threats to
independence and the consequences of such decision.

(8)  The provision of certain services other than statutory audit (non-audit services) to audited entities by statutory
auditors, audit firms or members of their networks may compromise their independence. Therefore, it is appro-
priate to prohibit the provision of certain non-audit services such as specific tax, consultancy and advisory
services to the audited entity, to its parent undertaking and to its controlled undertakings within the Union. The
services that involve playing any part in the management or decision-making of the audited entity might include
working capital management, providing financial information, business process optimisation, cash management,
transfer pricing, creating supply chain efficiency and the like. Services linked to the financing, capital structure
and allocation, and investment strategy of the audited entity should be prohibited except the provision of services
such as due diligence services, issuing comfort letters in connection with prospectuses issued by the audited
entity and other assurance services.

(9) It should be possible for Member States to decide to allow the statutory auditors and the audit firms to provide
certain tax and valuation services when such services are immaterial or have no direct effect, separately or in the
aggregate, on the audited financial statements. Where such services involve aggressive tax planning, they should
not be considered as immaterial. Accordingly, a statutory auditor or an audit firm should not provide such
services to the audited entity. A statutory auditor or an audit firm should be able to provide non-audit services
which are not prohibited under this Regulation, if the provision of those services has been approved in advance
by the audit committee and if the statutory auditor or the audit firm has satisfied itself that provision of those
services does not pose a threat to the independence of the statutory auditor or the audit firm that cannot be
reduced to an acceptable level by the application of safeguards.

(10)  With a view to avoiding conflicts of interest it is important that the statutory auditor or the audit firm, before
accepting or continuing an engagement for a statutory audit of a public-interest entity, assess whether the inde-
pendence requirements are met, and in particular whether any threats to independence arise as a result of the
relationship with that entity. The statutory auditor or the audit firm should confirm its independence annually to
the audit committee of the audited entity and should discuss with that committee any threat to its independence
as well as the safeguards applied to mitigate those threats.

(11)  Directive 95/46[EC of the European Parliament and of the Council (') should govern the processing of personal
data carried out in the Member States in the context of this Regulation and such processing of personal data
should be subject to the supervision of the Member States’ competent authorities, in particular the public inde-
pendent authorities designated by the Member States. Any exchange or transmission of information by competent
authorities should comply with the rules on the transfer of personal data as laid down in Directive 95/46/EC.

(12) A sound engagement quality control review of the work carried out in each statutory audit engagement should
be conducive to high audit quality. Therefore, the statutory auditor or the audit firm should not issue his, her or
its audit report until such an engagement quality control review has been completed.

(13) The results of the statutory audit of a public-interest entity should be presented to the stakeholders in the audit
report. In order to increase the confidence of stakeholders in the financial statements of the audited entity, it is
particularly important that the audit report be well-founded and solidly substantiated. In addition to the informa-
tion required to be provided under Article 28 of Directive 2006/43/EC, the audit report should in particular
include sufficient information on the independence of the statutory auditor or the audit firm and on whether the
statutory audit was considered capable of detecting irregularities, including fraud.

(") Directive 95/46/EC of the European Parliament and of the Council of 24 October 1995 on the protection of individuals with regard to
the processing of personal data and on the free movement of such data (OJ L 281, 23.11.1995, p. 31.)
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(14)  The value of statutory audit for the audited entity would be particularly enhanced if the communication between
the statutory auditor or the audit firm, on the one hand, and the audit committee, on the other hand, were rein-
forced. Further to the regular dialogue during the carrying out of the statutory audit, it is important that the stat-
utory auditor or the audit firm submit to the audit committee an additional and more detailed report on the
results of the statutory audit. This additional report should be submitted to the audit committee no later than the
audit report. Upon request, the statutory auditor or the audit firm should discuss key matters which have been
mentioned in the additional report with the audit committee. In addition, it should be possible to make such ad-
ditional detailed report available to competent authorities responsible for the oversight of statutory auditors and
audit firms upon their request, and to third parties where national law so provides.

(15)  Statutory auditors or audit firms already provide competent authorities supervising public-interest entities with
information on facts or decisions which could constitute a breach of the rules governing the activities of the
audited entity or an impairment of the continuous functioning of the audited entity. However, supervisory tasks
would be facilitated if supervisors of credit institutions and insurance undertakings and their statutory auditors
and audit firms were required to establish an effective dialogue with each other.

(16) Regulation (EU) No 1092/2010 of the European Parliament and of the Council (') established the European
Systemic Risk Board (ESRB). The role of the ESRB is to monitor the build-up of systemic risk in the Union. Given
the information that statutory auditors and audit firms of systemically important financial institutions have access
to, their experience could help the ESRB in its work. Therefore an annual forum for dialogue between statutory
auditors and audit firms, on the one hand, and ESRB, on the other, on a sectoral, anonymised basis should be
facilitated by this Regulation.

(17) In order to increase the confidence in, and the liability of, the statutory auditors and the audit firms carrying out
the statutory audit of public-interest entities, it is important that the transparency reporting by statutory auditors
and audit firms be increased. Therefore, statutory auditors and audit firms should be required to disclose financial
information, showing in particular their total turnover divided into audit fees paid by public-interest entities,
audit fees paid by other entities and fees for other services. They should also disclose financial information at the
level of the network to which they belong. Statutory auditors and audit firms should provide additional supple-
mentary information on audit fees to competent authorities with a view to facilitating their supervisory tasks.

(18) It is important that the role of the audit committee in the selection of a new statutory auditor or audit firm be
reinforced, in the interest of a more informed decision of the general meeting of sharcholders or members of the
audited entity. Hence, when making a proposal to the general meeting, the administrative or supervisory body
should explain whether it follows the preference of the audit committee and, if not, why. The recommendation of
the audit committee should include at least two possible choices for the audit engagement and a duly justified
preference for one of them, so that a real choice can be made. In order to provide a fair and proper justification
in its recommendation, the audit committee should use the results of a mandatory selection procedure organised
by the audited entity, under the responsibility of the audit committee. In such selection procedure, the audited
entity should not restrict statutory auditors or audit firms with a low market share from presenting proposals for
the audit engagement. Tender documents should contain transparent and non-discriminatory selection criteria to
be used for the evaluation of proposals. Considering, however, that this selection procedure could entail dispro-
portionate costs for undertakings with reduced market capitalisation or small and medium-sized public-interest
entities having regard to their size, it is appropriate to relieve such undertakings and entities from the obligation
of organising a procedure for the selection of a new statutory auditor or audit firm.

(19)  The right of the general meeting of shareholders or members of the audited entity to choose the statutory auditor
or the audit firm would be of no value if the audited entity were to enter into a contract with a third party
providing for a restriction of such choice. Therefore, any clause of a contract entered into by the audited entity
with a third party regarding the appointment or restricting the choice to particular statutory auditors or audit
firms should be considered null and void.

(") Regulation (EU) No 1092/2010 of the European Parliament and of the Council of 24 November 2010 on European Union macro-
prudential oversight of the financial system and establishing a European Systemic Risk Board (OJ L 331, 15.12.2010, p. 1.)
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(20)  The appointment of more than one statutory auditor or audit firm by public-interest entities would reinforce the
professional scepticism and help to increase audit quality. Also, this measure, combined with the presence of
smaller audit firms in the audit market would facilitate the development of the capacity of such firms, thus broad-
ening the choice of statutory auditors and audit firms for public-interest entities. Therefore, the latter should be
encouraged and incentivised to appoint more than one statutory auditor or audit firm to carry out the statutory
audit.

(21)  In order to address the familiarity threat and therefore reinforce the independence of statutory auditors and audit
firms, it is important to establish a maximum duration of the audit engagement of a statutory auditor or an audit
firm in a particular audited entity. In addition, as a means of strengthening the independence of the statutory
auditor or the audit firm, reinforcing professional scepticism, and increasing audit quality, this Regulation
provides for the following alternatives for an extension of the maximum duration: regular and open mandatory
retendering or the appointment of more than one statutory auditor or audit firm by public-interest entities. Also,
the involvement of smaller audit firms in these measures would facilitate the development of the capacity of such
firms, thus broadening the choice of statutory auditors and audit firms for public-interest entities. An appropriate
gradual rotation mechanism should also be established with regard to the key audit partners carrying out the stat-
utory audit on behalf of the audit firm. It is also important to provide for an appropriate period within which
such statutory auditor or audit firm may not carry out the statutory audit of the same entity. In order to ensure a
smooth transition, the former statutory auditor should transfer a handover file with relevant information to the
incoming statutory auditor.

(22) In order to ensure a high level of investor and consumer confidence in the internal market by avoiding conflicts
of interests, statutory auditors and audit firms should be subject to appropriate oversight by competent author-
ities which are independent from the audit profession and which have adequate capacity, expertise and resources.
Member States should be able to delegate or allow their competent authorities to delegate any of the tasks of
those competent authorities to other authorities or bodies except those related to the quality assurance system,
investigations and disciplinary systems. However, Member States should be able to choose to delegate tasks
related to disciplinary systems to other authorities and bodies provided that the majority of the persons involved
in the governance of the authority or body concerned are independent from the audit profession. The national
competent authorities should have the necessary powers to undertake their supervisory tasks, including the capa-
city to access data, obtain information and carry out inspections. They should specialise in the supervision of
financial markets, in the compliance with financial reporting obligations or in statutory audit oversight. However,
it should be possible for the supervision of the compliance with the obligations imposed on public-interest enti-
ties to be carried out by the competent authorities responsible for the supervision of those entities. The funding
of the competent authorities should be free from any undue influence by statutory auditors or audit firms.

(23) The quality of supervision should improve if there is effective cooperation between authorities charged with
different tasks at national level. Therefore, the authorities competent to supervise compliance with the obligations
regarding statutory audit of public-interest entities should cooperate with the authorities responsible for the tasks
provided for in Directive 2006/43/EC, with those supervising public-interest entities and with the financial intelli-
gence units referred to in Directive 2005/60/EC of the European Parliament and of the Council (').

(24)  External quality assurance for the statutory audit is fundamental for high quality audit. It adds credibility to
published financial information and provides better protection for shareholders, investors, creditors and other
interested parties. Statutory auditors and audit firms should therefore be subject to a system of quality assurance
under the responsibility of the competent authorities, thus ensuring objectivity and independence from the audit
profession. Quality assurance reviews should be organised in such a manner that each statutory auditor or each
audit firm carrying out audits of public-interest entities is subject to a quality assurance review on the basis of an
analysis of the risks. In the case of statutory auditors and audit firms carrying out statutory audits of public-
interest entities other than those defined in points (17) and (18) of Article 2 of Directive 2006/43/EC, that review

() Directive 2005/60/EC of the European Parliament and of the Council of 26 October 2005 on the prevention of the use of the financial
system for the purpose of money laundering and terrorist financing (OJ L 309, 25.11.2005, p. 15.)
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(25)

(27)

should take place at least every three years and, in other cases, at least every six years. The Commission Recom-
mendation of 6 May 2008 on external quality assurance for statutory auditors and audit firms auditing public-
interest entities (') provides information on how inspections should be undertaken. Quality assurance reviews
should be appropriate and proportionate in view of the scale and complexity of the business of the reviewed stat-
utory auditor or audit firm.

The market for the provision of statutory audit services to public-interest entities evolves over time. It is therefore
necessary that competent authorities monitor the developments in the market, particularly as regards the risks
that arise from high market concentration, including within specific sectors, and the performance of audit
committees.

The transparency of the activities of competent authorities should help to increase the confidence of investors
and consumers in the internal market. Therefore, competent authorities should be required to report regularly on
their activities and to publish information in aggregated form on findings and conclusions of inspections, or in
individual form where Member States so provide.

Cooperation between the competent authorities of the Member States can make an important contribution to
ensuring consistently high quality of statutory audit in the Union. Therefore, the competent authorities of the
Member States should cooperate with each other, where necessary, for the purpose of carrying out their supervi-
sory duties regarding statutory audits. They should respect the principle of home-country regulation and over-
sight by the Member State in which the statutory auditor or the audit firm is approved and in which the audited
entity has its registered office. The cooperation between competent authorities should be organised within the
framework of a Committee of European Auditing Oversight Bodies (CEAOB), which should be composed of high-
level representatives of the competent authorities. In order to enhance consistent application of this Regulation,
the CEAOB should be able to adopt non-binding guidelines or opinions. In addition, it should facilitate the
exchange of information, provide advice to the Commission and contribute to technical assessments and technical
examinations.

For the purpose of carrying out the technical assessment of public oversight systems of third countries and to the
international cooperation between Member States and third countries in this area, the CEAOB should establish a
sub-group chaired by the member appointed by the European Supervisory Authority (European Securities and
Markets Authority — ESMA) () and should request the assistance from ESMA, the European Supervisory
Authority (European Banking Authority — EBA) (*) or the European Supervisory Authority (European Insurance
and Occupational Pensions Authority — EIOPA) (¥) insofar as its request is related to the international co-
operation between Member States and third countries in the field of statutory audit of public-interest entities
supervised by these European Supervisory Authorities. The Secretariat of the CEAOB should be provided by the
Commission and, based on the work programme agreed by the CEAOB, should include related expenses in its
estimates for the next year.

The scope of cooperation between the competent authorities of Member States should include cooperation with
regard to quality assurance reviews and assistance with investigations related to the carrying-out of statutory
audits of public-interest entities, including in cases where the conduct under investigation does not constitute an
infringement of any legislative or regulatory provision in force in the Member States concerned. The detailed
arrangements for cooperation between the competent authorities of the Member States should include the possi-
bility of creating colleges of competent authorities and the delegation of tasks among themselves. The concept of
a network in which statutory auditors and audit firms operate should be taken into account in such cooperation.
Competent authorities should respect appropriate confidentiality and professional secrecy rules.

() OJL120,7.5.2008, p. 20.

(*) European Supervisory Authority established by Regulation (EU) No 1095/2010 of the European Parliament and of the Council of
24 November 2010 establishing a European Supervisory Authority (European Securities and Markets Authority), amending Decision
No 716/2009/EC and repealing Commission Decision 2009/77/EC (OJ L 331, 15.12.2010, p. 84).

(}) European Supervisory Authority established by Regulation (EU) No 1093/2010 of the European Parliament and of the Council of
24 November 2010 establishing a European Supervisory Authority (European Banking Authority), amending Decision
No 716/2009/EC and repealing Commission Decision 2009/78/EC (OJ L 331, 15.12.2010, p. 12).

(*) European Supervisory Authority established by Regulation (EU) No 1094/2010 of the European Parliament and of the Council of
24 November 2010 establishing a European Supervisory Authority (European Insurance and Occupational Pensions Authority),
amending Decision No 716/2009/EC and repealing Commission Decision 2009/79/EC (OJ L 331, 15.12.2010, p. 48).
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(29)  The interrelation of capital markets gives rise to the need to empower competent authorities to cooperate with
supervisory authorities and bodies of third countries regarding the exchange of information or quality assurance
reviews. However, where the cooperation with third country authorities is related to audit working papers or
other documents held by statutory auditors or audit firms, the procedures laid down by Directive 2006/43/EC
should apply.

(30)  Sustainable audit capacity and a competitive market for statutory audit services in which there is a sufficient
choice of statutory auditors and audit firms capable of carrying out statutory audits of public-interest entities are
required in order to ensure a smooth functioning of capital markets. The competent authorities and the European
Competition Network (ECN) should report on the changes brought in the audit market structure introduced by
this Regulation.

(31)  The alignment of the procedures for the adoption of delegated acts by the Commission to the Treaty on the Func-
tioning of the European Union and, in particular, to Article 290 and 291 thereof, should be effected on a case-
by-case basis. In order to take into account the developments in auditing and in the audit profession, the power
to adopt acts in accordance with Article 290 of the Treaty on the Functioning of the European Union should be
delegated to the Commission. In particular, delegated acts are necessary for the purpose of adopting international
auditing standards in the area of audit practice, independence of and internal controls of statutory auditors and
audit firms. The international auditing standards adopted should not amend any requirements of this Regulation
or supplement any of those requirements, except for those precisely defined. It is of particular importance that
the Commission carry out appropriate consultations during its preparatory work, including consultations at
expert level.

The Commission, when preparing and drawing up delegated acts, should ensure a simultaneous, timely and
appropriate transmission of relevant documents to the European Parliament and to the Council.

(32) In order to ensure legal certainty and the smooth transition to the regime introduced by this Regulation, it is im-
portant to introduce a transitional period regarding the entry into force of the obligation to rotate statutory audi-
tors and audit firms and the obligation to organise a selection procedure for the choice of statutory auditors and
audit firms.

(33) References to provisions of Directive 2006/43/EC should be understood as references to the national provisions
transposing those provisions of Directive 2006/43/EC. The new European audit framework as established by this
Regulation and Directive 2014/56/EU of the European Parliament and of the Council (!) replaces existing require-
ments laid down in Directive 2006/43/EC and should be interpreted without referring to any preceding instru-
ments such as Commission recommendations adopted under the previous framework.

(34)  Since the objectives of this Regulation, namely clarifying and better defining the role of statutory audit regarding
public-interest entities, improving the information that the statutory auditor or the audit firm provides to the
audited entity, investors and other stakeholders, improving the communication channels between auditors and
supervisors of public-interest entities, preventing any conflict of interest arising from the provision of non-audit
services to public-interest entities, mitigating the risk of any potential conflict of interest due to the existing
system whereby the auditee selects and pays the auditor or the familiarity threat, facilitating the switching of, and
the choice of a statutory auditor or an audit firm to public-interest entities, broadening the choice of statutory
auditors and audit firms for public-interest entities and improving the effectiveness, independence and consistency
of the regulation and oversight of statutory auditors and audit firms providing statutory audits to public-interest
entities including as regards cooperation at Union level, cannot be sufficiently achieved by the Member States but
can rather, by reason of their scale, be better achieved at Union level, the Union may adopt measures, in accord-
ance with the principle of subsidiarity as set out in Article 5 of the Treaty on European Union. In accordance
with the principle of proportionality, as set out in that Article, this Regulation does not go beyond what is neces-
sary in order to achieve those objectives.

(") Directive 2014/56/EU of the European Parliament and the Council of 16 April 2014 amending Directive 2006/43/EC on statutory
audits of annual accounts and consolidated accounts (see page 196 of this Official Journal).
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(35) This Regulation respects the fundamental rights and observes the principles recognised in particular by the
Charter of Fundamental Rights of the European Union, notably the right to respect for private and family life, the
right to the protection of personal data, and the freedom to conduct a business, and has to be applied in accord-
ance with those rights and principles.

(36) The European Data Protection Supervisor was consulted in accordance with Article 28(2) of Regulation (EC)
No 45/2001 of the European Parliament and of the Council and delivered an opinion on 23 April 2012 ().

(37) A new legal framework of statutory audit of annual and consolidated financial statements should be established
by this Regulation and Directive 2014/56/EU, therefore Commission Decision 2005/909/EC () should be
repealed,

HAVE ADOPTED THIS REGULATION:

TITLE 1
SUBJECT MATTER, SCOPE AND DEFINITIONS
Article 1
Subject matter

This Regulation lays down requirements for the carrying out of the statutory audit of annual and consolidated financial
statements of public-interest entities, rules on the organisation and selection of statutory auditors and audit firms by
public-interest entities to promote their independence and the avoidance of conflicts of interest and rules on the supervi-
sion of compliance by statutory auditors and audit firms with those requirements.

Article 2
Scope

1. This Regulation shall apply to the following:
(a) statutory auditors and audit firms carrying out statutory audits of public-interest entities;
(b) public-interest entities.

2. This Regulation shall apply without prejudice to Directive 2006/43EC.

3. Where a cooperative within the meaning of point (14) of Article 2 of Directive 2006/43/EC, a savings bank or a
similar entity as referred to in Article 45 of Directive 86/635/EEC, or a subsidiary or a legal successor of a cooperative, a
savings bank or a similar entity as referred to in Article 45 of Directive 86/635/EEC is required or permitted under
national provisions to be a member of a non-profit-making auditing entity, the Member State may decide that this Regu-
lation or certain provisions of it shall not apply to the statutory audit of such entity, provided that the principles of inde-
pendence laid down in Directive 2006/43/EC are complied with by the statutory auditor when carrying out the statutory
audit of one of its members and by persons who may be in a position to influence the statutory audit.

(") 0JC336,6.11.2012,p. 4.
(*) Commission Decision 2005/909/EC of 14 December 2005 setting up a group of experts to advise the Commission and to facilitate co-
operation between public oversight systems for statutory auditors and audit firms (OJ L 329, 16.12.2005, p. 38.)
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4. Where a cooperative within the meaning of point (14) of Article 2 of Directive 2006/43/EC, a savings bank or a
similar entity as referred to in Article 45 of Directive 86/635/EEC, or a subsidiary or a legal successor of a cooperative, a
savings bank or a similar entity as referred to in Article 45 of Directive 86/635/EEC is required or permitted under
national provisions to be a member of a non-profit-making auditing entity, an objective, reasonable and informed party
would not conclude that the membership-based relationship compromises the statutory auditor’s independence, provided
that when such an auditing entity is conducting a statutory audit of one of its members, the principles of independence
are applied to the statutory auditors carrying out the audit and those persons who may be in a position to influence the
statutory audit.

5. The Member State shall inform the Commission and the Committee of European Auditing Oversight Bodies (here-
inafter referred to as ‘the CEAOB), referred to in Article 30, of such exceptional situations of non-application of this
Regulation or certain provisions of this Regulation. It shall communicate to the Commission and the CEAOB the list of
provisions of this Regulation that do not apply to the statutory audit of the entities referred to in paragraph 3 of this
Article and the reasons that justified such non-application.

Article 3

Definitions

For the purposes of this Regulation, the definitions laid down in Article 2 of Directive 2006/43/EC shall apply, except as
regards the term ‘competent authority’ as provided for in Article 20 of this Regulation.

TITLE II
CONDITIONS FOR CARRYING OUT STATUTORY AUDIT OF PUBLIC INTEREST ENTITIES
Article 4
Audit fees
1. Fees for the provision of statutory audits to public-interest entities shall not be contingent fees.

Without prejudice to Article 25 of Directive 2006/43/EC, for the purposes of the first subparagraph, contingent fees
means fees for audit engagements calculated on a predetermined basis relating to the outcome or result of a transaction
or the result of the work performed. Fees shall not be regarded as being contingent if a court or a competent authority
has established them.

2. When the statutory auditor or the audit firm provides to the audited entity, its parent undertaking or its controlled
undertakings, for a period of three or more consecutive financial years, non-audit services other than those referred to
in Article 5(1) of this Regulation, the total fees for such services shall be limited to no more than 70 % of the average of
the fees paid in the last three consecutive financial years for the statutory audit(s) of the audited entity and, where applic-
able, of its parent undertaking, of its controlled undertakings and of the consolidated financial statements of that group
of undertakings.

For the purposes of the limits specified in the first subparagraph, non-audit services, other than those referred to in
Article 5(1), required by Union or national legislation shall be excluded.

Member States may provide that a competent authority may, upon a request by the statutory auditor or the audit firm,
on an exceptional basis, allow that statutory auditor or audit firm to be exempt from the requirements in the first sub-
paragraph in respect of an audited entity for a period not exceeding two financial years.
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3. When the total fees received from a public-interest entity in each of the last three consecutive financial years are
more than 15 % of the total fees received by the statutory auditor or the audit firm or, where applicable, by the group
auditor carrying out the statutory audit, in each of those financial years, such a statutory auditor or audit firm or, as the
case may be, group auditor, shall disclose that fact to the audit committee and discuss with the audit committee the
threats to their independence and the safeguards applied to mitigate those threats. The audit committee shall consider
whether the audit engagement should be subject to an engagement quality control review by another statutory auditor
or audit firm prior to the issuance of the audit report.

Where the fees received from such a public-interest entity continue to exceed 15 % of the total fees received by such a
statutory auditor or audit firm or, as the case may be, by a group auditor carrying out the statutory audit, the audit
committee shall decide on the basis of objective grounds whether the statutory auditor or the audit firm or the group
auditor, of such an entity or group of entities may continue to carry out the statutory audit for an additional period
which shall not, in any case, exceed two years.

4. Member States may apply more stringent requirements than set out in this Article.

Article 5
Prohibition of the provision of non-audit services

1. A statutory auditor or an audit firm carrying out the statutory audit of a public-interest entity, or any member of
the network to which the statutory auditor or the audit firm belongs, shall not directly or indirectly provide to the
audited entity, to its parent undertaking or to its controlled undertakings within the Union any prohibited non-audit
services in:

(a) the period between the beginning of the period audited and the issuing of the audit report; and

(b) the financial year immediately preceding the period referred to in point (a) in relation to the services listed in
point (g) of the second subparagraph.

For the purposes of this Article, prohibited non-audit services shall mean:
(a) tax services relating to:

(i) preparation of tax forms;

(i) payroll tax;

(iii) customs duties;

(iv) identification of public subsidies and tax incentives unless support from the statutory auditor or the audit firm
in respect of such services is required by law;

(v) support regarding tax inspections by tax authorities unless support from the statutory auditor or the audit firm
in respect of such inspections is required by law;

(vi) calculation of direct and indirect tax and deferred tax;

(vii) provision of tax advice;
(b) services that involve playing any part in the management or decision-making of the audited entity;
(c) bookkeeping and preparing accounting records and financial statements;
(d) payroll services;

(e) designing and implementing internal control or risk management procedures related to the preparation and/or
control of financial information or designing and implementing financial information technology systems;
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(f) valuation services, including valuations performed in connection with actuarial services or litigation support
services;

(@) legal services, with respect to:

(i) the provision of general counsel;

(i) negotiating on behalf of the audited entity; and

(ili) acting in an advocacy role in the resolution of litigation;
(h) services related to the audited entity’s internal audit function;

(i) services linked to the financing, capital structure and allocation, and investment strategy of the audited entity, except
providing assurance services in relation to the financial statements, such as the issuing of comfort letters in connec-
tion with prospectuses issued by the audited entity;

() promoting, dealing in, or underwriting shares in the audited entity;
(k) human resources services, with respect to:

(i) management in a position to exert significant influence over the preparation of the accounting records or finan-
cial statements which are the subject of the statutory audit, where such services involve:

— searching for or seeking out candidates for such position; or
— undertaking reference checks of candidates for such positions;
(ii) structuring the organisation design; and
(iii) cost control.

2. Member States may prohibit services other than those listed in paragraph 1 where they consider that those services
represent a threat to independence. Member States shall communicate to the Commission any additions to the list in
paragraph 1.

3. By way of derogation from the second subparagraph of paragraph 1, Member States may allow the provision of
the services referred to in points (a) (i), (a) (iv) to (a) (vii) and (f), provided that the following requirements are complied
with:

(a) they have no direct or have immaterial effect, separately or in the aggregate on the audited financial statements;

(b) the estimation of the effect on the audited financial statements is comprehensively documented and explained in the
additional report to the audit committee referred to in Article 11; and

(c) the principles of independence laid down in Directive 2006/43/EC are complied with by the statutory auditor or the
audit firm.

4. A statutory auditor or an audit firm carrying out statutory audits of public-interest entities and, where the statutory
auditor or the audit firm belongs to a network, any member of such network, may provide to the audited entity, to its
parent undertaking or to its controlled undertakings non-audit services other than the prohibited non-audit services
referred to in paragraphs 1 and 2 subject to the approval of the audit committee after it has properly assessed threats to
independence and the safeguards applied in accordance with Article 22b of Directive 2006/43/EC. The audit committee
shall, where applicable, issue guidelines with regard to the services referred to in paragraph 3.

Member States may establish stricter rules setting out the conditions under which a statutory auditor, an audit firm or a
member of a network to which the statutory auditor or audit firm belongs may provide to the audited entity, to its
parent undertaking or to its controlled undertakings non-audit services other than the prohibited non-audit services
referred to in paragraph 1.
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5. When a member of a network to which the statutory auditor or the audit firm carrying out a statutory audit of a
public-interest entity belongs provides any of the non-audit services, referred to in paragraphs 1 and 2 of this Article, to
an undertaking incorporated in a third country which is controlled by the audited public-interest entity, the statutory
auditor or the audit firm concerned shall assess whether his, her or its independence would be compromised by such
provision of services by the member of the network.

If his, her or its independence is affected, the statutory auditor or the audit firm shall apply safeguards where applicable
in order to mitigate the threats caused by such provision of services in a third country. The statutory auditor or the
audit firm may continue to carry out the statutory audit of the public-interest entity only if he, she or it can justify, in
accordance with Article 6 of this Regulation and Article 22b of Directive 2006/43/EC, that such provision of services
does not affect his, her or its professional judgement and the audit report.

For the purposes of this paragraph:

(a) being involved in the decision-taking of the audited entity and the provision of the services referred to in points (b),
(c) and (e) of the second subparagraph of paragraph 1 shall be deemed to affect such independence in all cases and
to be incapable of mitigation by any safeguards.

(b) provision of the services referred to in the second subparagraph of paragraph 1 other than points (b), (c) and (e)
thereof shall be deemed to affect such independence and therefore to require safeguards to mitigate the threats
caused thereby.

Article 6
Preparation for the statutory audit and assessment of threats to independence

1. Before accepting or continuing an engagement for a statutory audit of a public- interest entity, a statutory auditor
or an audit firm shall assess and document, in addition to the provisions of Article 22b of Directive 2006/43/EC, the
following:

(a) whether he, she or it complies with the requirements of Articles 4 and 5 of this Regulation;
(b) whether the conditions of Article 17 of this Regulation are complied with;

(c) without prejudice to Directive 2005/60/EC, the integrity of the members of the supervisory, administrative and
management bodies of the public-interest entity.

2. A statutory auditor or an audit firm shall:

(a) confirm annually in writing to the audit committee that the statutory auditor, the audit firm and partners, senior
managers and managers, conducting the statutory audit are independent from the audited entity;

(b) discuss with the audit committee the threats to their independence and the safeguards applied to mitigate those
threats, as documented by them pursuant to paragraph 1.

Article 7
Irregularities

Without prejudice to Article 12 of this Regulation and Directive 2005/60/EC, when a statutory auditor or an audit firm
carrying out the statutory audit of a public-interest entity suspects or has reasonable grounds to suspect that irregulari-
ties, including fraud with regard to the financial statements of the audited entity, may occur or have occurred, he, she or
it shall inform the audited entity and invite it to investigate the matter and take appropriate measures to deal with such
irregularities and to prevent any recurrence of such irregularities in the future.

Where the audited entity does not investigate the matter, the statutory auditor or the audit firm shall inform the author-
ities as designated by the Member States responsible for investigating such irregularities.
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The disclosure in good faith to those authorities, by the statutory auditor or the audit firm, of any irregularities referred
to in the first subparagraph shall not constitute a breach of any contractual or legal restriction on disclosure of informa-
tion.

Article 8

Engagement quality control review

1. Before the reports referred to in Articles 10 and 11 are issued, an engagement quality control review (in this
Article hereinafter referred to as: review) shall be performed to assess whether the statutory auditor or the key audit
partner could reasonably have come to the opinion and conclusions expressed in the draft of these reports.

2. The review shall be performed by an engagement quality control reviewer (in this Article hereinafter referred to as:
reviewer). The reviewer shall be a statutory auditor who is not involved in the performance of the statutory audit to
which the review relates.

3. By way of derogation from paragraph 2, where the statutory audit is carried out by an audit firm and all the statu-
tory auditors were involved in the carrying-out of the statutory audit, or where the statutory audit is carried out by a
statutory auditor and the statutory auditor is not a partner or employee of an audit firm, he, she or it shall arrange for
another statutory auditor to perform a review. The disclosure of documents or information to the independent reviewer
for the purposes of this Article shall not constitute a breach of professional secrecy. Documents or information disclosed
to the reviewer for the purposes of this Article shall be subject to professional secrecy.

4. When performing the review, the reviewer shall record at least the following:

(a) the oral and written information provided by the statutory auditor or the key audit partner to support the significant
judgements as well as the main findings of the audit procedures carried out and the conclusions drawn from those
findings, whether or not at the request of the reviewer;

(b) the opinions of the statutory auditor or the key audit partner, as expressed in the draft of the reports referred to in
Articles 10 and 11;

5. The review shall at least assess the following elements:
(a) the independence of the statutory auditor or the audit firm from the audited entity;

(b) the significant risks which are relevant to the statutory audit and which the statutory auditor or the key audit
partner has identified during the performance of the statutory audit and the measures that he or she has taken to
adequately manage those risks;

(c) the reasoning of the statutory auditor or the key audit partner, in particular with regard to the level of materiality
and the significant risks referred to in point (b);

(d) any request for advice to external experts and the implementation of such advice;

(e) the nature and scope of the corrected and uncorrected misstatements in the financial statements that were identified
during the carrying out of the audit;

(f) the subjects discussed with the audit committee and the management andfor supervisory bodies of the audited
entity;

(g) the subjects discussed with competent authorities and, where applicable, with other third parties;

(h) whether the documents and information selected from the file by the reviewer support the opinion of the statutory
auditor or the key audit partner as expressed in the draft of the reports referred to in Articles 10 and 11.
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6.  The reviewer shall discuss the results of the review with the statutory auditor or the key audit partner. The audit
firm shall establish procedures for determining the manner in which any disagreement between the key audit partner
and the reviewer are to be resolved.

7. The statutory auditor or the audit firm and the reviewer shall keep a record of the results of the review, together
with the considerations underlying those results.

Article 9
International auditing standards

The Commission shall be empowered to adopt by means of delegated acts in accordance with Article 39 the internation-
al auditing standards referred to in Article 26 of Directive 2006/43/EC in the area of audit practice, and the indepen-
dence and internal quality controls of statutory auditors and audit firms for the purposes of their application within the
Union, provided they meet the requirements of points (a), (b) and (c) of Article 26(3) of Directive 2006/43/EC and do
not amend any of the requirements of this Regulation or supplement any of its requirements apart from those set out in
Articles 7, 8 and 18 of this Regulation.

Article 10
Audit report

1. The statutory auditor(s) or the audit firm(s) shall present the results of the statutory audit of the public-interest
entity in an audit report.

2. The audit report shall be prepared in accordance with the provisions of Article 28 of Directive 2006/43/EC and in
addition shall at least:

(a) state by whom or by which body the statutory auditor(s) or the audit firm(s) was (were) appointed;

(b) indicate the date of the appointment and the period of total uninterrupted engagement including previous renewals
and reappointments of the statutory auditors or the audit firms;

(c) provide, in support of the audit opinion, the following:

(i) a description of the most significant assessed risks of material misstatement, including assessed risks of material
misstatement due to fraud;

(i) a summary of the auditor’s response to those risks; and
(i) where relevant, key observations arising with respect to those risks.

Where relevant to the above information provided in the audit report concerning each significant assessed risk of
material misstatement, the audit report shall include a clear reference to the relevant disclosures in the financial state-
ments.

(d) explain to what extent the statutory audit was considered capable of detecting irregularities, including fraud;

(e) confirm that the audit opinion is consistent with the additional report to the audit committee referred to in
Article 11;

(f) declare that the prohibited non-audit services referred to in Article 5(1) were not provided and that the statutory
auditor(s) or the audit firm(s) remained independent of the audited entity in conducting the audit;

(¢) indicate any services, in addition to the statutory audit, which were provided by the statutory auditor or the audit
firm to the audited entity and its controlled undertaking(s), and which have not been disclosed in the management
report or financial statements.
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Member States may lay down additional requirements in relation to the content of the audit report.

3. Except as required by point () of paragraph 2 the audit report shall not contain any cross-references to the addi-
tional report to the audit committee referred to in Article 11. The audit report shall be in clear and unambiguous
language.

4.  The statutory auditor or the audit firm shall not use the name of any competent authority in a way that would
indicate or suggest endorsement or approval by that authority of the audit report.

Article 11

Additional report to the audit committee

1. Statutory auditors or audit firms carrying out statutory audits of public-interest entities shall submit an additional
report to the audit committee of the audited entity not later than the date of submission of the audit report referred to
in Article 10. Member States may additionally require that this additional report be submitted to the administrative or
supervisory body of the audited entity.

If the audited entity does not have an audit committee, the additional report shall be submitted to the body performing
equivalent functions within the audited entity. Member States may allow the audit committee to disclose that additional
report to such third parties as are provided for in their national law.

2. The additional report to the audit committee shall be in writing. It shall explain the results of the statutory audit
carried out and shall at least:

(@) include the declaration of independence referred to in point (a) of Article 6(2);

(b) where the statutory audit was carried out by an audit firm, the report shall identify each key audit partner involved
in the audit;

(c) where the statutory auditor or the audit firm has made arrangements for any of his, her or its activities to be
conducted by another statutory auditor or audit firm that is not a member of the same network, or has used the
work of external experts, the report shall indicate that fact and shall confirm that the statutory auditor or the audit
firm received a confirmation from the other statutory auditor or audit firm and/or the external expert regarding
their independence;

(d) describe the nature, frequency and extent of communication with the audit committee or the body performing
equivalent functions within the audited entity, the management body and the administrative or supervisory body of
the audited entity, including the dates of meetings with those bodies;

() include a description of the scope and timing of the audit;

(f) where more than one statutory auditor or audit firm have been appointed, describe the distribution of tasks among
the statutory auditors and/or the audit firms;

(@) describe the methodology used, including which categories of the balance sheet have been directly verified and
which categories have been verified based on system and compliance testing, including an explanation of any
substantial variation in the weighting of system and compliance testing when compared to the previous year, even
if the previous year’s statutory audit was carried out by other statutory auditor(s) or audit firm(s);

(h) disclose the quantitative level of materiality applied to perform the statutory audit for the financial statements as a
whole and where applicable the materiality level or levels for particular classes of transactions, account balances or
disclosures, and disclose the qualitative factors which were considered when setting the level of materiality;

(i) report and explain judgements about events or conditions identified in the course of the audit that may cast signifi-
cant doubt on the entity’s ability to continue as a going concern and whether they constitute a material uncertainty,
and provide a summary of all guarantees, comfort letters, undertakings of public intervention and other support
measures that have been taken into account when making a going concern assessment;
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() report on any significant deficiencies in the audited entity’s or, in the case of consolidated financial statements, the
parent undertaking’s internal financial control system, and/or in the accounting system. For each such significant
deficiency, the additional report shall state whether or not the deficiency in question has been resolved by the
management;

(k) report any significant matters involving actual or suspected non-compliance with laws and regulations or articles of
association which were identified in the course of the audit, in so far as they are considered to be relevant in order
to enable the audit committee to fulfil its tasks;

() report and assess the valuation methods applied to the various items in the annual or consolidated financial state-
ments including any impact of changes of such methods;

(m) in the case of a statutory audit of consolidated financial statements, explain the scope of consolidation and the
exclusion criteria applied by the audited entity to the non-consolidated entities, if any, and whether those criteria
applied are in accordance with the financial reporting framework;

(n) where applicable, identify any audit work performed by third-country auditor(s), statutory auditor(s), third-country
audit entity(ies) or audit firm(s) in relation to a statutory audit of consolidated financial statements other than by
members of the same network as to which the auditor of the consolidated financial statements belongs;

(o) indicate whether all requested explanations and documents were provided by the audited entity;

(p) report:
(i) any significant difficulties encountered in the course of the statutory audit;

(i) any significant matters arising from the statutory audit that were discussed or were the subject of correspond-
ence with management; and

(ili) any other matters arising from the statutory audit that in the auditor’s professional judgement, are significant to
the oversight of the financial reporting process.

Member States may lay down additional requirements in relation to the content of the additional report to the audit
committee.

Upon request by a statutory auditor, an audit firm or the audit committee, the statutory auditor(s) or the audit firm(s)
shall discuss key matters arising from the statutory audit, referred to in the additional report to the audit committee, and
in particular in point (j) of the first subparagraph, with the audit committee, administrative body or, where applicable,
supervisory body of the audited entity.

3. Where more than one statutory auditor or audit firm have been engaged simultaneously, and any disagreement has
arisen between them on auditing procedures, accounting rules or any other issue regarding the conduct of the statutory
audit, the reasons for such disagreement shall be explained in the additional report to the audit committee.

4.  The additional report to the audit committee shall be signed and dated. Where an audit firm carries out the statu-
tory audit, the additional report to the audit committee shall be signed by the statutory auditors carrying out the statu-
tory audit on behalf of the audit firm.

5. Upon request, and in accordance with national law, the statutory auditors or the audit firms shall make available
without delay the additional report to the competent authorities within the meaning of Article 20(1).
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Article 12
Report to supervisors of public-interest entities

1. Without prejudice to Article 55 of Directive 2004/39/EC, Article 63 of Directive 2013/36/EU of the European
Parliament and of the Council (), Article 15(4) of Directive 2007/64/EC, Article 106 of Directive 2009/65/EC,
Article 3(1) of Directive 2009/110/EC and Article 72 of Directive 2009/138/EC of the European Parliament and of the
Council (), the statutory auditor or the audit firm carrying out the statutory audit of a public-interest entity shall have a
duty to report promptly to the competent authorities supervising that public-interest entity or, where so determined by
the Member State concerned, to the competent authority responsible for the oversight of the statutory auditor or audit
firm, any information concerning that public-interest entity of which he, she or it has become aware while carrying out
that statutory audit and which may bring about any of the following:

(a) a material breach of the laws, regulations or administrative provisions which lay down, where appropriate, the condi-
tions governing authorisation or which specifically govern pursuit of the activities of such public-interest entity;

(b) a material threat or doubt concerning the continuous functioning of the public-interest entity;
(c) a refusal to issue an audit opinion on the financial statements or the issuing of an adverse or qualified opinion.

Statutory auditors or audit firms shall also have a duty to report any information referred to in points (a) (b) or (c) of
the first subparagraph of which they become aware in the course of carrying out the statutory audit of an undertaking
having close links with the public-interest entity for which they are also carrying out the statutory audit. For the
purposes of this Article, ‘close links’ shall have the meaning assigned to that term in point (38) of Article 4(1) of Regu-
lation (EU) No 575/2013 of the European Parliament and of the Council ().

Member States may require additional information from the statutory auditor or the audit firm provided it is necessary
for effective financial market supervision as provided for in national law.

2. An effective dialogue shall be established between the competent authorities supervising credit institutions and
insurance undertakings, on the one hand, and the statutory auditor(s) and the audit firm(s) carrying out the statutory
audit of those institutions and undertakings, on the other hand. The responsibility for compliance with this requirement
shall rest with both parties to the dialogue.

At least once a year, the European Systemic Risk Board (ESRB) and the CEAOB shall organise a meeting with the statu-
tory auditors and the audit firms or networks carrying out statutory audits of all global systemically important financial
institutions authorised within the Union, as identified internationally, in order to inform the ESRB of sectoral or any
significant developments in those systemically important financial institutions.

In order to facilitate the exercise of the tasks referred to in the first subparagraph, the European Supervisory Authority
(European Banking Authority — EBA) and the European Supervisory Authority (European Insurance and Occupational
Pensions Authority — EIOPA) shall, taking current supervisory practices into account, issue guidelines addressed to the
competent authorities supervising credit institutions and insurance undertakings, in accordance with Article 16 of Regu-
lation (EU) No 1093/2010 of the European Parliament and of the Council () and Article 16 of Regulation (EU)
No 1094/2010 of the European Parliament and of the Council (), respectively.

(") Directive 2013/36/EU of the European Parliament and of the Council of 26 June 2013 on access to the activity of credit institutions and
the prudential supervision of credit institutions and investment firms, amending Directive 2002/87/EC and repealing Directives
2006/48/EC and 2006[49/EC (O] L 176, 27.6.2013, p. 338.)

(*) Directive 2009/138/EC of the European Parliament and of the Council of 25 November 2009 on the taking-up and pursuit of the busi-
ness of Insurance and Reinsurance (Solvency II) (O] L 335,17.12.2009, p. 1.)

(*) Regulation (EU) No 575/2013 of the European Parliament and of the Council of 26 June 2013 on prudential requirements for credit
institutions and investment firms and amending Regulation (EU) No 648/2012 (OJ L 176, 27.6.2013, p. 1).

(*) Regulation (EU) No 1093/2010 of the European Parliament and of the Council of 24 November 2010 establishing a European Supervi-
sory Authority (European Banking Authority), amending Decision No 716/2009/EC and repealing Commission Decision 2009/78/EC
(OJL331,15.12.2010, p. 12).

() Regulation (EU) No 1094/2010 of the European Parliament and of the Council of 24 November 2010 establishing a European Supervi-
sory Authority (European Insurance and Occupational Pensions Authority), amending Decision No 716/2009/EC and repealing
Commission Decision 2009/79/EC (O] L 331, 15.12.2010, p. 48).
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3. The disclosure in good faith to the competent authorities or to ESRB and the CEAOB, by the statutory auditor or
the audit firm or network, where applicable, of any information referred to in paragraph 1 or of any information emer-
ging during the dialogue provided for in paragraph 2 shall not constitute a breach of any contractual or legal restriction
on disclosure of information.

Article 13

Transparency report

1. A statutory auditor or an audit firm that carries out statutory audits of public-interest entities shall make public an
annual transparency report at the latest four months after the end of each financial year. That transparency report shall
be published on the website of the statutory auditor or the audit firm and shall remain available on that website for at
least five years from the day of its publication on the website. If the statutory auditor is employed by an audit firm, the
obligations under this Article shall be incumbent on the audit firm.

A statutory auditor or an audit firm shall be allowed to update its published annual transparency report. In such a case,
the statutory auditor or the audit firm shall indicate that it is an updated version of the report and the original version
of the report shall continue to remain available on the website.

Statutory auditors and audit firms shall communicate to the competent authorities that the transparency report has been
published on the website of the statutory auditor or the audit firm or, as appropriate, that it has been updated.

