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1. Summary of the outcome of the consultation and approach taken
as regards the provision of answers to the comments

1. Summary of the outcome of the consultation and approach taken as regards the
provision of answers to the comments

In relation to RMT.0251 (MDM.055) Phase I, NPA 2019-05 (A), (B) and (C) was published on
17 April 2019 and the public consultation period was extended until 6 September 2019.

Note: RMT.0251 (MDM.055) Phase | established the introduction of the SMS requirements into
Regulation (EU) No 1321/2014 for Part-M through the publication of Regulation (EU) No 1383/2019
that adopted Part-CAMO.

The following table presents the number of comments submitted to NPA 2019-05 (A), (B) and (C):

Number of comments Sub-NPA
33 NPA 2019-05 (A) (General
aspects)
1554 NPA 2019-05 (B) (Part 21)
1064 NPA 2019-05 (C) (Part-145)

An additional amount of 180 comments from the Human Factor Collaborative Analysis Group (HFCAG)
were received after the deadline of the consultation; they have also been taken into consideration in
this CRD.

Four competent authorities from EU Member States (CAA-NL, FOCA, UK-CAA, DGAC France) as well as
the Federal Aviation Administration (FAA) commented on the NPA.

After further analysis, the followings major points can be summarised:

— For Part 21?, out of 1 608 comments, 835 address the AMC/GM whereas 772 comments relate
to the implementing rules (IRs). 72 % are duplicate comments, which means that, in total, 560
comments needed to be reviewed.

1608 comments

1 Annex | (Part 21) to Commission Regulation (EU) No 748/2012 of 3 August 2012 laying down implementing rules for the airworthiness
and environmental certification of aircraft and related products, parts and appliances, as well as for the certification of design and
production organisations (OJ L 224, 21.8.2012, p. 1).

* X
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1. Summary of the outcome of the consultation and approach taken
as regards the provision of answers to the comments

— For Part-1452, out of 1 064 comments, 597 address the IRs. 35 % are duplicate comments.
— Some of the comments on Part 21 are also duplicated in Part-145.

Considering the high number of comments (around 3 000), the high number of duplicated comments
as well as the tight deadlines, the decision was taken to group the comments into topics.

EASA has followed this approach in the past (such as for CRD to NPA 2016-05 ‘Reorganisation of
CS-23"% or CRD to NPA 2010-14 ‘Implementing Rules on Flight and Duty Time Limitations and rest
requirements for commercial air transport (CAT) with aeroplanes?®) because repeating the answers to
the duplicated comments would be burdensome. By grouping and summarising them, time is thus
saved.

Therefore, this CRD contains a summary of the comments received on NPA 2019-05 (A), (B) and (C),
and limited to the IRs, in order to prepare the Opinion. Its CRD text was developed by EASA, based on
the review of these comments and the input of the Focus Consultation Group (FCG) — the same group
which was consulted for the development of the NPA. The FCG was composed of experts from industry
and national aviation authorities.

In order to review the comments to the NPA, two meetings were organised with the FCG:
— the first one on 1 and 2 October 2019; and
— the second one on 2 and 3 March 2020.

For these two meetings, the focus was mainly on the preparation and submission of the EASA Opinion
to the European Commission because the introduction of the SMS requirements into Part21 /
Part-145 is considered a priority, not only to fulfil the ICAO requirements but also to make SMS an
enabler of the continuous improvement of safety in Europe.

Considering the COVID 19 sanitary constraints, additional Webex sessions with the FCG were also
planned as well as a short consultation with the FCG. More sessions will be planned during 2021 to
improve and finalise the comments specifically related to the AMC/GM. This means that another CRD
will be published at a later stage to specifically cover the review of the comments related to the
AMC/GM to Part 21 and Part-145.

Review of the comments made on the implementing rules (IRs)

The following guidelines have been followed during the review of the comments:
—  The principle of harmonisation of the IRs across all aviation domains has been the main driver:
— Section A (for organisations):

— for Part 145, introduction of a management system as prescribed by Annex Il to
Regulation (EU) 2018/1139 and harmonisation with Part-CAMO (Commission
Implementing Regulation (EU) No 2019/1383), which mirrors the structure of the
management system of the other domains such as Air Operations, Aerodromes,
Flight Crew Licensing; therefore, the Part-145 management system can be easily

2 Annex Il (Part-145) to Commission Regulation (EU) No 1321/2014 of 26 November 2014 on the continuing airworthiness of aircraft and
aeronautical products, parts and appliances, and on the approval of organisations and personnel involved in these tasks (OJ L 362,
17.12.2014, p. 1).