2. The annual transparency report shall include at least the following:
(a) a description of the legal structure and ownership of the audit firm;
(b) where the statutory auditor or the audit firm is a member of a network:
(i) a description of the network and the legal and structural arrangements in the network;

(i) the name of each statutory auditor operating as a sole practitioner or audit firm that is a member of the
network;

(i) the countries in which each statutory auditor operating as a sole practitioner or audit firm that is a member of
the network is qualified as a statutory auditor or has his, her or its registered office, central administration or
principal place of business;

(iv) the total turnover achieved by the statutory auditors operating as sole practitioners and audit firms that are
members of the network, resulting from the statutory audit of annual and consolidated financial statements;

(c) a description of the governance structure of the audit firm;

(d) a description of the internal quality control system of the statutory auditor or of the audit firm and a statement by
the administrative or management body on the effectiveness of its functioning;

(e) an indication of when the last quality assurance review referred to in Article 26 was carried out;

(f) a list of public-interest entities for which the statutory auditor or the audit firm carried out statutory audits during
the preceding financial year;

(g) a statement concerning the statutory auditor’s or the audit firm’s independence practices which also confirms that
an internal review of independence compliance has been conducted;

(h) a statement on the policy followed by the statutory auditor or the audit firm concerning the continuing education of
statutory auditors referred to in Article 13 of Directive 2006/43/EC;
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(i) information concerning the basis for the partners’ remuneration in audit firms;

() a description of the statutory auditor’s or the audit firm’s policy concerning the rotation of key audit partners and
staff in accordance with Article 17(7);

(k) where not disclosed in its financial statements within the meaning of Article 4(2) of Directive 2013/34/EU, informa-
tion about the total turnover of the statutory auditor or the audit firm, divided into the following categories:

(i) revenues from the statutory audit of annual and consolidated financial statements of public-interest entities and
entities belonging to a group of undertakings whose parent undertaking is a public-interest entity;

(ii) revenues from the statutory audit of annual and consolidated financial statements of other entities;

(ili) revenues from permitted non-audit services to entities that are audited by the statutory auditor or the audit
firm; and

(iv) revenues from non-audit services to other entities.

The statutory auditor or the audit firm may, in exceptional circumstances, decide not to disclose the information
required in point (f) of the first subparagraph to the extent necessary to mitigate an imminent and significant threat to
the personal security of any person. The statutory auditor or the audit firm shall be able to demonstrate to the compe-
tent authority the existence of such threat.

3. The transparency report shall be signed by the statutory auditor or the audit firm.

Article 14

Information for competent authorities

Statutory auditors and audit firms shall provide annually to his, her or its competent authority a list of the audited
public-interest entities by revenue generated from them, dividing those revenues into:

(a) revenues from statutory audit;

(b) revenues from non-audit services other than those referred to in Article 5(1) which are required by Union or
national legislation; and,

(c) revenues from non-audit services other than those referred to in Article 5(1) which are not required by Union or
national legislation.

Article 15

Record keeping

Statutory auditors and audit firms shall keep the documents and information referred to in Article 4(3), Article 6,
Article 7, Article 8(4) to (7), Articles 10 and 11 Article 12(1) and (2), Article 14, Article 16(2), (3) and(5) of this Regu-
lation, and in Articles 22b, 24a, 24b, 27 and 28 of Directive 2006/43/EC, for a period of at least five years following
the creation of such documents or information.

Member States may require statutory auditors and audit firms to keep the documents and information referred to in the
first subparagraph for a longer period in accordance with their rules on personal data protection and administrative and
judicial proceedings.
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TITLE III

THE APPOINTMENT OF STATUTORY AUDITORS OR AUDIT FIRMS BY PUBLIC-INTEREST ENTITIES

Article 16

Appointment of statutory auditors or audit firms

1. For the purposes of the application of Article 37(1) of Directive 2006/43/EC, for the appointment of statutory
auditors or audit firms by public-interest entities, the conditions set out in paragraphs 2 to 5 of this Article shall apply,
but may be subject to paragraph 7.

Where Article 37(2) of Directive 2006/43EC applies, the public-interest entity shall inform the competent authority of
the use of the alternative systems or modalities referred to in that Article. In that event, paragraphs 2 to 5 of this Article
shall not apply.

2. The audit committee shall submit a recommendation to the administrative or supervisory body of the audited
entity for the appointment of statutory auditors or audit firms.

Unless it concerns the renewal of an audit engagement in accordance with Article 17(1) and 17(2), the recommendation
shall be justified and contain at least two choices for the audit engagement and the audit committee shall express a duly
justified preference for one of them.

In its recommendation, the audit committee shall state that its recommendation is free from influence by a third party
and that no clause of the kind referred to in paragraph 6 has been imposed upon it.

3. Unless it concerns the renewal of an audit engagement in accordance with Article 17(1) and 17(2), the recommen-
dation of the audit committee referred to in paragraph 2 of this Article shall be prepared following a selection procedure
organised by the audited entity respecting the following criteria:

(a) the audited entity shall be free to invite any statutory auditors or audit firms to submit proposals for the provision
of the statutory audit service on the condition that Article 17(3) is respected and that the organisation of the tender
process does not in any way preclude the participation in the selection procedure of firms which received less than
15 % of the total audit fees from public-interest entities in the Member State concerned in the previous calendar
year;

Cx

the audited entity shall prepare tender documents for the attention of the invited statutory auditors or audit firms.
Those tender documents shall allow them to understand the business of the audited entity and the type of statutory
audit that is to be carried out. The tender documents shall contain transparent and non-discriminatory selection
criteria that shall be used by the audited entity to evaluate the proposals made by statutory auditors or audit firms;

(c) the audited entity shall be free to determine the selection procedure and may conduct direct negotiations with inter-
ested tenderers in the course of the procedure;

(d) where, in accordance with Union or national law, the competent authorities referred to in Article 20 require statu-
tory auditors and audit firms to comply with certain quality standards, those standards shall be included in the
tender documents;

(e) the audited entity shall evaluate the proposals made by the statutory auditors or the audit firms in accordance with
the selection criteria predefined in the tender documents. The audited entity shall prepare a report on the conclu-
sions of the selection procedure, which shall be validated by the audit committee. The audited entity and the audit
committee shall take into consideration any findings or conclusions of any inspection report on the applicant statu-
tory auditor or audit firm referred to in Article 26(8) and published by the competent authority pursuant to
point (d) of Article 28;
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(f) the audited entity shall be able to demonstrate, upon request, to the competent authority referred to in Article 20
that the selection procedure was conducted in a fair manner.

The audit committee shall be responsible for the selection procedure referred to in the first subparagraph.

For the purposes of point (a) of the first subparagraph, the competent authority referred to in Article 20(1) shall make
public a list of the statutory auditors and the audit firms concerned which shall be updated on an annual basis. The
competent authority shall use the information provided by statutory auditors and audit firms pursuant to Article 14 to
make the relevant calculations.

4. Public-interest entities which meet the criteria set out in points (f) and (t) of Article 2(1) of Directive 2003/71/EC
shall not be required to apply the selection procedure referred to in paragraph 3.

5. The proposal to the general meeting of shareholders or members of the audited entity for the appointment of stat-
utory auditors or audit firms shall include the recommendation and preference referred to in paragraph 2 made by the
audit committee or the body performing equivalent functions.

If the proposal departs from the preference of the audit committee, the proposal shall justify the reasons for not
following the recommendation of the audit committee. However, the statutory auditor or audit firm recommended by
the administrative or supervisory body must have participated in the selection procedure described in paragraph 3. This

subparagraph shall not apply where the audit committee’s functions are performed by the administrative or supervisory
body.

6.  Any clause of a contract entered into between a public-interest entity and a third party restricting the choice by the
general meeting of shareholders or members of that entity, as referred to in Article 37 of Directive 2006/43/EC to
certain categories or lists of statutory auditors or audit firms, as regards the appointment of a particular statutory
auditor or audit firm to carry out the statutory audit of that entity shall be null and void.

The public-interest entity shall inform the competent authorities referred to in Article 20 directly and without delay of
any attempt by a third party to impose such a contractual clause or to otherwise improperly influence the decision of
the general meeting of shareholders or members on the selection of a statutory auditor or an audit firm.

7. Member States may decide that a minimum number of statutory auditors or audit firms are to be appointed by
public-interest entities in certain circumstances and establish the conditions governing the relations between the statu-
tory auditors or audit firms appointed.

If a Member State establishes any such requirement, it shall inform the Commission and the relevant European Supervi-
sory Authority thereof.

8. Where the audited entity has a nomination committee in which sharcholders or members have a considerable
influence and which has the task of making recommendations on the selecting of auditors, Member States may allow
that nomination committee to perform the functions of the audit committee that are laid down in this Article and
require it to submit the recommendation referred to in paragraph 2 to the general meeting of shareholders or members.

Article 17

Duration of the audit engagement

1. A public-interest entity shall appoint a statutory auditor or an audit firm for an initial engagement of at least one
year. The engagement may be renewed.

Neither the initial engagement of a particular statutory auditor or audit firm, nor this in combination with any renewed
engagements therewith shall exceed a maximum duration of 10 years.
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2. By way of derogation from paragraph 1, Member States may
(a) require that the initial engagement referred to in paragraph 1 be for a period of more than one year;

(b) set a maximum duration of less than 10 years for the engagements referred to in the second subparagraph of para-
graph 1.

3. After the expiry of the maximum durations of engagements referred to in the second subparagraph of paragraph 1,
or in point (b) of paragraph 2, or after the expiry of the durations of engagements extended in accordance with para-
graphs 4 or 6, neither the statutory auditor or the audit firm nor, where applicable, any members of their networks
within the Union shall undertake the statutory audit of the same public-interest entity within the following four-year
period.

4. By way of derogation from paragraph 1 and point (b) of paragraph (2), Member States may provide that the
maximum durations referred to in the second subparagraph of paragraph 1 and in point (b) of paragraph 2 may be
extended to the maximum duration of:

(a) 20 years, where a public tendering process for the statutory audit is conducted in accordance with paragraphs 2 to 5
of Article 16 and takes effect upon the expiry of the maximum durations referred to in the second subparagraph of
paragraph 1 and in point (b) of paragraph 2; or

(b) twenty four years, where, after the expiry of the maximum durations referred to in the second subparagraph of para-
graph 1 and in point (b) of paragraph 2, more than one statutory auditor or audit firm is simultaneously engaged,
provided that the statutory audit results in the presentation of the joint audit report as referred to in Article 28 of
Directive 2006/43/EC.

5. The maximum durations referred to in the second subparagraph of paragraph 1 and in point (b) of paragraph 2
shall be extended only if, upon a recommendation of the audit committee, the administrative or supervisory body,
proposes to the general meeting of shareholders or members, in accordance with national law, that the engagement be
renewed and that proposal is approved.

6.  After the expiry of the maximum durations referred to in the second subparagraph of paragraph 1, in point (b) of
paragraph 2, or in paragraph 4, as appropriate, the public-interest entity may, on an exceptional basis, request that the
competent authority referred to in Article 20(1) grant an extension to re-appoint the statutory auditor or the audit firm
for a further engagement where the conditions in points (a) or (b) of paragraph 4 are met. Such an additional engage-
ment shall not exceed two years.

7. The key audit partners responsible for carrying out a statutory audit shall cease their participation in the statutory
audit of the audited entity not later than seven years from the date of their appointment. They shall not participate
again in the statutory audit of the audited entity before three years have elapsed following that cessation.

By way of derogation, Member States may require that key audit partners responsible for carrying out a statutory audit
cease their participation in the statutory audit of the audited entity earlier than seven years from the date of their respec-
tive appointment.

The statutory auditor or the audit firm shall establish an appropriate gradual rotation mechanism with regard to the
most senior personnel involved in the statutory audit, including at least the persons who are registered as statutory audi-
tors. The gradual rotation mechanism shall be applied in phases on the basis of individuals rather than of the entire
engagement team. It shall be proportionate in view of the scale and the complexity of the activity of the statutory
auditor or the audit firm.

The statutory auditor or the audit firm shall be able to demonstrate to the competent authority that such mechanism is
effectively applied and adapted to the scale and the complexity of the activity of the statutory auditor or the audit firm.

8.  For the purposes of this Article, the duration of the audit engagement shall be calculated as from the first financial
year covered in the audit engagement letter in which the statutory auditor or the audit firm has been appointed for the
first time for the carrying-out of consecutive statutory audits for the same public-interest entity.
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For the purposes of this Article, the audit firm shall include other firms that the audit firm has acquired or that have
merged with it.

If there is uncertainty as to the date on which the statutory auditor or the audit firm began carrying out consecutive stat-
utory audits for the public-interest entity, for example due to firm mergers, acquisitions, or changes in ownership struc-
ture, the statutory auditor or the audit firm shall immediately report such uncertainties to the competent authority,
which shall ultimately determine the relevant date for the purposes of the first subparagraph.

Article 18
Hand-over file

Where a statutory auditor or an audit firm is replaced by another statutory auditor or audit firm, the former statutory
auditor or audit firm shall comply with the requirements laid down in Article 23(3) of Directive 2006/43/EC.

Subject to Article 15, the former statutory auditor or audit firm shall also grant the incoming statutory auditor or audit
firm access to the additional reports referred to in Article 11 in respect of previous years and to any information trans-
mitted to competent authorities pursuant to Articles 12 and 13.

The former statutory auditor or audit firm shall be able to demonstrate to the competent authority that such information
has been provided to the incoming statutory auditor or audit firm.

Article 19
Dismissal and resignation of the statutory auditors or the audit firms

Without prejudice to Article 38(1) of Directive 2006/43/EC, any competent authority designated by a Member State in
accordance with Article 20(2) of this Regulation, shall forward the information concerning the dismissal or resignation
of the statutory auditor or the audit firm during the engagement and an adequate explanation of the reasons therefor to
the competent authority referred to in Article 20(1).

TITLE IV

SURVEILLANCE OF THE ACTIVITIES OF STATUTORY AUDITORS AND AUDIT FIRMS CARRYING OUT STATUTORY
AUDIT OF PUBLIC-INTEREST ENTITIES

CHAPTER |
Competent authorities
Article 20
Designation of competent authorities

1. Competent authorities responsible for carrying out the tasks provided for in this Regulation and for ensuring that
the provisions of this Regulation are applied shall be designated from amongst the following:

() the competent authority referred to in Article 24(1) of Directive 2004/109/EC;
(b) the competent authority referred to in point (h) of Article 24(4) of Directive 2004/109/EC;

(c) the competent authority referred to in Article 32 of Directive 2006/43/EC.
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2. By way of derogation from paragraph 1, Member States may decide that the responsibility for ensuring that all or
part of the provisions of Title IIl of this Regulation are applied is to be entrusted to, as appropriate, the competent
authorities referred to in:

(a) Article 48 of Directive 2004/39/EC;

(b) Article 24(1) of Directive 2004/109/EC;

(c) point (h) of Article 24(4) of Directive 2004/109/EC;
(d) Article 20 of Directive 2007/64/EC;

(e) Article 30 of Directive 2009/138/EC;

(f) Article 4(1) of Directive 2013/36/EU;

or to other authorities designated by national law.

3. Where more than one competent authority has been designated pursuant to paragraphs 1 and 2, those authorities
shall be organised in such a manner that their tasks are clearly allocated.

4. Paragraphs 1, 2 and 3 shall be without prejudice to the right of a Member State to make separate legal and admin-
istrative arrangements for overseas countries and territories with which that Member State has special relations.

5. The Member States shall inform the Commission of the designation of competent authorities for the purposes of
this Regulation.

The Commission shall consolidate this information and make it public.

Article 21

Conditions of independence

The competent authorities shall be independent of statutory auditors and audit firms.

The competent authorities may consult experts, as referred to in point (c) of Article 26(1), for the purpose of carrying
out specific tasks and may also be assisted by experts when this is essential for the proper fulfilment of their tasks. In
such instances, the experts shall not be involved in any decision-making.

A person shall not be a member of the governing body, or responsible for the decision-making, of those authorities if
during his or her involvement or in the course of the three previous years that person:

(a) has carried out statutory audits;

(b) held voting rights in an audit firm;

(c) was member of the administrative, management or supervisory body of an audit firm;
(d) was a partner, employee of, or otherwise contracted by, an audit firm.

The funding of those authorities shall be secure and free from undue influence by statutory auditors and audit firms.
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Article 22
Professional secrecy in relation to competent authorities

The obligation of professional secrecy shall apply to all persons who are or have been employed or independently
contracted by, or involved in the governance of, competent authorities or by any authority or body to which tasks have
been delegated under Article 24 of this Regulation. Information covered by professional secrecy may not be disclosed to
any other person or authority except by virtue of the obligations laid down in this Regulation or the laws, regulations or
administrative procedures of a Member State.

Article 23
Powers of competent authorities

1. Without prejudice to Article 26, in carrying out their tasks under this Regulation, the competent authorities or
any other public authorities of a Member State may not interfere with the content of audit reports.

2. Member States shall ensure that the competent authorities have all the supervisory and investigatory powers that
are necessary for the exercise of their functions under this Regulation in accordance with the provisions of Chapter VII
of Directive 2006/43/EC.

3. The powers referred to in paragraph 2 of this Article shall include, at least, the power to:

(a) access data related to the statutory audit or other documents held by statutory auditors or audit firms in any form
relevant to the carrying out of their tasks and to receive or take a copy thereof;

(b) obtain information related to the statutory audit from any person;

(c) carry out on-site inspections of statutory auditors or audit firms;

(d) refer matters for criminal prosecution;

(e) request experts to carry out verifications or investigations;

(f) take the administrative measures, and impose the sanctions referred to in Article 30a of Directive 2006/43/EC.
The competent authorities may use the powers referred to in the first subparagraph only in relation to:

(a) statutory auditors and audit firms carrying out statutory audit of public-interest entities;

(b) persons involved in the activities of statutory auditors and audit firms carrying out statutory audit of public-interest
entities;

(c) audited public-interest entities, their affiliates and related third parties;

(d) third parties to whom the statutory auditors and the audit firms carrying out statutory audit of public-interest enti-
ties have outsourced certain functions or activities; and

(e) persons otherwise related or connected to statutory auditors and audit firms carrying out statutory audit of public-
interest entities.

4. Member States shall ensure that the competent authorities are allowed to exercise their supervisory and investiga-
tory powers in any of the following ways:

(a) directly;
(b) in collaboration with other authorities;

(c) by application to the competent judicial authorities.
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5. The supervisory and investigatory powers of competent authorities shall be exercised in full compliance with
national law, and in particular, with the principles of respect for private life and the right of defence.

6.  The processing of personal data processed in the exercise of the supervisory and investigatory powers pursuant to
this Article shall be carried out in accordance with Directive 95/46/EC.

Article 24
Delegation of tasks

1. Member States may delegate or allow the competent authorities referred to in Article 20(1) to delegate any of the
tasks required to be undertaken pursuant to this Regulation to other authorities or bodies designated or otherwise
authorised by law to carry out such tasks, except for tasks related to:

(a) the quality assurance system referred to in Article 26;

(b) investigations referred to in Article 23 of this Regulation and Article 32 of Directive 2006/43/EC arising from that
quality assurance system or from a referral by another authority; and

(c) sanctions and measures as referred to in Chapter VII of Directive 2006/43/EC related to the quality assurance
reviews or investigation of statutory audits of public-interest entities.

2. Any execution of tasks by other authorities or bodies shall be the subject of an express delegation by the compe-
tent authority. The delegation shall specify the delegated tasks and the conditions under which they are to be carried
out.

Where the competent authority delegates tasks to other authorities or bodies, it shall be able to reclaim these compe-
tences on a case-by-case basis.

3. The authorities or bodies shall be organised in such a manner that there are no conflicts of interest. The ultimate
responsibility for supervising compliance with this Regulation and with the implementing measures adopted pursuant
thereto shall lie with the delegating competent authority.

The competent authority shall inform the Commission and the competent authorities of Member States of any arrange-
ment entered into with regard to the delegation of tasks, including the precise conditions governing such delegation.

4. By way of derogation from paragraph 1, Member States may decide to delegate the tasks referred to in point (c) of
paragraph 1 to other authorities or bodies designated or otherwise authorised by law to carry out such tasks, when the
majority of the persons involved in the governance of the authority or body concerned is independent from the audit
profession.

Article 25
Cooperation with other competent authorities at national level

Competent authorities designated pursuant to Article 20(1) and, where appropriate, any authority to whom such a
competent authority has delegated tasks shall cooperate at national level with:

(a) the competent authorities referred to in Article 32(4) of Directive 2006/43/EC;

(b) the authorities referred to in Article 20(2), whether or not they have been designated competent authorities for the
purposes of this Regulation;

(c) the financial intelligence units and the competent authorities referred to in Articles 21 and 37 of Directive
2005/60/EC.

For the purposes of such cooperation, the obligation of professional secrecy under Article 22 of this Regulation shall
apply.



27.5.2014 Official Journal of the European Union L 158/103

CHAPTER I
Quality assurance, market monitoring, and transparency of competent authorities
Article 26
Quality assurance

1. For the purposes of this Article:

(a) ‘inspections’ means quality assurance reviews of statutory auditors and audit firms, which are led by an inspector
and which do not constitute an investigation within the meaning of Article 32(5) of Directive 2006/43EC;

(b) ‘inspector’ means a reviewer who meets the requirements set out in point (a) of the first subparagraph of paragraph 5
of this Article and who is employed or otherwise contracted by a competent authority;

(c) ‘expert’ means a natural person who has specific expertise in financial markets, financial reporting, auditing or other
fields relevant for inspections, including practising statutory auditors.

2. The competent authorities designated under Article 20(1) shall establish an effective system of audit quality assur-
ance.

They shall carry out quality assurance reviews of statutory auditors and audit firms that carry out statutory audits of
public-interest entities on the basis of an analysis of the risk and:

() in the case of statutory auditors and audit firms carrying out statutory audits of public-interest entities other than
those defined in points (17) and (18) of Article 2 of Directive 2006/43EC at least every three years; and,

(b) in cases other than those referred to in point (a), at least every six years.
3. The competent authority shall have the following responsibilities:

(a) approval and amendment of the inspection methodologies, including inspection and follow-up manuals, reporting
methodologies and periodic inspection programmes;

(b) approval and amendment of inspection reports and follow-up reports;
(c) approval and assignment of inspectors for each inspection.

The competent authority shall allocate adequate resources to the quality assurance system.

4.  The competent authority shall organise the quality assurance system in a manner that is independent of the
reviewed statutory auditors and audit firms.

The competent authority shall ensure that appropriate policies and procedures related to the independence and objec-
tivity of the staff, including inspectors, and the management of the quality assurance system are put in place.

5. The competent authority shall comply with the following criteria when appointing inspectors:

(a) inspectors shall have appropriate professional education and relevant experience in statutory audit and financial
reporting combined with specific training on quality assurance reviews;

(b) a person who is a practising statutory auditor or is employed by or otherwise associated with a statutory auditor or
an audit firm shall not be allowed to act as an inspector;

(c) a person shall not be allowed to act as an inspector in an inspection of a statutory auditor or an audit firm until at
least three years have elapsed since that person ceased to be a partner or employee of that statutory auditor or of
that audit firm or to be otherwise associated with that statutory auditor or audit firm;

(d) inspectors shall declare that there are no conflicts of interest between them and the statutory auditor and the audit
firm to be inspected.
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By way of derogation from point (b) of paragraph 1, a competent authority may contract experts for carrying out
specific inspections when the number of inspectors within the authority is insufficient. The competent authority may
also be assisted by experts when this is essential for the proper conduct of an inspection. In such instances, the compe-
tent authorities and the experts shall comply with the requirements of this paragraph. Experts shall not be involved in
the governance of, or employed or otherwise contracted by professional associations and bodies but may be members of
such associations or bodies.

6.  The scope of inspections shall at least cover:

(a) an assessment of the design of the internal quality control system of the statutory auditor or of the audit firm;

(b) adequate compliance testing of procedures and a review of audit files of public-interest entities in order to verify the
effectiveness of the internal quality control system;

(c) in the light of the findings of the inspection under points (a) and (b) of this paragraph, an assessment of the contents
of the most recent annual transparency report published by a statutory auditor or an audit firm in accordance with
Article 13.

7. At least the following internal quality control policies and procedures of the statutory auditor or the audit firm
shall be reviewed:

(a) compliance by the statutory auditor or the audit firm with applicable auditing and quality control standards, and
ethical and independence requirements, including those set out in Chapter IV of Directive 2006/43/EC and Articles 4
and 5 of this Regulation, as well as relevant laws, regulations and administrative provisions of the Member State
concerned;

(b) the quantity and quality of resources used, including compliance with continuing education requirements as set out
in Article 13 of Directive 2006/43/EC;

(c) compliance with the requirements set out in Article 4 of this Regulation on the audit fees charged.

For the purposes of testing compliance, audit files shall be selected on the basis of an analysis of the risk of a failure to
carry out a statutory audit adequately.

Competent authorities shall also periodically review the methodologies used by statutory auditors and audit firms to
carry out statutory audits.

In addition to the inspection covered by the first subparagraph, competent authorities shall have the power to perform
other inspections.

8.  The findings and conclusions of inspections on which recommendations are based, including the findings and
conclusions related to a transparency report, shall be communicated to and discussed with the inspected statutory
auditor or audit firm before an inspection report is finalised.

Recommendations of inspections shall be implemented by the inspected statutory auditor or audit firm within a reason-
able period set by the competent authority. Such period shall not exceed 12 months in the case of recommendations on
the internal quality control system of the statutory auditor or of the audit firm.

9.  The inspection shall be the subject of a report which shall contain the main conclusions and recommendations of
the quality assurance review.
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Article 27
Monitoring market quality and competition

1. The competent authorities designated under Article 20(1) and the European Competition Network (ECN), as appro-
priate, shall regularly monitor the developments in the market for providing statutory audit services to public-interest
entities and shall in particular assess the following:

(a) the risks arising from high incidence of quality deficiencies of a statutory auditor or an audit firm, including
systematic deficiencies within an audit firm network, which may lead to the demise of any audit firm, the disruption
in the provision of statutory audit services whether in a specific sector or across sectors, the further accumulation of
risk of audit deficiencies and the impact on the overall stability of the financial sector;

(b) the market concentration levels, including in specific sectors;

(c) the performance of audit committees;

(d) the need to adopt measures to mitigate the risks referred to in point (a).

2. By 17 June 2016, and at least every three years thereafter, each competent authority and the ECN, shall draw up a
report on developments in the market for providing statutory audit services to public-interest entities and submit it to
the CEAOB, ESMA, EBA, EIOPA and the Commission.

The Commission, following consultations with the CEAOB, ESMA, EBA and EIOPA shall use those reports to draw up a
joint report on those developments at Union level. That joint report shall be submitted to the Council, the European
Central Bank and the European Systemic Risk Board, as well as, where appropriate, to the European Parliament.

Article 28
Transparency of competent authorities

Competent authorities shall be transparent and shall at least publish:
(a) annual activity reports regarding their tasks under this Regulation;
(b) annual work programmes regarding their tasks under this Regulation;

(c) a report on the overall results of the quality assurance system on an annual basis. This report shall include informa-
tion on recommendations issued, follow-up on the recommendations, supervisory measures taken and sanctions
imposed. It shall also include quantitative information and other key performance information on financial resources
and staffing, and the efficiency and effectiveness of the quality assurance system;

(d) the aggregated information on the findings and conclusions of inspections referred to in the first subparagraph of
Article 26(8). Member States may require the publication of those findings and conclusions on individual inspec-
tions.

CHAPTER 11l
Cooperation between competent authorities and relations with the european supervisory authorities
Article 29
Obligation to cooperate

The competent authorities of the Member States shall cooperate with each other where it is necessary for the purposes
of this Regulation, including in cases where the conduct under investigation does not constitute an infringement of any
legislative or regulatory provision in force in the Member State concerned.
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Article 30
Establishment of the CEAOB

1. Without prejudice to the organisation of national auditing oversight, the cooperation between competent author-
ities shall be organised within the framework of the CEAOB.

2. The CEAOB shall be composed of one member from each Member State who shall be high level representatives
from the competent authorities referred to in Article 32(1) of Directive 2006/43/EC, and one member appointed by the
ESMA, hereinafter referred to as ‘members’.

3. The EBA and EIOPA shall be invited to attend meetings of the CEAOB as observers.

4. The CEAOB shall meet at regular intervals and, where necessary, at the request of the Commission or a Member
State.

5. Each member of the CEAOB shall have one vote, except the member appointed by ESMA, who shall not have
voting rights. Unless otherwise stated, decisions of the CEAOB shall be taken by simple majority of its members.

6.  The Chair of the CEAOB shall be elected from a list of applicants representing the competent authorities referred
to in Article 32(1) of Directive 2006/43/EC, or removed, in each case by a two-thirds majority of members. The Chair
shall be elected for a four-year term. The Chair may not serve consecutive terms in the same position, but may be re-
elected after a cooling-off period of four years.

The Vice-Chair shall be appointed or removed by the Commission.
The Chair and the Vice-Chair shall not have voting rights.

In the event that the Chair resigns or is removed before the end of his or her term of office, the Vice-Chair shall act as
Chair until the next meeting of the CEAOB, which shall elect a Chair for the remainder of the term.

7.  The CEAOB shall:

(a) facilitate the exchange of information, expertise and best practices for the implementation of this Regulation and of
Directive 2006/43/EC;

(b) provide expert advice to the Commission as well as to the competent authorities, at their request, on issues related
to the implementation of this Regulation and of Directive 2006/43/EC;

(c) contribute to the technical assessment of public oversight systems of third countries and to the international co-
operation between Member States and third countries in that area, as referred to in Articles 46(2) and 47(3) of Dir-
ective 2006/43/EC;

(d) contribute to the technical examination of international auditing standards, including the processes for their elabor-
ation, with a view to their adoption at Union level;

(e) contribute to the improvement of cooperation mechanisms for the oversight of public-interest entities’ statutory
auditors, audit firms or the networks they belong to;

(f) carry out other coordinating tasks in the cases provided for in this Regulation or in Directive 2006/43/EC.
8.  For the purposes of carrying out its tasks referred to in point (c) of paragraph 7, the CEAOB shall request the
assistance of ESMA, EBA or EIOPA insofar as its request relates to international cooperation between Member States and

third countries in the field of statutory audit of public-interest entities supervised by those European Supervisory
Authorities. Where such assistance is requested, ESMA, EBA or EIOPA shall assist the CEAOB in its task.

9.  For the purposes of carrying out its tasks, the CEAOB may adopt non-binding guidelines or opinions.

The Commission shall publish the guidelines and opinions adopted by the CEAOB.
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10.  The CEAOB shall assume all existing and on-going tasks, as appropriate, of the European Group of Audit Over-
sight Bodies (EGAOB) created by Commission Decision 2005/909/EC.

11.  The CEAOB may establish sub-groups on a permanent or ad hoc basis to examine specific issues under the terms
of reference established by it. Participation in the sub-group discussions may be extended to competent authorities from
the countries of the European Economic Area (hereinafter referred to as EEA) in the field of audit oversight or by invita-
tion, on a case-by-case basis, to competent authorities from non-EU/EEA countries, subject to the approval of the
CEAOB members. The participation of a competent authority from a non-EU/EEA country may be subject to a limited
time period.

12.  The CEAOB shall establish a sub-group for the purpose of carrying out the tasks referred to in point (c) of para-
graph 7. That sub-group shall be chaired by the member appointed by ESMA pursuant to paragraph 2.

13. At the request of at least three members, or on its own initiative, where this is considered useful and/or necessary,
the Chair of the CEAOB may invite experts, including practitioners, with specific competence on a subject on the agenda
to participate in the CEAOB’s or its sub-group’s deliberations as observers. The CEAOB may invite representatives of
competent authorities from third countries which are competent in the field of audit oversight to participate in the
CEAOB's or its sub-group’s deliberations as observers.

14.  The Secretariat of the CEAOB shall be provided by the Commission. The expenses of the CEAOB shall be
included in the estimates of the Commission.

15.  The Chair shall prepare the provisional agenda of each meeting of the CEAOB with due regard to members’
written contributions.

16.  The Chair or, in his or her absence, the Vice-Chair shall communicate the CEAOB views or positions only with
the approval of the members.

17.  The CEAOBs discussions shall not be public.

18.  The CEAOB shall adopt its rules of procedure.

Article 31

Cooperation with regard to quality assurance reviews, investigations and on-site inspections

1. Competent authorities shall take measures to ensure effective cooperation at Union level in respect of quality assur-
ance reviews.

2. The competent authority of one Member State may request the assistance of the competent authority of another
Member State with regard to the quality assurance reviews of statutory auditors or audit firms belonging to a network
carrying out significant activities in the requested Member State.

3. Where a competent authority receives a request from a competent authority of another Member State to assist in
the quality assurance review of a statutory auditor or an audit firm belonging to a network carrying out significant activ-
ities in that Member State, it shall allow the requesting competent authority to assist in such quality assurance review.

The requesting competent authority shall not have the right to access information which might breach national security
rules or adversely affect the sovereignty, security or public order of the requested Member State.
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4. Where a competent authority concludes that activities contrary to the provisions of this Regulation are being
carried out or have been carried out on the territory of another Member State, it shall notify the competent authority of
the other Member State of that conclusion in as specific a manner as possible. The competent authority of the other
Member State shall take appropriate action. It shall inform the notifying competent authority of the outcome of that
action and, to the extent possible, of significant interim developments.

5. A competent authority of one Member State may request that an investigation be carried out by the competent
authority of another Member State on the latter’s territory.

It may also request that some of its own personnel be allowed to accompany the personnel of the competent authority
of that Member State in the course of the investigation, including with regard to on-site inspections.

The investigation or inspection shall be subject throughout to the overall control of the Member State on whose territory
it is carried out.

6.  The requested competent authority may refuse to act on a request for an investigation to be carried out as provided
for in the first subparagraph of paragraph 5, or on a request for its personnel to be accompanied by personnel of a
competent authority of another Member State as provided for in the second subparagraph of paragraph 5, in the
following cases:

(a) where such an investigation or on-site inspection might breach national security rules or adversely affect the sover-
eignty, security or public order of the requested Member State;

(b) where judicial proceedings have already been initiated in respect of the same actions and against the same persons
before the authorities of the requested Member State;

(c) where a final judgment has already been delivered in respect of the same actions and the same persons by the
authorities of the requested Member State.

7. In the event of a quality assurance review or an investigation with cross-border effects, the competent authorities
of the Member States concerned may address a joint request to the CEAOB to coordinate the review or investigation.

Article 32
Colleges of competent authorities

1. In order to facilitate the exercise of the tasks referred to in Articles 26, and 31(4) to(6) of this Regulation and
Article 30 of Directive 2006/43/EC with regard to specific statutory auditors, audit firms or their networks, colleges
may be established with the participation of the competent authority of the home Member State and of any other
competent authority, provided that:

(a) the statutory auditor or the audit firm is providing statutory audit services to public-interest entities within the juris-
diction of the Member States concerned; or

(b) a branch which is a part of the audit firm is established within the jurisdiction of the Member States concerned.

2. In the case of specific statutory auditors or audit firms, the competent authority of the home Member State shall
act as facilitator.

3. With regard to specific networks, competent authorities of the Member States where the network carries out signif-
icant activities may request the CEAOB to establish a college with the participation of the requesting competent author-
ities.

4. Within 15 working days of the establishment of the college of competent authorities with regard to a specific
network, its members shall select a facilitator. In the absence of agreement, the CEAOB shall appoint a facilitator from
among the members of the college.

Members of the college shall review the selection of the facilitator at least every five years to ensure that the selected
facilitator remains the most appropriate occupant of that position.
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5. The facilitator shall chair the meetings of the college, coordinate the actions of the college and ensure efficient
exchange of information among members of the college.

6.  The facilitator shall, within 10 working days of his or her selection, establish written coordination arrangements
within the framework of the college regarding the following matters:

(a) information to be exchanged between competent authorities;
(b) cases in which the competent authorities must consult each other;
(c) cases in which the competent authorities may delegate supervisory tasks in accordance with Article 33.

7. In the absence of agreement concerning the written coordination arrangements under paragraph 6, any member of
the college may refer the matter to the CEAOB. The facilitator shall give due consideration to any advice provided by the
CEAOB concerning the written coordination arrangements before agreeing on their final text. The written coordination
arrangements shall be set out in a single document containing full reasons for any significant deviation from the advice
of the CEAOB. The facilitator shall transmit the written coordination arrangements to the members of the college and to
the CEAOB.

Article 33
Delegation of tasks

The competent authority of the home Member State may delegate any of its tasks to the competent authority of another
Member State subject to the agreement of that authority. Delegation of tasks shall not affect the responsibility of the
delegating competent authority.

Article 34
Confidentiality and professional secrecy in relation to cooperation among competent authorities

1. The obligation of professional secrecy shall apply to all persons who work or who have worked for the bodies
involved in the framework of cooperation between competent authorities as referred to in Article 30. Information
covered by professional secrecy shall not be disclosed to another person or authority except where such disclosure is
necessary for legal proceedings or required by Union or national law.

2. Article 22 shall not prevent bodies involved in the framework of cooperation between competent authorities as
referred to in Article 30 and the competent authorities from exchanging confidential information. Information thus
exchanged shall be covered by the obligation of professional secrecy, to which persons employed or formerly employed
by competent authorities are subject.

3. All the information exchanged under this Regulation between bodies involved in the framework of cooperation
between competent authorities as referred to in Article 30, and the competent authorities and other authorities and
bodies shall be treated as confidential, except where its disclosure is required by Union or national law.

Article 35

Protection of personal data

1. Member States shall apply Directive 95/46EC to the processing of personal data carried out in the Member States
pursuant to this Regulation.

2. Regulation (EC) No 45/2001 shall apply to the processing of personal data carried out by the CEAOB, ESMA, EBA
and EIOPA in the context of this Regulation and of Directive 2006/43/EC.
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CHAPTER IV

Cooperation with third-country authorities and with international organisations and bodies

Article 36

Agreement on exchange of information

1. The competent authorities may conclude cooperation agreements on exchange of information with the competent
authorities of third countries only if the information disclosed is subject, in the third countries concerned, to guarantees
of professional secrecy which are at least equivalent to those set out in Articles 22 and 34. The competent authorities
shall immediately communicate such agreements to the CEAOB and notify the Commission of them.

Information shall only be exchanged under this Article where such exchange of information is necessary for the per-
formance of the tasks of those competent authorities under this Regulation.

Where such exchange of information involves the transfer of personal data to a third country, Member States shall
comply with Directive 95/46/EC and the CEAOB shall comply with Regulation (EC) No 45/2001.

2. The competent authorities shall cooperate with the competent authorities or other relevant bodies of third coun-
tries regarding the quality assurance reviews and investigations of statutory auditors and audit firms. Upon request by a
competent authority, the CEAOB shall contribute to such cooperation and to the establishment of supervisory conver-
gence with third countries.

3. Where the cooperation or exchange of information relates to audit working papers or other documents held by
statutory auditors or audit firms, Article 47 of Directive 2006/43/EC shall apply.

4. The CEAOB shall prepare guidelines on the content of the cooperation agreements and exchange of information
referred to in this Article.

Article 37

Disclosure of information received from third countries

The competent authority of a Member State may disclose the confidential information received from competent author-
ities of third countries where a cooperation agreement so provides, only if it has obtained the express agreement of the
competent authority which has transmitted the information and, where applicable, the information is disclosed only for
the purposes for which that competent authority has given its agreement, or where such disclosure is required by Union
or national law.

Article 38

Disclosure of information transferred to third countries

The competent authority of a Member State shall require that confidential information communicated by it to a compe-
tent authority of a third country may be disclosed by that competent authority to third parties or authorities only with
the prior express agreement of the competent authority which has transmitted the information, in accordance with its
national law and provided that the information is disclosed only for the purposes for which that competent authority of
the Member State has given its agreement, or where such disclosure is required by Union or national law or is necessary
for legal proceedings in that third country.
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Article 39
Exercise of the delegation

1. The power to adopt delegated acts is conferred on the Commission subject to the conditions laid down in this
Article.

2. The power to adopt delegated acts referred to in Article 9 shall be conferred on the Commission for a period of
five years from 16 June 2014. The Commission shall draw up a report in respect of the delegation of power not later
than nine months before the end of the five-year period. The delegation of power shall be tacitly extended for periods of
an identical duration, unless the European Parliament or the Council opposes such extension not later than three
months before the end of each period.

3. The delegation of power referred to in Article 9 may be revoked at any time by the European Parliament or by the
Council. A decision to revoke shall put an end to the delegation of the power specified in that decision. It shall take
effect the day following the publication of the decision in the Official Journal of the European Union or at a later date spe-
cified therein. It shall not affect the validity of any delegated acts already in force.

4. Assoon as it adopts a delegated act, the Commission shall notify it simultaneously to the European Parliament and
to the Council.

5. A delegated act adopted pursuant to Article 9 shall enter into force only if no objection has been expressed either
by the European Parliament or the Council within a period of two months of notification of that act to the European
Parliament and the Council or if, before the expiry of that period, the European Parliament and the Council have both
informed the Commission that they will not object. That period shall be extended by two months at the initiative of the
European Parliament or of the Council.

Article 40
Review and reports

1. The Commission shall review and report on the operation and effectiveness of the system of cooperation between
competent authorities within the framework of the CEAOB, referred to in Article 30, in particular as regards the per-
formance of the CEAOB tasks defined in paragraph 7 of that Article.

2. The review shall take into account international developments, particularly in relation to strengthening cooperation
with the competent authorities of third countries and contributing to the improvement of cooperation mechanisms for
the oversight of statutory auditors and audit firms of public-interest entities belonging to international audit networks.
The Commission shall complete its review by 17 June 2019.

3. The report shall be submitted to the European Parliament and to the Council, together with a legislative proposal,
if appropriate. That report shall consider the progress made in the field of cooperation between competent authorities
within the framework of the CEAOB from the beginning of the operation of that framework and propose further steps
to enhance the effectiveness of the cooperation between Member States’ competent authorities.

4. By 17 June 2028 the Commission shall submit a report on the application of this Regulation to the European
Parliament and to the Council.
Article 41
Transitional provisions

1. Asfrom 17 June 2020, a public-interest entity shall not enter into or renew an audit engagement with a given stat-
utory auditor or audit firm if that statutory auditor or audit firm has been providing audit services to that public-interest
entity for 20 and more consecutive years at the date of entry into force of this Regulation.
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2. Asfrom 17 June 2023, a public-interest entity shall not enter into or renew an audit engagement with a given stat-
utory auditor or audit firm if that statutory auditor or audit firm has been providing audit services to that public-interest
entity for 11 and more but less than 20 consecutive years at the date of entry into force of this Regulation.

3. Without prejudice to paragraphs 1 and 2, the audit engagements that were entered into before 16 June 2014 but
which are still in place as at 17 June 2016 may remain applicable until the end of the maximum duration referred to in
the second subparagraph of Article 17(1) or in point (b) of Article 17(2). Article 17(4) shall apply.

4. Article 16(3) shall only apply to audit engagements after the expiry of the period referred to in the second sub-
paragraph of Article 17(1).

Article 42
National provisions

The Member States shall adopt appropriate provisions to ensure the effective application of this Regulation.

Article 43
Repeal of Commission Decision 2005/909/EC

Commission Decision 2005/909/EC is hereby repealed.

Article 44
Entry into force

This Regulation shall enter into force on the twentieth day following that of its publication in the Official Journal of the
European Union.

It shall apply from 17 June 2016.

However, Article 16(6) shall apply from 17 June 2017.

This Regulation shall be binding in its entirety and directly applicable in all Member States.
Done at Strasbourg, 16 April 2014.
For the European Parliament For the Council

The President The President
M. SCHULZ D. KOURKOULAS
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REGULATION (EU) No 538/2014 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 16 April 2014

amending Regulation (EU) No 691/2011 on European environmental economic accounts

(Text with EEA relevance)

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EUROPEAN UNION,

Having regard to the Treaty on the Functioning of the European Union, and in particular Article 338(1) thereof,
Having regard to the proposal from the European Commission,

After transmission of the draft legislative act to the national parliaments,

Acting in accordance with the ordinary legislative procedure ('),

Whereas:

(1)  Decision No 1386/2013/EU of the European Parliament and of the Council (*) provides that the pace of current
developments and uncertainties surrounding likely future trends require further steps to ensure that policy in the
Union continues to draw on a sound understanding of the state of the environment, of possible response options
and their consequences. Instruments should be developed with a view to ensuring the preparation of quality-
assured data and indicators and to improving its accessibility. It is important that such data be made available in
a comprehensible and accessible form.

(2)  Under Article 10 of Regulation (EU) No 691/2011 of the European Parliament and of the Council (}) the
Commission is invited to report to the European Parliament and the Council on the implementation of the Regu-
lation and, if appropriate, to propose the introduction of new environmental economic accounts modules, such
as Environmental Protection Expenditure and Revenues (EPER)/Environmental Protection Expenditure Accounts
(EPEA), Environmental Goods and Services Sector (EGSS) and Energy Accounts.

(3)  The new modules contribute directly to the Union’s policy priorities of green growth and resource efficiency by
providing important information on indicators such as market output and employment in the EGSS, national
environmental protection expenditure and the use of energy in a NACE breakdown.

(4)  The United Nations Statistical Commission adopted the System of Environmental-Economic Accounting (SEEA)
Central Framework as an international statistical standard at its 43rd session in February 2012. The new modules
being introduced by this Regulation are fully in line with the SEEA.

(5)  The European Statistical System Committee has been consulted.

() Position of the European Parliament of 2 April 2014 (not yet published in the Official Journal) and decision of the Council of 14 April
2014.

(*) Decision No 1386/2013/EU of the European Parliament and of the Council of 20 November 2013 on a General Union Environment
Action Programme to 2020 ‘Living well, within the limits of our planet’ (OJ L 354, 28.12.2013, p. 171).

(*) Regulation (EU) No 691/2011 of the European Parliament and of the Council of 6 July 2011 on European environmental economic
accounts (OJL 192, 22.7. 2011 p.- 1).
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(6)  In order to take into account technical and scientific progress and supplement the provisions on energy accounts,
the power to adopt acts in accordance with Article 290 of the Treaty on the Functioning of the European Union
should be delegated to the Commission in respect of the specification of the list of energy products referred to in
Section 3 of Annex VI as contained in the Annex to this Regulation. It is of particular importance that the
Commission carry out appropriate consultations during its preparatory work, including at expert level. The
Commission, when preparing and drawing up delegated acts, should ensure a simultaneous, timely and appro-
priate transmission of relevant documents to the European Parliament and to the Council.

(7)  In order to facilitate a uniform application of Annex V as contained in the Annex to this Regulation, imple-
menting powers should be conferred on the Commission. Those powers should be exercised in accordance with
Regulation (EU) No 182/2011 of the European Parliament and of the Council (). The examination procedure
should be used for the adoption of those implementing acts.

(8)  Regulation (EU) No 691/2011 should therefore be amended accordingly,

HAVE ADOPTED THIS REGULATION:
Article 1

Regulation (EU) No 691/2011 is amended as follows:
(1) in Article 2, the following points are added:

‘(4) “environmental protection expenditure” means the economic resources devoted by resident units to environ-
mental protection. Environmental protection includes all activities and actions which have as their main purpose
the prevention, reduction and elimination of pollution and of any other degradation of the environment. Those
activities and actions include all measures taken in order to restore the environment after it has been degraded.
Activities which, while beneficial to the environment, primarily satisfy the technical needs or the internal
requirements for hygiene or safety and security of an enterprise or other institution are excluded from this defin-
ition;

(5) “environmental goods and services sector” means the production activities of a national economy that generate
environmental products (environmental goods and services). Environmental products are products that have
been produced for the purpose of environmental protection, as referred to in point (4), and resource manage-
ment. Resource management includes the preservation, maintenance and enhancement of the stock of natural
resources and therefore the safeguarding of those resources against depletion;

(6) “physical energy flow accounts” means consistent compilations of the physical energy flows into national econo-
mies, the flows circulating within the economy and the outputs to other economies or to the environment.’;

(2) Article 3 is amended as follows:
(a) in paragraph 1, the following points are added:
‘(d) a module for environmental protection expenditure accounts, as set out in Annex IV;
(¢) a module for environmental goods and services sector accounts, as set out in Annex V;

(f) a module for physical energy flow accounts, as set out in Annex VIL.;

(") Regulation (EU) No 182/2011 of the European Parliament and of the Council of 16 February 2011 laying down the rules and general
principles concerning mechanisms for control by Member States of the Commission’s exercise of implementing powers (O] L 55,
28.2.2011, p. 13).
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(b) the following paragraphs are added:

‘4. The Commission shall be empowered to adopt delegated acts in accordance with Article 9 in order to
specify the energy products referred to in Section 3 of Annex VI, based on the lists set out in the Annexes to
Regulation (EC) No 1099/2008 of the European Parliament and of the Council (¥.

Such delegated acts shall not impose a significant additional burden on the Member States or on the respondents.
When establishing and subsequently updating the lists referred to in the first subparagraph, the Commission
shall duly justify the actions, using, where appropriate, input from relevant experts on a cost-effectiveness
analysis, including an assessment of the burden on respondents and of the production costs.

5. In order to facilitate a uniform application of Annex V, the Commission shall, by 31 December 2015, by
means of implementing acts, establish an indicative compendium of environmental goods and services and of
the economic activities to be covered by Annex V based on the following categories: environmental specific
services, environmental sole purpose products (connected products), adapted goods and environmental technolo-
gies. The Commission shall update the compendium where necessary.

The implementing acts referred to in the first subparagraph shall be adopted in accordance with the examination
procedure referred to in Article 11(2);

(*) Regulation (EC) No 1099/2008 of the European Parliament and of the Council of 22 October 2008 on
energy statistics (O] L 304, 14.11.2008, p. 1).".

(3) Article 8(2) is replaced by the following:

2. For the purposes of obtaining a derogation under paragraph 1 for Annexes I, II and III, the Member State
concerned shall present a duly justified request to the Commission by 12 November 2011. For the purposes of
obtaining a derogation under paragraph 1 for Annexes IV, V and VI, the Member State concerned shall present a
duly justified request to the Commission by 17 September 2014.;

(4) Article 9 is amended as follows:
(a) paragraph 2 is replaced by the following:

2. The power to adopt delegated acts referred to in Article 3(3) and (4) shall be conferred on the Commission
for a period of five years from 11 August 2011. The Commission shall draw up a report in respect of the delega-
tion of power not later than nine months before the end of the 5-year period. The delegation of power shall be
tacitly extended for periods of an identical duration, unless the European Parliament or the Council opposes
such extension not later than three months before the end of each period.’;

(b) paragraph 3 is replaced by the following:

‘3. The delegation of power referred to in Article 3(3) and (4) may be revoked at any time by the European
Parliament or by the Council. A decision to revoke shall put an end to the delegation of the power specified in
that decision. It shall take effect the day following the publication of the decision in the Official Journal of the
European Union or at a later date specified therein. It shall not affect the validity of any delegated acts already in
force.’;

(c) paragraph 5 is replaced by the following:

‘5. A delegated act adopted pursuant to Article 3(3) and (4) shall enter into force only if no objection has
been expressed either by the European Parliament or the Council within a period of two months of notification
of that act to the European Parliament and the Council or if, before the expiry of that period, the European
Parliament and the Council have both informed the Commission that they will not object. That period shall be
extended by two months at the initiative of the European Parliament or the Council.’;

(5) Annexes IV, V and VI, as set out in the Annex to this Regulation, are added to Regulation (EU) No 691/2011.
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Article 2

This Regulation shall enter into force on the twentieth day following that of its publication in the Official Journal of the
European Union.

This Regulation shall be binding in its entirety and directly applicable in all Member States.
Done at Strasbourg, 16 April 2014.
For the European Parliament For the Council

The President The President
M. SCHULZ D. KOURKOULAS
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ANNEX

‘ANNEX IV

MODULE FOR ENVIRONMENTAL PROTECTION EXPENDITURE ACCOUNTS

Section 1
OBJECTIVES

Environmental protection expenditure accounts present data, in a way that is compatible with the data reported under
ESA, on the expenditure for environmental protection, i.e. the economic resources devoted by resident units to environ-
mental protection. Such accounts allow for the compiling of national expenditure for environmental protection which is
defined as the sum of uses of environmental protection services by resident units, gross fixed capital formation (GFCF)
for environmental protection activities, and transfers for environmental protection which are not a counterpart of
previous items, less financing by the rest of the world.

The environmental protection expenditure accounts should make use of the already existing information from the
national accounts (production and generation of income accounts; GFCF by NACE, supply and use tables; data based on
the classification of functions of government), structural business statistics, business register and other sources.

This Annex defines the data to be collected, compiled, transmitted and evaluated for the purposes of environmental
protection expenditure accounts by the Member States.

Section 2
COVERAGE
Environmental protection expenditure accounts have the same system boundaries as ESA and show environmental

protection expenditure for principal, secondary and ancillary activities. The following sectors are covered:

— general government (including non-profit institutions serving households) and corporations as institutional sectors
producing environmental protection services. Specialist producers produce environmental protection services as their
principal activity,

— households, general government and corporations as consumers of environmental protection services,

— the rest of the world as beneficiary, or origin, of transfers for environmental protection.
Section 3
LIST OF CHARACTERISTICS
Member States shall produce environmental protection expenditure accounts according to the following characteristics

which are defined in accordance with ESA:

— output of environmental protection services. Market output, non-market output and output of ancillary activities are
distinguished,

— intermediate consumption of environmental protection services by specialist producers,
— imports and exports of environmental protection services,
— valued added tax (VAT) and other taxes less subsidies on products on environmental protection services,

— gross fixed capital formation and acquisitions less disposals of non-financial non-produced assets for the production
of environmental protection services,

— final consumption of environmental protection services,
— environmental protection transfers (received/paid).

All data shall be reported in million national currency.
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Section 4
FIRST REFERENCE YEAR, FREQUENCY AND TRANSMISSION DEADLINES

1. Statistics shall be compiled and transmitted on a yearly basis.
2. Statistics shall be transmitted within 24 months of the end of the reference year.

3. In order to meet user needs for complete and timely datasets, the Commission (Eurostat) shall produce, as soon as
sufficient country data becomes available, estimates for the EU-28 totals for the main aggregates of this module. The
Commission (Eurostat) shall, wherever possible, produce and publish estimates for data that have not been trans-
mitted by Member States within the deadline specified in point 2.

4. The first reference year is 2015.
5. In the first transmission of data, Member States shall include annual data from 2014 to the first reference year.

6. In each subsequent data transmission to the Commission, Member States shall provide annual data for the years
n - 2, n -1 and n, where n is the reference year. Member States may provide any available data for the years
preceding 2014.

Section 5

REPORTING TABLES

1. For the characteristics referred to in Section 3, data shall be reported in a breakdown by:
— type of producers/consumers of environmental protection services as defined in Section 2,
— classes of the classification of environmental protection activities (CEPA) grouped as follows:
For general government activities and for environmental protection transfers:
— CEPA 2
— CEPA 3
— Sum of CEPA 1, CEPA 4, CEPA 5 and CEPA 7
— CEPA 6
— Sum of CEPA 8 and CEPA 9
For ancillary activities of corporations:
— CEPA 1
— CEPA 2
— CEPA 3
— Sum of CEPA 4, CEPA 5, CEPA 6, CEPA 7, CEPA 8 and CEPA 9
For corporations as secondary and specialist producers:
— CEPA 2
— CEPA 3
— CEPA 4
For households as consumers:
— CEPA 2

— CEPA 3
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— The following NACE codes for the ancillary production of environmental protection services: NACE Rev. 2 B, C,
D, Division 36. Data for section C shall be presented by divisions. Divisions 10-12, 13-15 and 31-32 shall be
grouped together. Member States which, under Regulation (EC) No 295/2008 of the European Parliament and of
the Council (!) (as regards the definitions of characteristics, the technical format for the transmission of data, the
double reporting requirements for NACE Rev. 1.1 and NACE Rev. 2 and derogations to be granted for structural
business statistics), are not obliged to collect environmental protection expenditure data for one or more of these
NACE codes, do not need to provide data for these NACE codes.

2. The CEPA classes referred to in point 1 are as follows:

CEPA 1 — Protection of ambient air and climate

CEPA 2 — Wastewater management

CEPA 3 — Waste management

CEPA 4 — Protection and remediation of soil, groundwater and surface water
CEPA 5 — Noise and vibration abatement

CEPA 6 — Protection of biodiversity and landscapes

CEPA 7 — Protection against radiation

CEPA 8 — Environmental research and development

CEPA 9 — Other environmental protection activities.

Section 6
MAXIMUM DURATION OF THE TRANSITIONAL PERIODS

For the implementation of the provisions of this Annex, the maximum duration of the transitional period is 2 years
from the first transmission deadline.

ANNEX V

MODULE FOR ENVIRONMENTAL GOODS AND SERVICES SECTOR ACCOUNTS

Section 1
OBJECTIVES

Statistics on environmental goods and services record and present data on national economy production activities that
generate environmental products in a way that is compatible with the data reported under ESA.

The environmental goods and services sector accounts should make use of the already existing information from the
national accounts, structural business statistics, business register and other sources.

This Annex defines the data to be collected, compiled, transmitted and evaluated for environmental goods and services
accounts, by the Member States.

Section 2

COVERAGE

The environmental goods and services sector has the same system boundaries as ESA and consists of all environmental
goods and services that are created within the production boundary. ESA defines production as the activity carried out
under the control and responsibility of an institutional unit that uses inputs of labour, capital and goods and services to
produce goods and services.

(") Regulation (EC) No 295/2008 of the European Parliament and of the Council of 11 March 2008 concerning structural business statistics
(OJL 97, 9.4.2008, p. 13).
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Environmental goods and services fall within the following categories: environmental specific services, environmental
sole purpose products (connected products), adapted goods and environmental technologies.

Section 3
LIST OF CHARACTERISTICS
Member States shall produce statistics on the environmental goods and services sector according to the following charac-
teristics:
— market output, of which:
— exports,
— value added of market activities,
— employment of market activities.

All data shall be reported in million national currency, except for the characteristic “employment” for which the
reporting unit shall be “full time equivalent”.

Section 4
FIRST REFERENCE YEAR, FREQUENCY AND TRANSMISSION DEADLINES

1. Statistics shall be compiled and transmitted on a yearly basis.
2. Statistics shall be transmitted within 24 months of the end of the reference year.

3. In order to meet user needs for complete and timely datasets, the Commission (Eurostat) shall produce, as soon as
sufficient country data becomes available, estimates for the EU-28 totals for the main aggregates of this module. The
Commission (Eurostat) shall, wherever possible, produce and publish estimates for data that have not been trans-
mitted by Member States within the deadline specified in point 2.

4. The first reference year is 2015.
5. In the first transmission of data, Member States shall include annual data from 2014 to the first reference year.

6. In each subsequent data transmission to the Commission, Member States shall provide annual data for the years
n—2,n -1 and n, where n is the reference year. Member States may provide any available data for the years
preceding 2014.

Section 5
REPORTING TABLES

1. For the characteristics referred to in Section 3, data shall be reported cross-classified by:

— classification of economic activities, NACE Rev. 2 (A*21 aggregation level as set out in ESA),

— CEPA classes and the classification of resource management activities (CReMA) grouped as follows:
— CEPA 1
— CEPA 2
— CEPA 3
— CEPA 4
— CEPA 5

— CEPA 6
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— Sum of CEPA 7, CEPA 8 and CEPA 9
— CReMA 10
— CReMA 11
— CReMA 13
— CReMA 13A
— CReMA 13B
— CReMA 13C
— CReMA 14
— Sum of CReMA 12, CReMA 15 and CReMA 16

2. The CEPA classes referred to in point 1 are as set out in Annex IV. The CReMA classes referred to in point 1 are as
follows:

CReMA 10 — Management of water

CReMA 11 — Management of forest resources

CReMA 12 — Management of wild flora and fauna

CReMA 13 — Management of energy resources:
— CReMA 13A — Production of energy from renewable resources
— CReMA 13B — Heat/energy saving and management

— CReMA 13C — Minimisation of the use of fossil energy as raw materials

CReMA 14 — Management of minerals
CReMA 15 — Research and development activities for resource management

CReMA 16 — Other resource management activities

Section 6
MAXIMUM DURATION OF THE TRANSITIONAL PERIODS

For the implementation of the provisions of this Annex, the maximum duration of the transitional period is 2 years
from the first transmission deadline.

ANNEX VI

MODULE FOR PHYSICAL ENERGY FLOW ACCOUNTS

Section 1
OBJECTIVES

Physical energy flow accounts present data on the physical flows of energy expressed in terajoules in a way that is fully
compatible with the ESA. Physical energy flow accounts record energy data in relation to the economic activities of resi-
dent units of national economies in a breakdown by economic activity. They present the supply and use of natural
energy inputs, energy products and energy residuals. Economic activities comprise production, consumption, and accu-
mulation.

This Annex defines the data to be collected, compiled, transmitted and evaluated for physical energy flow accounts by
the Member States.
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Section 2
COVERAGE

Physical energy flow accounts have the same system boundaries as ESA and are also based on the residence principle.

In accordance with ESA, a unit is said to be a resident unit of a country when it has a centre of economic interest in the
economic territory of that country, that is, when it engages for an extended period (1 year or more) in economic activ-
ities in that territory.

Physical energy flow accounts record physical energy flows arising from the activities of all resident units, regardless of
where these flows actually occur geographically.

Physical energy flow accounts record the physical flows of energy from the environment to the economy, within the
economy, and from the economy back to the environment.

Section 3
LIST OF CHARACTERISTICS

Member States shall produce physical energy flow accounts according to the following characteristics:
— the physical energy flows grouped into three generic categories:

(i) natural energy inputs,

(i) energy products,

(ili) energy residuals,

— the origin of the physical energy flows, grouped into five categories: production, consumption, accumulation, rest of
the world and environment,

— the destination of the physical flows, grouped into the same five categories as the origin of the physical energy
flows.

All data shall be reported in terajoules.

Section 4
FIRST REFERENCE YEAR, FREQUENCY AND TRANSMISSION DEADLINES

1. Statistics shall be compiled and transmitted on a yearly basis.
2. Statistics shall be transmitted within 21 months of the end of the reference year.

3. In order to meet user needs for complete and timely datasets, the Commission (Eurostat) shall produce, as soon as
sufficient country data becomes available, estimates for the EU-28 totals for the main aggregates of this module. The
Commission (Eurostat) shall, wherever possible, produce and publish estimates for data that have not been trans-
mitted by Member States within the deadline specified in point 2.

4. The first reference year is 2015.
5. In the first transmission of data, Member States shall include annual data from 2014 to the first reference year.

6. In each subsequent data transmission to the Commission, Member States shall provide annual data for the years
n - 2, n -1 and n, where n is the reference year. Member States may provide any available data for the years
preceding 2014.
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Section 5
REPORTING TABLES

1. For the characteristics referred to in Section 3, the following data shall be reported in physical units:

— Supply table for energy flows. This table records the supply of natural energy inputs, energy products, and energy
residuals (row-wise) by origin, i.e. “supplier” (column-wise).

— Use table for energy flows. This table records the use of natural energy inputs, energy products, and energy resi-
duals (row-wise) by destination, i.e. “user” (column-wise).

— Table of emission-relevant use of energy flows. This table records the emission-relevant use of natural energy
inputs and energy products (row-wise) by the using and emitting unit (column-wise).

— Bridge table showing the various elements which make up the difference between the energy accounts and the
energy balances.

2. The supply and use tables of energy flows (including emission-relevant flows) have a common layout in terms of
rows and columns.

3. The columns denote the origins (supply) or destinations (use) of the physical flows. The columns are grouped into
five categories:

— “Production” relates to the production of goods and services. Production activities are classified according to
NACE Rev. 2 and data is reported in A*64 aggregation level.

— “Consumption” activities are presented in total and also divided into three sub-classes (transport, heating/cooling,
other) for private households’ final consumption.

— “Accumulation” refers to the changes in stocks of energy products within the economy.
— “Rest of the world” records the flows of imported and exported products.
— “Environment” records the origin of natural input flows and the destination of residual flows.

4. The rows describe the type of physical flows classified in the first indent of Section 3.

5. The classification of natural energy inputs, energy products, and energy residuals is as follows:
— natural energy inputs are grouped into non-renewable natural energy inputs and renewable natural energy inputs,
— energy products are grouped according to the classification used in European energy statistics,

— energy residuals include waste (without monetary value); losses during extraction/abstraction, distribution/trans-
port, transformation/conversion and storage; as well as balancing items to balance the supply and use tables.

6. The “bridge” from the residence principle indicator to the territory-based indicator is presented for the entire national
economy (no breakdown by industries) and is obtained as follows:

total energy use by resident units:
— energy use by resident units abroad

+ energy use by non-residents on the territory

+

statistical differences

gross inland energy consumption (territory-based)
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Section 6
MAXIMUM DURATION OF THE TRANSITIONAL PERIODS

For the implementation of the provisions of this Annex, the maximum duration of the transitional period is 2 years
from the first transmission deadline’



27.5.2014 Official Journal of the European Union L 158125

REGULATION (EU) No 539/2014 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 16 April 2014
on imports of rice originating in Bangladesh and repealing Council Regulation (EEC) No 3491/90

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EUROPEAN UNION,

Having regard to the Treaty on the Functioning of the European Union, and in particular Article 207 thereof,
Having regard to the proposal from the European Commission,

After transmission of the draft legislative act to the national parliaments,

Acting in accordance with the ordinary legislative procedure ('),

Whereas:

(1)  In the context of the Uruguay Round, the Union undertook to offer preferential import arrangements for rice
originating in the least-developed countries. One of the countries to which that offer was addressed, Bangladesh,
indicated its interest in the development of trade in rice. To that end, Council Regulation (EEC) No 3491/90 (3
was adopted.

(2)  Regulation (EEC) No 3491/90 confers powers on the Commission in order to implement some of its provisions.
As a consequence of the entry into force of the Treaty of Lisbon, those powers should be aligned to Articles 290
and 291 of the Treaty on the Functioning of the European Union (TFEU). For the sake of clarity, it is appropriate
to repeal Regulation (EEC) No 3491/90 and to replace it with this Regulation.

(3)  The preferential import arrangement involves a reduction in the import duty within the limit of a certain quantity
of husked rice. The equivalent quantities at stages of milling other than the husked-rice stage should be calculated
in accordance with Commission Regulation (EC) No 1312/2008 ().

(4)  In order to fix the import duties applicable to rice originating in Bangladesh imported under this Regulation,
account should be taken of the relevant provisions of Regulation (EU) No 1308/2013 of the European Parliament
and of the Council (¥).

(5)  To ensure that the advantages of the preferential import arrangement are limited to rice originating in Bangladesh,
a certificate of origin should be issued.

(6)  In order to supplement or amend certain non-essential elements of this Regulation, the power to adopt acts in
accordance with Article 290 TFEU should be delegated to the Commission in respect of the establishment of
rules making participation in the arrangement conditional upon the lodging of a security, in accordance with
Article 66 of Regulation (EU) No 1306/2013 of the European Parliament and of the Council (). It is of particular
importance that the Commission carry out appropriate consultations during its preparatory work, including at
expert level. The Commission, when preparing and drawing-up delegated acts, should ensure a simultaneous,
timely and appropriate transmission of relevant documents to the European Parliament and to the Council.

(7)  In order to ensure uniform conditions for the implementation of this Regulation, implementing powers should
be conferred on the Commission. Those powers, save where explicitly provided otherwise, should be exercised in

() Position of the European Parliament of 2 April 2014 (not yet published in the Official Journal) and decision of the Council of 14 April
2014.

() Council Regulation (EEC) No 3491/90 of 26 November 1990 on imports of rice originating in Bangladesh (OJ L 337, 4.12.1990, p. 1).

(®) Commission Regulation (EC) No 1312/2008 of 19 December 2008 fixing the conversion rates, the processing costs and the value of the
by-products for the various stages of rice processing (O] L 344, 20.12.2008, p. 56).

(*) Regulation (EU) No 1308/2013 of the European Parliament and of the Council of 17 December 2013 establishing a common organisa-
tion of the markets in agricultural products and repealing Council Regulations (EEC) No 922/72, (EEC) No 234/79, (EC) No 1037/2001
and (EC) No 1234/2007 (OJ L 347,20.12.2013, p. 671).

() Regulation (EU) No 1306/2013 of the European Parliament and of the Council of 17 December 2013 on the financing, management
and monitoring of the common agricultural policy and repealing Council Regulations (EEC) No 352/78, (EC) No 165/94, (EC)
No 2799/98, (EC) No 814/2000, (EC) No 1290/2005 and (EC) No 485/2008 (OJ L 347, 20.12.2013, p. 549).
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accordance with Regulation (EU) No 182/2011 of the European Parliament and of the Council ('). However,
where the suspension of the preferential import arrangement becomes necessary, the Commission should be
allowed to adopt implementing acts without applying that Regulation.

(8)  This Regulation is part of the Union’s common commercial policy, which must be consistent with the objectives
of the Union policy in the field of development cooperation as set out in Article 208 TFEU, in particular the
eradication of poverty and the promotion of sustainable development and good governance in developing coun-
tries. Therefore, this Regulation should also comply with World Trade Organization (WTO) requirements, in par-
ticular with the Decision on Differential and More Favourable Treatment, Reciprocity and Fuller Participation of
Developing Countries (the ‘Enabling Clause’), adopted under the General Agreement on Tariffs and Trade in 1979,
under which WTO Members may accord differential and more favourable treatment to developing countries.

(9)  This Regulation is also based on the recognition of the right of small farmers and rural workers to a decent
income and to a safe and healthy working environment as a fundamental objective of trade preferences that are
granted to developing countries and the least-developed countries in particular. The Union aims to define and
pursue common policies and actions in order to foster the sustainable economic, social and environmental devel-
opment of developing countries, with the primary aim of eradicating poverty. In this context, the ratification and
effective implementation of core international conventions on human rights and labour rights, environmental
protection and good governance, notably those laid down in Annex VIII to Regulation (EU) No 978/2012 of the
European Parliament and of the Council (3, are essential to support progress towards sustainable development, as
reflected by the special incentive arrangement providing for additional tariff preferences under that Regulation,

HAVE ADOPTED THIS REGULATION:

Article 1
Scope

1. This Regulation establishes a preferential import arrangement for imports of rice originating in Bangladesh falling
within CN codes 1006 10 (excluding CN code 1006 10 10), 1006 20 and 1006 30.

2. The preferential import arrangement shall be limited to a quantity equivalent to 4 000 tonnes of husked rice per
calendar year.

The quantities at stages of milling other than the husked-rice stage shall be converted using the conversion rates fixed in
Article 1 of Regulation (EC) No 1312/2008.

3. The Commission shall adopt an implementing act suspending the application of the preferential import arrange-
ment provided for in paragraph 1 of this Article once it ascertains that, during the year in progress, imports qualifying
under the said arrangement have reached the quantity indicated in paragraph 2 of this Article. That implementing act
shall be adopted without applying the procedure referred to in Article 6(2).

Article 2
Import duty

1. Within the limit of the quantity laid down in Article 1(2), the import duty on rice shall be equal to the following:

(a) for paddy rice falling within CN codes 1006 10, with the exception of CN code 1006 10 10, the customs duties
fixed in the Common Customs Tariff less 50 % and less a further EUR 4,34;

(b) for husked rice falling within CN code 1006 20, the duty fixed in accordance with Article 183 of Regulation (EU)
No 1308/2013 less 50 % and less a further EUR 4,34;

(c) for semi-milled and milled rice falling within CN code 1006 30, the duty fixed in accordance with Article 183 of
Regulation (EU) No 1308/2013 less EUR 16,78, less a further 50 % and less an additional EUR 6,52.

2. Paragraph 1 shall apply subject to the condition that the competent authority of Bangladesh has issued a certificate
of origin.

(") Regulation (EU) No 182/2011 of the European Parliament and of the Council of 16 February 2011 laying down the rules and general
principles concerning mechanisms for control by Member States of the Commission’s exercise of implementing powers (O] L 55,
28.2.2011, p. 13).

(*) Regulation (EU) No 978/2012 of the European Parliament and of the Council of 25 October 2012 applying a scheme of generalised tariff
preferences and repealing Council Regulation (EC) No 732/2008 (OJ L 303, 31.10.2012, p. 1).
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Article 3
Delegated powers

In order to ensure the reliability and the efficiency of the preferential import arrangement, the Commission shall be em-
powered to adopt delegated acts in accordance with Article 4 laying down rules making the participation in the preferen-
tial import arrangement established in Article 1 conditional upon the lodging of a security.

Article 4
Exercise of the delegation

1. The power to adopt delegated acts is conferred on the Commission subject to the conditions laid down in this
Article.

2. The power to adopt delegated acts referred to in Article 3 shall be conferred on the Commission for a period of
five years from 28 May 2014. The Commission shall draw up a report in respect of the delegation of power not later
than nine months before the end of the five-year period. The delegation of power shall be tacitly extended for periods of
an identical duration, unless the European Parliament or the Council opposes such extension not later than three
months before the end of each period.

3. The delegation of power referred to in Article 3 may be revoked at any time by the European Parliament or by the
Council. A decision to revoke shall put an end to the delegation of the power specified in that decision. It shall take
effect the day following the publication of the decision in the Official Journal of the European Union or at a later date spe-
cified therein. It shall not affect the validity of any delegated acts already in force.

4. Assoon as it adopts a delegated act, the Commission shall notify it simultaneously to the European Parliament and
to the Council.

5. A delegated act adopted pursuant to Article 3 shall enter into force only if no objection has been expressed either
by the European Parliament or the Council within a period of two months of notification of that act to the European
Parliament and the Council or if, before the expiry of that period, the European Parliament and the Council have both
informed the Commission that they will not object. That period shall be extended by two months at the initiative of the
European Parliament or of the Council.

Article 5
Implementing powers

The Commission shall adopt implementing acts determining the necessary measures in respect of:

(a) the administrative method to be used for the management of the preferential import arrangement;
(b) the means for determining the origin of the product covered by the preferential import arrangement;
(c) the form and period of validity of the certificate of origin referred to in Article 2(2);

(d) the period of validity of the import licences, where appropriate;

(e) the amount of the security required to be lodged in accordance with Article 3;

(f) the notifications to be made to the Commission by Member States.

Those implementing acts shall be adopted in accordance with the examination procedure referred to in Article 6(2).

Article 6
Committee procedure

1. The Commission shall be assisted by the Committee for the Common Organisation of the Agricultural Markets
established by Article 229(1) of Regulation (EU) No 1308/2013. That Committee shall be a committee within the
meaning of Regulation (EU) No 182/2011.
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2. Where reference is made to this paragraph, Article 5 of Regulation (EU) No 182/2011 shall apply.
3. Where the opinion of the committee referred to in paragraph 1 is to be obtained by written procedure, that proce-

dure shall be terminated without result when, within the time-limit for delivery of the opinion, the chair of the
committee so decides or at least a quarter of committee members so request.

Article 7
Repeal
Regulation (EEC) No 3491/90 is repealed.

References to Regulation (EEC) No 3491/90 shall be construed as references to this Regulation and shall be read in
accordance with the correlation table in the Annex to this Regulation.

Article 8
Entry into force

This Regulation shall enter into force on the day following that of its publication in the Official Journal of the European
Union.

This Regulation shall be binding in its entirety and directly applicable in all Member States.
Done at Strasbourg, 16 April 2014.
For the European Parliament For the Council

The President The President
M. SCHULZ D. KOURKOULAS
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ANNEX

Correlation table

Regulation (EEC) No 3491/90 This Regulation
Article 1 Article 2
Article 2(1) Article 1(2)
Article 2(2) Article 1(3)
Article 3 Articles 3 to 6
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STATEMENT ON DELEGATED ACTS

In the context of Regulation (EU) No 539/2014 of the European Parliament and of the Council of 16 April 2014 on
imports of rice originating in Bangladesh and repealing Council Regulation (EEC) No 3491/90 ('), the Commission
recalls the commitment it has taken in paragraph 15 of the Framework Agreement on relations between the European
Parliament and the European Commission to provide to the Parliament full information and documentation on its meet-
ings with national experts within the framework of its work on the preparation of delegated acts.

(") See page 125 of this Official Journal.
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REGULATION (EU) No 540/2014 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 16 April 2014

on the sound level of motor vehicles and of replacement silencing systems, and amending
Directive 2007/46/EC and repealing Directive 70/157/EEC

(Text with EEA relevance)

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EUROPEAN UNION,

Having regard to the Treaty on the Functioning of the European Union, and in particular Article 114 thereof,
Having regard to the proposal from the European Commission,

After transmission of the draft legislative act to the national parliaments,

Having regard to the opinion of the European Economic and Social Committee (),

Acting in accordance with the ordinary legislative procedure (%),

Whereas:

(1) In accordance with Article 26(2) of the Treaty on the Functioning of the European Union (TFEU), the internal
market comprises an area without internal frontiers in which the free movement of goods, persons, services and
capital is to be ensured. To that end, a comprehensive EU type-approval system for motor vehicles is in place.
The technical requirements for the EU type-approval of motor vehicles and their silencing systems with regard to
permissible sound levels should be harmonised to avoid the adoption of requirements that differ from one
Member State to another, and to ensure the proper functioning of the internal market while, at the same time,
providing for a high level of environmental protection and public safety, a better quality of life and health, and
taking account of road vehicles as a significant source of noise in the transport sector.

(2)  EU type-approval requirements already apply in the context of Union law regulating various aspects of the per-
formance of motor vehicles, such as CO, emissions from cars and light commercial vehicles, pollutant emissions
and safety standards. The technical requirements applicable pursuant to this Regulation should be developed in a
way that ensures a consistent approach throughout that Union law, taking into account all relevant noise factors.

(3)  Traffic noise harms health in numerous ways. Protracted noise-related stress can exhaust human physical reserves,
disrupt the regulatory capacity of organ functions and hence limit their effectiveness. Traffic noise is a potential
risk factor for the development of medical conditions and incidents such as high blood pressure and heart
attacks. The effects of traffic noise should be further researched in the same manner as provided for in Directive
2002/49[EC of the European Parliament and of the Council (¥).

(4)  Council Directive 70/157/EEC (*) harmonised the different technical requirements of Member States relating to
the permissible sound level of motor vehicles and of their exhaust systems for the purpose of the establishment
and operation of the internal market. For the purposes of the proper functioning of the internal market and in
order to ensure a uniform and consistent application throughout the Union, it is appropriate to replace that Dir-
ective by this Regulation.

() 0JC191,29.6.2012,p. 76.

(}) Position of the European Parliament of 6 February 2013 (not yet published in the Official Journal) and position of the Council at first
reading of 20 February 2014 (not yet published in the Official Journal). Position of the European Parliament of 2 April 2014 (not yet
published in the Official Journal).

() Directive 2002/49/EC of the European Parliament and of the Council of 25 June 2002 relating to the assessment and management of
environmental noise (O] L 189, 18.7.2002, p. 12).

(*) Council Directive 70/157[EEC of 6 February 1970 on the approximation of the laws of the Member States relating to the permissible
sound level and the exhaust system of motor vehicles (OJ L 42, 23.2.1970, p. 16).
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(5)  This Regulation constitutes a separate Regulation in the context of the type-approval procedure under Directive
2007/46EC of the European Parliament and of the Council (!). Accordingly, Annexes IV, VI and XI to that Direct-
ive should be amended.

(6)  Directive 70/157[EEC refers to Regulation No 51 of the United Nations Economic Commission for Europe
(UNECE) on noise emissions (), which specifies the test method for noise emissions, and to UNECE Regulation
No 59 on uniform provisions concerning the approval of replacement silencing systems (°). As a Contracting
Party to the Agreement of UNECE of 20 March 1958 concerning the adoption of uniform technical prescriptions
for wheeled vehicles, equipment and parts which can be fitted to and/or be used on wheeled vehicles and the
conditions for reciprocal recognition of approvals granted on the basis of these prescriptions (%), the Union has
decided to apply those Regulations.

(7)  Since its adoption, Directive 70/157/EEC has been substantially amended several times. The most recent reduction
of sound level limits for motor vehicles, introduced in 1995, did not have the effects expected. Studies showed
that the test method used under that Directive no longer reflected real life driving behaviour in urban traffic. In
particular, as pointed out in the Green Paper on the Future Noise Policy of 4 November 1996, the contribution
of tyre-rolling noise to total noise emissions was underestimated in the test method.

(8)  This Regulation should therefore introduce a different test method from that laid down in Directive 70/157 [EEC.
The new method should be based on the test method published by the UNECE Working Party on Noise (GRB) in
2007 which incorporated a 2007 version of the standard ISO 362. The results of monitoring of both the old and
the new test methods were submitted to the Commission.

(9)  The new test method is considered to be representative for sound levels during normal traffic conditions, but it is
less representative for sound levels under worst case conditions. Therefore, it is necessary to lay down in this
Regulation additional sound emission provisions. Those provisions should establish preventive requirements
intended to cover driving conditions of the vehicle in real traffic outside the type-approval driving cycle and to
prevent cycle beating. Those driving conditions are environmentally relevant and it is important to ensure that
the sound emission of a vehicle under street-driving conditions does not differ significantly from what can be
expected from the type-approval test result for the specific vehicle.

(10)  This Regulation should also further reduce sound level limits. It should take account of the new stricter noise
requirements for motor vehicle tyres laid down in Regulation (EC) No 661/2009 of the European Parliament and
of the Council (*). Studies highlighting the annoyance and adverse health effects resulting from road traffic noise
and the associated costs and benefits should also be taken into account.

(11) The overall limit values should be reduced with regard to all noise sources of motor vehicles including the air
intake over the power train and the exhaust, taking into account the tyre contribution to noise reduction referred
to in Regulation (EC) No 661/2009.

(12)  Chapter III of Regulation (EC) No 765/2008 of the European Parliament and of the Council (%), in accordance
with which Member States are required to carry out market surveillance and control products entering the Union
market, applies to the products covered by this Regulation.

(") Directive 2007/46[EC of the European Parliament and of the Council of 5 September 2007 establishing a framework for the approval of
motor vehicles and their trailers, and of systems, components and separate technical units intended for such vehicles (Framework Direct-
ive) (O] L 263, 9.10.2007, p. 1).

(* Regulation No 51 of the Economic Commission for Europe of the United Nations (UN/ECE) — Uniform provisions concerning the
approval of motor vehicles having at least four wheels with regard to their noise emissions (O] L 137, 30.5.2007, p. 68).

(*) Regulation No 59 of the Economic Commission for Europe of the United Nations (UN/ECE) — Uniform provisions concerning the
approval of replacement silencing systems (O] L 326, 24.11.2006, p. 43).

(*) Council Decision 97/836/EC of 27 November 1997 with a view to accession by the European Community to the Agreement of the
United Nations Economic Commission for Europe concerning the adoption of uniform technical prescriptions for wheeled vehicles,
equipment and parts which can be fitted to and/or be used on wheeled vehicles and the conditions for reciprocal recognition of approvals
granted on the basis of these prescriptions (Revised 1958 Agreement’) (O] L 346, 17.12.1997, p. 78).

(*) Regulation (EC) No 661/2009 of the European Parliament and of the Council of 13 July 2009 concerning type-approval requirements
for the general safety of motor vehicles, their trailers and systems, components and separate technical units intended therefor (O] L 200,
31.7.2009, p. 1).

(°) Regulation (%C))No 765/2008 of the European Parliament and of the Council of 9 July 2008 setting out the requirements for accredita-
tion and market surveillance relating to the marketing of products and repealing Regulation (EEC) No 339/93 (O] L 218,
13.8.2008, p. 30).
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(13) Noise is a multifaceted issue with multiple sources and factors that influence the sound perceived by people and
the impact of that sound upon them. Vehicle sound levels are partially dependent on the environment in which
the vehicles are used, in particular the quality of the road infrastructure, and therefore a more integrated approach
is required. Directive 2002/49/EC requires strategic noise maps to be drawn up periodically as regards, inter alia,
major roads. The information presented in those maps could form the basis of future research work regarding
environmental noise in general, and road surface noise in particular, as well as best practice guides on technolo-
gical road quality development and a classification of road surface types, if appropriate.

(14) The Sixth Community Environment Action Programme (') set out the framework for environmental policy-
making in the Union for the period 2002-2012. That programme called for actions in the field of noise pollution
to substantially reduce the number of people regularly affected by long-term average levels of noise, particularly
from traffic.

(15)  Technical measures to reduce the sound level of motor vehicles have to comply with a set of competing require-
ments, such as those of reducing noise and pollutant emissions and improving safety whilst keeping the vehicle
in question as cheap and efficient as possible. In attempting to comply with all those requirements equally and
strike a balance between them, the vehicle industry all too often runs up against the limits of what is currently
technically feasible. Vehicle designers have repeatedly managed to push those limits back by using new, innovative
materials and methods. Union law should set a clear framework for innovation that can be achieved in a realistic
timeframe. This Regulation establishes such a framework and thus provides an immediate incentive for innova-
tion in keeping with the needs of society, whilst in no way restricting the economic freedom that is vital to the
industry.

(16) Noise pollution is primarily a local problem, but one which calls for a Union-wide solution. The first step in any
sustainable noise emissions policy should be to devise measures to reduce sound levels at source. Since the target
of this Regulation is the noise source that motor vehicles represent, and given that that noise source is by defini-
tion a mobile one, national measures alone are not sufficient.

(17)  The provision of information on sound emissions to consumers and public authorities has the potential to influ-
ence purchasing decisions and accelerate the transition to a quieter vehicle fleet. Accordingly, manufacturers
should provide information on sound levels of vehicles at the point of sale and in technical promotional material.
A label, comparable to the labels used for information on CO, emissions, fuel-consumption and tyre-noise,
should inform consumers about the sound emissions of a vehicle. The Commission should undertake an impact
assessment on the labelling conditions applicable to air and noise pollution levels and on consumer information.
That impact assessment should take into account the different types of vehicles covered by this Regulation
(including pure electric vehicles) as well as the effect that such labelling could have on the vehicle industry.

(18) In order to reduce road traffic noise, public authorities should be able to put in place measures and incentives to
encourage the use of quieter vehicles.

(19) Environmental benefits from hybrid electric and pure electric vehicles have resulted in a substantial reduction of
the noise emitted by such vehicles. That reduction has removed an important source of an audible signal that is
relied upon by blind and visually impaired pedestrians and cyclists, amongst other road users, to become aware
of the approach, presence or departure of those vehicles. As a consequence, industry is developing Acoustic
Vehicle Alerting Systems (AVAS) to compensate for this lack of audible signal in hybrid electric and pure electric
vehicles. The performance of such AVAS fitted to vehicles should be harmonised. In developing of those AVAS
consideration should be given to the overall impact on noise in communities.

(20)  The Commission should examine the potential of active safety systems in more silent vehicles such as hybrid elec-
tric and pure electric vehicles in order to better serve the objective of improving the safety of vulnerable road
users in urban areas, such as blind, visually impaired and aurally challenged pedestrians, cyclists and children.

(21)  Vehicle sound levels have a direct impact on the quality of life of Union citizens, in particular in urban areas in
which there is little or no electric or underground public transport provision or cycling or walking infrastructure.
The target of doubling the number of public transport users that the European Parliament set in its resolution of
15 December 2011 on the Roadmap to a Single European Transport Area - Towards a competitive and resource

(") Decision No 1600/2002/EC of the European Parliament and of the Council of 22 July 2002 laying down the Sixth Community Environ-
ment Action Programme (OJ L 242, 10.9.2002, p. 1).
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efficient transport system (') should also be taken into account. The Commission and the Member States should,
in accordance with the subsidiarity principle, promote public transport, walking and cycling, with a view to redu-
cing noise pollution in urban areas.

(22) A vehicle’s sound level is partially dependent on how it is used and how well it is maintained following its
purchase. Therefore, steps should be taken to raise public awareness in the Union of the importance of adopting
a smooth driving style and keeping within the speed limits in force in each Member State.

(23) In order to simplify the type-approval legislation of the Union, in line with the 2007 recommendations of the
CARS 21 Report, it is appropriate to base this Regulation on UNECE Regulations No 51, with regard to the test
method, and No 59 with regard to replacement silencing systems.

(24)  To enable the Commission to adapt certain requirements of Annexes I, IV, VIII and X to this Regulation to tech-
nical progress, the power to adopt acts in accordance with Article 290 TFEU should be delegated to the Commis-
sion in respect of the amendment of the provisions in those Annexes related to the test methods and sound
levels. It is of particular importance that the Commission carry out appropriate consultations during its prepara-
tory work, including at expert level. The Commission, when preparing and drawing up delegated acts, should
ensure a simultaneous, timely and appropriate transmission of relevant documents to the European Parliament
and to the Council.

(25)  Since the objective of this Regulation, namely to lay down administrative and technical requirements for the EU
type-approval of all new vehicles with regard to their sound level and of replacement silencing systems and
components thereof type-approved as separate technical units and intended for those vehicles, cannot be suffi-
ciently achieved by the Member States but can rather, by reason of its scale and effects, be better achieved at
Union level, the Union may adopt measures, in accordance with the principle of subsidiarity as set out in Article
5 of the Treaty on European Union. In accordance with the principle of proportionality as set out in that Article,
this Regulation does not go beyond what is necessary in order to achieve that objective.

(26)  As a consequence of the application of the new regulatory framework laid down pursuant to this Regulation, Dir-
ective 70/157[EEC should be repealed,

HAVE ADOPTED THIS REGULATION:

Article 1
Subject matter

This Regulation establishes the administrative and technical requirements for the EU type-approval of all new vehicles of
the categories referred to in Article 2 with regard to their sound level, and of replacement silencing systems and compo-
nents thereof type-approved as separate technical units designed and constructed for vehicles of categories M, and N,
with a view to facilitating their registration, sale and entry into service within the Union.

Article 2

Scope
This Regulation shall apply to vehicles of categories M;, M,, M;, N;, N, and N,, as defined in Annex II to Directive
2007/46[EC, and to replacement silencing systems and components thereof type-approved as separate technical units
designed and constructed for vehicles of categories M, and N;.

Atrticle 3

Definitions

For the purposes of this Regulation, the definitions laid down in Article 3 of Directive 2007/46/EC apply.