3 https://www.easa.europa.eu/document-library/comment-response-documents/crd-2016-05

4 https://www.easa.europa.eu/document-library/comment-response-documents/crd-2010-14
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1. Summary of the outcome of the consultation and approach taken
as regards the provision of answers to the comments

integrated into a single management system when an organisation holds several
approvals, which is often the case for commercial operations and maintenance,
such as AOC, Part-CAMO and Part-145;

— for Part 21, introduction of a management system as prescribed by Annex Il to
Regulation (EU) 2018/1139, embedding the structure of Appendix Il to ICAO
Annex 19 to complement the quality system for production organisations (POs)
and the design assurance system for design organisations (DOs). Further
harmonisation with the Part-145 management system is planned at AMC/GM level
for organisations that hold multiple approvals (e.g. AOC, Part-CAMOQO) — refer to
end of Section 2 of this document for further explanations.

Section B (for competent authorities): extensive harmonisation among all domains,
consistently with Part-CAMO (and thus with the IRs for the other domains such as Air
Operations, Aerodromes, Flight Crew Licensing); therefore, the structure of the
management system for civil aviation authorities (CAAs) is the same in all domains and
allows for an integrated system.

— Development of the AMC/GM:

Harmonisation with the AMC and GM (issued with Decision 2020/002/R®) to Annex Vc
(Part-CAMO) to Commission Regulation (EU) No 1321/2014, which themselves [the AMC
and GM to Part-CAMO] benefited to a certain extent from the stakeholders’ comments
to NPA 2019-05(C) on the proposed AMC/GM to Part-145);

Recognition of the SMS International Industry Standard SM-0001°%, published on
17 September 2018, for demonstrating compliance with the SMS for design and
production organisations (the gaps identified between the AMC/GM and SM-0001 are
planned to be addressed by an upcoming revision of this SMS Internal Industry Standard);

Customisation to the specificities of Part-145 and Part 21;

Improvement of the AMC and GM to benefit from almost 10 years of experience and
oversight since the development of the AMC and GM to the Air Operations IRs
(Regulation (EU) No 965/2012);

Improvement based on the Safety Management International Collaborative Group
(SM ICG) products’.

5 Executive Director Decision 2020/002/R of 13 March 2020 amending the Acceptable Means of Compliance and Guidance Material to
Annex | (Part-M), Annex Il (Part-145), Annex Il (Part-66), Annex IV (Part-147) and Annex Va (Part-T) to as well as to the articles of
Commission Regulation (EU) No 1321/2014, and issuing Acceptable Means of Compliance and Guidance Material to Annex Vb
(Part-ML), Annex Vc (Part-CAMO) and Annex Vd (Part-CAO) to that Regulation (https://www.easa.europa.eu/document-library/agency-
decisions/ed-decision-2020002r).

6 https://www.asd-europe.org/sites/default/files/atoms/files/SMS%20Standard final%20issue%20A 20180917.pdf

7 https://www.skybrary.aero/index.php/Portal:Safety Management International Collaboration Group (SM ICG)
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2. Items specific to NPA 2019-05 (A) (General aspects)

2. Items specific to NPA 2019-05 (A) (General aspects)

Due to the limited number of comments received to NPA 2019-05 (A), each comment has been
answered. However, hereafter, the reader can find a summary of the comments.

Note: During the consultation phase, some of the comments made to NPA 2019-05 (A) were also
repeated in NPA 2019-05 (B) and in NPA 2019-05 (C).

2.1. Options to define the SMS applicability to Part 21 and to Part-145

Very few comments were received on the SMS applicability to Part 21 and to Part-145.

For Part 21, the respondents were generally in favour of Option 2, which was the preferred option in
the NPA. Option 2 is about the implementation of ICAO Annex 19, limited to approved organisations
that are responsible for the design and production of products and for ‘parts and appliances’ when an
organisational approval is required under an ETSO authorisation.

The concept of proportionality was strongly supported.

Some respondents would have liked to see SMS applicable to all their suppliers irrespective of whether
or not they hold an approval, which not only poses an oversight issue when no certificate is held but
also can be burdensome for very small organisations.