In addition, the following definitions also apply:

(1) ‘type-approval of a vehicle’ means the procedure referred to in Article 3 of Directive 2007/46/EC with regard to
sound levels;

() OJC168E, 14.6.2013,p. 72.
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(2) ‘vehicle type’ means a category of motor vehicles which do not differ in essential respects such as:
a) for vehicles of categories M,, M, < 3 500 kg, N, tested in accordance with point 4.1.2.1 of Annex II:
8 v My g Ny P
(i) the shape or materials of the bodywork (particularly the engine compartment and its soundproofing);

(ii) the type of engine (e.g. positive or compression ignition, two- or four-stroke, reciprocating or rotary
piston), number and capacity of cylinders, number and type of carburettors or injection system, arrange-
ment of valves, or the type of electric motor;

(ili) rated maximum net power and corresponding engine speed(s); however if the rated maximum power and
the corresponding engine speed differs only due to different engine mappings, those vehicles may be
regarded as of the same type;

(iv) the silencing system;
(b) for vehicles of categories M, > 3 500 kg, M, N,, N, tested in accordance with point 4.1.2.2 of Annex II:
(i) the shape or materials of the bodywork (particularly the engine compartment and its soundproofing);

(i) the type of engine (e.g. positive or compression ignition, two- or four-stroke, reciprocating or rotary
piston), number and capacity of cylinders, type of injection system, arrangement of valves, rated engine
speed (S), or the type of electric motor;

(iif) vehicles having the same type of engine and/or different overall gear ratios may be regarded as vehicles of
the same type.

However, if the differences in point (b) provide for different target conditions, as described in point 4.1.2.2 of
Annex II, those differences shall be regarded as a change of type;

(3) ‘technically permissible maximum laden mass’ (M) means the maximum mass allocated to a vehicle on the basis of
its construction features and its design performance; the technically permissible laden mass of a trailer or of a
semi-trailer includes the static mass transferred to the towing vehicle when coupled;

(4) ‘rated maximum net power’ (P)) means the engine power expressed in kW and measured by the UNECE method
pursuant to UNECE Regulation No 85 ().

If the rated maximum net power is reached at several engine speeds, the highest engine speed shall be used;

(5) ‘standard equipment’ means the basic configuration of a vehicle including all features that are fitted without giving
rise to any further specifications on configuration or equipment level but equipped with all the features required
under the regulatory acts mentioned in Annex IV or Annex XI to Directive 2007/46/EC;

(6) ‘mass of the driver’ means a mass rated at 75 kg located at the driver’s seating reference point;
(7) ‘mass of a vehicle in running order’ (m, ) means
(a) in the case of a motor vehicle:

the mass of the vehicle, with its fuel tank(s) filled to at least 90 % of its or their capacity/ies, including the mass
of the driver, the fuel and liquids, fitted with the standard equipment in accordance with the manufacturer’s
specifications and, where they are fitted, the mass of the bodywork, the cabin, the coupling and the spare
wheel(s) as well as the tools;

(") Regulation No 85 of the Economic Commission for Europe of the United Nations (UN/ECE) — Uniform provisions concerning the
approval of internal combustion engines or electric drive trains intended for the propulsion of motor vehicles of categories M and N with
regard to the measurement of net power and the maximum 30 minutes power of electric drive trains (O] L 326, 24.11.2006, p. 55).
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(b) in the case of a trailer:

the mass of the vehicle including the fuel and liquids, fitted with the standard equipment in accordance with
the manufacturer’s specifications, and, when they are fitted, the mass of the bodywork, additional coupling(s),
the spare wheel(s) and the tools;

‘rated engine speed’ (S) means the declared engine speed in min™ (rpm) at which the engine develops its rated
maximum net power pursuant to UNECE Regulation No 85 or, where the rated maximum net power is reached at
several engine speeds, the highest one of those speeds;

‘power to mass ratio index’ (PMR) means a numerical quantity calculated in accordance with the formula set out in
point 4.1.2.1.1 of Annex II;

‘reference point’ means one of the following points:

(a) in the case of vehicles of categories M, and N;:
(i) for front engine vehicles, the front end of the vehicle;
(i) for mid engine vehicles, the centre of the vehicle;
(iii) for rear engine vehicles, the rear end of the vehicle.

(b) in the case of vehicles of categories M,, M;, N, and Nj, the border of the engine closest to the front of the
vehicle.

‘target acceleration’ means acceleration at a partial throttle condition in urban traffic as derived from statistical
investigations;

‘engine’ means the power source without detachable accessories;
reference acceleration’ means the required acceleration during the acceleration test on the test track;

‘gear ratio weighting factor’ (k) means a dimensionless numerical quantity used to combine the test results of two
gear ratios for the acceleration test and the constant speed test;

‘partial power factor’ (k,) means a numerical quantity with no dimension used for the weighted combination of the
test results of the acceleration test and the constant speed test for vehicles;

‘pre-acceleration’ means the application of an acceleration control device prior to AA’ for the purpose of achieving
stable acceleration between AA’ and BB’ as referred to in Figure 1 of the Appendix to Annex II;

‘locked gear ratios’ means the control of transmission such that the transmission gear cannot change during a test;

‘silencing system’ means a complete set of components necessary for limiting the noise produced by an engine and
its exhaust;

‘silencing system of different types’ means silencing systems which significantly differ in respect of at least one of
the following:

(a) trade names or trade marks of their components;

(b) the characteristics of the materials constituting their components, except for the coating of those components;
(c) the shape or size of their components;

(d) the operating principles of at least one of their components;

(e) the assembly of their components;

(f) the number of exhaust silencing systems or components;



27.5.2014 Official Journal of the European Union L 158/137

(20) ‘design family of silencing system or silencing system components’ means a group of silencing systems, or compo-
nents thereof, in which all of the following characteristics are the same:

(a) the presence of net gas flow of the exhaust gases through the absorbing fibrous material when in contact with
that material;

(b) the type of the fibres;

(c) where applicable, binder material specifications;

(d) average fibre dimensions;

(e) minimum bulk material packing density in kg/m?;

() maximum contact surface between the gas flow and the absorbing material;

(21) ‘replacement silencing system’ means any part of the silencing system, or components thereof, intended for use on
a vehicle, other than a part of the type fitted to the vehicle when submitted for EU type-approval pursuant to this
Regulation;

(22) ‘Acoustic Vehicle Alerting System’ (AVAS) means a system for hybrid electric and pure electric vehicles which
provides sound to signal the vehicle’s presence to pedestrians and other road users;

(23) ‘point of sale’ means a location where vehicles are stored and offered for sale to consumers;

(24) ‘technical promotional material’ means technical manuals, brochures, leaflets and catalogues, whether they appear
in printed, electronic or online form, as well as websites, and the purpose of which is to promote vehicles to the
general public.

Article 4
General obligations of Member States

1. Subject to the dates of phases of application set out in Annex III to this Regulation and without prejudice to
Article 23 of Directive 2007/46/EC, Member States shall refuse, on grounds relating to the permissible sound level, to
grant EU type-approval in respect of a type of motor vehicle which does not comply with the requirements of this Regu-
lation.

2. From 1 July 2016, Member States shall refuse, on grounds relating to the permissible sound level, to grant EU
type-approval in respect of a type of replacement silencing system, or components thereof, as a separate technical unit
which does not comply with the requirements of this Regulation.

Member States shall continue to grant EU type-approval, under the terms of Directive 70/157EEC, to a replacement
silencing system, or components thereof, as a separate technical unit intended for vehicles type-approved before the
dates of phases of application set out in Annex III to this Regulation.

3. Subject to the dates of phases of application set out in Annex III to this Regulation, Member States shall, on
grounds relating to the permissible sound level, consider certificates of conformity for new vehicles to be no longer
valid for the purposes of Article 26 of Directive 2007/46/EC, and shall prohibit the registration, sale and entry into
service of such vehicles where such vehicles do not comply with this Regulation.

4. Member States shall permit, on grounds relating to the permissible sound level, the sale and entry into service of a
replacement silencing system, or components thereof, as a separate technical unit, if it conforms to a type in respect of
which a EU type-approval has been granted in accordance with this Regulation.

Member States shall permit the sale and entry into service of replacement silencing systems, or components thereof,
holding an EU type-approval as a separate technical unit under the terms of Directive 70/157 [EEC intended for vehicles
type-approved before the dates of phases of application set out in Annex III to this Regulation.

Article 5

General obligations of manufacturers

1. Manufacturers shall ensure that vehicles, their engine and their silencing system are designed, constructed and
assembled so as to enable such vehicles, when in normal use, to comply with this Regulation, despite the vibration to
which such vehicles are inherently subjected.
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2. Manufacturers shall ensure that silencing systems are designed, constructed and assembled so as to be able to
reasonably resist the corrosive phenomena to which they are exposed having regard to the conditions of use of vehicles,
including regional climate differences.

3. The manufacturer shall be responsible to the approval authority for all aspects of the approval process and for
ensuring conformity of production, whether or not the manufacturer is directly involved in all stages of the construction
of a vehicle, system, component or separate technical unit.

Article 6
Additional sound emission provisions (ASEP)

1. This Article shall apply to vehicles of categories M, and N, equipped with an internal combustion engine fitted
with original equipment manufacturer silencing systems, as well as to replacement silencing systems intended for such
categories of vehicles in accordance with Annex IX.

2. Vehicles and replacement silencing systems shall meet the requirements of Annex VIL

3. Vehicles and replacement silencing systems shall be deemed to comply with the requirements of Annex VII,
without further testing, if the manufacturer provides technical documents to the approval authority showing that the
difference between the maximum and minimum engine speed of the vehicles at BB’ as referred to in Figure 1 of the
Appendix to Annex II, for any test condition inside the ASEP control range defined in point 2.3 of Annex VII, with
respect to conditions set out in Annex II, does not exceed 0,15 x S.

4.  The sound emission of the vehicle or replacement silencing system under typical on-road driving conditions,
which are different from those under which the type-approval test set out in Annex II and Annex VII was carried out,
shall not deviate from the test result in a significant manner.

5. The manufacturer shall not intentionally alter, adjust, or introduce any mechanical, electrical, thermal, or other
device or procedure which is not operational during typical on-road driving conditions solely for the purpose of
complying with the sound emission requirements under this Regulation.

6. In the application for type-approval, the manufacturer shall provide a statement, established in accordance with the
model set out in the Appendix to Annex VII, that the vehicle type or replacement silencing system to be approved
complies with the requirements of this Article.

7. Paragraphs 1 to 6 shall not apply to vehicles of category N, if one of the following conditions is met:

(a) the engine capacity does not exceed 660 cm? and the power-to-mass ratio calculated by using the technically permis-
sible maximum laden mass does not exceed 35;

(b) the payload is at least 850 kg and the power-to-mass ratio calculated by using the technically permissible maximum
laden mass does not exceed 40.

Article 7
Consumer information and labelling

Vehicle manufacturers and distributors shall endeavour to ensure that the sound level of each vehicle in decibels (dB(a)),
measured in accordance with this Regulation, is displayed in a prominent position at the point of sale and in technical
promotional material.

In the light of the experience gained in the application of this Regulation, the Commission shall, by 1 July 2018 carry
out a comprehensive impact assessment on labelling conditions applicable to air and noise pollution levels and on
consumer information. The Commission shall report on the findings of that assessment to the European Parliament and
to the Council and, if appropriate, submit a legislative proposal.
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Article 8
Acoustic Vehicle Alerting System (AVAS)

Manufacturers shall install AVAS meeting the requirements set out in Annex VIII in new types of hybrid electric and
pure electric vehicles by 1 July 2019. Manufacturers shall install AVAS in all new hybrid electric and pure electric vehi-
cles by 1 July 2021. Before those dates, where manufacturers choose to install AVAS in vehicles, they shall ensure that
those AVAS comply with the requirements set out in Annex VIIL

The Commission shall be empowered to adopt delegated acts in accordance with Article 10 in order to review Annex VIII
and to include more detailed requirements on the performance of AVAS or of active safety systems, taking into account
the UNECE work on that issue, by 1 July 2017.

Article 9

Amendment of the annexes

The Commission shall be empowered to adopt delegated acts in accordance with Article 10 to amend Annexes I, IV, VIII
and X to adapt them to technical progress.

Article 10

Exercise of the delegation

1. The power to adopt delegated acts is conferred on the Commission subject to the conditions laid down in this
Article.

2. The power to adopt delegated acts referred to in the second paragraph of Article 8 and in Article 9 shall be
conferred on the Commission for a period of five years from 16 June 2014.

3. The delegation of power referred to in the second paragraph of Article 8 and in Article 9 may be revoked at any
time by the European Parliament or by the Council. A decision to revoke shall put an end to the delegation of the power
specified in that decision. It shall take effect the day following the publication of the decision in the Official Journal of the
European Union or at a later date specified therein. It shall not affect the validity of any delegated acts already in force.

4. Assoon as it adopts a delegated act, the Commission shall notify it simultaneously to the European Parliament and
to the Council.

5. A delegated act adopted pursuant to the second paragraph of Article 8 or to Article 9 shall enter into force only if
no objection has been expressed either by the European Parliament or by the Council within a period of two months of
notification of that act to the European Parliament and the Council or if, before the expiry of that period, the European
Parliament and the Council have both informed the Commission that they will not object. That period shall be extended
by two months at the initiative of the European Parliament or of the Council.

Article 11

Revision clause

The Commission shall carry out and publish a detailed study on sound level limits by 1 July 2021. The study shall be
based on vehicles meeting the latest regulatory requirements. On the basis of the conclusions of that study, the Commis-
sion shall, where appropriate, submit a legislative proposal.

Article 12

Amendments to Directive 2007/46/EC

Annexes IV, VI and XI to Directive 2007/46/EC shall be amended in accordance with Annex XI to this Regulation.
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Article 13
Transitional provisions

1. In order to check compliance of the test track as described in point 3.1.1 of Annex II, ISO 10844:1994 may be
applied as an alternative to ISO 10844:2011 until 30 June 2019.

2. Vehicles with a serial hybrid drive train, which have a combustion engine with no mechanical coupling to the
power train, shall be exempted from the requirements of Article 6 until 30 June 2019.

Article 14
Repeal

1. Without prejudice to the second subparagraph of Article 4(2) and the second subparagraph of Article 4(4), Direct-
ive 70/157[EEC is repealed with effect from 1 July 2027.

2. References to the repealed Directive shall be construed as references to this Regulation and shall be read in accord-
ance with the correlation table set out in Annex XII to this Regulation.

Article 15
Entry into force

1. This Regulation shall enter into force on the twentieth day following that of its publication in the Official Journal of
the European Union.

2. It shall apply from 1 July 2016.
3. Point 3.1.1 of Annex II shall apply from 1 July 2019.

4. Part B of Annex XI shall apply from 1 July 2027.

This Regulation shall be binding in its entirety and directly applicable in all Member States.
Done at Strasbourg, 16 April 2014.
For the European Parliament For the Council

The President The President
M. SCHULZ D. KOURKOULAS
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ANNEX |

EU TYPE-APPROVAL IN RESPECT OF THE SOUND LEVEL OF A VEHICLE TYPE

1. APPLICATION FOR EU TYPE-APPROVAL OF A VEHICLE TYPE

1.1.  The application for EU type-approval pursuant to Article 7(1) and (2) of Directive 2007/46/EC of a vehicle type
with regard to its sound level shall be submitted by the vehicle manufacturer.

1.2. A model for the information document is contained in Appendix 1.

1.3. A vehicle representative of the type in respect of which type-approval is sought shall be submitted by the vehicle
manufacturer to the technical service responsible for the tests. In selecting the vehicle representative of the type,
the technical service responsible for the tests shall do so to the satisfaction of the approval authority. Virtual
testing methods may be used to aid decision-making during the selection process.

1.4. At the request of the technical service, a specimen of the silencing system and an engine of at least the same
cylinder capacity and rated maximum power as that fitted to the vehicle in respect of which type-approval is
sought shall also be submitted.

2. MARKINGS

2.1.  The exhaust and intake system components, excluding fixing hardware and pipes, shall bear the following mark-
ings:

2.1.1. the trade mark or name of the manufacturer of the systems and their components;

2.1.2. the manufacturer’s trade description.

2.2.  The markings referred to in points 2.1.1 and 2.1.2 shall be clearly legible and indelible, even when the system is
fitted to the vehicle.
3. GRANTING OF EU TYPE-APPROVAL OF A VEHICLE TYPE

3.1.  If the relevant requirements are satisfied, EU type-approval pursuant to Article 9(3) and, if applicable, Article 10(4)
of Directive 200746 EC shall be granted.

3.2. A model for the EU type-approval certificate is contained in Appendix 2.

3.3.  An approval number in accordance with Annex VII to Directive 2007/46/EC shall be assigned to each vehicle
type approved. The same Member State shall not assign the same number to another vehicle type.

3.3.1. If the vehicle type complies with the limit values of Phase 1 in Annex III, Section 3 of the type-approval number
shall be followed by the character ‘A’. If the vehicle type complies with the limit values of Phase 2 in Annex III,
Section 3 of the type-approval number shall be followed by the character ‘B’. If the vehicle type complies with the
limit values of Phase 3 in Annex III, Section 3 of the type-approval number shall be followed by the character ‘C’.

4. AMENDMENTS TO EU TYPE-APPROVALS
In the case of amendments to the type approved pursuant to this Regulation, Articles 13, 14, 15, 16 and
Article 17(4) of Directive 2007/46EC shall apply.

5. CONFORMITY OF PRODUCTION ARRANGEMENTS

5.1.  Measures to ensure the conformity of production arrangements shall be taken in accordance with the require-
ments laid down in Article 12 of Directive 2007/46/EC.

5.2.  Special provisions:

5.2.1. The tests laid down in Annex VI to this Regulation shall correspond to those referred to in point 2.3.5 of
Annex X to Directive 2007/46/EC.

5.2.2. The frequency of inspections referred to in point 3 of Annex X to Directive 200746 EC shall normally be once
every two years.
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Appendix 1

Information document No ... pursuant to Annex I of Directive 2007/46/EC relating to EU type-approval of a
vehicle with respect to the permissible sound level

The following information, if applicable, shall be supplied in triplicate and include a list of contents. Any drawings shall
be supplied in appropriate scale and in sufficient detail on size A4 or on a folder of A4 format. Photographs, if any,
shall show sufficient detail.

If the systems, components or separate technical units have electronic controls, information concerning their perform-
ance shall be supplied.

0. GENERAL
0.1. Make (trade name of MaNUIACTUTET): .......uiiiiniiii i e
0.2. YD e
0.3. Means of identification of type, if marked on the vehicle () ...........ooeiiiiiiiiiiiiii
0.3.1. Location of that marking: ...........oviiiiiiiiiiiiiiii et
0.4. Cate@OTy Of VERICIE () ..uueeeee ettt ettt e e e e ettt aeeeeeaaes
0.5. Company name and address of ManUIACtUIET: ... ....uuiiiiiiiiiiiiiiiii e e
0.8. Name(s) and address(es) of assembly plant(s): ............uuuuuuumiiimiiiiiiiiiiiiiiiiiieeeeeeeeeee e
0.9. Name and address of the manufacturer’s representative (if any): .........coevvvuumiiireeeiiiiiiiiiiinneeeeeeeeenneenns
1. GENERAL CONSTRUCTION CHARACTERISTICS OF THE VEHICLE
1.1. Photographs and/or drawings of a representative vehicle: ..............oooiiiiiiiiiiiiiiiii
1.3. Number of axles and Wheels (4): .....iiueeiiiiii e
1.3.3. Powered axles (number, position, INtErCOMMECTION): ..vvvviivurrreiieeeeeerreeiitiiieeeeeeeeeeetaenneeeeeeeeerenaeenns
1.6. Position and arrangement of the engine: ...........cooveeiiiiiiiiiiiiiii e
2. MASSES AND DIMENSIONS () (2) () (IN KG AND MM) (REFER TO DRAWING WHERE APPLICABLE)
2.4, Range of vehicle dimensions (OVerall): .........cooooiiiiiiiiiiiiiiiiiiiiiii e
2.4.1. For chassis without bodywork: .........ccooiiiiiiiiiiiii e
2.4.1.1. 00T 10 T ) OSSOSO OO PP P PP PO P PP PP PPPPP
2.4.1.2. VIt (87): et
2.4.2. For chassis with Dodywork: .......ooiiiiiiiii e
2.4.2.1. | s ) U U PP PPPUUTTS
2.4.2.2. WAL ()2 oo ettt
2.6. Mass in running order (")

(a) minimum and maximum for each variant: .............ccooooiiiiiiiiiiii e

(b) mass of each version (a matrix shall be provided): ............coooiiiiiiiiiiiii e,
2.8. Technically permissible maximum laden mass stated by the manufacturer () (): .......evvvvvvvieiiiiiiiieenieene.
3. POWER PLANT ()
3.1 Manufacturer of the en@INe: .........oiiiiiiiiiiiiii e

3.1.1. Manufacturer’s engine code (as marked on the engine, or other means of identification): .......................
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3.2

3.2.1.1.

3.2.1.2.

3.2.1.2.3.

3.2.1.3.

3.2.1.8.

3.2.4.

3.2.4.2.

3.2.4.2.2.

3.2.4.2.4.

3.2.4.2.4.1.

3.2.4.2.4.2.1.

3.2.4.3.

3.2.4.3.1.

3.2.8.

3.2.8.1.

3.2.8.4.2.

3.2.8.4.2.1.

3.2.8.4.2.2.

3.2.8.4.3.

3.2.8.4.3.1.

3.2.8.4.3.2.

3.2.9.

3.2.9.2.

3.2.9.4.

3.2.9.5.
3.2.9.6.
3.2.12.2.1.
3.2.12.2.1.1.
3.2.12.2.6.
3.3.

3.3.1.
3.3.1.1.

3.3.1.2.

Internal combustion engine

Working principle: positive ignition/compression ignition, cycle four-stroke/two-stroke/rotary (')

Number and arrangement of CYLIAEIS: ......cooooiiiiiiiiiiiiiiiiii ittt e e e
FITIG OTAELT ettt e ettt e e e et e eaaaaaaaans
Engine capacity (): ... cm?

Maximum net power ("): ... kW at ... min™' (manufacturer’s declared value)

Fuel feed

By fuel injection (compression ignition only): yes/no (')

Working principle: Direct injection/pre-chamber/swirl chamber (')

Governor

T P
Speed at which cut-off starts under load: ... min-!

By fuel injection (positive ignition only): yes/no (')

Working principle: Intake manifold (single-/multi-point (!))/direct injection/other (specify) (!)

Intake system

Pressure charger: yes/no (')

AL fIEEr, TAWINGS: oeeiiiiiitiiii ettt or
| B ) PRSP
T P(S): -t eee et ettt ettt ettt ettt e e e et e et e e eaa e
Intake SHENCEr, AIAWINGS: oeeviiiiiiiit ettt ettt eeeeeeeeaes or
K E(S): ettt eite ettt et ettt et aaans
D (S): ettt ettt et ettt e e e e e
Silencing system

Description andfor drawing of the silencing SyStem: ..........uuuuiiiiiiiiiiiiiiiiiii e
EXNAUSE SIIENCET(S): +vvvneetineeiiie e ittt et e e e e
Type, marking of exhaust SIenCer(S): ......ceeterrriimmiiiiie it
Where relevant for exterior noise, reducing measures in the engine compartment and on the engine: .......
Location of the exhaust outlet: ..........cooiiiiiiiiii e
Exhaust silencer containing fibrous materials: .................uuuuiuiiiiiiiiiiiiiiiiiiiiiiiieeeeeeeeeeeeee e
Catalytic convertor: yes/no (')

Number of catalytic convertors and elements (provide the information below for each separate unit): .......
Particulate trap: yes/no (1)

Electric motor

Type (WInding, EXCILAtION): .. ...useeeetteiiiiitie e e e ettt e e e ettt e e e e e e et ettt e e e e e e et eeatbba e eeas
Maximum hourly output: ... kW

Operating voltage: ... V
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3.4. Engines or motors or combinations thereof
3.4.1. Hybrid electric vehicle: yes/no (1)
3.4.2. Category of hybrid electric vehicle: off-vehicle charging/non off-vehicle charging (')
3.4.3 Operating mode switch: with/without (')
3.4.3.1. Selectable modes
3.4.3.1.1. Pure electric: yes/no (1)
3.4.3.1.2.  Pure fuel consuming: yes/no (!)
3.4.3.1.3. Hybrid modes: yes/no () (if yes, short description): ...........uuuuuiiieeiiiiiiiiiiiii e
3.4.5. Electric motor (describe each type of electric motor separately)
3.4.5.1. MKE: .ttt e et e e e e
3.4.5.2. YD e
3.4.5.4. Maximum power: ... kW
4. TRANSMISSION ()
4.2. Type (mechanical, hydraulic, electric, €6C.): «.eeeerriiiiiiiiiiii i
4.6. Gear ratios
Internal gearbox ratios Final drive ratio(s)
Gear (ratios of engine to gearbox output shaft | (ratio of gearbox output shaft to driven | Total gear ratios
revolutions) wheel revolutions)
Maximum for CVT (¥)
:
3
l.\;[.inimum for CVT (¥
Reverse
(*) Continuously variable transmission
4.7. Maximum vehicle design speed (in Km/h) (3): ...eeeiieeriiiiii e
6. SUSPENSION
6.6. Tyres and wheels
6.6.1. Tyre/wheel combination(s)

(a) for tyres indicate size designation, load-capacity index and speed category symbol,

(b) for wheels indicate rim size(s) and off-set(s).

6.6.2. Upper and lower limits of rolling radii

6.6.2.1. AXLE T ettt

6.6.2.2. AL 2 et

6.6.2.3. AXLE B s

6.6.2.4. AXIE o

etc.
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9. BODYWORK

9.1. Type of bodywork using the codes defined in Part C of Annex II to Directive 2007/46/EC: ....................
9.2. Materials used and method of CONSLIUCHON: .........uuuiiiiiiiiiiiiiiiiiiiiiii e
12. MISCELLANEOUS

12.5. Details of any non-engine devices designed to reduce noise (if not covered by other items): ...................
Date:

Signed:

Position in company:
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Appendix 2

Model EU type-approval certificate
(Maximum Format: A4 (210 x 297 mm))

Stamp of approval authority
Communication concerning the
type-approval ()
extension of type-approval ()
refusal of type-approval ()
withdrawal of type-approval (!)
of a type of a vehicle with regard to the sound level (Regulation (EU) No 540/2014).

TYPE-aPPIOVAL IIUIMIDEL: ... eiiiiiiiiiii ettt ettt e e e e et ettt e e e e e e e et eaetb e e e eeeeeeeees
REASOM fOI EXEEIISION: +.vtvvtieeeeeeeteittiiie e e e e e e e et ettt e e eeeeeeeetaatt e e eeeeeeeeeastaaa e e eeeaaeeeessasnnn e eaeeaeeeenssnnnnnnaeeens
SECTION I

0.1. Make (trade name Of MANUIACTUTET): ......iiiiiienieiiiiiee e et e e e et e e e e e e e e e e e e e e e e e e s e eeeaaanaes
L 4 TN
0.3.  Means of identification of type if marked on the vehicle (3): ........uuuiiiiiiiiiiiiiiiiiiiii
0.3.1. Location of that Marking: ........cooeiiiiiiiiiiiiiiiiii ittt e e e e e e e
0.4.  Category of vehicle (3): ..oiiiiiiiiiiii ittt e e e
0.5. Company name and address of MANUIACTUTET: ........coiiiieiiiiiiiiii e e ee e
0.8. Name(s) and address(es) Of asSEmMbLY PIAnt(S): ....veeeeeeeiiiiiiiiiiiiiiiit e ee e
0.9. Name and address of the manufacturer’s representative (if a1Y): ............uueuervurmimimreiriiiiiiiiieeeeeeeeeeeeeeeeeeeeeees
SECTION 11

1. Additional information (where applicable): See Addendum

2. Technical service responsible for carrying Out the tESES: ..........uveuereiiiiiiiiiiiiiiiieii e
3. DIALE OFf LEST TEPOTL: ..eeeeeetttietiiti e e e e ettt ettt e e e e e ettt ettttbe e e e e e e et eteeatte e e e eeeeeeeettbea e e eeeeeeeeantntnnn e eeeeeeeeenees
4, NUMDEE Of TEST FEPOTT: vttt eeeteeeetttti e e ettt e e e e e ettt tb e e e e e e et ee bbb e e e e e e et eeeabbe e e e eeeeeeettbaeeeeeas
5. Remarks (if any): See Addendum
6
7
8

s Pl

. Signature:

Attachments: Information package

Test report (for systems)/Test results (for whole vehicles)

(") Delete where not applicable.

(}) 1f the means of identification of type contains characters not relevant to describe the vehicle types covered by the type-approval certificate
such characters shall be represented in the documentation by the symbol:?" (e.g. ABC??123??).

(}) Asdefined in Annex IIA to Directive 200746 [EC.
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1.1.

1.1.1.
1.1.2.
1.1.3.
1.1.4.
1.1.5.
1.1.6.
1.1.7.
1.1.8.
1.1.9.
1.2.

1.2.1.
1.3.

2.1.
2.2.
2.2.1.
2.2.1.
2.2.1.
2.3.

2.3.1.
2.3.2.
2.3.3.
2.3.4.
2.3.5.

Addendum

to EU type-approval certificate No ...

Additional information

Power plant

Manufacturer of the N@INE: ........eviiiiiiiiiiiiiiiiii e

Manufacturer’s engiNe COAE: .........uiiiiiiiiiiiiiiiiiiiiiiii e

Maximum net power (g): ... kW at ... min ' or maximum continuous rated power (electric motor) ...

kw ()

Pressure charger(s), make and tYPe: ......ccooiiiiiiiiiiiiiiiiiiiiiiiiiiiii e e

Alr filter, make and tYPe: .....ooeiiiiiiiii e

Intake silencer(s), make and TYPe: .....cooviiiiiiiiiiiii e

Exhaust silencer(s), make and type: ...t

Catalyst(s), Make and tYPE: ....uuiiiiiiiiiiiiii ettt eeeeeaees

Particulate trap(s), Make and LYPE: «...ccoiiiiiiiiiiiiiiiiiiiiiiii e

Transmission

Type (mechanical, hydraulic, electric, €6C.): ..ieeiiiiiiiiiiiiii et

Non-engine devices designed to reduce MOISE: «....eeieiiiiiiiiiiiiiiiiitiiiiitii it

Test results

Sound level of moving vehicle: ... dB(A)

Sound level of stationary vehicle: ... dB(A) at ... min’!

Sound level of compressed air, service brake: ... dB(A)

Sound level of compressed air, parking brake: ... dB(A)

Sound level of compressed air, during the pressure regulator actuation: ... dB(A)

Data to facilitate in-use compliance test of hybrid electric vehicles, where an internal combustion engine cannot

operate when the vehicle is stationary

Gear (i) or position of the gear selector chosen for the test: .............uuuiiiiiiiiiiiiiiiiiiiii

Position of the operating switch during measurement L, , (if switch is fitted) ................ccoo

Pre-acceleration length I, ... m
Vehicle speed at the beginning of the acceleration ... km/h
Sound pressure level L dB(A)

‘wot,(i) ***

RIMIATKS: ettt

(") Delete where not applicable.
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ANNEX II

METHODS AND INSTRUMENTS FOR MEASURING THE NOISE MADE BY MOTOR VEHICLES

1. METHODS OF MEASUREMENT

1.1. The noise made by the vehicle type submitted for EU type-approval shall be measured by the two methods
described in this Annex for the vehicle in motion and for the vehicle when stationary. In the case of a
hybrid electric vehicle where an internal combustion engine cannot operate when the vehicle is stationary,
the emitted noise shall only be measured in motion.

Vehicles having a technically permissible maximum laden mass exceeding 2800 kg shall be subjected to an
additional measurement of the compressed air noise with the vehicle stationary in accordance with the
specifications of Annex V, if the corresponding brake equipment is part of the vehicle.

1.2. The values measured in accordance with the tests set out in point 1.1 of this Annex shall be entered in the
test report and on a form conforming to the model contained in Appendix 2 to Annex I.

2. MEASURING INSTRUMENTS

2.1. Acoustic measurements

The apparatus used for measuring the sound level shall be a precision sound-level meter or equivalent
measurement system meeting the requirements of class 1 instruments (inclusive of the recommended wind-
screen, if used). Those requirements are described in [EC 61672-1:2002: Precision sound level meters’,
second edition, of the International Electrotechnical Commission (IEC).

Measurements shall be carried out using the ‘fast’ response of the acoustic measurement instrument and the
‘A" weighting curve also described in IEC 61672-1:2002". When using a system that includes a periodic
monitoring of the A-weighted sound pressure level, a reading shall be made at a time interval not greater
than 30 ms (milliseconds).

The instruments shall be maintained and calibrated in accordance with the instructions of the instrument
manufacturer.

2.2 Compliance with requirements

Compliance of the acoustic measurement instrumentation shall be verified by the existence of a valid certifi-
cate of compliance. A certificate of compliance shall be deemed to be valid if certification of compliance
with the standards was conducted within the previous 12-month period for the sound calibration device
and within the previous 24-month period for the instrumentation system. All compliance testing shall be
conducted by a laboratory, which is authorised to perform calibrations traceable to the appropriate stand-
ards.

2.3. Calibration of the entire Acoustic Measurement System for measurement session

At the beginning and at the end of every measurement session, the entire acoustic measurement system
shall be checked by means of a sound calibrator that complies with the requirements for sound calibrators
of precision class 1 as set out in [EC 60942: 2003. Without any further adjustment the difference between
the readings shall be less than or equal to 0,5 dB. If that value is exceeded, the results of the measurements
obtained after the previous satisfactory check shall be discarded.

2.4, Instrumentation for speed measurements

The engine speed shall be measured with instrumentation having an accuracy of + 2 % or better at the
engine speeds required for the measurements being performed.

The road speed of the vehicle shall be measured with instrumentation having an accuracy of at
least + 0,5 km/h, when using continuous measurement devices.

If testing uses independent measurements of speed, this instrumentation shall meet specification limits of at
least £ 0,2 km/h.
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2.5. Meteorological instrumentation

The meteorological instrumentation used to monitor the environmental conditions during the test shall
include the following devices, which meet at least the accuracies listed below:

— temperature measuring device, + 1 °C;
— wind speed-measuring device, * 1,0 m/s;
— barometric pressure measuring device, + 5 hPa;

— a relative humidity measuring device, + 5 %.

3. CONDITIONS OF MEASUREMENT
3.1. Test Site and ambient conditions
3.1.1. The surface of the test track and the dimensions of the test site shall be in accordance with ISO

10844:2011. The surface of the site shall be free of powdery snow, tall grass, loose soil or cinders. There
shall be no obstacle which could affect the sound field within the vicinity of the microphone and the sound
source. The observer carrying out the measurements shall so position himself as not to affect the readings
of the measuring instrument.

3.1.2. Measurements shall not be made under adverse weather conditions. It shall be ensured that the results are
not affected by gusts of wind.

The meteorological instrumentation shall be positioned adjacent to the test area at a height of
1,2 m £ 0,02 m. The measurements shall be made when the ambient air temperature is between + 5 °C and
+40 °C.

The tests shall not be carried out if the wind speed, including gusts, at microphone height exceeds 5 ms,
during the noise measurement interval.

A value representative of temperature, wind speed and direction, relative humidity, and barometric pressure
shall be recorded during the noise measurement interval.

Any noise peak which appears to be unrelated to the characteristics of the general sound level of the vehicle
shall be ignored in taking the readings.

The background noise shall be measured for a duration of 10 seconds immediately before and after a series
of vehicle tests. The measurements shall be made with the same microphones and microphone locations
used during the test. The A-weighted maximum noise pressure level shall be reported.

The background noise (including any wind noise) shall be at least 10 dB below the A-weighted noise pres-
sure level produced by the vehicle under test. If the difference between the ambient noise and the measured
noise is between 10 and 15 dB(A), the appropriate correction shall be subtracted from the readings on the
noise-level meter in order to calculate the test results, as in the following table:

Difference between ambient noise and
noise to be measured dB(A) 10 1 12 13 14 15
Correction dB(A) 0,5 0,4 0,3 0,2 0,1 0,0
3.2. Vehicle
3.2.1. The vehicle tested shall be representative of vehicles to be put on the market and selected by the manufac-

turer in agreement with the technical service, to comply with the requirements of this Regulation. Measure-
ments shall be made without any trailer, except in the case of non-separable vehicles. At the request of the
manufacturer, measurements may be made on vehicles with lift axle(s) in a raised position.
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Measurements shall be made on vehicles at the test mass m, specified in accordance with the following

table:
CVehicle Vehicle test mass (m,)
ategory
Ml mt = mro
Nl mt = mro
N,, N, m, = 50 kg per kW rated engine power
Extra loading to reach the test mass of the vehicle shall be placed above the driven rear
axle(s). The extra loading is limited to 75 % of the technically permissible maximum laden
mass allowed for the rear axle. The test mass shall be achieved with a tolerance of £ 5 %.
If the centre of gravity of the extra loading cannot be aligned with the centre of the rear
axle, the test mass of the vehicle shall not exceed the sum of the front axle and the rear
axle load in unladen condition plus the extra loading.
The test mass for vehicles with more than two axles shall be the same as for a two-axle
vehicle.
M,, M, m, = m,, — mass of the crew member (if applicable)
or, if the tests are carried out on an incomplete vehicle not having bodywork,
m, = 50 kg per kW rated engine power respectively in compliance with conditions above
(see category N,, N,).
3.2.2 At the applicant’s request, the vehicle of a category M,, M;, N, or N, shall be deemed representative of its

completed type if the tests are carried out on an incomplete vehicle not having bodywork. In the test of an
incomplete vehicle, all relevant soundproofing materials, panels and noise reduction components and
systems shall be fitted on the vehicle as designed by the manufacturer except a part of bodywork which is
built at a later stage.

No new test shall be required due to the fitting of a supplement fuel tank or re-location of the original fuel
tank on the condition that other parts or structures of the vehicle apparently affecting sound emissions
have not been altered.

3.2.3. Tyre rolling sound emissions are laid down in Regulation (EC) No 661/2009. The tyres to be used for the
test shall be representative for the vehicle and shall be selected by the vehicle manufacturer and recorded in
Addendum to Appendix 2 to Annex I to this Regulation. They shall correspond to one of the tyre sizes
designated for the vehicle as original equipment. The tyre is or will be commercially available on the market
at the same time as the vehicle (). The tyres shall be inflated to the pressure recommended by the vehicle
manufacturer for the test mass of the vehicle. The tyres shall have at least 1,6 mm tread depth.

3.2.4. Before the measurements are started, the engine shall be brought to its normal operating conditions.

3.2.5. If the vehicle is fitted with more than two-wheel drive, it shall be tested in the drive which is intended for
normal road use.

3.2.6. If the vehicle is fitted with one or more fans having an automatic actuating mechanism, this system shall
not be interfered with during the measurements.

3.2.7. If the vehicle is equipped with a silencing system containing fibrous materials, the exhaust system is to be
conditioned before the test in accordance with Annex IV.

() Given that the tyre contribution for overall sound emission is significant, regard must be had for existing regulatory provisions
concerning tyre[road sound emissions. Traction tyres, snow tyres and special-use tyres as defined in paragraph 2 of UNECE Regulation
No 117 shall be excluded during type-approval and conformity of production measurements at the request of the manufacturer in
accordance with UNECE Regulation No 117 (OJ L 307, 23.11.2011, p. 3).
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4. METHODS OF TESTING
4.1. Measurement of noise of vehicles in motion
4.1.1. General test conditions

Two lines, AA’ and BB, parallel to line PP’ and situated respectively 10 m forward and 10 m rearward of
line PP’ shall be marked out on the test runway.

At least four measurements shall be made on each side of the vehicle and for each gear. Preliminary
measurements may be made for adjustment purposes, but shall be disregarded.

The microphone shall be located at a distance of 7,5 m + 0,05 m from the reference line CC' of the track
and 1,2 m * 0,02 m above the ground.

The reference axis for free field conditions (see IEC 61672-1:2002) shall be horizontal and directed perpen-
dicularly towards the path of the vehicle line CC.

4.1.2. Specific test conditions for vehicles
4.1.2.1.  Vehicles of category M;, M, < 3 500 kg, N,

The path of the centreline of the vehicle shall follow line CC’ as closely as possible throughout the entire
test, from the approach to line AA’ until the rear of the vehicle passes line BB If the vehicle is fitted with
more than two-wheel drive, it shall be tested in the drive selection which is intended for normal road use.

If the vehicle is fitted with an auxiliary manual transmission or a multi-gear axle, the position used for
normal urban driving shall be used. In all cases, the gear ratios for slow movements, parking or braking
shall be excluded.

The test mass of the vehicle shall be that set out in the Table in point 3.2.1.

The test speed v, is 50 km/h * 1 km/h. The test speed shall be reached when the reference point is at line

test
PP

4.1.2.1.1. Power to mass ratio index (PMR)
PMR is calculated using the following formula:

PMR = (P,/m) x 1 000 where P, is measured in kW and m, is measured in kg in accordance with point
3.2.1 of this Annex.

PMR, with no dimension, is used for the calculation of acceleration.

4.1.2.1.2.  Calculation of acceleration
Acceleration calculations are applicable to M, N, and M, < 3 500 kg categories only.

All accelerations are calculated using different speeds of the vehicle on the test track. The formulae given
are used for the calculation of a, ;, a,, ., and a,, . The speed either at AA’ or PP’ is defined as the
vehicle speed when the reference point passes AA’ (v,,) or PP’ (v;,). The speed at BB’ is defined when the
rear of the vehicle passes BB’ (v,). The method used for calculating the acceleration shall be indicated in

the test report.

Due to the definition of the reference point for the vehicle, the length of the vehicle (1,,) is considered
differently in the formula below. If the reference point is in the front of the vehicle, then 1 = [, mid: | =
1/2 1, and rear: 1= 0.

4.1.2.1.2.1 The calculation procedure for vehicles with manual transmission, automatic transmission, adaptive transmis-
sions and continuous variable transmissions (CVTs) tested with locked gear ratios is as follows:
Ao = ((Vap/3,6)2 = (vox[3,6))/(2%(20+1))

'wot test
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Q0 e USEd in the determination of gear selection shall be the average of the four a during each valid

measurement run.

'wot test, i

Pre-acceleration may be used. The point of depressing the accelerator before line AA’ shall be reported in
the test report.

4.1.2.1.2.2. The calculation procedure for vehicles with automatic transmissions, adaptive transmissions and CVTs
tested with non-locked gear ratios is as follows:

used in the determination of gear selection shall be the average of the four a . during each valid

aW':)t test wot test, i

measurement run.

Where devices or measures described in point 4.1.2.1.4.2 can be used to control transmission operation for
the purpose of achieving test requirements, a shall be calculated using the following formula:

wot test

e = (Vo] 3.6 = (v,x/3.6)2)(24(20+D)

wot test

Pre-acceleration may be used:

Where devices or measures described in point 4.1.2.1.4.2 are not used, a_, ., shall be calculated using the
following formula:

a = ((vyy/3,6)” = (Vip/3,6))/(2*(10+1))

wot_testPP-BB

Qo e popy: Acceleration between point PP and BB
Pre-acceleration shall not be used.

The location of depressing the accelerator shall be where the reference point of the vehicle passes line AA”.

4.1.2.1.2.3 Target acceleration

The target acceleration a ,,, defines the typical acceleration in urban traffic and is derived from statistical
investigations. It is a function depending on the PMR of a vehicle.

The target acceleration a shall be calculated using the following formula:

urban

a ., = 0,63 *log,, (PMR) — 0,09

4.1.2.1.2.4. Reference acceleration

The reference acceleration a,,, ¢ defines the required acceleration during the acceleration test on the test
track. It is a function depending on the PMR of a vehicle. That function is different for specific vehicle cat-
egories.

The reference acceleration a_, . shall be calculated using the following formula:

‘WOt rel

a .= 1,59 *log,, (PMR) —1,41 for PMR > 25

wot ref

a = 0,63 * log,, (PMR) — 0,09 for PMR < 25

wotref — & urban

4.1.2.1.3. Partial power factor k;

The partial power factor k;, (see point 4.1.3.1) is used for the weighted combination of the test results of
the acceleration test and the constant speed test for vehicles of category M, and N;.

In cases other than a single gear test, a , ¢ shall be used instead of a (see point 4.1.3.1).

wot test

4.1.2.1.4.  Gear ratio selection

The selection of gear ratios for the test depends on their specific acceleration potential a,, under full
throttle condition, in accordance with the reference acceleration a required for the full throttle accelera-
tion test.

wot ref
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4.1.2.1.4.1.

4.1.2.1.4.2.

4.1.2.1.5.

Some vehicles may have different software programs or modes for the transmission (e.g. sporty, winter,
adaptive). Where the vehicle has different modes leading to valid accelerations, the vehicle manufacturer
shall prove to the satisfaction of the technical service, that the vehicle is tested in the mode which achieves
an acceleration closest to a

wot ref*

Vehicles with manual transmissions, automatic transmissions, adaptive transmissions or CVTs tested with
locked gear ratios

The following conditions for selection of gear ratios are possible:

(a) if one specific gear ratio gives an acceleration in a tolerance band of * 5 % of the reference acceleration

a0 e Ot exceeding 2,0 m/s?, test with that gear ratio.

(b) if none of the gear ratios give the required acceleration, then choose a gear ratio i, with an acceleration
higher and a gear ratio i + 1, with an acceleration lower than the reference acceleration. If the accelera-
tion value in gear ratio i does not exceed 2,0 m/s?, use both gear ratios for the test. The weighting ratio
in relation to the reference acceleration a, . is calculated by:

wot re
k = (3. wot ref — a wot (i+1))/(a wot (i) a wot (i+1))

(c) if the acceleration value of gear ratio i exceeds 2,0 m/s? the first gear ratio that gives an acceleration
below 2,0 m/s? shall be used unless gear ratio i + 1 provides an acceleration less than a_,, . In this case,
two gears, i and i + 1 shall be used, including the gear i with the acceleration exceeding 2,0 m/s2 In
other cases, no other gear shall be used. The achieved acceleration a during the test shall be used
for the calculation of the partial power factor k, instead of a

'wot test

wot ref*

(d) if the vehicle has a transmission in which there is only one selection for the gear ratio, the acceleration
test shall be carried out in this vehicle gear selection. The achieved acceleration is then used for the
calculation of the partial power factor k, instead of a_, .

(e) if rated engine speed is exceeded in a gear ratio before the vehicle passes BB’ the next higher gear shall
be used.

Vehicles with automatic transmission, adaptive transmissions and CVTs tested with non-locked gear ratios
The gear selector position for full automatic operation shall be used.

The acceleration value a shall be calculated as defined in point 4.1.2.1.2.2.

wot test

The test may then include a gear change to a lower range and a higher acceleration. A gear change to a
higher range and a lower acceleration is not allowed. A gear shifting to a gear ratio which is not used in
urban traffic shall be avoided.

Therefore, it shall be permitted to establish and use electronic or mechanical devices, including alternate
gear selector positions, to prevent a downshift to a gear ratio which is typically not used at the specified
test condition in urban traffic.

The achieved acceleration a shall be greater or equal to a

wot test urban®

If possible, the manufacturer shall take measures to avoid an acceleration value a_, ., greater than 2,0 m/s2.

The achieved acceleration a

shall then be used for the calculation of the partial power factor k_ (see
point 4.1.2.1.3) instead a

wot test

'wot ref*

Acceleration test

The manufacturer shall define the position of the reference point in front of line AA’ of fully depressing the
accelerator. The accelerator shall be fully depressed (as rapidly as is practicable) when the reference point of
the vehicle reaches the defined point. The accelerator shall be kept in this depressed condition until the rear
of the vehicle reaches line BB’. The accelerator shall then be released as rapidly as possible. The point of
fully depressing the accelerator shall be reported in the test report. The technical service shall have the
possibility of pre-testing.
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In the case of articulated vehicles consisting of two non-separable units regarded as a single vehicle, the
semi-trailer shall be disregarded in determining when line BB’ is crossed.

4.1.2.1.6. Constant speed test

The constant speed test shall be carried out with the same gear(s) specified for the acceleration test and a
constant speed of 50 km/h with a tolerance of + 1 km/h between AA’ and BB'. During the constant speed
test, the acceleration control shall be positioned to maintain a constant speed between AA’ and BB’ as spe-
cified. If the gear is locked for the acceleration test, the same gear shall be locked for the constant speed
test.

The constant speed test is not required for vehicles with a PMR < 25.

4.1.2.2.  Vehicles of categories M, > 3 500 kg, M,, N,, N,

The path of the centreline of the vehicle shall follow line CC’ as closely as possible throughout the entire
test, from the approach to line AA’ until the rear of the vehicle passes line BB". The test shall be conducted
without a trailer or semi-trailer. If a trailer is not readily separable from the towing vehicle, the trailer shall
not be taken into consideration when assessing the crossing of line BB'. If the vehicle incorporates equip-
ment such as a concrete mixer, a compressor, etc., this equipment shall not be in operation during the test.
The test mass of the vehicle shall be set out in the table set out in point 3.2.1.

Target conditions of category M, > 3 500 kg, N,

When the reference point passes line BB’, the engine speed ng, shall be between 70 % and 74 % of speed S,
at which the engine develops its rated maximum power, and the vehicle speed shall be 35 km/h + 5 km/h.
Between line AA” and line BB’ a stable acceleration condition shall be ensured.

Target conditions of category M,, N:

When the reference point passes line BB’, the engine speed ng, shall be between 85 % and 89 % of speed S,
at which the engine develops its rated maximum power, and the vehicle speed shall be 35 km/h + 5 km/h.
Between line AA’ and line BB’ a stable acceleration condition shall be ensured.

4.1.2.2.1.  Gear ratio selection
4.1.2.2.1.1. Vehicles with manual transmissions

Stable acceleration conditions shall be ensured. The gear choice shall be determined by the target conditions.
If the difference in speed exceeds the given tolerance, then two gears shall be tested, one above and one
below the target speed.

If more than one gear fulfils the target conditions, the gear which is closest to 35 km/h shall be used. If no
gear fulfils the target condition for v, two gears shall be tested, one above and one below v,.. The target
engine speed shall be reached under all conditions.

A stable acceleration condition shall be ensured. If a stable acceleration cannot be ensured in a gear, that
gear shall be disregarded.

4.1.2.2.1.2. Vehicles with automatic transmissions, adaptive transmissions and CVTs

The gear selector position for full automatic operation shall be used. The test may then include a gear
change to a lower range and a higher acceleration. A gear change to a higher range and a lower acceleration
shall not be permitted. A gear shifting to a gear ratio which is not used in urban traffic, at the specified test
condition, shall be avoided. Therefore, it shall be permitted to establish and use electronic or mechanical
devices to prevent a downshift to a gear ratio which is typically not used at the specified test condition in
urban traffic.

If the vehicle includes a transmission design, which provides only a single gear selection (drive), which
limits engine speed during the test, the vehicle shall be tested using only a target vehicle speed. If the
vehicle uses an engine and transmission combination that does not comply with the requirements set out in
point 4.1.2.2.1.1, the vehicle shall be tested using only the target vehicle speed. The target vehicle speed
(vyy) for the test is = 35 km/h + 5km/h. A gear change to a higher range and a lower acceleration is allowed
after the reference point of the vehicle passes line PP". Two tests shall be performed, one with the end speed
of v, = Vg + 5 km/h, and one with the end speed of v, = vy, — 5 km/h. The reported sound level shall be

test

the result of the test with the highest engine speed obtained during the test from AA’ to BB".
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4.1.2.2.2.  Acceleration test

When the reference point of the vehicle reaches the line AA’ the accelerator control shall be fully depressed
(without operating the automatic downshift to a lower range than normally used in urban driving) and held
fully depressed until the rear of the vehicle passes BB, but the reference point shall be at least 5 m behind
BB’. The accelerator control shall then be released.

In the case of articulated vehicles consisting of two non-separable units regarded as a single vehicle, the
semi-trailer shall be disregarded in determining when line BB’ is crossed.

4.1.3. Interpretation of results

The maximum A-weighted sound pressure level indicated during each passage of the vehicle between the
two lines AA’ and BB’ shall be noted. If a noise peak obviously out of character with the general sound pres-
sure level is observed, the measurement shall be discarded. At least four measurements for each test condi-
tion shall be made on each side of the vehicle and for each gear ratio. Left and right side may be measured
simultaneously or sequentially. The first four valid consecutive measurement results, within 2 dB(A),
allowing for the deletion of non valid results (see point 3.1), shall be used for the calculation of the final
result for the given side of the vehicle. The results of each side shall be averaged separately. The intermediate
result is the higher value of the two averages mathematically rounded to the first decimal place.

The speed measurements at AA’, BB, and PP’ shall be noted and used in calculations to the first significant
digit after the decimal place.

The calculated acceleration a,, ., shall be noted to the second digit after the decimal place.

4.1.3.1. Vehicles of categories M,, N, and M, < 3 500 kg

The calculated values for the acceleration test and the constant speed test are given by:

Lwnt rep = Lwot (i+1) + k * (L - Lwot (i+1))

+ k * (Lcrs M~ Lcrs (i+1))

Where k = (awot ref — awot (i+1))/(awot W Aot (i+1))

‘wot(i)

crs rep = Lcrs(iﬂ)

In the case of a single gear ratio test, the values are the test result of each test.

The final result is calculated by combining L and L The equation is:

‘wot rep crs rep*
Loy =L k, * (L

‘urban 'wot rep - ( 'wot rep - Lcrs rep)

The weighting factor k, gives the partial power factor for urban driving. In cases other than a single gear
test k, is calculated by:

kP =1- (aurban/awnt ref)

If only one gear was specified for the test k, is given by:

kP =1- (aurban/awot tcst)

In cases where a is less than a

wot test urban®

4.1.3.2. Vehicles of categories M, > 3 500 kg, M;, N,, N,

When one gear is tested, the final result shall be equal to the intermediate result. When two gears are tested
the arithmetic mean of the intermediate results shall be calculated.
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4.2. Measurement of noise emitted by stationary vehicles

4.2.1. Sound level in the vicinity of vehicles
The measurement results shall be entered into the test report referred to in the Addendum to Appendix 2
to Annex L.

4.2.2. Acoustic measurements

A precision sound level meter, or equivalent measuring system, as defined in point 2.1 shall be used for the

measurements
4.2.3. Test site — local conditions as referred to in Figures 2 and 3a to 3d of the Appendix.
4.23.1. In the vicinity of the microphone, there shall be no obstacle that could influence the acoustical field and no

person shall remain between the microphone and the noise source. The meter observer shall be positioned
so as not to influence the meter reading.

4.2.4. Disturbance sound and wind interference

Readings on the measuring instruments produced by ambient noise and wind shall be at least 10 dB(A)
below the sound level to be measured. A suitable windscreen may be fitted to the microphone provided
that account is taken of its effect on the sensitivity of the microphone (see point 2.1).

4.2.5. Measuring method
4.2.5.1. Nature and number of measurements

The maximum sound level expressed in A-weighted decibels (dB(A)) shall be measured during the operating
period referred to in point 4.2.5.3.2.1.

At least three measurements shall be taken at each measuring point.

4.2.5.2. Positioning and preparation of the vehicle

The vehicle shall be located in the centre part of the test area with the gear selector in the neutral position
and the clutch engaged. If the design of the vehicle does not allow this, the vehicle shall be tested in con-
formity with the manufacturer’s prescriptions for stationary engine testing. Before each series of measure-
ments, the engine shall be brought to its normal operating condition, as specified by the manufacturer.

If the vehicle is fitted with a fan or fans having an automatic actuating mechanism, this system shall not be
interfered with during the sound level measurements.

The engine hood or compartment cover, if so fitted, shall be closed.

4.2.5.3. Measuring of noise in proximity to the exhaust as referred to in Figure 2 and Figures 3a to 3d of the
Appendix.

4.2.5.3.1.  Positions of the microphone

4.2.5.3.1.1. The microphone shall be located at a distance of 0,5 m * 0,01 m from the reference point of the exhaust
pipe defined in Figure 2 and Figures 3a to 3d of the Appendix, and at an angle of 45°( 5°) to the flow axis
of the pipe termination. The microphone shall be at the height of the reference point, but not less than
0,2 m from the ground surface. The reference axis of the microphone shall lie in a plane parallel to the
ground surface and shall be directed toward the reference point on the exhaust outlet. If two microphone
positions are possible, the location farthest laterally from the vehicle longitudinal centreline shall be used. If
the flow axis of the exhaust outlet pipe is at 90° to the vehicle longitudinal centreline, the microphone shall
be located at the point, which is farthest from the engine.

4.2.5.3.1.2. For vehicles having an exhaust provided with outlets spaced more than 0,3 m apart, measurements shall be
made for each outlet. The highest level shall be recorded.

4.2.5.3.1.3. In the case of an exhaust provided with two or more outlets spaced less than 0,3 m apart and which are
connected to the same silencer, only one measurement shall be made; the microphone position is related to
the outlet nearest to one extreme edge of the vehicle or, when such outlet does not exist, to the outlet
which is the highest above the ground.
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4.2.5.3.1.4. For vehicles with a vertical exhaust (e.g. commercial vehicles) the microphone shall be placed at the height
of the exhaust outlet. Its axis shall be vertical and oriented upwards. It shall be placed at a distance of
0,5 m * 0,01 m from the exhaust pipe reference point, but never less than 0,2 m from the side of the
vehicle nearest to the exhaust.

4.2.5.3.1.5. For exhaust outlets located under the vehicle body, the microphone shall be located a minimum of 0,2 m
from the nearest part of the vehicle, at a point closest to, but never less than 0,5 m from the exhaust pipe
reference point, and at a height of 0,2 m above the ground, and not in line with the exhaust flow. If it is
not physically possible, the angularity requirement in point 4.2.5.3.1.1 need not be met.

4.2.5.3.1.6. Examples of the position of the microphone, depending on the location of the exhaust pipe, are given in
Figures 3a-3d of the Appendix.

4.2.5.3.2.  Operating conditions of the engine
4.2.5.3.2.1. Target engine speed

— 75 % of the engine speed S for vehicles with a rated engine speed < 5 000 min-!
— 3 750 min"! for vehicles with a rated engine speed above 5 000 min! and below 7 500 min!
— 50 % of the engine speed S for vehicles with a rated engine speed = 7 500 min.

If the vehicle cannot reach such engine speed, the target engine speed shall be 5 % below the maximum
possible engine speed for that stationary test.

4.2.5.3.2.2. Test procedure

The engine speed shall be gradually increased from idle to the target engine speed, not exceeding a tolerance
band of + 3 % of the target engine speed, and held constant. Then the throttle control shall be rapidly
released and the engine speed shall return to idle. The sound level shall be measured during a period of
operation consisting of maintaining constant engine speed of 1 second and throughout the entire decelera-
tion period. The maximum sound level meter reading during this period of operation, mathematically
rounded to the first decimal place, shall be taken as the test value.

4.2.5.3.2.3. Test validation

The measurement shall be regarded as valid if the test engine speed does not deviate from the target engine
speed by more than £ 3 % for at least 1 second.

4.2.6. Results

At least three measurements for each test position shall be made. The maximum A-weighted sound pressure
level indicated during each of the three measurements shall be recorded. The first three valid consecutive
measurement results, within 2 dB(A), allowing for the deletion of non valid results (taking into account the
specifications of the test site as referred to in point 3.1), shall be used for the determination of the final
result for the given measurement position. The maximum sound level, for all measurement positions, and
of the three measurement results, shall constitute the final result.

5. Noise from hybrid electric vehicles of categories M, in motion, where an internal combustion engine
cannot operate when the vehicle is stationary (data reported to facilitate testing of the vehicle in use).

5.1. In order to facilitate in-use compliance testing of hybrid electric vehicles — where an internal combustion
engine cannot operate when the vehicle is stationary — the following information relating to the sound-
pressure level measurements carried out in accordance with point 4.1 of Annex II for the motor vehicles in
motion is referred to as in-use compliance reference data:

(a) gear (i) or, for vehicles tested with non-locked gear ratios, the position of the gear selector chosen for
the test;

(b) }f)osictli)on of the operating switch during measurement of the sound pressure level L, , (if switch is
itted).

(c) pre-acceleration length 1,, in m;
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(d) average vehicle speed in kmj/h at the beginning of the full throttle acceleration for tests in gear (i); and

(e) sound pressure level L, . in dB(A) of the wide-open-throttle tests in gear (i), defined as the maximum
of the two values resulting from averaging the individual measurement results at each microphone pos-
ition separately.

5.2. The in-use compliance reference data shall be entered in the EU type-approval certificate as specified in
point 2.3 of the Addendum to Appendix 2 to Annex L
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Figure 3a Figure 3b
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Figures 3 a — d:  Examples of the position of the microphone, depending on the location of the exhaust pipe
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ANNEX III

LIMIT VALUES

The sound level measured in accordance with the provisions of Annex II, mathematically rounded to the nearest integer
value, shall not exceed the following limits:

Vehicle Description of vehicle Limit values expressed in dB(A)
category category [decibels (A)]
Phase 2 applicable for new | Phase 3 applicable for new
Phase 1 applicable for new vehicle type from 1 July vehicle type from 1 July
vehicle types from 1 July 2020 and for first 2024 and for first
2016 registration from 1 July registration from 1 July
2022 2026
M Vehicles used for the
carriage of passengers
power to mass ratio
M 2! 0 68 (!
! < 120 kW/1 000 kg 720) 700) 0
120 kW/1 000 kg <
M, power to mass ratio 73 71 69
< 160 kW/1 000 kg
M, 160 kW/1 000 kgv< 75 73 71
power to mass ratio
power to mass ratio
> 200 kW/1 000 kg
M, number of se-ats <4 75 74 79
R point of driver seat
< 450 mm from the
ground
M, mass < 2 500 kg 72 70 69
2500 kg < mass
M, < 3 500 kg 74 72 71
3500 kg < mass
< 5000 kg;
M, =0 VU e 75 73 72
rated engine power
< 135 kW
3500 kg < mass
< 5000 kg;
M, =2 TV K 75 74 72
rated engine power
> 135 kW
rated engine power
M, < 150 kKW 76 74 73 ()
150 kW <rated engine "
M; power < 250 kW 78 77 76.0)
rated engine power
M, > 250 kW 80 78 77 ()
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Vehicle Description of vehicle Limit values expressed in dB(A)
category category [decibels (A)]
Phase 2 applicable for new | Phase 3 applicable for new
Phase 1 applicable for new vehicle type from 1 July vehicle type from 1 July
vehicle types from 1 July 2020 and for first 2024 and for first
2016 registration from 1 July registration from 1 July
2022 2026
Vehicles used for the
N .
carriage of goods
N, mass < 2 500 kg 72 71 69
2 500 kg < mass
N, < 3 500 kg 74 73 71
rated engine power
N, < 135 kW 77 75 () 74 ()
rated engine power
N, g 1§5 k\% 78 76 () 75 ()
rated engine power
N, g 1§0 k\l,’\, 79 77 76 ()
150 kW < rated engine )
N power < 250 kW 81 79 770)
rated engine power
N, . 2§0 k\fx’] 82 81 79 ()

Limit values shall be increased by 1dB (2 dB(A) for N, and M, categories) for vehicles that meet the relevant definition for off-road vehi-
cles set out in point 4 of Part A of Annex II to Directive 2007[46/EC.
For M, vehicles the increased limit values for off-road vehicles are only valid if the technically permissible maximum laden mass

> 2 tonnes.

Limit values shall be increased by 2 db(A) for wheelchair accessible vehicles and armoured vehicles, as defined in Annex II to Directive

2007/46/EC.

(") M, vehicles derived from N, vehicles:

M, vehicles with an R point > 850 mm from the ground and a total permissible laden mass more than 2 500 kg have to fulfil the
limit values of N, (2 500 kg < mass < 3 500 kg).
(3 + two years for new vehicle type and + one year for new vehicles registration.
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ANNEX IV

SILENCING SYSTEMS CONTAINING ACOUSTICALLY ABSORBING FIBROUS MATERIALS

1. GENERAL

Sound absorbing fibrous materials may be used in silencing systems, or components thereof, where either of the
following conditions are fulfilled:

(a) the exhaust gas is not in contact with the fibrous materials; or

(b) the silencing system, or components thereof, are of the same design family as systems or components for
which it has been proven, in the course of EU type-approval process in accordance with the requirements of
this Regulation for another vehicle-type, that they are not subject to deterioration.

Where neither the condition in point (a) nor in point (b) of the first subparagraph is fulfilled, the complete silen-

cing system, or components thereof, shall be submitted to a conventional conditioning using one of three installa-

tions and procedures described in points 1.1, 1.2 and 1.3.

For the purposes of point (b) of the first subparagraph, a group of silencing system, or components thereof, shall
be considered as being of the same design family when all of the following characteristics are the same:

(a) the presence of net gas flow of the exhaust gases through the absorbing fibrous material when in contact
with that material;

(b) the type of the fibres;

(c) where applicable, binder material specifications;
(d) average fibre dimensions;

(¢) minimum bulk material packing density in kg/m?;

(f) maximum contact surface between the gas flow and the absorbing material.

1.1.  Continuous road operation for 10 000 km.

1.1.1. 50 + 20 % of this operation shall consist of urban driving and the remaining operation shall be long-distance
runs at high speed; continuous road operation may be replaced by a corresponding test-track programme.

1.1.2. The two speed regimes shall be alternated at least twice.

1.1.3. The complete test programme shall include a minimum of 10 breaks of at least three hours duration in order to
reproduce the effects of cooling and any condensation which may occur.

1.2.  Conditioning on a test bench

1.2.1. Using standard parts and observing the vehicle manufacturer’s instructions, the silencing system, or components
thereof, shall be fitted to the vehicle referred to in point 1.3 of Annex I or the engine referred to in point 1.4 of
Annex L In the case of the vehicle referred to in point 1.3 of Annex I, the vehicle shall be mounted on a roller

dynamometer. In the case of an engine referred to in point 1.4 of Annex I, the engine shall be coupled to a
dynamometer.

1.2.2. The test shall be conducted in six six-hour periods with a break of at least 12 hours between each period in order
to reproduce the effects of cooling and any condensation which may occur.

1.2.3. During each six-hour period, the engine shall be run, under the following conditions in turn:
(a) five minutes at idling speed;
(b) one-hour sequence under 1[4 load at 3/4 of rated maximum speed (S);
(c) one-hour sequence under 1/2 load at 3/4 of rated maximum speed (S);

(d) 10-minute sequence under full load at 3/4 of rated maximum speed (S);
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(¢) 15-minute sequence under 1/2 load at rated maximum speed (S);
(f) 30-minute sequence under 1[4 load at rated maximum speed (S).

Total duration of the six sequences: three hours.
Each period shall comprise two sequenced sets of those conditions in consecutive order from (a) to (f).

1.2.4. During the test, the silencing system, or components thereof, shall not be cooled by a forced draught simulating
normal airflow around the vehicle. Nevertheless, at the request of the manufacturer, the silencing system or
components thereof may be cooled in order not to exceed the temperature recorded at its inlet when the vehicle
is running at maximum speed.

1.3.  Conditioning by pulsation

1.3.1. The silencing system or components thereof shall be fitted to the vehicle referred to in point 1.3 of Annex I or
the engine referred to in point 1.4 of Annex I In the former case the vehicle shall be mounted on a roller dynam-
ometer.

In the second case, the engine shall be mounted on a dynamometer. The test apparatus, a detailed diagram of
which is shown in Figure 1 of the Appendix to this Annex shall be fitted at the outlet of the silencing system.
Any other apparatus providing equivalent results shall be acceptable.

1.3.2. The test apparatus shall be adjusted in such a way that the exhaust-gas flow is alternatively interrupted and re-
established by the quick-action valve for 2 500 cycles.

1.3.3. The valve shall open when the exhaust-gas back pressure, measured at least 100 mm downstream of the intake
flange, reaches a value of between 0,35 and 0,40 kPa. It shall close when this pressure does not differ by more
than 10 % from its stabilized value with the valve open.

1.3.4. The time-delay switch shall be set for the duration of gas exhaust resulting from the provisions laid down in
point 1.3.3.

1.3.5 Engine speed shall be 75 % of the speed (S) at which the engine develops maximum power.

1.3.6. The power indicated by the dynamometer shall be 50 % of the full-throttle power measured at 75 % of engine
speed (S).

1.3.7. Any drain holes shall be closed off during the test.
1.3.8. The entire test shall be completed within 48 hours.

If necessary, one cooling period shall be observed after each hour.
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Figure 1

Test apparatus for conditioning by pulsation

Inlet flange or sleeve for connection to the rear of the test silencing system.

Hand-operated regulating valve.

Compensating reservoir with a maximum capacity of 40 | and a filling time of not less than one second.

Pressure switch with an operating range of 0,05 to 2,5 bar.

Time delay switch

Pulse counter

Quick-acting valve, such as exhaust brake valve 60 mm in diameter, operated by a pneumatic cylinder with an
output of 120 N at 4 bar. The response time, both when opening and closing, shall not exceed 0,5 second.

Exhaust gas evacuation.

Flexible pipe.

10. Pressure gauge.
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ANNEX V

COMPRESSED AIR NOISE

1. METHOD OF MEASUREMENT

The measurement is performed at microphone positions 2 and 6 as shown in Figure 1 of the Appendix, with the
vehicle stationary. The highest A-weighted sound level shall be registered during venting the pressure regulator and
during ventilating after the use of both the service and parking brakes.

The noise during venting the pressure regulator is measured with the engine at idling speed. The ventilating noise is
registered while operating the service and parking brakes; before each measurement, the air-compressor unit has to
be brought up to the highest permissible operating pressure, and then the engine switched off.

2. EVALUATION OF THE RESULTS

For all microphone positions two measurements are taken. In order to compensate for inaccuracies of the measuring
equipment, the metre reading is reduced by 1 dB(A), and the reduced value is taken as the result of measurement.
The results are taken as valid if the difference between the measurements at one microphone position does not
exceed 2 dB(A). The highest value measured is taken as the result. If this value exceeds the sound level limit
by 1 dB(A), two additional measurements are to be taken at the corresponding microphone position. In this case,
three out of the four results of measurement obtained at this position have to comply with the sound level limit.

3. LIMITING VALUE
The sound level shall not exceed the limit of 72 dB(A).
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Appendix

Figure 1: Microphone positions for measurement of compressed air noise
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The measurement is performed at the stationary vehicle in accordance with Figure 1, using two microphone positions at
a distance of 7 m from the contour of the vehicles and at 1,2 m above ground.
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ANNEX VI

CHECKS ON CONFORMITY OF PRODUCTION FOR VEHICLES

1.  GENERAL
The requirements of this Annex are consistent with the test to be held to check conformity of production (COP) in
accordance with point 5 of Annex L

2. TESTING PROCEDURE

The test site and measuring instruments shall be those described in Annex II.

2.1. The vehicle(s) under test shall be subjected to the test for measurement of sound of vehicle in motion set out in
point 4.1 of Annex IL

2.2. Compressed air noise

Vehicles having a technically permissible maximum laden mass exceeding 2800 kg and equipped with compressed
air systems shall be subjected to the additional test for measurement of the compressed air noise set out in point 1
of Annex V.

2.3. Additional sound emission provisions

The vehicle manufacturer shall assess the compliance with ASEP by an appropriate evaluation or may perform the
test described in Annex VIL

3. SAMPLING AND EVALUATION OF THE RESULTS

One vehicle has to be chosen and subjected to the tests set out in point 2 of this Annex. If the sound level of the
vehicle tested does not exceed by more than 1 dB(A) the limit value set out in Annex III, and, where appropriate,
point 3 of Annex V, the vehicle type shall be considered to conform to the requirements of this Regulation.

If one of the test results does not comply with the COP requirements of Annex X to Directive 2007/46/EC, two
more vehicles of the same type shall be tested pursuant to point 2 of this Annex.

If the test results for the second and the third vehicle comply with the COP requirements of Annex X to Directive
2007/46[EC, the vehicle is considered in compliance with the COP.

If one of the test results of the second or third vehicle does not comply with the COP requirements of Annex X to
Directive 2007/46/EC, the vehicle type shall be considered not to conform to the requirements of this Regulation
and the manufacturer shall take the necessary measures to re-establish the conformity.
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ANNEX VII

MEASURING METHOD TO EVALUATE COMPLIANCE WITH THE ADDITIONAL SOUND EMISSION
PROVISIONS

1. GENERAL

This Annex describes a measuring method to evaluate compliance of the vehicle with the additional sound emis-
sion provisions (ASEP) set out in Article 7.

It is not mandatory to perform actual tests when applying for EU type-approval. The manufacturer shall sign the
declaration of compliance set out in the Appendix. The approval authority may ask for additional information
about the declaration of compliance and carry out the tests described below.

The procedure set out in this Annex requires the performance of a test in accordance with Annex II. The test spe-
cified in Annex II shall be carried out on the same test track under conditions similar to those required in the
tests prescribed in this Annex.

2. MEASURING METHOD

2.1  Measuring instruments and condition of measurements

Unless otherwise specified, the measuring instruments, the conditions of the measurements and the condition of
the vehicle are equivalent to those specified in points 2 and 3 of Annex II.

If the vehicle has different modes that affect sound emission, all modes shall comply with the requirements of
this Annex. In the case where the manufacturer has performed tests to prove to the approval authority compli-
ance with those requirements, the modes used during those tests shall be reported in a test report.

2.2, Method of testing
Unless otherwise specified, the conditions and procedures of points 4.1 to 4.1.2.1.2.2 of Annex II shall be used.
For the purpose of this Annex, single test runs shall be measured and evaluated.

2.3.  Control range

Operation conditions are as follows:

Vehicle speed V,, yo: V,s 2 20 km/h
Vehicle acceleration a,, g Qo < 5,0 mfs?
Engine speed ny; .o Ny, < 2,0 * PMR0222 * 5 or

ng, < 0,9 * s, whichever is the lowest

Vehicle speed Vg,

if ngy 5 is reached in one gear Vs < 70 km/h
in all other cases vy < 80 km/h
gears K < gear ratio i as determined in Annex II

If the vehicle, in the lowest valid gear, does not achieve the maximum engine speed below 70 km/h, the vehicle
speed limit is 80 km/h.
2.4, Gear ratios

The ASEP requirements apply to every gear ratio K that leads to test results within the control range as defined in
point 2.3 of this Annex.
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In case of vehicles with automatic transmissions, adaptive transmissions and CVTs tested with non-locked gear
ratios, the test may include a gear ratio change to a lower range and a higher acceleration. A gear change to a
higher range and a lower acceleration is not allowed. A gear shift which leads to a condition that is not in compli-
ance with the boundary conditions shall be avoided. In such a case, it is permitted to establish and use electronic
or mechanical devices, including alternate gear selector positions. In order for the ASEP test to be representative
and repeatable (to the approval authority), the vehicles shall be tested using production gearbox calibration.

2.5.  Target conditions

The sound emission shall be measured in each valid gear ratio at the four test points as specified below.

The first test point P, is defined by using an entry speed v,, of 20 km/h. If a stable acceleration condition cannot
be achieved, the speed shall be increased in steps of 5 km/h until a stable acceleration is reached.

The fourth test point P, is defined by the maximum vehicle speed at BB’ in that gear ratio within the boundary
conditions in accordance with point 2.3.

The other two test points are calculated using the following formula:

Test Point P: vy, = vy | + ((— 1)/3) * (Vg 4 g o) for j = 2 and 3

Where:
Vg1 = vehicle speed at BB’ of test point P,
Vs, = vehicle speed at BB’ of test point P,

Tolerance for vy, : #3 km/h

For all test points the boundary conditions as specified in point 2.3 shall be met.

2.6. Test of the vehicle

The path of the centreline of the vehicle shall follow line CC as closely as possible throughout the entire test,
starting from the approach to line AA’ until the rear of the vehicle passes line BB’.

At line AA’ the accelerator shall be fully depressed. To achieve a more stable acceleration or to avoid a down shift
between line AA’ and BB’ pre-acceleration before line AA’ may be used. The accelerator shall be kept in depressed
condition until the rear of the vehicle reaches line BB'.

For every separate test run, the following parameters shall be determined and noted:

The maximum A-weighted sound pressure level of both sides of the vehicle, indicated during each passage of the
vehicle between the two lines AA” and BB’, shall be mathematically rounded to the first decimal place (L. If a
sound peak obviously out of character with the general sound pressure level is observed, the measurement shall
be discarded. Left and right side may be measured simultaneously or separately.

The vehicle speed readings at AA’ and BB’ shall be reported with the first significant digit after the decimal place
(VAA,kj; VBB,kj)'

If applicable, the engine speed readings at AA’ and BB’ shall be reported as a full integer value (n,,,; ngg),)-

The calculated acceleration shall be determined in accordance to the formula in point 4.1.2.1.2 of Annex II and

reported to the second digit after the decimal place (a,;es)-

3. ANALYSIS OF RESULTS

3.1. Determination of the anchor point for each gear ratio

For measurements in gear i and lower, the anchor point consists of the maximum sound level L, the reported

engine speed n,,, and vehicle speed v, at BB’ of gear ratio i of the acceleration test in Annex IL

woti

'woti’

woti
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anchor,i = Lwoti,Annex 1
nanchor,i = nBB,wmi,Anncx 1
Vanchor,i = VBB,woti,Annex I
For measurements in gear i+1 the anchor point consists of the maximum sound level L__,,, the reported engine
speed n,,,, and vehicle speed v, ., at BB’ of gear ratio i+1 of the acceleration test in Annex II.
Lanchor,iﬂ = Lwoli+1,Annex 11
nanchor,i+1 = rlBB,woti+1,Annex )
Vanchor,iﬂ = VBB,wotiH,Annex 11
3.2.  Slope of the regression line for each gear
The sound measurements shall be evaluated as a function of engine speed in accordance with point 3.2.1.
3.2.1. Calculation of the slope of the regression line for each gear
The linear regression line is calculated using the anchor point and the four correlated additional measurements.
5 —
2 (n=m)(Li = L)
j=1
Slope, =’ ; (in dB/1 000 min™)
—\2
>_(m=1)
j=1
5
With L= ZL,- and n="1 Zn,
j=1 j=1
where n, = engine speed measured at line BB’
3.2.2. Slope of the regression line for each gear
The Slope, of a particular gear for the further calculation is the derived result of the calculation in point 3.2.1
rounded to the first decimal place, but not higher than 5 dB/1 000 min™.
3.3.  Calculation of the linear sound level increase expected for each measurement
The sound level L, for measurement point j and gear k shall be calculated using the engine speeds measured
for each measurement point, using the slope specified in point 3.2 to the specific anchor point for each gear
ratio.
For nBBik,j < nanchor,k:
LASEP_k,j = Lanchor_k + (Slopeka) * (nBB_k,j 7nanchor,k)/1 OOO
FOr nBBik,j > nanchor,k:
LASEPik,j = Lanchorﬁk + (Slopek + Y) * (nBBik,j—nanchor,k)/l 000
Where Y = 1
3.4.  Samples

On request of the approval authority two additional runs within the boundary conditions in accordance with
point 2.3 shall be carried out.
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4. INTERPRETATION OF RESULTS

Every individual noise measurement shall be evaluated.

The sound level of every specified measurement point shall not exceed the limits given below:

ij < LASEPﬁk.j X

With:

x = 3 dB(A) for vehicle with a non-lockable automatic transmission or non-lockable CVT
x = 2 dB(A) + limit value — L, . of Annex II for all other vehicles

If the measured sound level at a point exceeds the limit, two additional measurements at the same point shall be
carried out to verify the measurement uncertainty. The vehicle is still in compliance with ASEP, if the average of
the three valid measurements at this specific point fulfils the specification.

5. REFERENCE SOUND ASSESSMENT

The reference sound is assessed at a single point in one discrete gear, simulating an acceleration condition starting
with an entry speed at v,, equal to 50 km/h and assuming an exit speed at vy, equal to 61 km/h. The sound
compliance at this point can either be calculated using the results of point 3.2.2 and the specification below or
be evaluated by direct measurement using the gear as specified below.

5.1  The determination of gear K is as follows:

K

3 for all manual transmission and for automatic transmission with up to 5 gears;

K = 4 for automatic transmission with 6 or more gears

If no discrete gears are available, e.g. for non-lockable automatic transmissions or non-lockable CVTs, the gear
ratio for further calculation shall be determined from the acceleration test result in Annex II using the reported
engine speed and vehicle speed at line BB".

5.2.  Determination of reference engine speed n,

The reference engine speed, n . shall be calculated using the gear ratio of gear K at the reference speed of
Ve = 61 km/h. -

5.3.  Calculation of L

Ls=L + SlopeK * (nref_Kfnanchor_K)/l 000

ref anchor_K

L, shall be less than or equal to 76 dB(A).

For vehicles fitted with a manual gear box having more than four forward gears and equipped with an engine
developing a rated maximum net power greater than 140 kW and having a rated maximum net power/
maximum-mass ratio greater than 75 kW/t, L, shall be less than or equal to 79 dB(A).

For vehicles fitted with an automatic gear box having more than four forward gears and equipped with an engine
developing a rated maximum net power greater than 140 kW and having a rated maximum net power/
maximum-mass ratio greater than 75 kW/t, L, shall be less than or equal to 78 dB(A).

6. EVALUATION OF ASEP USING THE PRINCIPLE OF L

urban

6.1  General

This evaluation procedure is an alternative selected by the manufacturer to the procedure described in point 3 of
this Annex and is applicable to all vehicle technologies. The manufacturer shall be responsible for determining
the correct manner of testing. Unless otherwise specified, all testing and calculation shall be as specified in
Annex IL
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6.2. Calculation of Ly asep

From any L_, ,p @ measured in accordance with this Annex, L ;.. 1 Shall be calculated as follows:
(a) calculate a, . Az @S Specified in point 4.1.2.1.2.1 or point 4.1.2.1.2.2 of Annex II, as applicable;
(b) determine the vehicle speed (Vi 4qep) at BB’ during the L, .o test;

(c) calculate k, 5, as follows:

kP ASEP 1- (aurban/awot test ASEP)

Test results where a,, . asep are less than a , shall be disregarded.

urban

(d) calculate L » as follows:

‘urban measured ASE
urban measured ASEP

k3
Lwot ASEP kP ASEP (me ASEP Lcrs)

For further calculation, use the L
(xx.X).

from Annex II without rounding, including the digit after the decimal

‘urban

(e) calculate L., wormalizca @S fOllows:

L L L

urban normalized ~ “urban measured ASEP — “urban

(f) calculate L, \sp as follows:

L

urban ASEP

L 0,15 * (Vg aszp — 50)

‘urban normalized (

(g) compliance with sound level limits:

L, ban aszp Shall be less than or equal to 3,0 dB.
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Appendix

Model statement of compliance with the Additional Sound Emission Provisions

(Maximum format: A4 (210 x 297 mm))

(Name of manufacturer) attests that vehicles of this type (type with regard to its sound emission pursuant to Regulation
(EU) No 540/2014) comply with the requirements of Article 7 of Regulation (EU) No 540/2014.

(Name of manufacturer) makes this statement in good faith, after having performed an appropriate evaluation of the
sound emission performance of the vehicles.

Date:
Name of authorized representative:

Signature of authorized representative:
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ANNEX VIII

MEASURES CONCERNING THE ACOUSTIC VEHICLE ALERTING SYSTEM (AVAS)

This Annex sets out measures concerning the Acoustic Vehicle Alerting System (AVAS) for hybrid electric and pure elec-
tric vehicles.

AVAS

1. System performance

If AVAS is installed on a vehicle, it shall comply with the requirements referred to below.

2. Operation conditions
(a) Sound generation method

The AVAS shall automatically generate a sound in the minimum range of vehicle speed from start up to approxi-
mately 20 km/h and during reversing. Where the vehicle is equipped with an internal combustion engine that is in
operation within the vehicle speed range defined above, the AVAS shall not generate a sound.

For vehicles having a reversing sound warning device, it is not necessary for the AVAS to generate a sound whilst
reversing.

(b) Switch
The AVAS shall be fitted with a switch which is easily accessible by the vehicle driver in order to allow engaging and
disengaging. Upon restarting the vehicle, AVAS shall default to the switched on position.

(c) Attenuation

The AVAS sound level may be attenuated during periods of vehicle operation.

3. Sound type and volume

(a) The sound to be generated by the AVAS shall be a continuous sound that provides information to the pedestrians
and other road users of a vehicle in operation. The sound should be easily indicative of vehicle behaviour and
should sound similar to the sound of a vehicle of the same category equipped with an internal combustion engine.

(b) The sound to be generated by the AVAS shall be easily indicative of vehicle behaviour, for example, through the
automatic variation of sound level or characteristics in synchronization with vehicle speed.

(c) The sound level generated by the AVAS shall not exceed the approximate sound level of a vehicle of the M, category
equipped with an internal combustion engine and operating under the same conditions.
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ANNEX IX

EU TYPE-APPROVAL IN RESPECT OF THE SOUND LEVEL OF SILENCING SYSTEMS AS SEPARATE TECH-
NICAL UNITS (REPLACEMENT SILENCING SYSTEMS)

1. APPLICATION FOR EU TYPE-APPROVAL

1.1. The application of EU type-approval pursuant to Article 7(1) and (2) of Directive 200746 EC in respect of a
replacement silencing system, or components thereof, as a separate technical unit intended for vehicles of
categories M, and N, shall be submitted by the vehicle manufacturer or the manufacturer of the separate
technical unit in question.

1.2. A model for the information document is contained in Appendix 1.

1.3. At the request of the technical service concerned, the applicant shall submit:

1.3.1 two examples of the system in respect of which application for EU type-approval has been made,

1.3.2. a silencing system of the type originally fitted to the vehicle when EU type-approval was granted,

1.3.3. a vehicle representative of the type to which the system is to be fitted, which meets the requirements of

point 2.1 of Annex VI,

1.3.4. a separate engine corresponding to the type of vehicle described.

2. MARKINGS

2.4.1. The replacement silencing system, or components thereof, excluding fixing hardware and pipes shall bear:
2.41.1.  the trade mark or trade name of the manufacturer of the replacement silencing system and its components,
2.4.1.2.  the manufacturer’s trade description.

2.4.2. These marks shall be clearly legible and indelible, even when the system is fitted to the vehicle.

3. GRANTING OF EU TYPE-APPROVAL

3.1. If the relevant requirements are satisfied, EU type-approval pursuant to Article 9(3) and, if applicable,

Article 10(4) of Directive 2007/46/EC shall be granted.
3.2. A model for the EU type-approval certificate is contained in Appendix 2.

3.3. A type-approval number in accordance with Annex VII to Directive 2007/46/EC shall be assigned to each
type of replacement silencing system, or components thereof, approved as a separate technical unit; section 3
of the type-approval number shall indicate the number of this Regulation. Furthermore, if the replacement
silencing system is intended to be fitted on vehicle types complying with the limit values of Phase 1 in
Annex Il only, section 3 of the type-approval number shall be followed by the character ‘A’. If the replace-
ment silencing system is intended to be fitted on vehicle types complying with the limit values of Phase 2 in
Annex III only, section 3 of the type- approval number shall be followed by the character ‘B’. If the replace-
ment silencing system is intended to be fitted on vehicle types complying with the limit values of Phase 3 in
Annex III, section 3 of the type- approval number shall be followed by the character ‘C. The same Member
State shall not assign the same number to another type of replacement silencing system, or components

thereof.
4. EU TYPE-APPROVAL MARK
4.1. Every replacement silencing system, or components thereof, excluding fixing hardware and pipes,

conforming to a type approved under this Regulation shall bear an EU type-approval mark.
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4.2. The EU type-approval mark shall consist of a rectangle surrounding the lower case letter ‘e’ followed by the
distinguishing letter(s) or number of the Member State which has granted the approval:

‘1" for Germany

‘2’ for France

‘3’ for Italy

‘4’ for the Netherlands
‘5’ for Sweden

‘6’ for Belgium

‘7' for Hungary

‘8’ for the Czech Republic
‘9’ for Spain

‘11’ for the United Kingdom
‘12’ for Austria

‘13’ for Luxembourg
‘17’ for Finland

‘18’ for Denmark

‘19’ for Romania

20’ for Poland

‘21" for Portugal

23’ for Greece

24’ for Ireland

25’ for Croatia

26’ for Slovenia

27" for Slovakia

29’ for Estonia

‘32’ for Latvia

‘34’ for Bulgaria

‘36’ for Lithuania

‘49’ for Cyprus

‘50" for Malta

It shall also include in the vicinity of the rectangle the ‘base approval number’ contained in section 4 of the
type-approval number referred to in Annex VII to Directive 2007/46/EC, preceded by the two figures indi-
cating the sequence number assigned to the most recent major technical amendment to this Regulation
which was applicable at the time of the vehicle type-approval. For this Regulation in its original form, the
sequence number is 00. Furthermore, that sequence number shall be preceded by the character ‘A’ if the
replacement silencing system is intended to be fitted on vehicle types complying with the limit values of
Phase 1 in Annex III only, or the character ‘B’ if the replacement silencing system is intended to be fitted on
vehicle types complying with the limit values of Phase 2 in Annex IIl only, or the character ‘C’ if the replace-
ment silencing system is intended to be fitted on vehicle types complying with the limit values of Phase 3 in
Annex IIL

4.3. The mark shall be clearly legible and indelible even when the replacement silencing system, or components
thereof, is fitted to the vehicle.
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4.4, A model for the EU type-approval mark is contained in Appendix 3.

5. SPECIFICATIONS

5.1. General specifications

5.1.1. The replacement silencing system, or components thereof, shall be designed, constructed and capable of

being mounted so as to ensure that the vehicle complies with this Regulation under normal conditions of
use, notwithstanding any vibrations to which it may be subject.

5.1.2. The silencing system, or components thereof, shall be designed, constructed and capable of being mounted
so that reasonable resistance to the corrosion phenomenon to which it is exposed is obtained having regard
to the conditions of use of the vehicle.

5.1.3. Additional prescriptions related to tamperability and manually adjustable multi-mode exhaust or silencing
systems
5.1.3.1. Al exhaust or silencing systems shall be constructed in a way that does not easily permit removal of baffles,

exit-cones and other parts whose primary function is as part of the silencing/expansion chambers. Where
incorporation of such a part is unavoidable, its method of attachment shall be such that removal is not
facilitated easily (e.g. with conventional threaded fixings) and shall also be attached such that removal causes
permanent/irrecoverable damage to the assembly.

5.1.3.2.  Exhaust or silencing systems with multiple, manually adjustable operating modes shall meet all requirements
in all operating modes. The reported sound levels shall be those resulting from the mode with the highest
sound levels.

5.2. Specifications regarding sound levels
5.2.1. Conditions of measurement
5.2.1.1.  The noise test of the silencing system and the replacement silencing system has to be executed with the

same normal tyres, as defined in paragraph 2 of UNECE Regulation No 117. At the request of the manufac-
turer, the tests shall not be done with traction tyres, special use tyres or snow tyres, as defined in paragraph 2
of UNECE Regulation No 117. Such tyres could increase the sound level of the vehicle or would have a
masking effect on the noise reduction performance comparison. The tyres may be of used condition but
shall satisfy legal requirements for in-traffic use.

5.2.2. The noise reduction performance of the replacement silencing system, or components thereof, shall be veri-
fied by means of the methods described in point 1 of Annex IL In particular, for the application of this
point, reference shall be made to the amendment level of this Regulation which was in force at the time of
type-approval of the new vehicle.