Conversely, some respondents would have preferred the applicability of SMS to remain on a voluntary
basis as it is currently the case in the USA, calling for a level playing field. Since the Boeing 737 MAX
fatal accidents, investigation reports and studies recommend the implementation of SMS to become
mandatory in Title 14 CFR Part 21. A number of Part 21 respondents, though, fully support the total
system approach, trying to fill the gap between the design (product safe to operate), the environment
in which the product is designed, manufactured, maintained and operated, including the training
needs (i.e. how does the product actually behave in operations to close the loop with the design).

2.2. International recognition of SMS and its impact on bilateral agreements

Some organisations are concerned about the potential negative impact the introduction of SMS into
the EU rules might have with regard to its international recognition between States. As explained
above, the SMS applicability in the USA, currently on a voluntary basis, is now planned to be made
mandatory with the new FAA approach although it will take time to complete the rulemaking process.
Meanwhile, within the framework of bilateral agreements, the SMS recognition is being addressed at
FAA, TCCA, ANAC and EASA system level; for instance, the FAA plans to make SMS mandatory for those
US organisations that seek EASA DO or PO approvals.

The FAA asked for consistency between this future amendment to Regulation (EU) No 748/2012 and
Regulation (EU) No 376/2014 when the POA is not located in Europe. Following the new requirements
introduced in point 21.A.3, the principles of Regulation (EU) No 376/2014 will become relevant to an
EASA-approved organisation under a POA when it is located outside Europe and under the oversight
of EASA or one of the EU Member States (MSs): by doing so, the need is addressed to have a
mandatory and a voluntary reporting system supported by the principles of safety culture and just
culture.

*

*

**

*
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2. Items specific to NPA 2019-05 (A) (General aspects)

2.3. Date of applicability and transition period

One competent authority recommended the new IR to follow the same applicability and transition
principles as done for Part-CAMO, i.e. applicability 6 months after the date of entry into force and an
18-month period for the closure of findings on IR novelties.

Considering the impact of the COVID-19 pandemic, EASA proposes the following:
— date of applicability of the amending regulation: 1 year after the date of entry into force;

— a 2-year period after the date of applicability, at the end of which the findings issued by the
competent authorities related to the novelties introduced by the amendments to the IR have
to be closed.

This issue will be reviewed by the European Commission with the EU MSs during the adoption process
of the new amending Regulation.

2.4. Other comments

Among the diverse comments, it is noteworthy that one competent authority recommended adding
requirements in Section A and Section B for the accountable manager (AM) / CEO related to the
knowledge of the functioning of (safety) management systems and cultural leadership. This has been
addressed to some extent in the IR part related to the initial certification procedure and will be
considered during the review of the related AMC and GM.

A few commentators also asked for more guidance on safety culture, just culture, and the change of
mindset the introduction of SMS calls for. This will be considered during the review of the related AMC
and GM.

Another category of comments recommended a higher level of consistency between Part 21 and
Part-145. Although this has been the objective along the project, some peculiarities of each sector had
to be addressed and kept as they initially were before the proposed amendment in order to reduce
the volume of changes in the structure of organisations (refer to Section 1 of this document on the
explanations about the principles of harmonisation).

— For instance, in Part 21, it was considered that several elements of the SMS were already
required (e.g. the independent verification function of the demonstration of compliance on top
of compliance monitoring, or the design assurance or quality system may be considered as main
contributors to ensuring safety). By doing so, design and production organisations have already
started adapting their structures to meet the organisational requirements defined by these new
requirements. Modifying the requirements to match exactly what has been already done in the
other domains would have resulted in the need for organisations to modify their structures
without substantially improving safety. For this reason, the safety management elements have
been introduced by minimising the number of changes to Part 21, ensuring though the
alignment of the SMS principles with the other domains.

— Some organisations that simultaneously hold Part-145, Part-CAMO and AOC approvals will
benefit from the commonality of the management system provisions in the various domains.
Consequently, consistent AMC/GM across all these domains will be the main driver for the
review of comments addressing the AMC/GM.

*

**

* *
* ok
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3. Items common to Part 21 and Part-145 (NPA 2019-05 (B) and (C))

3. Items common to Part 21 and Part-145 (NPA 2019-05 (B) and (C))

A lot of comments noticeably addressed the authority requirements, notably for Part 21, due to the
fact that Section B of both Part 21 and Part-145 has been extensively aligned with the provisions of
Part-CAMO, which stem from the Air Operations rules (in particular ARO.GEN).