(a) Measurement with running vehicle

When the replacement silencing system, or components thereof, is mounted on the vehicle described in
point 1.3.3, the sound levels obtained shall satisfy one of the following conditions:

(i) the value measured (rounded to the nearest integer) shall not exceed by more than 1 dB(A) the type-
approval value obtained under this Regulation with the type of vehicle concerned;

(ii) the value measured (before any rounding to the nearest integer) shall not exceed by more
than 1 dB(A) the noise value measured (before any rounding to the nearest integer) on the vehicle
described in point 1.3.3., when this is fitted with a silencing system corresponding to the type fitted
to the vehicle when submitted for type-approval under this Regulation.

Where back-to-back comparison of the replacement silencing system with the original system is
chosen, for the application of point 4.1.2.1.4.2 and/or point 4.1.2.2.1.2 of Annex I, it is allowed to
have a gear change to higher accelerations and the use of electronic or mechanical devices to prevent
this downshift is not mandatory. If under these conditions the sound level of the test vehicle
becomes higher than the COP values, the technical service will decide on the representativeness of
the test vehicle.
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(b) Measurement with stationary vehicle

When the replacement silencing system, or components thereof, is mounted on the vehicle described in
point 1.3.3, the sound levels obtained shall satisfy one of the following conditions:

(i) the value measured (rounded to the nearest integer) shall not exceed by more than 2 dB(A) the type-
approval value obtained under this Regulation with the type of vehicle concerned;

(ii) the value measured (before any rounding to the nearest integer) shall not exceed by more
than 2 dB(A) the noise value measured (before any rounding to the nearest integer) on the vehicle
described in point 1.3.3, when this is fitted with a silencing system corresponding to the type fitted
to the vehicle when submitted for type-approval under this Regulation.

5.2.3. Further to the requirements of Annex II, any replacement silencing system, or components thereof, has to
fulfil the applicable specifications of Annex VII. For replacement silencing systems intended for vehicles type
approved in accordance with Directive 70/157EEC the requirements of Annex VII as well as the specifica-
tions of points 5.2.3.1 to 5.2.3.3 of this Annex do not apply.

5.2.3.1.  Where the replacement silencing system, or components thereof, is a system or components with variable
geometry, in the application for type-approval the manufacturer shall provide a statement in conformity
with the Appendix to Annex VII that the silencing system type to be approved complies with the require-
ments of point 5.2.3 of this Annex. The approval authority may require any relevant test to verify the
compliance of the silencing system type to the additional sound emission provisions.

5.2.3.2.  Where the replacement silencing system, or components thereof, is not a system with variable geometry, it
is sufficient in the application for type-approval that the manufacturer provides a statement in conformity
with the Appendix to Annex VII that the silencing system type to be approved complies with the require-
ments of point 5.2.3 of this Annex.

5.2.3.3.  The compliance statement shall read as follows: ‘(Name of the manufacturer) attests that the silencing system
of this type complies with the requirements of point 5.2.3 of Annex IX to Regulation (EU) No 540/2014.
(Name of the manufacturer) makes this statement in good faith, after having performed an appropriate en-
gineering evaluation of the sound emission performance over the applicable range of operating conditions.’

5.3. Measurement of the vehicle performances

5.3.1. The replacement silencing system, or components thereof, shall be such as to ensure that vehicle perform-
ance is comparable with that achieved with the original equipment silencing system or components thereof.

5.3.2. The replacement silencing system or, depending on the manufacturer’s choice, the components of that
system shall be compared with an original silencing system, or components thereof, which are also in new
condition, successively mounted on the vehicle mentioned in point 1.3.3.

5.3.3. The verification shall be carried out by measuring the back pressure pursuant to point 5.3.4.
The value measured with the replacement silencing system shall not exceed the value measured with the
original silencing system by more than 25 % under the conditions mentioned below.

5.3.4. Test method

5.3.4.1.  Test method with engine

The measurements shall be conducted on the engine referred to in point 1.3.4 coupled to a dynamometer.
With the throttle completely open, the bench shall be adjusted so as to obtain the engine speed (S) corre-
sponding to the rated maximum power of the engine.

For the measurement of back pressure, the distance at which the pressure tap shall be placed from the
exhaust manifold is indicated in Appendix 5.



27.5.2014 Official Journal of the European Union L 158/181

5.3.4.2. Test method with vehicle

The measurements shall be carried out on the vehicle referred to point 1.3.3. The test shall be conducted
either on the road or on a roller dynamometer.

With the throttle completely open, the engine shall be loaded so as to obtain the engine speed corre-
sponding to the rated maximum power of the engine (engine speed S).

For the measurement of back pressure, the distance at which the pressure tap shall be placed from the
exhaust manifold is indicated in Appendix 5.

5.4. Additional specifications regarding replacement silencing systems, or components thereof, containing acous-
tically absorbing fibrous materials

5.4.1. General

Sound absorbing fibrous materials may only be used in silencing systems, or components thereof, where any
of the following conditions are fulfilled:

(a) the exhaust gas is not in contact with the fibrous materials;
(b) the silencing system, or the components thereof, are of the same design family as systems, or compo-
nents thereof, for which it has been proven, in the course of the type-approval process in accordance

with the requirements of this Regulation, that they are not subject to deterioration.

Unless one of those conditions is fulfilled, the complete silencing system, or components thereof, shall be
submitted to conventional conditioning using one of the three installations and procedures described below.

For the purposes of point (b) of the first subparagraph, a group of silencing system or silencing system
components thereof shall be considered as being of the same design family when all of the following charac-
teristics are the same:

(a) the presence of net gas flow of the exhaust gases through the absorbing fibrous material when in
contact with that material;

(b) the type of the fibres;

(c) where applicable, binder material specifications;
(d) average fibre dimensions;

(¢) minimum bulk material packing density in kg/m?;

(f) maximum contact surface between the gas flow and the absorbing material;

5.4.1.1.  Continuous road operation for 10 000 km

5.4.1.1.1. 50 £ 20 % of this operation shall consist of urban driving and the remaining operation shall be long-
distance runs at high speed; continuous road operation may be replaced by a corresponding test-track
programme.

The two speed regimes shall be alternated at least twice.
The complete test program shall include a minimum of 10 breaks of at least three-hour duration in order to
reproduce the effects of cooling and any condensation which may occur.

5.4.1.2.  Conditioning on a test bench

5.4.1.2.1. Using standard parts and observing the manufacturer’s instructions, the silencing system, or components
thereof, shall be fitted to the vehicle referred to in point 1.3.3 or the engine referred to in point 1.3.4. In the
first case the vehicle shall be mounted on a roller dynamometer. In the second case, the engine shall be
coupled to a dynamometer.
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5.4.1.2.2. The test shall be conducted in six six-hour periods with a break of at least 12 hours between each period in
order to reproduce the effects of cooling and any condensation which may occur.

5.4.1.2.3. During each six-hour period, the engine shall be run under the following conditions in turn:
(a) five minutes at idling speed;
(b) one-hour sequence under 1/4 load at 3/4 of rated maximum speed (S);
(c) one-hour sequence under 1/2 load at 3[4 of rated maximum speed (S);
(d) 10-minute sequence under full load at 3[4 of rated maximum speed (S);
(e) 15-minute sequence under 1/2 load at rated maximum speed (S);
(f) 30-minute sequence under 1/4 load at rated maximum speed (S).

Each period shall comprise two sequenced sets of those conditions in consecutive order from (a) to (f).

5.4.1.2.4. During the test, the silencing system, or components thereof, shall not be cooled by a forced draught simula-
tion normal airflow around the vehicle.

Nevertheless, at the request of the manufacturer, the silencing system, or components thereof, may be
cooled in order not to exceed the temperature recorded at its inlet when the vehicle is running at maximum
speed.

5.4.1.3.  Conditioning by pulsation

5.4.1.3.1. The silencing system, or components thereof, shall be fitted to the vehicle referred to in point 1.3.3 or to
the engine referred to in point 1.3.4. In the first case, the vehicle shall be mounted on a roller dynamometer,
and, in the second case, the engine shall be mounted on a dynamometer.

5.4.1.3.2. The test apparatus, a detailed diagram of which is shown in Figure 1 of the Appendix to Annex IV shall be
fitted at the outlet of the silencing system. Any other apparatus providing equivalent results is acceptable.

5.4.1.3.3. The test apparatus shall be adjusted in such a way that the exhaust gas flow is alternately interrupted and re-
established by the quick action valve for 2 500 cycles.

5.4.1.3.4. The valve shall open when the exhaust gas back pressure, measured at least 100 mm downstream of the
intake flange, reaches a value of between 35 and 40 k;a. It shall close when this pressure does not differ by
more than 10 % from its stabilized value with the valve opened.

5.4.1.3.5. The time-delay switch shall be set for the duration of gas exhaust resulting from the provisions laid down in
point 5.4.1.3.4.

5.4.1.3.6. Engine speed shall be 75 % of the speed (S) at which the engine develops maximum power.

5.4.1.3.7. The power indicated by the dynamometer shall be 50 % of the full-throttle power measured at 75 % of
engine speed (S).

5.4.1.3.8. Any drain holes shall be closed off during the test.

5.4.1.3.9. The entire test shall be completed within 48 hours. If necessary, one cooling period will be observed after
each hour.

5.4.1.3.10. After conditioning, the sound level is checked pursuant to point 5.2.

6. EXTENSION OF EU TYPE-APPROVAL

The silencing system manufacturer or his representative may ask the administrative department which has
granted the EU type-approval of the silencing system for one or several types of vehicles, for an extension of
the approval to other types of vehicles.
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The procedure is that set out in point 1. Notice of the extension of the EU type-approval (or refusal of exten-
sion) shall be communicated to the Member States in accordance with the procedure specified in Directive
2007/46EC.

7. MODIFICATION OF THE TYPE OF SILENCING SYSTEM

In the case of modifications of the type approved pursuant to this Regulation, Articles 13 to 16 and
Article 17(4) of Directive 2007/46/EC shall apply.

8. cop

8.1. Measures to ensure the conformity of production shall be taken in accordance with the requirements laid
down in Article 12 of Directive 2007/46/EC.

8.2 Special provisions:

8.2.1. The tests referred to point 2.3.5 of Annex X to Directive 2007/46/EC are those prescribed in Annex XI to
this Regulation.

8.2.2. The frequency of inspections referred to in point 3 of Annex X to Directive 2007/46/EC is normally once
every two years.

9. INFORMATION INTENDED FOR USERS AND TECHNICAL INSPECTION

9.1. Each replacement silencing system shall be accompanied by a paper document issued by the manufacturer
of the replacement silencing system or his representative. That paper document shall at least bear the
following information:

(a) EU type-approval number of the replacement silencing system (the 5th section indicating the number of
the extension of the type-approval can be omitted);

(b) EU type-approval mark;
(c) make (trade name of manufacturer);
(d) type and commercial description and/or part number;
(¢) company name and address of manufacturer;
() name and address of the manufacturer’s representative (if any);
(g) data of the vehicles for which the replacement silencing system is intended:
(i)  make,
(i) type,
(ili) type-approval number,
(iv) engine code,
(v) maximum engine power
(vi) kind of transmission
(vii) any restriction concerning the vehicles where the system can be mounted

(viii) sound level for the vehicle in motion in dB(A) and stationary sound level in dB(A) at min™' (if
deviating to the values of the vehicle type-approval);

(h) mounting instructions.

9.2. If the paper document referred to in point 9.1 consists of more than of sheet of paper all sheets shall bear
at least a reference to the EU type-approval number.

9.3. The information concerning point 9.1(g) and (h) may be provided on the website of the manufacturer if the
website address is indicated on the paper document.



L 158/184 Official Journal of the European Union 27.5.2014

Appendix 1

Information document No ... relating to EU type-approval as separate technical unit of replacement silencing
systems for motor vehicles (Regulation (EU) No 540/2014)

The following information, if applicable, shall be supplied in triplicate and include a list of contents. Any drawings shall
be supplied in appropriate scale and in sufficient detail on size A4 or on a folder of A4 format. Photographs, if any,
shall show sufficient detail.

If the systems, components or separate technical units have electronic controls, information concerning their perform-
ance shall be supplied.

0. General

0.1. Make (trade name Of MANUIACTUTET): ... .ovuuiiiiiiiii et e e e e e e e e e e et e e e e e s eas
0.2. Type and general commercial deSCrIPLION(S): +vvvvvvrrrunnneeetiiiiiiiiie e e ettt e et e e e e e e et es
0.3  Means of identification of type, if marked on the separate technical unit (): ...........ccoeiiiiiiiiiiiinieriiiiiiinnn.
0.3.1. Location of that Marking: ..............iiiiiiiiiiiii et
0.5. Company name and address of MANUIACTUTET: ......ooeeiiiiiiiiii e e e e e

0.7. In the case of components and separate technical units, location and method of affixing of the EU type-approval

ITIATKE .ot e e et e e e et e e e e e ettt e e e e ettt e e e e e e e e
0.8.  Address(es) of assembBIy PIAnt(s): ......uuneeeiiiiiiiiiii e
0.9. Name and address of the manufacturer’s representative (if a1y): .............uueemiiermmimmieiiiiiiiiiiieeieeeeeeeeeeeeee e
1. Description of the vehicle for which the device is intended (if the device is intended to be fitted to more than one

vehicle type, the information requested under this point shall be supplied for each type concerned)

1.1.  Make (trade name of ManUIACTUIET): .........oiiiiiiieiiiiiie e e e e e e e e e e eaaes
1.2.  Type and general commercial deSCrPLON(S): +..vvvvvrreerriiiiiiiiiiiiiiiiiiiie e
1.3.  Means of identification of type, if marked on the vehicle: ...
1.4, Category Of VEIICIE: .oieiiiiiiiii ettt eeeeeaaes
1.5.  EU whole-vehicle type-approval NUMDET: ...........ouiiiiiiiiiiiiiiiiiiiii e
106 POWET PIANL: L.tviiieeee ettt e et e e ettt e e e e e e ettt ettt e e e e e e e et ea bttt e e e e e e e et eat bbb eeeeeeeeanae
1.6.1. Manufacturer Of the ENEINE: .........uuuuuuiiiiiiiiiiiiii ettt ettt ettt e e et e e et e eeeeaeeeeeeaaaeaaaaaaaaaaaaas
1.6.2. Manufacturer’s €NGINE COME: .......uuuuuuuuiiiiiiiiiiiiiiiee ittt ettt e e et e e et e eeeeeeeeeeeeeeaeeaeeaaaeaaaaaaaaaanaeas

1.6.3. Maximum net power (g): ... kW at ... min™ or maximum continuous rated power (electric motor): ... kW

1.6.4. Pressure charger(s): original part or make and marking (): ........cooiiiiiiiiiiiiiiii e
1.6.5. Air filter: original part or make and marking (1): ..........ooeeeiiiiiiiiiiii
1.6.6. Intake silencer(s): original part or make and marking (1): ........cccccciiiiiiiiiiiiiiiii

() If the means of identification of type contains characters not relevant to describe the vehicle types covered by the type-approval certificate
such characters shall be represented in the documentation by the symbol:?’ (e.g. ABC??123??).
(") Delete where not applicable.
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1.6.7. Exhaust silencer(s)): original part or make and marking (1): .......cccccciiiiiiii
1.6.8. Catalyst: original part or make and marking (): .....cooiiiiimmiiiiiii it
1.6.9. Particulate Trap(s): original part or make and marking (1): .......cccccciiiiiiiiiiiii
1.7.  Transmission

1.7.1. Type (mechanical, hydraulic, €lectric, €1C.): ...uvvvrirriiiiiiiiiiiiiiiiii e,
1.8.  Non-engine devices designed to reduce noise: original part or description (1): ......coevriiimiiiiiiriiiiiiiiiiiieeeeee

1.9.  Sound-level values:
moving vehicle: ... dB(A), speed stabilised before acceleration at ... km/h;

stationary vehicle dB(A), at ... min™

1.10. Value of the back pressure: ... Pa

1.11. Any restrictions in respect of use and MoUNting rEGUITEMENTS: ......ceeirrrruuunrreeeetiiiiiiiiirreeeeeeereiiiiiireeeeeeeees
2. REIMIATKS: ...t
3. Description of the device

3.1. A description of the replacement silencing system indicating the relative position of each system component,
together with mounting instructions

3.2.  Detailed drawings of each component, so that they can be easily located and identified, and reference to the ma-
terials used. These drawings shall indicate the place provided for the compulsory affixing of the EU type-approval
mark

RT3 0 TCTC TR

POSItion iN COMPANY: .....oiiiiii i e

(") Delete where not applicable.
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Appendix 2
MODEL
EU type-approval certificate

(Maximum Format: A4 (210 x 297 mm))

Stamp of approval authority

Communication concerning the

— type-approval ()

— extension of type-approval (')
— refusal of type-approval ()

— withdrawal of type-approval ()

of a type of a separate technical unit of silencing systems with regard to Regulation (EU) No 540/2014

TYPE-APPIOVAL IUITIDET: ...ttt ettt ettt e e et et et e e e e e eeeeeeeeeaaeaaaaaaaeaaaaaaaaaananns
REASOM fOI EXLEIISION: ...ttt ettt ettt ettt et e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e eneaeeeeeeee
SECTION 1

0.1. Make (trade name Of MANUIACTUIET): .......vuuiiiiiiii et e e e e e e e e e e e e e e b e e ebeeesaneeees
0.2. Type and general commercial deSCIIPLOII(S): ....uuuueeeeeiiiiiiiiiiiiiiiiiii bt eee et eeeeeeeeeas
0.3.  Means of identification of type if marked on the separate technical Unit (2): .......eeevieeeeiiiiiiiiiiiiieeeeiieiiiiin,
0.3.1. Location of that Marking: ..............iiiiiiiiiiiii e e
0.4, Category of VERICIe () ..iiiiiiiiiiiii e
0.5. Company name and address of MANUIACTUTET: ......ooeeeeiiiiii e e e e e e

0.7. In the case of components and separate technical units, location and method of affixing of the EU type-approval

ITIATK: ettt e e et e et e e ettt e e e ettt e e et a e e et et e e et aht e e e ettt ee ettt aeethtaeethtaaeeahn e aeeahanaeeabtaeeaaraaares
0.8.  Address(es) of assembIy PIANT(S): «...veuuneeetiiiiiiiiii et
0.9. Name and address of the manufacturer’s representative (if a1Y): ............uuuverveirrmimrieriiiiiiiiieieeeeeeeeeeeeeeeeeeeees
SECTION 1II

1. Additional information (where applicable): See Addendum

2. Technical service responsible for carrying out the teStS: ........vvveeiiiiiiiiiiiiir ettt
3. DIALE OFf LESE TEPOTL: ...eeeeettiittiiti e e e e e e et tettttt e e e e e e e eeettttb e e e eeeeeeeetatte e e e eeeeeeeeeatte e e eeeeeeeeansttnnnseeeeeeeannes
4, NUMDEE Of TEST FEPOIT: vttt eeeetttttttt e ettt e ettt ettt e e ettt ettt e e e e ettt eetbbb e e e e e et eeetbbba e e e as

(") Delete where not applicable.

(}) 1f the means of identification of type contains characters not relevant to describe the vehicle types covered by the type-approval certificate
such characters shall be represented in the documentation by the symbol:?" (e.g. ABC??123??).

(}) Asdefined in Annex IIA to Directive 200746 [EC.



27.5.2014 Official Journal of the European Union L 158/187

5. Remarks (if any): See Addendum

LTINS o4 T L

9. The index to the information package lodged with the approval authority, which may be obtained on request, is
attached.

Attachments: Information package

Test report
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Addendum

to EU type-approval certificate No ...

1. Additional information

1.1.  Description of the vehicle for which the device is intended (if the device is intended to be fitted to more than one
vehicle type, the information requested under this point shall be supplied for each type concerned)

1.1.1. Make (trade name of MAnUIACTUTET): .....vuiiieeiiii et e e
1.1.2. Type and general commercial deSCriPtion(S): ... ..veeeteeriiuuiriii et e ettt e e ettt e e e et eeeeeeeees
1.1.3. Means of identification of type, if marked on the vehicle: ..o
1.1.4. Cate@OTy Of VERICIE: ....eeiiiiiiiiiiiiiiiiitt ettt ettt e e e e e e e e e e e e e e e e e e e e e e e e e e
1.1.5. EU whole vehicle type-approval NUMDET: .............uiiiiiiiiiiiiiiiiiiiii
1.2.  Power plant:

1.2.1. Manufacturer Of the ENGINE: ......ovieeiiiiiiiiiii e e et e e e e ettt s e e e e e et eeabt b e e e eeaeeeaees
1.2.2. Manufacturer’s €NGINE COUR: .....uuiiiiitiiiiiiiii ettt ettt e e e ettt e e e e e e e e e eettbb e e e eeeeeenees

1.2.3. Maximum net power (g): ... kW at ... min~! or maximum continuous rated power (electric motor) ... kW

2. Test results

2.1.  Sound level of moving vehicle: ... dB(A)

2.2.  Sound level of stationary vehicle: ... dB(A) at ... min™!
2.3.  Value of the back pressure: ... Pa

3. RITIATKS: ettt
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Appendix 3

Model for the EU type-approval mark

a 212mm
i a }
The silencing system, or components thereof, bearing the above EU type-approval mark is a device which has been

approved in Spain (e 9) pursuant to Regulation (EU) No 540/2014 under the base approval number 0148, complying
with the limit values of Phase 2 in Annex III to that Regulation.

L
wi

|wim]

The figures used are only indicative.
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Appendix 4

Test apparatus

£ £ Vbl

E E E

u -— 7y ] -
+ v + e
o @ S50 & 5
M +=5mm G -4
a — — [ o

®\1 f
F— 1 !
=1m £1m optional

N N W N

Regulation valve (hand operated).

Counter of impulses.

Compensating reservoir from 35 to 40 L.

Time delay switch — to close item 7.

Pressure switch 5 k,, to 250 k,, — to open item 7.

Inlet flange or sleeve — connection to the rear of complete silencing system to be tested.

Quick response valve — such as the valve of an exhaust brake system of 60 mm in diameter, operated by a pneu-

matic cylinder with an output of 120 N at 400 k,.. The response time, both when opening and closing, shall not

exceed 0,5 s.

8 Exhaust gas evacuation.

9 Flexible pipe.

10 Pressure gauge.
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Appendix 5

Measuring points — back pressure

Examples of possible measuring points for loss-of-pressure tests. The exact measuring point shall be specified in the test
report. It shall be in an area where gas flow is regular.

1. Figure 1
Single pipe

2. Figure 2
Partly twin pipe 1

! If not possible, refer to figure 3.

3. Figure 3
Twin pipe

2 Two measuring points, one reading.
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ANNEX X

CHECKS ON CONFORMITY OF PRODUCTION FOR REPLACEMENT SILENCING SYSTEM AS A SEPARATE
TECHNICAL UNIT

1.  GENERAL

These requirements are consistent with the test to be held to check COP in accordance with point 8 of Annex IX.

2. TESTING AND PROCEDURES

The methods of testing, measuring instruments and interpretation of results shall be those described in point 5 of
Annex IX. The replacement silencing system, or components thereof, under test shall be subjected to the test as
described in points 5.2, 5.3 and 5.4 of Annex IX.

3. SAMPLING AND EVALUATION OF THE RESULTS

3.1. One silencing system or components thereof shall be chosen and subjected to the tests of point 2. If the test results
fulfil the COP requirements of point 8.1 of Annex IX, the type of silencing system or component shall be consid-
ered to be in compliance with COP.

3.2. If one of the test results does not comply with the COP requirements of point 8.1 of Annex IX, two more silencing
systems, or components thereof, of the same type shall be tested pursuant to point 2 of this Annex.

3.3. If the test results for the second and the third silencing system, or components thereof, comply with the conformity
of production requirements of point 8.1 of Annex IX, the type of silencing system, or components thereof, shall be
considered to be in compliance with the conformity of production.

3.4. If one of the test results for the second or third silencing system, or components thereof, does not comply with the
COP requirements of point 8.1 of Annex IX, the type of silencing system, or components thereof, shall be consid-
ered not to comply with the requirements of this Regulation and the manufacturer shall take the necessary
measures to re-establish the conformity.



27.5.2014 Official Journal of the European Union L 158/193
ANNEX XI
AMENDMENTS TO DIRECTIVE 2007/46/EC
Directive 2007/46/EC is hereby amended as follows:
Part A
1. Annex IV shall be amended as follows:
(a) the following row shall be inserted in the table in Part I:
Applicability
Item Subject Regulatory act
M, | M | M|[N|N|N]oO |0 |o0] o,
‘1A Sound level Regulation (EU) X X X X X | X
No 540/2014

(b) the following row shall be inserted in Table 1 of Appendix 1 of Part I:

Applicability and specific

Item .
requirements

Subject Regulatory act Specific issues

‘1A Sound level Regulation (EU) A

No 540/2014

(c) the following row shall be inserted in Table 2 of Appendix 1 of Part I

Applicability and specific

Item R
requirements

Subject Regulatory act Specific issues

‘1A Sound level Regulation (EU) A

No 540/2014

2. In Annex VI, the following row shall be inserted in the table in the Appendix to Model A:

Item Subject Regulatory act reference As amended by Applicable to versions

‘1A Sound Level Regulation (EU)

No 540/2014

3. Annex XI shall be amended as follows:

(a) in Appendix 1, the following row shall be inserted in the table:

. Regulat t
Item Subject o e M, <2500 () kg | M, > 2500 () kg M, M,
‘1A Sound level Regulation (EU) H G+H G+H G+H
No 540/2014
(b) in Appendix 2, the following row shall be inserted in the table:
. Regulat t
Item Subject B renne M, | M, | M | N, [N |N [0 |0 | O | O
‘1A Sound level Regulation (EU) X X X X X | X
No 540/2014
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() in Appendix 3, the following row shall be inserted in the table:

Item Subject

Regulatory act reference M,

‘1A Sound level

Regulation (EU) No 540/2014 X

(d) in Appendix 4, the following row shall be inserted in the table:

Regulatory act

Item Subject
reference

M, M, M, N, N,

‘1A Sound level Regulation (EU)
No 540/2014

H H H H

(e) in Appendix 5, the following row shall be inserted in the table:

Item Subject

Regulatory act reference

Mobile crane of category N 3

‘1A Sound level

Regulation (EU) No 540/2014

T

1. Annex IV shall be amended as follows:

(a) Item 1 in the table in Part I shall be deleted;

Part B

(b) Item 1 in Table 1 of Appendix 1 to Part I shall be deleted;

(c) Item 1 in Table 2 of Appendix 1 to Part [ shall be deleted;

(d) Item 1 of the table in Part II shall be deleted.

2. In Annex VI, in the table in the Appendix to Model A, Item 1 shall be deleted.

3. Annex XI shall be amended as follows:

(@) Item 1 in the table in Appendix 1 shall be deleted;

(b) Item 1 in the table in Appendix 2 shall be deleted;

(c) Item 1 in the table in Appendix 3 shall be deleted;

(d) Item 1 in the table in Appendix 4 shall be deleted;

(¢) Item 1 in the table in Appendix 5 shall be deleted.
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ANNEX XII
CORRELATION TABLE
Directive 70/157/EEC This Regulation
Article 1 —
Article 2 Article 4(1) and (2)
Article 2a Article 4(3) and (4)
Atrticle 3 —
Article 4 —
Article 5 —
Annex [, point 1 Annex |, point 1
Annex [, point 3 Annex [, point 2
Annex [, point 4 Annex [, point 3
Annex [, point 5 Annex [, point 4
Annex I, point 6 Annex I, point 5
Annex 1, Appendix 1 Annex 1, Appendix 1
Annex [, Appendix 2 Annex [, Appendix 2
Annex [, point 2 Annex III
Annex II, points 1, 2, 3 and 4 Annex IX, points 1, 2, 3 and 4
Annex II, points 5 and 6 Annex IX, points 7 and 8
Annex II, Appendix 1 Annex IX, Appendix 1
Annex II, Appendix 2 Annex IX, Appendix 2
Annex II, Appendix 3 Annex IX, Appendix 3
Annex III —




L 158/196 Official Journal of the European Union 27.5.2014

DIRECTIVES

DIRECTIVE 2014/56/EU OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 16 April 2014

amending Directive 2006/43/EC on statutory audits of annual accounts and consolidated accounts

(Text with EEA relevance)

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EUROPEAN UNION,

Having regard to the Treaty on the Functioning of the European Union, and in particular Article 50 thereof,
Having regard to the proposal from the European Commission,

After transmission of the draft legislative act to the national parliaments,

Having regard to the opinion of the European Economic and Social Committee (),

Acting in accordance with the ordinary legislative procedure (%),

Whereas:

(1) Directive 2006/43/EC of the European Parliament and of the Council () lays down the conditions for the
approval and registration of persons that carry out statutory audits, the rules on independence, objectivity and
professional ethics applying to those persons, and the framework for their public oversight. However, it is neces-
sary to further harmonise those rules at Union level in order to allow for greater transparency and predictability
of the requirements applying to such persons and to enhance their independence and objectivity in the perform-
ance of their tasks. It is also important to increase the minimum level of convergence with respect to the auditing
standards on the basis of which the statutory audits are carried out. Moreover, in order to reinforce investor
protection, it is important to strengthen public oversight of statutory auditors and audit firms by enhancing the
independence of Union public oversight authorities and conferring on them adequate powers, including investiga-
tive powers and the power to impose sanctions, with a view to detecting, deterring and preventing infringements
of the applicable rules in the context of the provision by statutory auditors and audit firms of auditing services.

(2)  Because of the significant public relevance of public-interest entities, which arises from the scale and complexity
of their business or from the nature of their business, the credibility of the audited financial statements of public-
interest entities needs to be reinforced. Consequently, the special provisions for the statutory audits of public-
interest entities set out in Directive 2006/43/EC have been further developed in Regulation (EU) No 537/2014 of
the European Parliament and of the Council (¥). The provisions on statutory audits of public- interest entities laid
down in this Directive should be applicable to statutory auditors and audit firms only in so far as they carry out
statutory audits of such entities.

() 0JC191,29.6.2012,p.61.

(}) Position of the European Parliament of 3 April 2014 (not yet published in the Official Journal) and decision of the Council of 14 April
2014.

(’) Directive 2006/43/EC of the European Parliament and of the Council of 17 May 2006 on statutory audits of annual accounts and conso-
lidated accounts, amending Council Directives 78/660/EEC and 83/349/EEC and repealing Council Directive 84/253/EEC (O] L 157,
9.6.2006, p. 87).

(*) Regulation (EU) No 537/2014 of the European Parliament and of the Council of 16 April 2014 on specific requirements regarding statu-
tory audit of public-interest entities (see page 77 of this Official Journal).
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(3)  In accordance with the Treaty on the Functioning of the European Union (TFEU), the internal market comprises
an area without internal frontiers in which the free movement of goods and services and the freedom of establish-
ment are ensured. It is necessary to enable statutory auditors and audit firms to develop their statutory audit
service activities within the Union by making it possible for them to provide such services in a Member State
other than that in which they were approved. Enabling statutory auditors and audit firms to provide statutory
audits under their home-country professional titles in a host Member State addresses, in particular, the needs of
groups of undertakings which, owing to the increasing trade flows resulting from the internal market, draw up
financial statements in several Member States and are required to have them audited under Union law. The elimi-
nation of barriers to the development of statutory audit services between Member States would contribute to the
integration of the Union audit market.

(4)  Statutory audit requires adequate knowledge of matters such as company law, fiscal law and social law which
may vary from one Member State to another. Consequently, in order to ensure the quality of the statutory audit
services provided on its territory, it should be possible for a Member State to impose a compensation measure
where a statutory auditor approved in another Member State wishes to be approved also on the territory of that
Member State in order to set up a permanent establishment there. Such measure should take account of the
professional experience of the statutory auditor concerned. It should not lead to the imposition of a dispropor-
tionate burden on the statutory auditor nor hinder or render less attractive the provision of statutory audit
services in the Member State imposing the compensation measure. Member States should be allowed to approve
applicant statutory auditors on the basis either of an aptitude test or of an adaptation period such as that defined
in Directive 2005/36/EC of the European Parliament and of the Council (!). At the end of the adaptation period,
the statutory auditor should be able to integrate into the profession in the host Member State after the assessment
that he possesses professional experience in that Member State.

(5)  Whilst the primary responsibility for delivering financial information should rest with the management of the
audited entities, statutory auditors and audit firms play a role by actively challenging the management from a
user’s perspective. In order to improve audit quality, it is therefore important that the professional scepticism
exercised by statutory auditors and audit firms vis-a-vis the audited entity be reinforced. Statutory auditors and
audit firms should recognise the possibility that a material misstatement due to fraud or error could exist,
notwithstanding the auditor’s past experience of the honesty and integrity of the audited entity’s management.

(6) It is particularly relevant to reinforce independence as an essential element when carrying out statutory audits. In
order to enhance the independence of statutory auditors and audit firms from the audited entity when they are
carrying out statutory audits, a statutory auditor or an audit firm, and any natural person in a position to directly
or indirectly influence the outcome of the statutory audit, should be independent of the audited entity and
should not be involved in the audited entity’s decision-making process. In order to maintain that independence, it
is also important that they keep records of all threats to their independence and of the safeguards applied to miti-
gate those threats. Moreover, where the threats to their independence, even after the application of safeguards to
mitigate those threats, are too significant, they should resign or abstain from the audit engagement.

(7)  Statutory auditors and audit firms should be independent when carrying out statutory audits of audited entities,
and conflicts of interest should be avoided. In order for the independence of statutory auditors and audit firms to
be determined, the concept of a network in which statutory auditors and audit firms operate has to be taken into
account. The independence requirement should at least be fulfilled during the period covered by the audit report,
including both the period covered by the financial statements to be audited and the period during which the stat-
utory audit is carried out.

(8)  Statutory auditors, audit firms and their employees should in particular refrain from carrying out the statutory
audit of an entity if they have a business interest or financial interest in it, and from trading in financial instru-
ments issued, guaranteed or otherwise supported by an audited entity, other than holdings in diversified collective
investment schemes. The statutory auditor or the audit firm should abstain from participating in the internal deci-
sion-making processes of the audited entity. Statutory auditors, audit firms and their employees directly involved
in the statutory audit engagement should be prevented from taking up duties in the audited entity at managerial
or board level until an appropriate period has elapsed since the end of the audit engagement.

() Directive 2005/36/EC of the European Parliament and of the Council of 7 September 2005 on the recognition of professional qualifica-
tions (OJ L 255, 30.9.2005, p. 22).
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©)

(11)

(12)

(14)

It is important that statutory auditors and audit firms respect the rights to private life and data protection of their
clients. They should therefore be bound by strict rules on confidentiality and professional secrecy which should
not, however, impede the proper enforcement of this Directive and of Regulation (EU) No 537/2014 or co-
operation with the group auditor during the performance of the audit of consolidated financial statements when
the parent undertaking is in a third country, provided that Directive 95/46/EC of the European Parliament and of
the Council (') is complied with. However, such rules should not allow a statutory auditor or an audit firm to
cooperate with third-country authorities outside the cooperation channels provided for in Chapter XI of Directive
2006/43[EC. Those confidentiality rules should also apply to any statutory auditor or audit firm that has ceased
to be involved in a specific audit task.

Adequate internal organisation of statutory auditors and audit firms should help to prevent any threats to their
independence. Thus, owners or shareholders of an audit firm, as well as those managing it, should not intervene
in the carrying-out of a statutory audit in any way which jeopardises the independence and objectivity of the stat-
utory auditor who carries out the statutory audit on behalf of the audit firm. Additionally, statutory auditors and
audit firms should establish appropriate internal policies and procedures in relation to employees and other
persons involved in the statutory audit activity within their organisations, in order to ensure compliance with
their statutory obligations. Those policies and procedures should in particular seek to prevent and address any
threats to independence and should ensure the quality, integrity and thoroughness of the statutory audit. Those
policies and procedures should be proportionate, in view of the scale and complexity of the business of the statu-
tory auditor or the audit firm.

The statutory audit results in the expression of an opinion that the financial statements give a true and fair view
of the audited entities in accordance with the relevant financial reporting framework. Stakeholders, however,
might be unaware of the limitations of an audit, as regards, for example, materiality, sampling techniques, the
role of the auditor in the detection of fraud and the responsibility of managers, which can lead to an expectation
gap. In order to reduce that gap, it is important to provide greater clarity as to the scope of the statutory audit.

It is important to ensure high-quality statutory audits within the Union. All statutory audits should therefore be
carried out on the basis of the international auditing standards adopted by the Commission. As international
auditing standards are designed to be usable for entities of all sizes, of all types and in all jurisdictions, the compe-
tent authorities in Member States should take into account the scale and complexity of the business of small
undertakings when assessing the scope of application of international auditing standards. Any provision or
measure adopted by a Member State in this regard should not result in statutory auditors or audit firms being
unable to carry out statutory audits in compliance with the international auditing standards. Member States
should be allowed to impose additional national audit procedures or requirements only if they stem from specific
national legal requirements relating to the scope of the statutory audit of annual or consolidated financial state-
ments, meaning that those requirements have not been covered by the adopted international auditing standards,
or if they add to the credibility and quality of annual financial statements and consolidated financial statements.
The Commission should continue to be involved in the monitoring of the content of the international auditing
standards and the process for their adoption by the International Federation of Accountants (IFAC).

In the case of consolidated financial statements, it is important that there be a clear definition of the responsibil-
ities of statutory auditors who audit different entities within the group concerned. For this purpose, the group
auditor should bear full responsibility for the audit report.

In order to enhance the credibility and transparency of the quality assurance reviews performed in the Union,
Member States’ quality assurance systems should be governed by the competent authorities designated by the
Member States to ensure public oversight of statutory auditors and audit firms. Quality assurance reviews are
designed to prevent or address potential deficiencies in the manner in which statutory audits are carried out. In
order to ensure that the quality assurance reviews are sufficiently comprehensive, the competent authorities,
when carrying out such reviews, should take into account the scale and complexity of the activity of the statutory
auditors and the audit firms.

() Directive 95/46/EC of the European Parliament and of the Council of 24 October 1995 on the protection of individuals with regard to
the processing of personal data and on the free movement of such data (OJ L 281, 23.11.1995, p. 31).
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(15) In order to improve compliance with the requirements of this Directive and of Regulation (EU) No 537/2014,
and in the light of the Commission Communication of 8 December 2010 entitled ‘Reinforcing sanctioning
regimes in the financial services sector’, the power to adopt supervisory measures by, and the sanctioning powers
of, competent authorities should be enhanced. Provision should be made for the imposition of administrative
pecuniary sanctions on statutory auditors, audit firms and public-interest entities for identified infringements of
the rules. The competent authorities should be transparent about the sanctions and measures that they apply. The
adoption and publication of sanctions should respect fundamental rights as laid down in the Charter of Funda-
mental Rights of the European Union, in particular the right to respect for private and family life, the right to the
protection of personal data, and the right to an effective remedy and to a fair trial.

(16) Competent authorities should be able to impose administrative pecuniary sanctions that have a real deterrent
effect, for instance in an amount of up to one million euros or higher in the case of natural persons and up to a
percentage of total annual turnover in the preceding financial year in the case of legal persons or other entities.
That goal is better achieved by relating the pecuniary sanction to the financial situation of the person committing
the breach. Without prejudice to the possibility of withdrawing the approval of the statutory auditor or audit
firm concerned, other types of sanctions which have a suitable deterrent effect should be envisaged. In any case,
Member States should apply identical criteria when determining the sanction to be imposed.

(17)  Whistleblowers can bring new information to the attention of competent authorities which may assist them in
detecting and imposing sanctions for irregularities, including fraud. However, whistleblowers may be deterred
from doing so for fear of retaliation, or may lack incentives to do so. Member States should therefore ensure that
adequate arrangements are in place to encourage whistleblowers to alert them to possible infringements of this
Directive or of Regulation (EU) No 537/2014 and to protect them from retaliation. Member States should also be
able to provide them with incentives for doing so; however, whistleblowers should only be eligible for such incen-
tives where they bring to light new information which they are not already legally obliged to notify and where
that information results in a sanction for an infringement of this Directive or of Regulation (EU) No 537/2014.
However, Member States should also ensure that whistleblowing schemes implemented by them include mechan-
isms that provide appropriate protection for the reported persons, particularly as regards the right to the protec-
tion of their personal data and procedures to ensure their right of defence and their right to be heard before the
adoption of a decision concerning them, as well as the right to seck an effective remedy before a tribunal against
such a decision. The mechanisms established should also provide appropriate protection for whistleblowers, not
only as regards the right to the protection of personal data but also by ensuring that they are not victims of
undue retaliation.

(18)  The public oversight of statutory auditors and audit firms encompasses the approval and registration of statutory
auditors and audit firms, the adoption of standards in respect of professional ethics and internal quality control
of audit firms, continuing education, and the systems of quality assurance, investigation and sanctions for statu-
tory auditors and audit firms. In order to enhance the transparency of auditor oversight and to allow for greater
accountability, each Member State should designate a single authority to be in charge of public oversight of statu-
tory auditors and audit firms. The independence of such public oversight authorities from the audit profession is
a core prerequisite for the integrity, efficiency and orderly functioning of public oversight of statutory auditors
and audit firms. Consequently, the public oversight authorities should be governed by non-practitioners and
Member States should establish independent and transparent procedures for the selection of such non-practi-
tioners.

(19) Member States should be able to create exemptions to the requirements imposed on auditing services when they
are provided to cooperatives and savings banks.

(20) Member States should be able to delegate or allow competent authorities to delegate the tasks of those competent
authorities to other authorities or to bodies authorised or designated by law. Such delegation should be subject to
several conditions and the competent authority concerned should bear the ultimate responsibility for the over-
sight.
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(21)  Public oversight authorities should be vested with sufficient powers to fulfil their tasks in an effective manner. In
addition, they should be provided with sufficient human and financial resources to perform their tasks.

(22)  Adequate oversight of statutory auditors and audit firms that engage in cross-border activities or are part of
networks necessitates exchange of information between the public oversight authorities of the Member States. In
order to protect the confidentiality of the information that may be thus exchanged, Member States should subject
to the obligation of professional secrecy not only the employees of the public oversight authorities but also all
persons to whom the public oversight authorities may have delegated tasks.

(23)  Where there are proper grounds for acting, shareholders, other bodies of the audited entities when defined by
national law or the competent authorities responsible for the oversight of statutory auditors and audit firms or,
when provided for by national law, the competent authorities responsible for the supervision of the public-
interest entity should be empowered to bring a claim before a national court for the dismissal of the statutory
auditor.

(24)  Audit committees, or bodies performing an equivalent function within the audited public-interest entity, have a
decisive role to play in contributing to high-quality statutory audit. It is particularly important to reinforce the
independence and technical competence of the audit committee by requiring that a majority of its members be
independent and that at least one of its members have competence in auditing and/or accounting. The Commis-
sion Recommendation of 15 February 2005 on the role of non-executive or supervisory directors of listed
companies and on the committees of the (supervisory) board (!) sets out the way in which audit committees
should be established and the manner in which they should function. However, in view of the size of boards in
companies with reduced market capitalisation and in small and medium-sized public-interest entities, it is appro-
priate to provide that the functions assigned to the audit committee for such entities, or to a body performing
equivalent functions within the audited entity, may be performed by the administrative or supervisory body as a
whole. Public-interest entities which are undertakings for collective investment in transferable securities (UCITS)
or alternative investment funds should also be exempted from the obligation to have an audit committee. This
exemption takes into account the fact that, where those funds function merely for the purpose of pooling assets,
the employment of an audit committee is not appropriate. UCITS and alternative investments funds, as well as
their management companies, operate in a strictly defined regulatory environment and are subject to specific
governance mechanisms, such as controls exercised by their depositary.

(25)  The ‘Small Business Act’ adopted by the Commission Communication of 25 June 2008 entitled “Think Small
First”- A “Small Business Act” for Europe’ and revised by the Commission Communication of 23 February 2011
entitled ‘Review of the “Small Business Act” for Europe’, recognises the central role played by small and medium-
sized enterprises in the Union’s economy and aims at improving the overall approach to entrepreneurship and
anchoring the ‘Think Small First’ principle in policy-making. The Europe 2020 Strategy adopted in March 2010
also calls for an improvement of the business environment, especially for small and medium-sized enterprises,
including through reducing the transaction costs of doing business in the Union. Article 34 of Directive
2013/34[EU of the European Parliament and of the Council (*) does not require small undertakings to have their
financial statements audited.

(26) In order to preserve the rights of the parties concerned when the competent authorities of Member States coop-
erate with the competent authorities of third countries on the exchange of audit working papers or other relevant
documents for the assessment of the quality of the audit performed, Member States should ensure that the
working arrangements entered into by their competent authorities on the basis of which any such exchange takes
place include sufficient safeguards to protect the business secrecy and commercial interests, including the indus-
trial and intellectual property rights, of the audited entities. Member States should ensure that those arrangements
comply and are compatible with the provisions of Directive 95/46/EC.

(") OJL52,25.2.2005, p. 51.

(*) Directive 2013/34/EU of the European Parliament and of the Council of 26 June 2013 on the annual financial statements, consolidated
financial statements and related reports of certain types of undertakings, amending Directive 2006/43/EC of the European Parliament
and of the Council and repealing Council Directives 78/660/EEC and 83/349/EEC (OJ L 182, 29.6.2013, p. 19).
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(27)  The threshold of EUR 50 000 laid down in Article 45(1) of Directive 2006/43/EC was aligned on points (c)
and (d) of Article 3(2) of Directive 2003/71/EC of the European Parliament and of the Council (). The thresholds
set out in Directive 2003/71/EC have been increased to EUR 100 000 by Article 1(3) of Directive 2010/73/EU of
the European Parliament and of the Council (}). For that reason, corresponding adjustments should be made to
the threshold set out in Article 45(1) of Directive 2006/43/EC.