This harmonisation has slightly changed the text of the oversight provisions, not the principles,
whereas it simplifies the procedures for competent authorities across all aviation domains.
Consequently, the comments do not necessarily address the safety management principles, although
this was the main objective of the NPA. However, this justified the NPA’s initial strategy to limit the
volume of changes to Section A and to stick to the current numbering system, insofar as possible.

3.1. Findings, observations and corrective actions

Reference: 21.A.125B, 21.A.158, 21.A.258, 145.A.95, 21.B.125, 21.B.225, 21.B.433, 145.B.350

A large number of comments related to findings were received. Most of them refer to the need to
have the definitions and the levels of findings harmonised between Part 21 and Part-145.

a) ‘Level 1’ finding: definition common to Part 21 and Part-145

Initially, the idea at NPA level was to align the Part 21 definition of ‘level 1’ findings with that of
145.A.95 (now renumbered 145.B.350), which is already harmonised with the other domains,
such as Part-CAMO or the Air OPS rules.

This approach was followed for production organisations but not for design organisations, as it
is further explained below.

Several Part 21 stakeholders highlighted that ‘non-compliance which could lower the safety
standard and possibly hazard the flight safety’ is not necessarily appropriate for design
organisations: a safety margin is often included in the design, and in some cases the level of
safety can be reduced but the product remains safe and compliant with the requirements.
As long as the product remains compliant with the applicable design data, this is not considered
a non-compliance and no level 1 finding should be raised. Therefore, it is considered more
appropriate to keep the current text in Subpart J of Part 21 that refers to ‘non-compliances
which may lead to uncontrolled non-compliances. In order to better qualify such conditions, it
was thus decided to make a link with the definition of ‘unsafe condition’ included in point
21.A.3A.

Moreover, the possibility to define a corrective action implementation period up to 21 days,
following a level 1 finding, has also been kept for design organisations. This is based on the fact
that a finding for a design organisation may not have an immediate impact on the safety of the
fleet while an immediate revocation or suspension of a type certificate may have a serious
impact on the organisations that operate the fleet. Only when the organisation fails to submit
an acceptable corrective action plan, or to perform the corrective action within the acceptable
time frame, the competent authority may revoke the design organisation approval or to limit
or suspend it in whole or in part.

b) ‘Level 2’ finding: definition common to Part 21 and Part-145

The initial idea at NPA level was to also align the Part 21 definition of ‘level 2’ findings with that
of 145.A.95 (now renumbered 145.B.350). However, it was considered that such text may not

*

* *
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3. Items common to Part 21 and Part-145 (NPA 2019-05 (B) and (C))

cover all possible cases of non-compliance, such as those related to environmental
requirements that cannot be considered to ‘lower safety and endanger flight safety’. Therefore,
it was decided to use the initial approach of Part 21, defining as ‘level 2’ findings all non-
compliances that are not classified as ‘level 1.

c) Level 3 finding and ‘observations’

The current Part 21 contains provisions about the issuance of level 3 findings for which no action
is required. There is no other domain where such provisions exist. In the Aerodromes domain
though (see Regulation (EU) No 139/20148), the concept of ‘observations’ is included in
ADR.AR.C.055(e). Several competent authorities and industry representatives recommended
the use of a mechanism for the assessment of the management system, while ensuring
consistency across the domains.

At the same time, not only the outcome of the EASA standardisation visits had already revealed
the need to have the definition of ‘findings’ better adapted to the assessment of the
management system but the Regulatory Advisory Group (RAG) experts that developed the EASA
management system assessment tool® (based on the SMICG SMS assessment tool)
recommended EASA to introduce, among others:

— the PSOE (present, suitable, operating, effective) grading system to better fit the
assessment;

— the concept of ‘observations’ to differentiate from ‘findings’, for which instructions on
how to use the EASA management system assessment tool were provided.

Therefore, it is proposed to:

— remove level 3 findings from Part 21; and

— for the text of both Part 21 and Part-145, introduce the concept of ‘observations’, which
should not require immediate action but must be considered by the organisation, as
follows:

Section B (competent authority):

‘For those cases that do not require level 1 or level 2 findings, the competent authority
may issue observations:

—  for any item whose performance has been assessed to be ineffective; or

— when it has been identified that an item has the potential to cause a non-
compliance; or

— when suggestion or improvement are of interest for the overall safety performance
of the organisation.

The observations issued under this point shall be communicated in writing to the
organisation and recorded by the competent authority.’

8 Commission Regulation (EU) No 139/2014 of 12 February 2014 laying down requirements and administrative procedures related to
aerodromes pursuant to Regulation (EC) No 216/2008 of the European Parliament and of the Council (OJ L 44, 14.2.2014, p. 1).