(28) In order to give full effect to the new legal framework provided for in the TFEU, it is necessary to adapt and
replace the implementing powers provided for under Article 202 of the Treaty establishing the European Com-
munity with the appropriate provisions in accordance with Articles 290 and 291 TFEU.

(29)  The alignment of the procedures for the adoption of delegated and implementing acts by the Commission to the
TFEU and, in particular, to Articles 290 and 291 thereof, should be done on a case-by-case basis. In order to take
into account the developments in auditing and the audit profession, and to facilitate the oversight of statutory
auditors and audit firms, the power to adopt acts in accordance with Article 290 TFEU should be delegated to
the Commission. In the field of auditor oversight, the use of delegated acts is necessary in order to develop the
procedures for cooperation between the competent authorities of Member States and those of third countries. It
is of particular importance that the Commission carry out appropriate consultations during its preparatory work,
including at expert level. The Commission, when preparing and drawing up delegated acts, should ensure a simul-
taneous, timely and appropriate transmission of relevant documents to the European Parliament and to the
Council.

(30) In order to ensure uniform conditions for the implementation of the declarations on the equivalence of third-
country auditor oversight regimes or the adequacy of third-country competent authorities, in so far as they
concern individual third countries or individual competent authorities of third countries, implementing powers
should be conferred on the Commission. Those powers should be exercised in accordance with Regulation (EU)
No 182/2011 of the European Parliament and of the Council ().

(31)  Since the objective of this Directive, namely to reinforce investor confidence in the truth and fairness of the finan-
cial statements published by undertakings by further enhancing the quality of statutory audits that are performed
within the Union, cannot be sufficiently achieved by Member States but can rather, by reason of its scale and
effects, be better achieved at Union level, the Union may adopt measures in accordance with the principle of sub-
sidiarity as set out in Article 5 of the Treaty on European Union. In accordance with the principle of proportion-
ality, as set out in that Article, this Directive does not go beyond what is necessary in order to achieve that objec-
tive.

(32) Directive 2006/43EC should therefore be amended accordingly.

(33) The European Data Protection Supervisor was consulted in accordance with Article 28(2) of Regulation (EC)
No 45/2001 of the European Parliament and of the Council (*) and delivered an opinion on 23 April 2012 ().

(34) In accordance with the Joint Political Declaration of 28 September 2011 of Member States and the Commission
on explanatory documents (°), Member States have undertaken to accompany, in justified cases, the notification
of their transposition measures with one or more documents explaining the relationship between the compo-
nents of a directive and the corresponding parts of national transposition instruments. With regard to this Direct-
ive, the legislator considers the transmission of such documents to be justified,

(") Directive 2003/71/EC of the European Parliament and of the Council of 4 November 2003 on the prospectus to be published when secu-
rities are offered to the public or admitted to trading and amending Directive 2001/34/EC (O] L 345, 31.12.2003, p. 64).

(*) Directive 2010/73/EU of the European Parliament and of the Council of 24 November 2010 amending Directives 2003/71/EC on the

prospectus to be published when securities are offered to the public or admitted to trading and 2004/109/EC on the harmonisation of

transparency requirements in relation to information about issuers whose securities are admitted to trading on a regulated market

(OJL327,11.12.2010, p. 1).

Regulation (EU) No 182/2011 of the European Parliament and of the Council of 16 February 2011 laying down the rules and general

principles concerning mechanisms for control by Member States of the Commission’s exercise of implementing power (O] L 55,

28.2.2011, p. 13).

Regulation (IIDEC) l\)lo 45/2001 of the European Parliament and of the Council of 18 December 2000 on the protection of individuals with

regard to the processing of personal data by the Community institutions and bodies and on the free movement of such data (O] L 8,

12.1.2001, p. 1).

() 0JC336,6.11.2012, p. 4.

() 0JC369,17.12.2011,p. 14.
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HAVE ADOPTED THIS DIRECTIVE:

Article 1

Directive 2006/43/EC is hereby amended as follows:
1. In Article 1 the following paragraph is added:

‘Article 29 of this Directive shall not apply to the statutory audit of annual and consolidated financial statements of
public-interest entities unless specified in Regulation (EU) No 537/2014 of the European Parliament and the
Council (¥).

(*) Regulation (EU) No 537/2014 of the European Parliament and of the Council of 16 April 2014 on specific
requirements regarding statutory audit of puglic—interest entities (O] L 158, 27.5.2014, p. 77).".

2. Article 2 is amended as follows:
(a) point 1 is replaced by the following:

‘1. “statutory audit” means an audit of annual financial statements or consolidated financial statements in so far
as:

(a) required by Union law;
(b) required by national law as regards small undertakings;

(c) voluntarily carried out at the request of small undertakings which meets national legal requirements that
are equivalent to those for an audit under point (b), where national legislation defines such audits as stat-
utory audits;

(b) point 4 is replaced by the following:

‘4. “third-country audit entity” means an entity, regardless of its legal form, which carries out audits of the
annual or consolidated financial statements of a company incorporated in a third country, other than an
entity which is registered as an audit firm in any Member State as a consequence of approval in accordance
with Article 3;

(c) point 5 is replaced by the following:

‘5. “third-country auditor” means a natural person who carries out audits of the annual or consolidated financial
statements of a company incorporated in a third country, other than a person who is registered as a statu-
tory auditor in any Member State as a consequence of approval in accordance with Articles 3 and 44;

(d) point 10 is replaced by the following:

‘10. “competent authorities” means the authorities designated by law that are in charge of the regulation and/or
oversight of statutory auditors and audit firms or of specific aspects thereof; the reference to “competent
authority” in a specific Article means a reference to the authority responsible for the functions referred to
in that Article;

(e) point 11 is deleted;
(f) point 13 is replaced by the following:
‘13. “public-interest entities” means:

(a) entities governed by the law of a Member State whose transferable securities are admitted to trading on
a regulated market of any Member State within the meaning of point 14 of Article 4(1) of Directive
2004/39[EC;

(b) credit institutions as defined in point 1 of Article 3(1) of Directive 2013/36/EU of the European Parlia-
ment and of the Council (**), other than those referred to in Article 2 of that Directive;
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(c) insurance undertakings within the meaning of Article 2(1) of Directive 91/674/EEC; or

(d) entities designated by Member States as public-interest entities, for instance undertakings that are of
significant public relevance because of the nature of their business, their size or the number of their
employees;

(**) Directive 2013/36/EU of the European Parliament and of the Council of 26 June 2013 on access to the
activity of credit institutions and the prudential supervision of credit institutions and investment firms,
amending Directive 2002/87/EC and repealing Directives 2006/48/EC and 2006/49/EC (O] L 176,
27.6.2013, p. 338).

() point 15 is replaced by the following:

‘15. “non-practitioner” means any natural person who, during his or her involvement in the governance of the
public oversight system and during the period of three years immediately preceding that involvement, has
not carried out statutory audits, has not held voting rights in an audit firm, has not been a member of the
administrative, management or supervisory body of an audit firm and has not been employed by, or other-
wise associated with, an audit firm;

(h) the following points 17 to 20 are added:

‘17. “medium-sized undertakings” means the undertakings referred to in Article 1(1) and Article 3(3) of Direct-
ive 2013/34/EU of the European Parliament and of the Council (*);

18. “small undertakings” means the undertakings referred to in Article 1(1) and Article 3(2) of Directive
2013/34/EU;

19. “home Member State” means a Member State in which a statutory auditor or audit firm is approved in
accordance with Article 3(1);

20. “host Member State” means a Member State in which a statutory auditor approved by his or her home
Member State seeks to be also approved in accordance with Article 14, or a Member State in which an
audit firm approved by its home Member State secks to be registered or is registered in accordance with
Article 3a.

(*) Directive 2013/34/EU of the European Parliament and of the Council of 26 June 2013 on the annual finan-
cial statements, consolidated financial statements and related reports of certain types of undertakings,
amending Directive 2006/43/EC of the European Parliament and of the Council and repealing Council Dir-
ectives 78/660/EEC and 83/349/EEC (O] L 182, 29.6.2013, p. 19).

3. Article 3 is amended as follows:
(a) paragraph 2 is amended as follows:
(i) the first subparagraph is replaced by the following:

‘Each Member State shall designate the competent authority to be responsible for approving statutory audi-
tors and audit firms.’

(ii) the second subparagraph is deleted;
(b) point (b) of the first subparagraph of paragraph 4 is replaced by the following:

‘(b) a majority of the voting rights in an entity must be held by audit firms which are approved in any Member
State or by natural persons who satisfy at least the conditions imposed by Articles 4 and 6 to 12. Member
States may provide that such natural persons must also have been approved in another Member State. For
the purpose of the statutory audit of cooperatives, savings banks and similar entities as referred to in
Article 45 of Directive 86/635/EEC, a subsidiary or legal successor of a cooperative, savings bank or similar
entity as referred to in Article 45 of Directive 86/635/EEC, Member States may lay down other specific
provisions in relation to voting rights;’
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4. The following Article is inserted:

‘Article 3a
Recognition of audit firms

1. By way of derogation from Article 3(1), an audit firm which is approved in a Member State shall be entitled to
perform statutory audits in another Member State provided that the key audit partner who carries out the statutory
audit on behalf of the audit firm complies with point (a) of Article 3(4) in the host Member State.

2. An audit firm that wishes to carry out statutory audits in a Member State other than its home Member State
shall register with the competent authority in the host Member State in accordance with Articles 15 and 17.

3. The competent authority in the host Member State shall register the audit firm if it is satisfied that the audit
firm is registered with the competent authority in the home Member State. Where the host Member State intends to
rely on a certificate attesting to the registration of the audit firm in the home Member State, the competent
authority in the host Member State may require that the certificate issued by the competent authority in the home
Member State be not more than three months old. The competent authority in the host Member State shall inform
the competent authority in the home Member State of the registration of the audit firm.’

5. In Article 5, paragraph 3 is replaced by the following:

‘3. Where the approval of a statutory auditor or of an audit firm is withdrawn for any reason, the competent
authority of the home Member State where the approval is withdrawn shall communicate that fact and the reasons
for the withdrawal to the relevant competent authorities of host Member States where the statutory auditor or the
audit firm is also registered in accordance with Article 3a, point (c) of Article 16(1) and point (i) of Article 17(1).’

6. In Article 6, the following paragraph is added:

‘The competent authorities referred to in Article 32 shall cooperate with each other with a view to achieving a
convergence of the requirements set out in this Article. When engaging in such cooperation, those competent
authorities shall take into account developments in auditing and in the audit profession and, in particular, conver-
gence that has already been achieved by the profession. They shall cooperate with the Committee of European
Auditing Oversight Bodies (CEAOB) and the competent authorities referred to in Article 20 of Regulation (EU)
No 537/2014 in so far as such convergence relates to the statutory audit of public-interest entities.”

7. Article 8 is amended as follows:
(a) in paragraph 1, point (i) is replaced by the following:
‘(i) international auditing standards as referred to in Article 26;
(b) paragraph 3 is deleted.
8. In Article 10, paragraph 1 is replaced by the following:

‘1. In order to ensure the ability to apply theoretical knowledge in practice, a test of which is included in the
examination, a trainee shall complete a minimum of three years’ practical training in, inter alia, the auditing of
annual financial statements, consolidated financial statements or similar financial statements. At least two thirds of
such practical training shall be completed with a statutory auditor or an audit firm approved in any Member State.’

9. Article 13 is replaced by the following:

‘Article 13
Continuing education

Member States shall ensure that statutory auditors are required to take part in appropriate programmes of conti-
nuing education in order to maintain their theoretical knowledge, professional skills and values at a sufficiently high
level, and that failure to respect the continuing education requirements is subject to appropriate sanctions as
referred to in Article 30.
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10. Article 14 is replaced by the following:

‘Article 14
Approval of statutory auditors from another Member State

1. The competent authorities shall establish procedures for the approval of statutory auditors who have been
approved in other Member States. Those procedures shall not go beyond the requirement to complete an adaptation
period as defined in point (g) of Article 3(1) of Directive 2005/36/EC of the European Parliament and of the
Council (*) or to pass an aptitude test as defined in point (h) of that provision.

2. The host Member State shall decide whether the applicant seeking approval is to be subject to an adaptation
period as defined in point (g) of Article 3(1) of Directive 2005/36/EC or an aptitude test as defined in point (h) of
that provision.

The adaptation period shall not exceed three years and the applicant shall be subject to an assessment.

The aptitude test shall be conducted in one of the languages permitted by the language rules applicable in the host
Member State concerned. It shall cover only the statutory auditor’s adequate knowledge of the laws and regulations
of that host Member State in so far as it is relevant to statutory audits.

3. The competent authorities shall cooperate within the framework of the CEAOB with a view to achieving a
convergence of the requirements of the adaptation period and the aptitude test. They shall enhance the transparency
and predictability of the requirements. They shall cooperate with the CEAOB and with the competent authorities
referred to in Article 20 of Regulation (EU) No 537/2014 in so far as such convergence relates to statutory audits
of public-interest entities.

(*) Directive 2005/36/EC of the European Parliament and of the Council of 7 September 2005 on the recognition
of professional qualifications (O] L 255, 30.9.2005, p. 22).’

11. In Article 15, paragraph 1 is replaced by the following:

‘1. Each Member State shall ensure that statutory auditors and audit firms are entered in a public register in
accordance with Articles 16 and 17. In exceptional circumstances, Member States may derogate from the require-
ments laid down in this Article and Article 16 regarding disclosure only to the extent necessary to mitigate an
imminent and significant threat to the personal security of any person.”

12. In Article 17(1), the following point is added:
‘() where applicable, whether the audit firm is registered pursuant to Article 3a(3).
13. Article 21 is amended as follows:
(a) the title is replaced by the following:
‘Professional ethics and scepticism’;
(b) paragraph 2 is replaced by the following:
2. Member States shall ensure that, when the statutory auditor or the audit firm carries out the statutory
audit, he, she or it maintains professional scepticism throughout the audit, recognising the possibility of a mate-
rial misstatement due to facts or behaviour indicating irregularities, including fraud or error, notwithstanding

the statutory auditor’s or the audit firm’s past experience of the honesty and integrity of the audited entity’s
management and of the persons charged with its governance.

The statutory auditor or the audit firm shall maintain professional scepticism in particular when reviewing
management estimates relating to fair values, the impairment of assets, provisions, and future cash flow relevant
to the entity’s ability to continue as a going concern.

For the purposes of this Article, “professional scepticism” means an attitude that includes a questioning mind,
being alert to conditions which may indicate possible misstatement due to error or fraud, and a critical assess-
ment of audit evidence.
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14. Article 22 is amended as follows:
(a) paragraph 1 is replaced by the following:

‘1. Member States shall ensure that, when carrying out a statutory audit, a statutory auditor or an audit firm,
and any natural person in a position to directly or indirectly influence the outcome of the statutory audit, is
independent of the audited entity and is not involved in the decision-taking of the audited entity.

Independence shall be required at least during both the period covered by the financial statements to be audited
and the period during which the statutory audit is carried out.

Member States shall ensure that a statutory auditor or an audit firm takes all reasonable steps to ensure that,
when carrying out a statutory audit, his, her or its independence is not affected by any existing or potential
conflict of interest or business or other direct or indirect relationship involving the statutory auditor or the
audit firm carrying out the statutory audit and, where appropriate, its network, managers, auditors, employees,
any other natural persons whose services are placed at the disposal or under the control of the statutory auditor
or the audit firm, or any person directly or indirectly linked to the statutory auditor or the audit firm by
control.

The statutory auditor or the audit firm shall not carry out a statutory audit if there is any threat of self-review,
self-interest, advocacy, familiarity or intimidation created by financial, personal, business, employment or other
relationships between:

— the statutory auditor, the audit firm, its network, and any natural person in a position to influence the
outcome of the statutory audit, and

— the audited entity,

as a result of which an objective, reasonable and informed third party, taking into account the safeguards
applied, would conclude that the statutory auditor’s or the audit firm’s independence is compromised.’

(b) paragraph 2 is replaced by the following:

2. Member States shall ensure that a statutory auditor, an audit firm, their key audit partners, their
employees, and any other natural person whose services are placed at the disposal or under the control of such
statutory auditor or audit firm and who is directly involved in statutory audit activities, and persons closely
associated with them within the meaning of Article 1(2) of Commission Directive 2004/72/EC (*), do not hold
or have a material and direct beneficial interest in, or engage in any transaction in any financial instrument
issued, guaranteed, or otherwise supported by, any audited entity within their area of statutory audit activities,
other than interests owned indirectly through diversified collective investment schemes, including managed
funds such as pension funds or life insurance.

(*) Commission Directive 2004/72/EC of 29 April 2004 implementing Directive 2003/6/EC of the European
Parliament and of the Council as regards accepted market practices, the definition of inside information in
relation to derivatives on commodities, the drawing up of lists of insiders, the notification of managers’
transactions and the notification of suspicious transactions (O] L 162, 30.4.2004, p. 70).’

(c) paragraph 4 is replaced by the following:

‘4. Member States shall ensure that persons or firms referred to in paragraph 2 do not participate in or other-
wise influence the outcome of a statutory audit of any particular audited entity if they:

(a) own financial instruments of the audited entity, other than interests owned indirectly through diversified
collective investment schemes;

(b) own financial instruments of any entity related to an audited entity, the ownership of which may cause, or
may be generally perceived as causing, a conflict of interest, other than interests owned indirectly through
diversified collective investment schemes;

(c) have had an employment, or a business or other relationship with that audited entity within the period
referred in paragraph 1 that may cause, or may be generally perceived as causing, a conflict of interest.’
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(d) the following paragraphs are added:

‘5. Persons or firms referred to in paragraph 2 shall not solicit or accept pecuniary and non-pecuniary gifts
or favours from the audited entity or any entity related to an audited entity unless an objective, reasonable and
informed third party would consider the value thereof as trivial or inconsequential.

6. If, during the period covered by the financial statements, an audited entity is acquired by, merges with, or
acquires another entity, the statutory auditor or the audit firm shall identify and evaluate any current or recent
interests or relationships, including any non-audit services provided to that entity, which, taking into account
available safeguards, could compromise the auditor’s independence and ability to continue with the statutory
audit after the effective date of the merger or acquisition.

As soon as possible, and in any event within three months, the statutory auditor or the audit firm shall take all
such steps as may be necessary to terminate any current interests or relationships that would compromise its
independence and shall, where possible, adopt safeguards to minimise any threat to its independence arising
from prior and current interests and relationships.”

15. The following Article is inserted:

‘Article 22a

Employment by audited entities of former statutory auditors or of employees of statutory auditors or
audit firms

1. Member States shall ensure that a statutory auditor or a key audit partner who carries out a statutory audit on
behalf of an audit firm does not, before a period of at least one year, or in the case of statutory audit of public-
interest entities a period of at least two years, has elapsed since he or she ceased to act as a statutory auditor or key
audit partner in connection with the audit engagement:

(a) take up a key management position in the audited entity;

(b) where applicable, become a member of the audit committee of the audited entity or, where such committee
does not exist, of the body performing equivalent functions to an audit committee;

(c) become a non-executive member of the administrative body or a member of the supervisory body of the
audited entity.

2. Member States shall ensure that employees and partners other than key audit partners of a statutory auditor
or of an audit firm carrying out a statutory audit, as well as any other natural person whose services are placed
at the disposal or under the control of such statutory auditor or audit firm, do not, when such employees, partners
or other natural persons are personally approved as statutory auditors, take up any of the duties referred to in
points (a), (b) and (c) of paragraph 1 before a period of at least one year has elapsed since he or she was directly
involved in the statutory audit engagement.’

16. The following Article is inserted:

‘Article 22b
Preparation for the statutory audit and assessment of threats to independence

Member States shall ensure that, before accepting or continuing an engagement for a statutory audit, a statutory
auditor or an audit firm assesses and documents the following:

— whether he, she or it complies with the requirements of Article 22 of this Directive;

— whether there are threats to his, her or its independence and the safeguards applied to mitigate those threats;
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— whether he, she or it has the competent employees, time and resources needed in order to carry out the statu-
tory audit in an appropriate manner;

— whether, in the case of an audit firm, the key audit partner is approved as statutory auditor in the Member State
requiring the statutory audit;

Member States may provide simplified requirements for the audits referred in points (b) and (c) of point 1 of
Article 2.

17. Article 23 is amended as follows:
(a) paragraph 2 is replaced by the following:

2. Confidentiality and professional secrecy rules relating to statutory auditors or audit firms shall not impede
enforcement of the provisions of this Directive or of Regulation (EU) No 537/2014;

(b) paragraph 3 is replaced by the following:

‘3. Where a statutory auditor or an audit firm is replaced by another statutory auditor or audit firm, the
former statutory auditor or audit firm shall provide the incoming statutory auditor or audit firm with access to
all relevant information concerning the audited entity and the most recent audit of that entity.’;

(c) the following paragraph is added:

‘5. Where a statutory auditor or an audit firm carries out a statutory audit of an undertaking which is part of
a group whose parent undertaking is situated in a third country, the confidentiality and professional secrecy
rules referred to in paragraph 1 of this Article shall not impede the transfer by the statutory auditor or the audit
firm of relevant documentation concerning the audit work performed to the group auditor situated in a third
country if such documentation is necessary for the performance of the audit of consolidated financial statements
of the parent undertaking.

A statutory auditor or an audit firm that carries out the statutory audit of an undertaking which has issued secu-
rities in a third country, or which forms part of a group issuing statutory consolidated financial statements in a
third country, may only transfer the audit working papers or other documents relating to the audit of that
entity that he, she or it holds to the competent authorities in the relevant third countries under the conditions
set out in Article 47.

The transfer of information to the group auditor situated in a third country shall comply with Chapter IV of Dir-
ective 95/46/EC and the applicable national rules on personal data protection.’

18. The following Article is inserted:

‘Article 24a
Internal organisation of statutory auditors and audit firms

1. Member States shall ensure that a statutory auditor or an audit firm complies with the following organisational
requirements:

(a) an audit firm shall establish appropriate policies and procedures to ensure that its owners or shareholders, as
well as the members of the administrative, management and supervisory bodies of the firm, or of an affiliate
firm, do not intervene in the carrying-out of a statutory audit in any way which jeopardises the independence
and objectivity of the statutory auditor who carries out the statutory audit on behalf of the audit firm;

(b) a statutory auditor or an audit firm shall have sound administrative and accounting procedures, internal quality
control mechanisms, effective procedures for risk assessment, and effective control and safeguard arrangements
for information processing systems.

Those internal quality control mechanisms shall be designed to secure compliance with decisions and proced-
ures at all levels of the audit firm or of the working structure of the statutory auditor;
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() a statutory auditor or an audit firm shall establish appropriate policies and procedures to ensure that his, her or
its employees and any other natural persons whose services are placed at his, her or its disposal or under his,
her or its control, and who are directly involved in the statutory audit activities, have appropriate knowledge
and experience for the duties assigned;

(d) a statutory auditor or an audit firm shall establish appropriate policies and procedures to ensure that outsour-
cing of important audit functions is not undertaken in such a way as to impair the quality of the statutory audi-
tor’s or the audit firm’s internal quality control and the ability of the competent authorities to supervise the stat-
utory auditor’s or the audit firm’s compliance with the obligations laid down in this Directive and, where applic-
able, in Regulation (EU) No 537/2014;

(e) a statutory auditor or an audit firm shall establish appropriate and effective organisational and administrative
arrangements to prevent, identify, eliminate or manage and disclose any threats to their independence as referred
to in 22, 22a and 22b;

(f) a statutory auditor or an audit firm shall establish appropriate policies and procedures for carrying out statutory
audits, coaching, supervising and reviewing employees activities and organising the structure of the audit file as
referred to in Article 24b(5);

(g) a statutory auditor or an audit firm shall establish an internal quality control system to ensure the quality of the
statutory audit.

The quality control system shall at least cover the policies and procedures described in point (f). In the case of
an audit firm, responsibility for the internal quality control system shall lie with a person who is qualified as a
statutory auditor;

(h) a statutory auditor or an audit firm shall use appropriate systems, resources and procedures to ensure continuity
and regularity in the carrying out of his, her or its statutory audit activities;

(i) a statutory auditor or an audit firm shall also establish appropriate and effective organisational and administra-
tive arrangements for dealing with and recording incidents which have, or may have, serious consequences for
the integrity of his, her or its statutory audit activities;

() a statutory auditor or an audit firm shall have in place adequate remuneration policies, including profit-sharing
policies, providing sufficient performance incentives to secure audit quality. In particular, the amount of revenue
that the statutory auditor or the audit firm derives from providing non-audit services to the audited entity shall
not form part of the performance evaluation and remuneration of any person involved in, or able to influence
the carrying out of, the audit;

(k) a statutory auditor or an audit firm shall monitor and evaluate the adequacy and effectiveness of his, her or its
systems, internal quality control mechanisms and arrangements established in accordance with this Directive
and, where applicable, Regulation (EU) No 537/2014 and take appropriate measures to address any deficiencies.
A statutory auditor or an audit firm shall in particular carry out an annual evaluation of the internal quality
control system, referred to in point (g). A statutory auditor or an audit firm shall keep records of the findings of
that evaluation and any proposed measure to modify the internal quality control system.

The policies and procedures referred to in the first subparagraph shall be documented and communicated to the
employees of the statutory auditor or the audit firm.

Member States may provide simplified requirements for the audits referred in points (b) and (c) of point 1 of
Article 2.

Any outsourcing of audit functions as referred to in point (d) of this paragraph shall not affect the responsibility of
the statutory auditor or the audit firm towards the audited entity.

2. The statutory auditor or the audit firm shall take into consideration the scale and complexity of his, her or its
activities when complying with the requirements set out in paragraph 1 of this Article.
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The statutory auditor or the audit firm shall be able to demonstrate to the competent authority that the policies and
procedures designed to achieve such compliance are appropriate given the scale and complexity of activities of the
statutory auditor or the audit firm.’

19. The following Article is inserted:

‘Article 24b
Organisation of the work

1. Member States shall ensure that, when the statutory audit is carried out by an audit firm, that audit firm desig-
nates at least one key audit partner. The audit firm shall provide the key audit partner(s) with sufficient resources
and with personnel that have the necessary competence and capabilities to carry out his, her or its duties appropri-
ately.

Securing audit quality, independence and competence shall be the main criteria when the audit firm selects the key
audit partner(s) to be designated.

The key audit partner(s) shall be actively involved in the carrying-out of the statutory audit.

2. When carrying out the statutory audit, the statutory auditor shall devote sufficient time to the engagement
and shall assign sufficient resources to enable him or her to carry out his or her duties appropriately.

3. Member States shall ensure that the statutory auditor or the audit firm keeps records of any breaches of the
provisions of this Directive and, where applicable, of Regulation (EU) No 537/2014. Member States may exempt
statutory auditors and audit firms from this obligation with regard to minor breaches. Statutory auditors and audit
firms shall also keep records of any consequence of any breach, including the measures taken to address such
breach and to modify their internal quality control system. They shall prepare an annual report containing an over-
view of any such measures taken and shall communicate that report internally.

When a statutory auditor or an audit firm asks external experts for advice, he, she or it shall document the request
made and the advice received.

4. A statutory auditor or an audit firm shall maintain a client account record. Such record shall include the
following data for each audit client:

(a) the name, the address and the place of business;
(b) in the case of an audit firm, the name(s) of the key audit partner(s);
(c) the fees charged for the statutory audit and the fees charged for other services in any financial year.

5. A statutory auditor or an audit firm shall create an audit file for each statutory audit.

The statutory auditor or the audit firm shall document at least the data recorded pursuant to Article 22b(1) of this
Directive, and, where applicable, Articles 6 to 8 of Regulation (EU) No 537/2014.

The statutory auditor or the audit firm shall retain any other data and documents that are of importance in support
of the report referred to in Articles 28 of this Directive and, where applicable, Articles 10 and 11 of Regulation
(EU) No 537/2014 and for monitoring compliance with this Directive and other applicable legal requirements.

The audit file shall be closed no later than 60 days after the date of signature of the audit report referred to in
Article 28 of this Directive and, where applicable, Article 10 of Regulation (EU) No 537/2014.

6.  The statutory auditor or the audit firm shall keep records of any complaints made in writing about the per-
formance of the statutory audits carried out.

7. Member States may lay down simplified requirements with regard to paragraphs 3 and 6 for the audits
referred to in points (b) and (c) of point 1 of Article 2.’
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20. The following Article is inserted:

‘Article 25a
Scope of the statutory audit

Without prejudice to the reporting requirements referred to in Article 28 of this Directive and, where applicable,
Articles 10 and 11 of Regulation (EU) No 537/2014, the scope of the statutory audit shall not include assurance on
the future viability of the audited entity or on the efficiency or effectiveness with which the management or adminis-
trative body has conducted or will conduct the affairs of the entity.’

21. Article 26 is replaced by the following:

‘Article 26
Auditing standards

1. Member States shall require statutory auditors and audit firms to carry out statutory audits in compliance with
international auditing standards adopted by the Commission in accordance with paragraph 3.

Member States may apply national auditing standards, procedures or requirements as long as the Commission has
not adopted an international auditing standard covering the same subject-matter.

2. For the purposes of paragraph 1, “international auditing standards” means International Standards on Auditing
(ISAs), International Standard on Quality Control (ISQC 1) and other related Standards issued by the International
Federation of Accountants (IFAC) through the International Auditing and Assurance Standards Board (IAASB), in so
far as they are relevant to the statutory audit.

3. The Commission shall be empowered to adopt, by means of delegated acts in accordance with Article 48a, the
international auditing standards referred to in paragraph 1 in the area of audit practice, independence and internal
quality controls of statutory auditors and audit firms for the purposes of the application of those standards within
the Union.

The Commission may adopt the international auditing standards only if they:

(a) have been developed with proper due process, public oversight and transparency, and are generally accepted
internationally;

(b) contribute a high level of credibility and quality to the annual or consolidated financial statements in conformity
with the principles set out in Article 4(3) of Directive 2013/34/EC;

(c) are conducive to the Union public good; and

(d) do not amend any of the requirements of this Directive or supplement any of its requirements apart from those
set out in Chapter IV and Articles 27 and 28.

4. Notwithstanding the second subparagraph of paragraph 1, Member States may impose audit procedures or
requirements in addition to the international auditing standards adopted by the Commission, only

(a) if those audit procedures or requirements are necessary in order to give effect to national legal requirements
relating to the scope of statutory audits; or

(b) to the extent necessary to add to the credibility and quality of financial statements.

Member States shall communicate the audit procedures or requirements to the Commission at least three months
before their entry into force or, in the case of requirements already existing at the time of adoption of an interna-
tional auditing standard, at the latest within three months of the adoption of the relevant international auditing
standard.
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5. Where a Member State requires the statutory audit of small undertakings, it may provide that application of
the auditing standards referred to in paragraph 1 is to be proportionate to the scale and complexity of the activities
of such undertakings. Member States may take measures in order to ensure the proportionate application of the
auditing standards to the statutory audits of small undertakings.’

22. Article 27 is replaced by the following:

‘Article 27
Statutory audits of consolidated financial statements

1. Member States shall ensure that in the case of a statutory audit of the consolidated financial statements of a
group of undertakings:

(a) in relation to the consolidated financial statements, the group auditor bears the full responsibility for the audit
report referred to in Article 28 of this Directive and, where applicable, Article 10 of Regulation (EU)
No 537/2014 and for, where applicable, the additional report to the audit committee as referred to in Article
11 of that Regulation;

(b) the group auditor evaluates the audit work performed by any third-country auditor(s) or statutory auditor(s) and
third-country audit entity(ies), or audit firm(s) for the purpose of the group audit, and documents the nature,
timing and extent of the work performed by those auditors, including, where applicable, the group auditor’s
review of relevant parts of those auditors’ audit documentation;

(c) the group auditor reviews the audit work performed by third-country auditor(s) or statutory auditor(s) and
third-country audit entity(ies) or audit firm(s) for the purpose of the group audit and documents it.

The documentation retained by the group auditor shall be such as to enable the relevant competent authority to
review the work of the group auditor.

For the purposes of point (c) of the first subparagraph of this paragraph, the group auditor shall request the agree-
ment of the third-country auditor(s), statutory auditor(s), third-country audit entity(ies) or audit firm(s) concerned to
the transfer of relevant documentation during the conduct of the audit of consolidated financial statements, as a
condition of the reliance by the group auditor on the work of those third-country auditor(s), statutory auditor(s),
third-country audit entity(ies) or audit firm(s).

2. Where the group auditor is unable to comply with point (c) of the first subparagraph of paragraph 1, he, she
or it shall take appropriate measures and inform the relevant competent authority.

Such measures shall, as appropriate, include carrying out additional statutory audit work, either directly or by
outsourcing such tasks, in the relevant subsidiary.

3. Where the group auditor is subject to a quality assurance review or an investigation concerning the statutory
audit of the consolidated financial statements of a group of undertakings, the group auditor shall, when requested,
make available to the competent authority the relevant documentation he, she or it retains concerning the audit
work performed by the respective third-country auditor(s), statutory auditor(s), third-country audit entity(ies) or
audit firm(s) for the purpose of the group audit, including any working papers relevant to the group audit.

The competent authority may request additional documentation on the audit work performed by any statutory
auditor(s) or audit firm(s) for the purpose of the group audit from the relevant competent authorities pursuant to
Article 36.

Where a parent undertaking or a subsidiary undertaking of a group of undertakings is audited by an auditor or
auditor(s) or an audit entity(ies) from a third country, the competent authority may request additional documenta-
tion on the audit work performed by any third-country auditor(s) or third country audit entity(ies) from the relevant
competent authorities from third countries through the working arrangements referred to in Article 47.
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By way of derogation from the third subparagraph, where a parent undertaking or a subsidiary undertaking of a
group of undertakings is audited by an auditor or auditors or an audit entity or entities from a third country that
has no working arrangements as referred to in Article 47, the group auditor shall, when requested, also be respon-
sible for ensuring proper delivery of the additional documentation of the audit work performed by such third-
country auditor(s) or audit entity(ies), including the working papers relevant to the group audit. In order to ensure
such delivery, the group auditor shall retain a copy of such documentation, or alternatively agree with the third-
country auditor(s) or audit entity(ies) that he, she or it is to be given unrestricted access to such documentation
upon request, or take any other appropriate action. Where audit working papers cannot, for legal or other reasons,
be passed from a third country to the group auditor, the documentation retained by the group auditor shall include
evidence that he or she has undertaken the appropriate procedures in order to gain access to the audit documenta-
tion, and in the case of impediments other than legal ones arising from the legislation of the third country
concerned, evidence supporting the existence of such impediments.’

23. Article 28 is replaced by the following:

‘Article 28
Audit reporting

1. The statutory auditor(s) or the audit firm(s) shall present the results of the statutory audit in an audit report.
The report shall be prepared in accordance with the requirements of auditing standards adopted by the Union or
Member State concerned, as referred to in Article 26.

2. The audit report shall be in writing and shall:

(a) identify the entity whose annual or consolidated financial statements are the subject of the statutory audit;
specify the annual or consolidated financial statements and the date and period they cover; and identify the
financial reporting framework that has been applied in their preparation;

(b) include a description of the scope of the statutory audit which shall, as a minimum, identify the auditing stand-
ards in accordance with which the statutory audit was conducted;

(c) include an audit opinion, which shall be either unqualified, qualified or an adverse opinion and shall state
clearly the opinion of the statutory auditor(s) or the audit firm(s) as to:

(i) whether the annual financial statements give a true and fair view in accordance with the relevant financial
reporting framework; and,

(ii) where appropriate, whether the annual financial statements comply with statutory requirements.

If the statutory auditor(s) or the audit firm(s) are unable to express an audit opinion, the report shall contain a
disclaimer of opinion;

(d) refer to any other matters to which the statutory auditor(s) or the audit firm(s) draw(s) attention by way of
emphasis without qualifying the audit opinion;

(e) include an opinion and statement, both of which shall be based on the work undertaken in the course of the
audit, referred to in the second subparagraph of Article 34(1) of Directive 2013/34/EU;

(f) provide a statement on any material uncertainty relating to events or conditions that may cast significant doubt
about the entity’s ability to continue as a going concern;

(g) identify the place of establishment of the statutory auditor(s) or the audit firm(s).

Member States may lay down additional requirements in relation to the content of the audit report.

3. Where the statutory audit was carried out by more than one statutory auditor or audit firm, the statutory
auditor(s) or the audit firm(s) shall agree on the results of the statutory audit and submit a joint report and opinion.
In the case of disagreement, each statutory auditor or audit firm shall submit his, her or its opinion in a separate
paragraph of the audit report and shall state the reason for the disagreement.
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4. The audit report shall be signed and dated by the statutory auditor. Where an audit firm carries out the statu-
tory audit, the audit report shall bear the signature of at least the statutory auditor(s) carrying out the statutory
audit on behalf of the audit firm. Where more than one statutory auditor or audit firm have been simultaneously
engaged, the audit report shall be signed by all statutory auditors or at least by the statutory auditors carrying out
the statutory audit on behalf of every audit firm. In exceptional circumstances Member States may provide that such
signature(s) need not be disclosed to the public if such disclosure could lead to an imminent and significant threat
to the personal security of any person.

In any event, the name(s) of the person(s) involved shall be known to the relevant competent authorities.

5. The report of the statutory auditor or the audit firm on the consolidated financial statements shall comply
with the requirements set out in paragraphs 1 to 4. In reporting on the consistency of the management report and
the financial statements as required by point (e) of paragraph 2, the statutory auditor or the audit firm shall consider
the consolidated financial statements and the consolidated management report. Where the annual financial state-
ments of the parent undertaking are attached to the consolidated financial statements, the reports of the statutory
auditors or the audit firms required by this Article may be combined.’

24. Article 29 is amended as follows:
(a) paragraph 1 is amended as follows:
(i) point (a) is replaced by the following:

‘@) the quality assurance system shall be organised in such a manner that it is independent of the reviewed
statutory auditors and audit firms and is subject to public oversight;’;

(i) point (h) is replaced by the following:

‘(h) quality assurance reviews shall take place on the basis of an analysis of the risk and, in the case of stat-
utory auditors and audit firms carrying out statutory audits as defined in point (a) of point 1 of
Article 2, at least every six years;;

(iii) the following point is added:

‘(k) quality assurance reviews shall be appropriate and proportionate in view of the scale and complexity of
the activity of the reviewed statutory auditor or audit firm.’;

(b) paragraph 2 is replaced by the following:

2. For the purpose of point (e) of paragraph 1, at least the following criteria shall apply to the selection of
reviewers:

(a) reviewers shall have appropriate professional education and relevant experience in statutory audit and finan-
cial reporting combined with specific training on quality assurance reviews;

(b) a person shall not be allowed to act as a reviewer in a quality assurance review of a statutory auditor or an
audit firm until at least three years have elapsed since that person ceased to be a partner or an employee of,
or otherwise associated with, that statutory auditor or audit firm;

(¢) reviewers shall declare that there are no conflicts of interest between them and the statutory auditor and the
audit firm to be reviewed.’

(c) the following paragraph is added:

‘3. For the purpose of point (k) of paragraph 1, Member States shall require competent authorities, when
undertaking quality assurance reviews of the statutory audits of annual or consolidated financial statements of
medium-sized and small undertakings, to take account of the fact that the auditing standards adopted in accord-
ance with Article 26 are designed to be applied in a manner that is proportionate to the scale and complexity
of the business of the audited entity.
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25. Chapter VII is replaced by the following:

‘CHAPTER VII
INVESTIGATIONS AND SANCTIONS

Article 30
Systems of investigations and sanctions

1. Member States shall ensure that there are effective systems of investigations and sanctions to detect, correct
and prevent inadequate execution of the statutory audit.

2. Without prejudice to Member States’ civil liability regimes, Member States shall provide for effective, propor-
tionate and dissuasive sanctions in respect of statutory auditors and audit firms, where statutory audits are not
carried out in conformity with the provisions adopted in the implementation of this Directive, and, where applic-
able, Regulation (EU) No 537/2014.

Member States may decide not to lay down rules for administrative sanctions for infringements which are already
subject to national criminal law. In that event, they shall communicate to the Commission the relevant criminal law
provisions.

3. Member States shall provide that measures taken and sanctions imposed on statutory auditors and audit firms
are to be appropriately disclosed to the public. Sanctions shall include the possibility of withdrawal of approval.
Member States may decide that such disclosure shall not contain personal data within the meaning of point (a) of
Article 2 of Directive 95/46/EC.

4. By 17 June 2016 the Member States shall notify the rules referred to in paragraph 2 to the Commission. They
shall notify the Commission without delay of any subsequent amendment thereto.

Article 30a

Sanctioning powers

1. Member States shall provide for competent authorities to have the power to take and/or impose at least the
following administrative measures and sanctions for breaches of the provisions of this Directive and, where applic-

able, of Regulation (EU) No 537/2014:

(a) a notice requiring the natural or legal person responsible for the breach to cease the conduct and to abstain
from any repetition of that conduct;

(b) a public statement which indicates the person responsible and the nature of the breach, published on the
website of competent authorities;

(c) a temporary prohibition, of up to three years’ duration, banning the statutory auditor, the audit firm or the key
audit partner from carrying out statutory audits and/or signing audit reports;

(d) a declaration that the audit report does not meet the requirements of Article 28 of this Directive or, where
applicable, Article 10 of Regulation (EU) No 537/2014;

(e) a temporary prohibition, of up to three years’ duration, banning a member of an audit firm or a member of an
administrative or management body of a public-interest entity from exercising functions in audit firms or
public-interest entities;

(f) the imposition of administrative pecuniary sanctions on natural and legal persons.

2. Member States shall ensure that the competent authorities are able to exercise their sanctioning powers in
accordance with this Directive and national law and in any of the following ways:

(a) directly;
(b) in collaboration with other authorities;

(c) by application to the competent judicial authorities.
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3. Member States may confer on competent authorities other sanctioning powers in addition to those referred to
in paragraph 1.

4. By way of derogation from paragraph 1, Member States may confer on authorities supervising public-interest
entities, when they are not designated as the competent authority pursuant to Article 20(2) of Regulation (EU)
No 537/2014, powers to impose sanctions for breaches of reporting duties provided for by that Regulation.

Article 30b

Effective application of sanctions

When laying down rules pursuant to Article 30, Member States shall require that, when determining the type and
level of administrative sanctions and measures, competent authorities are to take into account all relevant circum-
stances, including where appropriate:

(a) the gravity and the duration of the breach;
(b) the degree of responsibility of the responsible person;

(c) the financial strength of the responsible person, for example as indicated by the total turnover of the responsible
undertaking or the annual income of the responsible person, if that person is a natural person;

(d) the amounts of the profits gained or losses avoided by the responsible person, in so far as they can be deter-
mined;

(e) the level of cooperation of the responsible person with the competent authority;

(f) previous breaches by the responsible legal or natural person.

Additional factors may be taken into account by competent authorities, where such factors are specified in national
law.

Article 30c

Publication of sanctions and measures

1. Competent authorities shall publish on their official website at least any administrative sanction imposed for
breach of the provisions of this Directive or of Regulation (EU) No 537/2014 in respect of which all rights of
appeal have been exhausted or have expired, as soon as reasonably practicable immediately after the person sanc-
tioned has been informed of that decision, including information concerning the type and nature of the breach and
the identity of the natural or legal person on whom the sanction has been imposed.

Where Member States permit publication of sanctions which are subject to appeal, competent authorities shall, as
soon as reasonably practicable, also publish on their official website information concerning the status and outcome
of any appeal.

2. Competent authorities shall publish the sanctions imposed on an anonymous basis, and in a manner which is
in conformity with national law, in any of the following circumstances:

(a) where, in the event that the sanction is imposed on a natural person, publication of personal data is shown to
be disproportionate by an obligatory prior assessment of the proportionality of such publication;

(b) where publication would jeopardise the stability of financial markets or an ongoing criminal investigation;
(c) where publication would cause disproportionate damage to the institutions or individuals involved.

3. Competent authorities shall ensure that any publication in accordance with paragraph 1 is of proportionate
duration and that it remains on their official website for a minimum period of five years after all rights of appeal
have been exhausted or have expired.



27.5.2014 Official Journal of the European Union L 158217

The publication of sanctions and measures and of any public statement shall respect fundamental rights as laid
down in the Charter of Fundamental Rights of the European Union, in particular the right to respect for private and
family life and the right to the protection of personal data. Member States may decide that such publication or any
public statement is not to contain personal data within the meaning of point (a) of Article 2 of Directive 95/46/EC.
Article 30d

Appeal

Member States shall ensure that decisions taken by the competent authority in accordance with this Directive and
Regulation (EU) No 537/2014 are subject to a right of appeal.

Article 30e

Reporting of breaches

1. Member States shall ensure that effective mechanisms are established to encourage reporting of breaches of
this Directive or of Regulation (EU) No 537/2014 to the competent authorities.

2. The mechanisms referred to in paragraph 1 shall include at least:
(a) specific procedures for the receipt of reports of breaches and their follow-up;

(b) protection of personal data concerning both the person who reports the suspected or actual breach and the
person who is suspected of committing, or who has allegedly committed that breach, in compliance with the
principles laid down in Directive 95/46/EC;

(c) appropriate procedures to ensure the right of the accused person to a defence and to be heard before the adop-
tion of a decision concerning him or her, and the right to seek an effective remedy before a tribunal against any
decision or measure concerning him or her.

3. Member States shall ensure that audit firms establish appropriate procedures for their employees to report
potential or actual breaches of this Directive or of Regulation (EU) No 537/2014 internally through a specific
channel.

Article 30f

Exchange of information

1. Competent authorities shall provide the CEAOB annually with aggregated information regarding all administra-
tive measures and all sanctions imposed in accordance with this chapter. The CEAOB shall publish that information
in an annual report.

2. Competent authorities shall immediately communicate to the CEAOB all temporary prohibitions referred to in
points ¢) and e) of Article 30a(1).’

26. Article 32 is amended as follows:
(a) paragraph 1 is replaced by the following:

‘1. Member States shall organise an effective system of public oversight for statutory auditors and audit firms
based on the principles set out in paragraphs 2 to 7, and shall designate a competent authority responsible for
such oversight.’;

(b) paragraph 3 is replaced by the following:

‘3. The competent authority shall be governed by non-practitioners who are knowledgeable in the areas rele-
vant to statutory audit. They shall be selected in accordance with an independent and transparent nomination
procedure.
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The competent authority may engage practitioners to carry out specific tasks and may also be assisted by
experts when this is essential for the proper fulfilment of its tasks. In such instances, both the practitioners and
the experts shall not be involved in any decision-making of the competent authority.’;

(c) paragraph 4 is replaced by the following:
‘4. The competent authority shall have the ultimate responsibility for the oversight of:
(a) the approval and registration of statutory auditors and audit firms;

(b) the adoption of standards on professional ethics, internal quality control of audit firms and auditing, except
where those standards are adopted or approved by other Member State authorities;

(c) continuing education;

(d) quality assurance systems;

(e) investigative and administrative disciplinary systems.’;
(d) the following paragraphs are inserted:

‘4a.  Member States shall designate one or more competent authorities to carry out the tasks provided for in
this Directive. Member States shall designate only one competent authority bearing the ultimate responsibility
for the tasks referred in this Article except for the purpose of the statutory audit of cooperatives, savings banks
or similar entities as referred to in Article 45 of Directive 86/635/EEC, or a subsidiary or legal successor of a
cooperative, savings bank or similar entity as referred to in Article 45 of Directive 86/635/EEC.

Member States shall inform the Commission of their designation.
The competent authorities shall be organised in such a manner that conflicts of interests are avoided.

4b.  Member States may delegate or allow the competent authority to delegate any of its tasks to other author-
ities or bodies designated or otherwise authorised by law to carry out such tasks.

The delegation shall specify the delegated tasks and the conditions under which they are to be carried out. The
authorities or bodies shall be organised in such a manner that conflicts of interest are avoided.

Where the competent authority delegates tasks to other authorities or bodies, it shall be able to reclaim the dele-
gated competences on a case-by-case basis.’;

(e) paragraphs 5 to 7 are replaced by the following:

‘5. The competent authority shall have the right, where necessary, to initiate and conduct investigations in
relation to statutory auditors and audit firms and the right to take appropriate action.

Where a competent authority engages experts to carry out specific assignments, it shall ensure that there are no
conflicts of interest between those experts and the statutory auditor or the audit firm in question. Such experts
shall comply with the same requirements as those provided for in point (a) of Article 29(2).

The competent authority shall be given the powers necessary to enable it to carry out its tasks and responsibil-
ities under this Directive.

6. The competent authority shall be transparent. This shall include the publication of annual work
programmes and activity reports.

7. The system of public oversight shall be adequately funded and shall have adequate resources to initiate and
conduct investigations, as referred to in paragraph 5. The funding of the public oversight system shall be secure
and free from any undue influence by statutory auditors or audit firms.
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27. Article 34 is amended as follows:
(a) the following subparagraph is added in paragraph 1:

‘Without prejudice to the first subparagraph, audit firms approved in one Member State that perform audit
services in another Member State pursuant to Article 3a shall be subject to quality assurance review in the
home Member State and oversight in the host Member State of any audit carried out there.

(b) paragraphs 2 and 3 are replaced by the following:

2. In the case of a statutory audit of consolidated financial statements, the Member State requiring that statu-
tory audit may not impose additional requirements in relation to the statutory audit concerning registration,
quality assurance review, auditing standards, professional ethics and independence on a statutory auditor or an
audit firm carrying out a statutory audit of a subsidiary established in another Member State.

3. In the case of a company whose securities are traded on a regulated market in a Member State other than
that in which that company has its registered office, the Member State in which the securities are traded may
not impose any additional requirements in relation to the statutory audit concerning registration, quality assur-
ance review, auditing standards, professional ethics and independence on a statutory auditor or an audit firm
carrying out the statutory audit of the annual or consolidated financial statements of that company.’;

(c) the following paragraph is added:

‘4, Where a statutory auditor or an audit firm is registered in any Member State as a consequence of approval
in accordance with Article 3 or Article 44 and that statutory auditor or audit firm provides audit reports
concerning annual financial statements or consolidated financial statements as referred to in Article 45(1), the
Member State in which the statutory auditor or the audit firm is registered shall subject that statutory auditor or
audit firm to its systems of oversight, its quality assurance systems and its systems of investigation and sanc-
tions.’

28. Article 35 is deleted.
29. Article 36 is amended as follows:
(a) paragraph 1 is replaced by the following:

‘1. The competent authorities of Member States responsible for approval, registration, quality assurance,
inspection and discipline, the competent authorities designated in accordance with Article 20 of Regulation (EU)
No 537/2014 and the relevant European Supervisory Authorities shall cooperate with each other whenever
necessary for the purpose of carrying out their respective responsibilities and tasks under this Directive and
Regulation (EU) No 537/2014. The competent authorities in a Member State shall render assistance to compe-
tent authorities in other Member States and to the relevant European Supervisory Authorities. In particular,
competent authorities shall exchange information and cooperate in investigations relating to the carrying-out of
statutory audits.;

(b) paragraph 3 is replaced by the following:

‘3. Paragraph 2 shall not prevent competent authorities from exchanging confidential information. Informa-
tion thus exchanged shall be covered by the obligation of professional secrecy, to which persons employed or
formerly employed by competent authorities are subject. The obligation of professional secrecy shall also apply
to any other person to whom the competent authorities have delegated tasks in relation to the purposes set out
in this Directive.’;

(c) paragraph 4 is amended as follows:
(i) in the third subparagraph, point (b) is replaced by the following:

‘(b) judicial proceedings have already been initiated in respect of the same actions and against the same
persons before the authorities of the requested Member State; or’;
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(ii) in the third subparagraph, point (c) is replaced by the following:

‘(¢) final judgment has already been passed in respect of the same actions and on the same persons by the
competent authorities of the requested Member State.’

(i) the fourth subparagraph is replaced by the following:
‘Without prejudice to the obligations to which they are subject in judicial proceedings, competent author-
ities or European Supervisory Authorities which receive information pursuant to paragraph 1 may use it
only for the exercise of their functions within the scope of this Directive or Regulation (EU) No 537/2014
and in the context of administrative or judicial proceedings specifically related to the exercise of those func-
tions.’;

(d) the following paragraph is added:

‘“4a.  Member States may allow competent authorities to transmit to the competent authorities responsible for

supervising public-interest entities, to central banks, to the European System of Central Banks and to the Euro-

pean Central Bank, in their capacity as monetary authorities, and to the European Systemic Risk Board, confi-

dential information intended for the performance of their tasks. Such authorities or bodies shall not be

prevented from communicating to the competent authorities information that the competent authorities may
need in order to carry out their duties under Regulation (EU) No 537/2014.;

(¢) in the fourth subparagraph of paragraph 6, point (a) is replaced by the following:

‘(a) such an investigation might adversely affect the sovereignty, security or public order of the requested
Member State or breach national security rules; or’;

(f) paragraph 7 is deleted.

30. In Article 37, the following paragraph is added:
‘3. Any contractual clause restricting the choice by the general meeting of shareholders or members of the
audited entity pursuant to paragraph 1 to certain categories or lists of statutory auditors or audit firms as regards

the appointment of a particular statutory auditor or audit firm to carry out the statutory audit of that entity shall be
prohibited. Any such existing clauses shall be null and void.’

31. In Article 38, the following paragraph is added:
‘3. In the case of a statutory audit of a public-interest entity, Member States shall ensure that it is permissible for
(a) shareholders representing 5 % or more of the voting rights or of the share capital;
(b) the other bodies of the audited entities when defined by national legislation; or
(c) the competent authorities referred to in Article 32 of this Directive or designated in accordance with
Article 20(1) of Regulation (EU) No 537/2014 or, when provided for by national law, with Article 20(2) of that

Regulation,

to bring a claim before a national court for the dismissal of the statutory auditor(s) or the audit firm(s) where there
are proper grounds for so doing.’

32. Chapter X is replaced by the following:

‘CHAPTER X
AUDIT COMMITTEE

Article 39
Audit committee

1. Member States shall ensure that each public-interest entity has an audit committee. The audit committee shall
be either a stand-alone committee or a committee of the administrative body or supervisory body of the audited
entity. It shall be composed of non-executive members of the administrative body and/or members of the supervi-
sory body of the audited entity andfor members appointed by the general meeting of shareholders of the audited
entity or, for entities without shareholders, by an equivalent body.
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At least one member of the audit committee shall have competence in accounting and/or auditing.

The committee members as a whole shall have competence relevant to the sector in which the audited entity is
operating.

A majority of the members of the audit committee shall be independent of the audited entity. The chairman of the
audit committee shall be appointed by its members or by the supervisory body of the audited entity, and shall be
independent of the audited entity. Member States may require the chairman of the audit committee to be elected
annually by the general meeting of shareholders of the audited entity.

2. By way of derogation from paragraph 1, Member States may decide that in the case of public-interest entities
which meet the criteria set out in points (f) and (t) of Article 2(1) of Directive 2003/71/EC of the European Parlia-
ment and of the Council (¥), the functions assigned to the audit committee may be performed by the administrative
or supervisory body as a whole, provided that where the chairman of such a body is an executive member, he or
she shall not act as chairman whilst such body is performing the functions of the audit committee.

Where an audit committee forms part of the administrative body or of the supervisory body of the audited entity in
accordance with paragraph 1, Member States may permit or require the administrative body or the supervisory
body, as appropriate, to perform the functions of the audit committee for the purpose of the obligations set out in
this Directive and in Regulation (EU) No 537/2014.

3. By way of derogation from paragraph 1, Member States may decide that the following public-interest entities
are not required to have an audit committee:

(a) any public-interest entity which is a subsidiary undertaking within the meaning of point 10 of Article 2 of Dir-
ective 2013/34/EU if that entity fulfils the requirements set out in paragraphs 1, 2 and 5 of this Article,
Article 11(1), Article 11(2) and Article 16(5) of Regulation (EU) No 537/2014 at group level;

(b) any public-interest entity which is an UCITS as defined in Article 1(2) of Directive 2009/65/EC of the European
Parliament and of the Council (**) or an alternative investment fund (AIF) as defined in Article 4(1)(a) of Direct-
ive 2011/61/EU of the European Parliament and of the Council (***);

(c) any public-interest entity the sole business of which is to act as an issuer of asset backed securities as defined in
point 5 of Article 2 of Commission Regulation (EC) No 809/2004 (****);

(d) any credit institution within the meaning of point 1 of Article 3(1) of Directive 2013/36/EU whose shares are
not admitted to trading on a regulated market of any Member State within the meaning of point 14 of
Article 4(1) of Directive 2004/39/EC and which has, in a continuous or repeated manner, issued only debt secu-
rities admitted to trading in a regulated market, provided that the total nominal amount of all such debt securi-
ties remains below EUR 100 000 000 and that it has not published a prospectus under Directive 2003/71/EC.

The public-interest entities referred to in point (c) shall explain to the public the reasons why they consider that it is
not appropriate for them to have either an audit committee or an administrative or supervisory body entrusted to
carry out the functions of an audit committee.

4. By way of derogation from paragraph 1, Member States may require or allow a public-interest entity not to
have an audit committee provided that it has a body or bodies performing equivalent functions to an audit
committee, established and functioning in accordance with provisions in place in the Member State in which the
entity to be audited is registered. In such a case the entity shall disclose which body carries out those functions and
how that body is composed.

5. Where all members of the audit committee are members of the administrative or supervisory body of the
audited entity, the Member State may provide that the audit committee is to be exempt from the independence
requirements laid down in the fourth subparagraph of paragraph 1.
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6.  Without prejudice to the responsibility of the members of the administrative, management or supervisory
bodies, or of other members who are appointed by the general meeting of shareholders of the audited entity, the
audit committee shall, inter alia:

(a) inform the administrative or supervisory body of the audited entity of the outcome of the statutory audit and
explain how the statutory audit contributed to the integrity of financial reporting and what the role of the audit
committee was in that process;

(b) monitor the financial reporting process and submit recommendations or proposals to ensure its integrity;

(c) monitor the effectiveness of the undertaking’s internal quality control and risk management systems and, where
applicable, its internal audit, regarding the financial reporting of the audited entity, without breaching its inde-
pendence;

(d) monitor the statutory audit of the annual and consolidated financial statements, in particular, its performance,
taking into account any findings and conclusions by the competent authority pursuant to Article 26(6) of Regu-
lation (EU) No 537/2014;

(e) review and monitor the independence of the statutory auditors or the audit firms in accordance with Articles 22,
22a, 22b, 24a and 24b of this Directive and Article 6 of Regulation (EU) No 537/2014, and in particular the
appropriateness of the provision of non-audit services to the audited entity in accordance with Article 5 of that
Regulation;

(f) be responsible for the procedure for the selection of statutory auditor(s) or audit firm(s) and recommend the
statutory auditor(s) or the audit firm(s) to be appointed in accordance with Article 16 of Regulation (EU)
No 537/2014 except when Article 16(8) of Regulation (EU) No 537/2014 is applied.

(*) Directive 2003/71/EC of the European Parliament and of the Council of 4 November 2003 on the prospectus
to be published when securities are offered to the public or admitted to trading and amending Directive
2001/34/EC (O] L 345, 31.12.2003, p. 64).

(**) Directive 2009/65/EC of the European Parliament and of the Council of 13 July 2009 on the coordination of
laws, regulations and administrative provisions relating to undertakings for collective investment in transfer-
able securities (UCITS) (OJ L 302, 17.11.2009, p. 32).

(***) Directive 2011/61/EU of the European Parliament and of the Council of 8 June 2011 on Alternative Invest-
ment Fund Managers and amending Directives 2003/41/EC and 2009/65/EC and Regulations (EC)
No 1060/2009 and (EU) No 1095/2010 (O] L 174, 1.7.2011, p. 1).

(***) Commission Regulation (EC) No 809/2004 of 29 April 2004 implementing Directive 2003/71/EC of the
European Parliament and of the Council as regards information contained in prospectuses as well as the
format, incorporation by reference and publication of such prospectuses and dissemination of advertisements
(OJ L 149, 30.4.2004, p. 1)

33. Article 45 is amended as follows:

(a) paragraph 1 is replaced by the following:

‘1. The competent authorities of a Member State shall, in accordance with Articles 15, 16 and 17, register
every third-country auditor and audit entity, where that third-country auditor or audit entity provides an audit
report concerning the annual or consolidated financial statements of an undertaking incorporated outside the
Union whose transferable securities are admitted to trading on a regulated market of that Member State within
the meaning of point 14 of Article 4(1) of Directive 2004/39/EC, except when the undertaking in question is an
issuer exclusively of outstanding debt securities for which one of the following applies:

(a) they have been admitted to trading on a regulated market in a Member State within the meaning of point (c)
of Article 2(1) of Directive 2004/109/EC of the European Parliament and of the Council (*) prior to
31 December 2010 and the denomination per unit of which is, at the date of issue, at least EUR 50 000 or,
in the case of debt securities denominated in another currency, equivalent, at the date of issue, to at least
EUR 50 000;
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(b) they are admitted to trading on a regulated market in a Member State within the meaning of point (c) of
Article 2(1) of Directive 2004/109/EC from 31 December 2010 and the denomination per unit of which is,
at the date of issue, at least EUR 100 000 or, in case of debt securities denominated in another currency,
equivalent, at the date of issue, to at least EUR 100 000.

(*) Directive 2004/109/EC of the European Parliament and of the Council of 15 December 2004 on the harmo-
nisation of transparency requirements in relation to information about issuers whose securities are admitted
to trading on a regulated market and amending Directive 2001/34/EC (O] L 390, 31.12.2004, p. 38).;

(b) paragraph 5 is amended as follows:
(i) point (a) is deleted;
(i) point (d) is replaced by the following:

‘(d) the audits of the annual or consolidated financial statements referred to in paragraph 1 are carried out
in accordance with international auditing standards as referred to in Article 26, as well as the require-
ments laid down in Articles 22, 22b and 25, or with equivalent standards and requirements;’;

(ili) point (e) is replaced by the following:

‘(e) it publishes on its website an annual transparency report which includes the information referred to in
Article 13 of Regulation (EU) No 537/2014 or it complies with equivalent disclosure requirements.’;

(c) the following paragraph is inserted:

‘5a. A Member State may register a third-country auditor only if he or she meets the requirements set out in
points (c), (d) and () of paragraph 5 of this Article.’;

(d) paragraph 6 is replaced by the following:

‘6. In order to ensure uniform conditions of application of point (d) of paragraph 5 of this Article, the
Commission shall be empowered to decide upon the equivalence referred to therein by means of implementing
acts. Those implementing acts shall be adopted in accordance with the examination procedure referred to in
Article 48(2). Member States may assess the equivalence referred to in point (d) of paragraph 5 of this Article as
long as the Commission has not taken any such decision.

The Commission shall be empowered to adopt delegated acts in accordance with Article 48a for the purpose of
establishing the general equivalence criteria to be used in assessing whether the audits of the financial statements
referred to in paragraph 1 of this Article are carried out in accordance with international auditing standards as
referred to in Article 26 and the requirements laid down in Articles 22, 24 and 25. Such criteria, which are
applicable to all third countries, shall be used by Member States when assessing equivalence at national level.’

34. In Article 46, paragraph 2 is replaced by the following:

2. In order to ensure uniform conditions for the application of paragraph 1 of this Article, the Commission
shall be empowered to decide upon the equivalence referred to therein by means of implementing acts. Those imple-
menting acts shall be adopted in accordance with the examination procedure referred to in Article 48(2). Once the
Commission has recognised the equivalence referred to in paragraph 1 of this Article, Member States may decide to
rely on such equivalence partially or entirely and thus to disapply or modify the requirements in Article 45(1)
and (3) partially or entirely. Member States may assess the equivalence referred to in paragraph 1 of this Article or
rely on the assessments carried out by other Member States as long as the Commission has not taken any such deci-
sion. If the Commission decides that the requirement of equivalence referred to in paragraph 1 of this Article is not
complied with, it may allow the third-country auditors and third-country audit entities concerned to continue their
audit activities in accordance with the requirements of the relevant Member State during an appropriate transitional
period.
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The Commission shall be empowered to adopt delegated acts in accordance with Article 48a for the purpose of
establishing the general equivalence criteria, based on the requirements laid down in Articles 29, 30 and 32, which
are to be used in assessing whether the public oversight, quality assurance, investigation and sanctions systems of a
third country are equivalent to those of the Union. Such general criteria shall be used by Member States when asses-
sing equivalence at national level in the absence of a Commission decision in respect of the third country
concerned.’

35. Article 47 is amended as follows:
(a) paragraph 1 is amended as follows:
(i) the introductory words are replaced by the following:

‘1. Member States may allow the transfer to the competent authorities of a third country of audit
working papers or other documents held by statutory auditors or audit firms approved by them, and of
inspection or investigation reports relating to the audits in question, provided that:;

(ii) point (a) is replaced by the following:

‘() those audit working papers or other documents relate to audits of companies which have issued securi-
ties in that third country or which form part of a group issuing statutory consolidated financial state-
ments in that third country’;

(b) in paragraph 2, the following point is inserted:

‘(ba) the protection of the commercial interests of the audited entity, including its industrial and intellectual
property, is not undermined;’;

() in paragraph 2, the second indent of point (d) shall be replaced by the following:

‘— where judicial proceedings have already been initiated in respect of the same actions and against the same
persons before the authorities of the requested Member State, or

— where final judgment has already been passed in respect of the same actions and on the same statutory
auditors or audit firms by the competent authorities of the requested Member State.’;

(d) paragraph 3 is replaced by the following:

‘3. In order to facilitate cooperation, the Commission shall be empowered to decide upon the adequacy
referred to in point (c) of paragraph 1 of this Article by means of implementing acts. Those implementing acts
shall be adopted in accordance with the examination procedure referred to in Article 48(2). Member States shall
take the measures necessary to comply with the Commission’s decision.

The Commission shall be empowered to adopt delegated acts in accordance with Article 48a for the purpose of
establishing the general adequacy criteria in accordance with which the Commission is to assess whether the
competent authorities of third countries may be recognised as adequate to cooperate with the competent
authorities of Member States on the exchange of audit working papers or other documents held by statutory
auditors and audit firms. The general adequacy criteria shall be based on the requirements of Article 36 or
essentially equivalent functional results relating to a direct exchange of audit working papers or other documents
held by statutory auditors or audit firms.’;

(e) paragraph 5 is deleted.
36. In Article 48, paragraphs 1 and 2 are replaced by the following:

‘1. The Commission shall be assisted by a committee (hereinafter referred to as “the Committee”). That committee
shall be a committee within the meaning of Regulation (EU) No 182/2011 of the European Parliament and of the
Council (¥).
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2. Where reference is made to this paragraph, Article 5 of Regulation (EU) No 182/2011 shall apply.

(*) Regulation (EU) No 182/2011 of the European Parliament and of the Council of 16 February 2011 laying down
the rules and general principles concerning mechanisms for control by Member States of the Commission’s exer-
cise of implementing power (O] L 55, 28.2.2011, p. 13).

37. The following Article is inserted:

‘Article 48a
Exercise of the delegation

1. The power to adopt delegated acts is conferred on the Commission subject to the conditions laid down in this
Article.

2. The power to adopt delegated acts referred to in Articles 26(3), 45(6), 46(2) and 47(3) shall be conferred on
the Commission for a period of five years from 16 June 2014. The Commission shall draw up a report in respect of
the delegation of power not later than nine months before the end of the five-year period. The delegation of power
shall be tacitly extended for periods of an identical duration, unless the European Parliament or the Council opposes
such extension not later than three months before the end of each period.

3. The delegation of power referred to in Articles 26(3), 45(6), 46(2) and 47(3) may be revoked at any time by
the European Parliament or by the Council. A decision to revoke shall put an end to the delegation of the power
specified in that decision. It shall take effect the day following the publication of the decision in the Official Journal
of the European Union or at a later date specified therein. It shall not affect the validity of any delegated acts already
in force.

4. Assoon as it adopts a delegated act, the Commission shall notify it simultaneously to the European Parliament
and to the Council.

5. A delegated act adopted pursuant to Articles 26(3), 45(6), 46(2) and 47(3) shall enter into force only if no
objection has been expressed either by the European Parliament or the Council within a period of four months of
notification of that act to the European Parliament and the Council or if, before the expiry of that period, the Euro-
pean Parliament and the Council have both informed the Commission that they will not object. That period shall be
extended by two months at the initiative of the European Parliament or of the Council.

38. Article 49 is deleted.

Article 2
Transposition

1. By 17 June 2016 Member States shall adopt and publish the measures necessary to comply with this Directive.
They shall immediately inform the Commission thereof. Member States shall apply those measures from 17 June 2016.

2. When Member States adopt those measures, they shall contain a reference to this Directive or shall be accom-
panied by such a reference on the occasion of their official publication. The methods of making such reference shall be
laid down by Member States.

3. Member States shall communicate to the Commission the text of the main measures of national law which they
adopt in the field covered by this Directive.
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Article 3
Entry into force

This Directive shall enter into force on the twentieth day following that of its publication in the Official Journal of the
European Union.

Article 4
Addressees
This Directive is addressed to the Member States.
Done at Strasbourg, 16 April 2014.
For the European Parliament For the Council
The President The President

M. SCHULZ D. KOURKOULAS
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DECISIONS

DECISION No 541/2014/EU OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 16 April 2014

establishing a Framework for Space Surveillance and Tracking Support
THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EUROPEAN UNION,
Having regard to the Treaty on the Functioning of the European Union, and in particular Article 189(2) thereof,
Having regard to the proposal from the European Commission,
After transmission of the draft legislative act to the national parliaments,
Having regard to the opinion of the European Economic and Social Committee (),
After consulting the Committee of the Regions,
Acting in accordance with the ordinary legislative procedure (%),
Whereas:

(1)  Inits Communication of 4 April 2011 entitled ‘Towards a space strategy for the European Union that benefits its
citizens’, the Commission underlined that the shared competence in the field of space conferred upon the Union
by the Treaty on the Functioning of the European Union (TFEU) goes hand in hand with a reinforced partnership
with the Member States. The Commission also emphasised that all new action must be based on existing
resources and on the joint identification of where new resources are needed.

(2)  In its Resolution of 26 September 2008 entitled ‘Taking forward the European Space Policy’ (*), the Council
recalled that space assets have become indispensable for our economy and that their security must be ensured. It
underlined the ‘need for Europe [...] to develop a European capability for the monitoring and surveillance of its
space infrastructure and space debris, initially based on existing national and European assets, taking benefit of
relationships which may be established with other partner nations and their capabilities’.

(3)  Inits Resolution of 25 November 2010 entitled ‘Global challenges: taking full benefit of European space systems’,
the Council recognised the need for a future space situational awareness (SSA) capability as an activity at Euro-
pean level to develop and exploit existing national and European civil and military assets, and invited the
Commission and the Council to propose a governance scheme and data policy that will allow Member States to
contribute with their relevant national capabilities in accordance with applicable security requirements and regu-
lations. It further invited ‘all European institutional actors to explore appropriate measures’ which would build on
defined civil and military user requirements, make use of relevant assets in accordance with applicable security
requirements, and exploit the developments from the SSA preparatory programme of the European Space
Agency (ESA).

(4)  The Council conclusions of 31 May 2011 on the Communication of the Commission ‘Towards a space strategy
for the European Union that benefits its citizens’ and the Council Resolution of 6 December 2011 entitled ‘Orien-
tations concerning added value and benefits of space for the security of European citizens’ () reiterated the need
for an effective SSA capability as an activity at European level, and called on the Union to make ‘the widest

() 0JC327,12.11.2013, p. 38.

() Position of the European Parliament of 2 April 2014 (not yet published in the Official Journal) and decision of the Council of 14 April
2014.

() 0JC268,23.10.2008, p. 1.

(*) 0JC377,23.12.2011,p. 1.
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possible use of assets, competences and skills that are already existing or being developed in Member States, at
European level and as appropriate, internationally’. Recognising the dual use nature of such a system and taking
account its particular security dimension, the Council called upon the Commission and European External Action
Service (EEAS), in close cooperation with ESA and Member States, which own such assets and have capacities,
and in consultation with all actors involved, to come forward with proposals to fully exploit and build on those
assets and capacities in order to develop a SSA capability as an activity at European level, and in that context, to
define an appropriate governance and data policy taking care of the high sensitivity of SSA data.

(5)  SSA is generally understood as covering three main areas, namely Space Surveillance and Tracking (SST), Space
Weather Monitoring and Forecasting and Near-Earth Objects. Activities in these areas aim to protect infrastruc-
tures in space and from space. This Decision, which covers SST, should foster synergies across these areas.

(6)  With a view to reducing risks of collision, the Union would also seek synergies with initiatives of active removal
and passivation measures of space debris, such as the one developed by ESA.

(7)  Space debris has become a serious threat to the security, safety and sustainability of space activities. An SST
support framework should therefore be established with the aim of supporting the setting up and operation of
services consisting of monitoring and surveying space objects with a view to preventing damage to spacecraft
resulting from collisions and the proliferation of space debris, and with the aim of predicting trajectories and re-
entry paths, in order to provide the best information to governmental and civil protection services in the event of
uncontrolled re-entries of entire spacecraft or space debris thereof into the Earth’s atmosphere.

(8)  The SST support framework should contribute to ensuring the long-term availability of European and national
space infrastructure facilities and services which are essential for the safety and security of the economies, socie-
ties and citizens in Europe.

(9)  The provision of SST services will benefit all public and private operators of space-based infrastructures, including
the Union, in view of the Union’s responsibilities for the Union space programmes, in particular the European
satellite navigation programmes Galileo and EGNOS established by Regulation (EU) No 1285/2013 of the Euro-
pean Parliament and of the Council ('), as well as the Copernicus Programme established by Regulation (EU)
No 377/2014 of the European Parliament and of the Council (?). Early warnings of uncontrolled re-entry and
estimation of timeframe and area of impact will also benefit national public authorities concerned with civil
protection. Moreover those services might also be of interest to other users, such as private insurers to estimate
potential liabilities resulting from collision during the life of a satellite. In addition, a freely available and re-usable
public information service on orbital elements of space objects orbiting the Earth should be envisaged in the long
term.

(10) The SST services should be complementary to research activities related to the protection of space-based infra-
structure carried out under Horizon 2020 established by Regulation (EU) No 1291/2013 of the European Parlia-
ment and of the Council (%), the Union’s flagship space programmes Copernicus and Galileo, the Digital Agenda
initiative, as referred to in the Commission Communication of 26 August 2010 entitled ‘A Digital Agenda for
Europe’, other telecommunication infrastructures, which aid the realisation of the information society, security-
related initiatives, as well as to ESA activities.

(11)  The SST support framework should contribute to ensuring the peaceful use and exploration of outer space.

(12) The SST support framework should have regard to cooperation with international partners, in particular the
United States of America, international organisations and other third parties, particularly to avoid collisions in
space and to prevent the proliferation of space debris. In addition, it should be complementary to existing mitiga-
tion measures such as the United Nations guidelines for space debris mitigation or other initiatives, to ensure the
safety, security and sustainability of outer space activities. It should also be consistent with the Union proposal
for an international Code of Conduct on outer space activities.

(") Regulation (EU) No 12852013 of the European Parliament and of the Council of 11 December 2013 on the implementation and ex-
ploitation of European satellite navigation systems and repealing Council Regulation (EC) No 876/2002 and Regulation (EC)
No 683/2008 of the European Parliament and of the Council (OJ L 347, 20.12.2013, p. 1).

(¥ Regulation (EU) No 377/2014 of the European Parliament and of the Council of 3 April 2014 establishing the Copernicus Programme
and repealing Regulation (EU) No 911/2010 (O] L 122, 24.4.2014, p. 44).

(*) Regulation (EU) No 12912013 of the European Parliament and of the Council of 11 December 2013 establishing Horizon 2020 — the
Framework Programme for Research and Innovation (2014-2020) and repealing Decision No 1982/2006/EC (O] L 347, 20.12.2013,
p- 104).
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(13) The SST support framework should consist in networking and in using national SST assets to provide SST
services. Once this has been achieved, the development of new sensors or the upgrading of existing sensors oper-
ated by Member States should be encouraged.

(14) The Commission and the SST consortium established under this Decision, in close cooperation with ESA and
other stakeholders, should continue to take the lead in technical SST dialogues with strategic partners, in accord-
ance with their respective competences.

(15)  Civil-military SSA user requirements were defined in the endorsed Commission staff working paper ‘European
space situational awareness high-level civil-military user requirements’. The provision of SST services should be
driven by civilian user requirements. Purely military purposes should not be addressed by this Decision. The
Commission should ensure a mechanism for the regular review and update of user requirements as appropriate,
involving representatives of the user community. To that end, it should continue the necessary dialogue with rele-
vant actors such as the European Defence Agency and ESA.

(16) The operation of SST services should be based on a partnership between the Union and the Member States and
use existing as well as future national expertise and assets, including those developed through ESA. Member
States should retain ownership and control over their assets and should remain responsible for their operations,
maintenance and renewal. The SST support framework should not provide financial support for the development
of new SST sensors. If a need for new sensors arises in order to meet user requirements, that need could be
addressed either nationally or through a European research and development programme, where appropriate. The
Commission and the Member States should promote and facilitate participation by the greatest number of
Member States in the SST support framework, subject to compliance with participation criteria.

(17) The European Union Satellite Centre (SATCEN), an agency of the Union established by Council Joint Action
2001/555/CFSP (') which provides geospatial imagery information services and products with various levels of
classification to civil and military users, could contribute to the provision of SST services. Its expertise in handling
classified information in a secure environment and its tight institutional links with the Member States is an asset
facilitating the handling and delivery of SST services. A pre-condition for the SATCEN role in the SST support
framework is the amendment of that Joint Action which does currently not provide for SATCEN action in the
field of SST. The Commission should, where appropriate, cooperate with the EEAS, given the latter's role in
supporting the High Representative of the Union for Foreign Affairs and Security Policy in giving operational
direction to SATCEN.

(18)  Precise information on the nature, specifications and location of certain space objects may affect the security of
the Union or its Member States and third countries. The Member States and, where appropriate, through the
Security Committee of the Council (Security Committee) should take into account adequate security consider-
ations and, in the establishment and operation of the network of relevant capabilities, including SST sensors, the
capacity to process and analyse SST data and the provision of SST services. It is therefore necessary to lay down
in this Decision general provisions on the use and secure exchange of SST information between the Member
States, the recipients of SST services and, where relevant, the SATCEN. Furthermore, the Commission, the EEAS
and the Member States should define the coordination mechanisms needed to address matters related to the
security of the SST support framework.

(19) Participating Member States should be responsible for the negotiation and implementation of the provisions on
the use of SST data and on the use and exchange of SST information. The provisions on the use of SST data and
on the use and exchange of SST information set out in this Decision and in the agreement between the partici-
pating Member States and, where appropriate, the SATCEN should take into account the endorsed recommenda-
tions on SST data security.

(20)  The potential sensitivity of SST data calls for cooperation based on efficiency and confidence, including in the
way in which SST data are processed and analysed. The potential use of open source software allowing the secure
access of authorised SST data contributors to the source code for operational modifications and improvements
should contribute to that objective.

(") Council Joint Action 2001/555/CFSP of 20 July 2001 on the establishment of a European Union Satellite Centre (O] L 200, 25.7.2001,
p-5).
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(21)  The Security Committee recommended the creation of a risk management structure to ensure that data security
issues are duly taken into account in the implementation of the SST support framework. For that purpose, the
appropriate risk management structures and procedures should be established by the participating Member States
and, where relevant, the SATCEN, having regard to the recommendations of the Security Committee.

(22) In order to ensure uniform conditions for the implementation of this Decision, implementing powers should be
conferred on the Commission. Those powers should be exercised in accordance with Regulation (EU)
No 182/2011 of the European Parliament and of the Council (').

(23)  Since the objectives of this Decision, namely to support actions aimed at the establishment and operation of the
network of sensors, the establishment of the capacity to process and analyse SST data, and the establishment and
operation of SST services, cannot be sufficiently achieved by the Member States acting alone, as the provision of
such services by a consortium of participating Member States would benefit the Union, notably in its role as
major owner of space assets, but can rather, by reason of the scale of the Decision, be better achieved at Union
level, the Union may adopt measures, in accordance with the principle of subsidiarity as set out in Article 5 of
the Treaty of the European Union. In accordance with the principle of proportionality, as set out in that Article,
this Decision does not go beyond what is necessary in order to achieve those objectives.

(24)  The objectives of this Decision are similar to the objectives of the programmes established by: Regulation (EU)
No 1285/2013, in its Articles 1, 3 (¢) and (d) and 4; Council Decision 2013/743[EU (3, in its Article 2(2)(b)
and (c), in its Annex I, Part II, point 1.6.2 (d) and in its Annex I, Part III, points 7.5 and 7.8; Regulation (EU)
No 377/2014, in its Article 8(2)(b), which allocates an amount up to EUR 26,5 million in current prices. The
overall financial effort for the implementation of the objectives of the SST support framework, notably the
networking of existing assets, is estimated to be EUR 70 million. Taking into account the similarity of the object-
ives of this Decision and those of the above-mentioned programmes, the actions established by this Decision
might be financed by those programmes, in full compatibility with their basic act.

(25)  Securing an acceptable level of European autonomy in SST activities could require the adoption of a basic act
within the meaning of the Regulation (EU, Euratom) No 966/2012 of the European Parliament and of the
Council ) for SST. Such possibility should be examined in the context of the mid-term review of the current
Multiannual Financial Framework.

(26)  Recognising the sensitive nature of SSA, the operation of sensors and the processing of data leading to the provi-
sion of SST services should remain with the participating Member States. The national SST assets will remain
under the authority of the Member States responsible for their control and operation.

HAVE ADOPTED THIS DECISION:

Article 1
Establishment of the framework

This Decision establishes a space surveillance and tracking (SST) support framework.

Article 2
Definitions

For the purpose of this Decision, the following definitions apply:
(1) ‘Space object’ means any man-made object in outer space;

(2) ‘Spacecraft’ means any space object serving a specific purpose, including active artificial satellites and launcher upper
stages;

(") Regulation (EU) No 182/2011 of the European Parliament and of the Council of 16 February 2011 laying down the rules and general
principles concerning mechanisms for control by the Member States of the Commission’s exercise of implementing powers (O] L 55,
28.2.2011,p. 13).

(%) Council Degsion 2013/743[EU of 3 December 2013 establishing the specific programme implementing Horizon 2020 — the Frame-
work Programme for Research and Innovation (2014-2020) and repealing Decisions 2006/971/EC, 2006/972/EC, 2006/973/EC,
2006/974[EC and 2006/975/EC (O] L 347,20.12.2013, p. 965).

(*) Regulation (EU, Euratom) No 9662012 of the European Parliament and of the Council of 25 October 2012 on the financial rules applic-
able to the general budget of the Union and repealing Council Regulation (EC, Euratom) No 1605/2002 (O] L 298, 26.10.2012, p. 1).
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(3) ‘Space debris’ means any space object including spacecraft or fragments and elements thereof in Earth’s orbit or re-
entering Earth’s atmosphere, that are non-functional or no longer serve any specific purpose, including parts of
rockets or artificial satellites, or inactive artificial satellites;

(4) ‘SST sensor’ means a device or a combination of devices, such as ground-based or space-based radars and telescopes,
that is able to measure physical parameters related to space objects, such as size, location and speed;

(5) ‘SST data’ means physical parameters of space objects acquired by SST sensors or orbital parameters of space objects
derived from SST sensors’ observations;

(6) ‘SST information’ means processed SST data which is readily meaningful to the recipient.

Article 3
Objectives of the SST support framework

1. The general objective of the SST support framework is to contribute to ensuring the long-term availability of Euro-
pean and national space infrastructure, facilities and services which are essential for the safety and security of the econo-
mies, societies and citizens in Europe.

2. The specific objectives of the SST support framework are:

(a) assessing and reducing the risks to in-orbit operations of European spacecraft relating to collisions and enabling
spacecraft operators to plan and carry out mitigation measures more efficiently;

(b) reducing the risks relating to the launch of European spacecraft;

(c) surveying uncontrolled re-entries of spacecraft or space debris into the Earth’s atmosphere and providing more accu-
rate and efficient early warnings with the aim of reducing the potential risks to the safety of Union citizens and miti-
gating potential damage to terrestrial infrastructure;

(d) seeking to prevent the proliferation of space debris.

Article 4
Actions supported by the SST support framework

1. To attain the objectives laid down in Article 3, the SST support framework shall support the following actions
which aim to establish a SST capability at European level and with an appropriate level of European autonomy:

(a) the establishment and operation of a sensor function consisting of a network of Member State ground-based and/or
space-based sensors, including national sensors developed through ESA, to survey and track space objects and to
produce a database thereof;

(b) the establishment and operation of a processing function to process and analyse the SST data at national level to
produce SST information and services for transmission to the SST service provision function;

(c) the setting up of a function to provide SST services as defined in Article 5(1) to the entities referred to in
Article 5(2).

2. The SST support framework shall not cover the development of new SST sensors.

Article 5
SST services

1. The SST services referred to in Article 4 shall be of a civilian nature. They shall comprise the following services:

(a) the risk assessment of collision between spacecraft or between spacecraft and space debris and the generation of
collision avoidance alerts during the launch, early orbit, in-orbit operation and disposal phases of spacecraft
missions;

(b) the detection and characterisation of in-orbit fragmentations, break-ups or collisions;

(c) the risk assessment of the uncontrolled re-entry of space objects and space debris into the Earth’s atmosphere and
the generation of related information, including the estimation of the timeframe and likely location of possible
impact.
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2. SST services shall be provided to:
(a) all Member States;

(b) the Council;

(c) the Commission;

(d) the EEAS;

() public and private spacecraft owners and operators;
(f) public authorities concerned with civil protection.

SST services shall be provided in compliance with the provisions on the use and exchange of SST data and information
set out in Article 9.

3. Participating Member States, the Commission and, where relevant, the SATCEN, shall not be held liable for:

(a) any damage resulting from the lack of or interruption in the provision of SST services;

(b) any delay in the provision of SST services;

(c) any inaccuracy of the information provided through the SST services; or

(d) any action undertaken in response to the provision of SST services.
Article 6

Role of the Commission

1.  The Commission shall:
(a
b

=

manage the SST support framework and ensure its implementation;

~

take the measures necessary to identify, control, mitigate and monitor risks related to the SST support framework;

-

¢) ensure the update of SST user requirements as appropriate;

(
d

=

define general guidelines for the governance of the SST support framework, particularly to facilitate the establish-
ment and operation of the consortium referred to in Article 7(3);

(e) facilitate the broadest possible participation of Member States, whenever appropriate, in accordance with Article 7.

2. The Commission shall adopt implementing acts establishing a coordination plan and relevant technical measures
for the SST support framework activities. Those implementing acts shall be adopted in accordance with the examination
procedure referred to in Article 12(2).

3. The Commission shall provide to the European Parliament and to the Council, in a timely manner, all relevant
information on the implementation of the SST support framework, in particular to provide transparency and clarity
regarding:

(a) the indicative efforts and the different Union sources of funding;

(b) participation in the SST support framework and the actions supported thereby;
(c) the evolution of the networking of Member State SST assets and of SST service provision;
(

d) the exchange and use of SST information.

Article 7
Participation of Member States

1. A Member State wishing to participate in the implementation of the actions referred to in Article 4 shall submit
an application to the Commission demonstrating compliance with the following criteria:

(a) ownership of or access to:
(i) adequate SST sensors available or under development and technical and human resources to operate them, or
(i) adequate operational analysis and data processing capacities specifically designated for SST;

(b) establishment of an action plan for the implementation of the actions set out in Article 4 including the modalities of
cooperation with other Member States.
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2. The Commission shall adopt implementing acts regarding procedures for submission of applications and compli-
ance of the Member States with the criteria set out in paragraph 1. Those implementing acts shall be adopted in accord-
ance with the examination procedure referred to in Article 12(2).

3. All Member States which comply with the criteria referred to in paragraph 1 shall designate a national entity to
represent them. The designated national entities shall constitute a consortium and shall conclude the agreement referred
to in Article 10.

4. The Commission shall publish and update on its website the list of participating Member States.

5. Responsibility for the operation of sensors, the processing of data and the implementation of data policy shall lie
with the participating Member States. The assets of participating Member States shall remain fully under national
control.

Article 8
Role of the European Union Satellite Centre

The European Union Satellite Centre (SATCEN) may cooperate with the consortium to be established pursuant to
Article 7(3). In that case, it shall conclude the necessary implementing arrangements with the participating Member
States.

Article 9
SST data and SST information

The use and exchange of SST information released by the consortium and the use of SST data within the context of the
SST support framework for the purposes of the implementation of the actions referred to in Article 4 shall be subject to
the following rules:

(a) unauthorised disclosure of data and information shall be prevented while allowing efficient operations and maxi-
mising the use of the generated information;

(b) the security of SST data shall be ensured;

(c) SST information and services shall be made available on a need-to-know basis to the recipients of the SST services
defined in Article 5(2), in accordance with the instructions and security rules of the originator of the information
and of the owner of the space object concerned.

Article 10
Coordination of operational activities

The designated national entities that constitute the consortium referred to in Article 7(3) shall conclude an agreement
laying down the rules and mechanisms for their cooperation in the implementation of the actions referred to in Article 4.
In particular, that agreement shall include provisions for:

(a) the use and exchange of SST information taking into account the endorsed recommendations ‘Space Situational
Awareness data policy — recommendations on security aspects’;

(b) the establishment of a risk management structure to ensure the implementation of the provisions on the use and
secure exchange of SST data and SST information;

(c) cooperation with the SATCEN to implement the action referred to in Article 4(1)(c).

Article 11
Monitoring and evaluation
1. The Commission shall monitor the implementation of the SST support framework.
2. By 1 July 2018, the Commission shall forward a report on the implementation of the SST support framework to

the European Parliament and the Council concerning the achievement of the objectives of this Decision, from the point
of view of both results and impacts, the effectiveness of the use of resources and the European added value.
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This report may be accompanied by proposals for amendments, where appropriate, including the possibility for a basic
act within the meaning of the Regulation (EU, Euratom) No 966/2012 for SST.

Article 12
Committee procedure

1. The Commission shall be assisted by a committee. That committee shall be a committee within the meaning of
Regulation (EU) No 182/2011.

2. Where a reference is made to this paragraph, Article 5 of Regulation (EU) No 182/2011 shall apply.

Article 13
Entry into force

This Decision shall enter into force on the twentieth day following that of its publication in the Official Journal of the
European Union.

Article 14
This Decision is addressed to the Member States.
Done at Strasbourg, 16 April 2014.
For the European Parliament For the Council
The President The President

M. SCHULZ D. KOURKOULAS
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