°  https://www.easa.europa.eu/document-library/general-publications/management-system-assessment-tool
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3. Items common to Part 21 and Part-145 (NPA 2019-05 (B) and (C))

d)

e)

Section A (organisation):

‘The observations received in accordance with [Section B] shall be given due consideration
by the organisation. The organisation shall record the decisions taken in respect of these
observations.’
AMC and/or GM will be further developed to better differentiate ‘observation’ from ‘finding’,
such as the following EASA instructions on how to use the PSOE grading system?’:

— For the initial evaluation or as part of the transition to the new SMS requirements, all the
processes should be ‘Present’ and ‘Suitable’. If not, then the approval or the certificate
should not be granted or the transition period accepted.

— Once an SMS is functioning and the transition period has expired, and if during the
evaluation a process is found not to be ‘Operating’, a finding should be issued.

— Where a feature is found not to be ‘Effective’, the inspectors may consider issuing an
observation and suggesting improvements. However, findings should not be issued if the
process is ‘Operating’ but not ‘Effective’.

Harmonisation with the other EASA domains will be proposed at the next opportunity, for the

sake of consistency.

Besides, it will be an obligation for the organisation to consider the observations issued by the
competent authority. They may be followed or not, but they cannot be completely ignored by
the organisation. They may also serve as an indicator of the organisation’s management system
maturity.

‘Past performance’ as part of the evaluation of a finding

Reference: 21.B.225, 21.B.125, 145.B.350

Stemming from the adopted text of Part-CAMO, the consideration of the ‘past safety
performance’ of the organisation was challenged by the commentators as a criterion for the
extension of the 3-month period related to the correction action plan of a level 2 finding. Even
in the case of poor safety performance of the organisation, the implementation of the
correction action plan may take more than 3 months due to the nature of the level 2 finding, or
due to the severity of the finding, and it may be acceptable to allow for more time. It was agreed
that, when evidence is justified, more time may be needed. The duration of the period to
implement cannot be driven only by ‘past performance’, which has therefore been removed
from the final text. This should not prevent the competent authority from checking the evidence
why the organisation is not able to implement the corrective action plan within the initially
agreed period, in particular when the organisation systematically asks for an extension of the
correction action plan beyond the 3-month period.

The need to inform the State in which the aircraft is registered

Reference: 145.B.350, 21.B.125, 21.B.225

Clarification was requested as to whether the need to inform the State in which the aircraft is
registered should be limited to level 1 findings and to the EU Member States when a finding
directly relates to an aircraft.

10
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f)

3.2.

From a criticality point of view, such a requirement makes sense only for level 1 findings.

From a legal perspective, for instance, an airworthiness directive (AD) applicable to EU-
registered aircraft may not be applicable to non-EU registered aircraft.

From a regulatory perspective, the adopted EU regulations (Regulation (EU) 2018/1139 and its
delegated and implementing acts as well as Regulation (EU) No 376/2014) generally focus on
aviation activities within the EU.

Consequently, the text has been modified as follows: ‘If a level 1 finding directly relates to an
aircraft, the competent authority shall inform the competent authority of the Member State in
which the aircraft is registered.’

Should a level 1 finding be raised for the absence of an accountable manager (AM)?

Reference: 145.B.350, 21.B.125, 21.B.225

EASA confirms that a level 1 finding should be raised for the absence of an accountable manager
(AM) and proposes to make this explicit in the regulation: an organisation cannot be run without
a manager designated as ‘accountable’.

Cases have been recorded through standardisation inspections within Europe where the lack of
an AM lasted several months with no action taken to appoint a new one.

Alternative means of compliance (AltMoC)

Reference: 21.A.124A, 21.A.134A, 145.A.120, 21.B.115, 21.B.215, 145.B.120

Many comments were received as regards the introduction of AltMoC in Subparts F and G of
Part 21 as well as in Part-145.

Note: The NPA did not propose the introduction of AltMoC into Part 21 Subpart J since in the
design domain there is only one competent authority in the EU, i.e. EASA, which means that
there is no need to create transparency amongst the competent authorities about the different
possibilities to demonstrate compliance with the applicable requirements.

Although a few industry representatives supported the proposal, a number of respondents
were against it, advocating that the AltMoC:

— render the AMC quasi-binding, which might be also too prescriptive; and
— create administrative burden with no benefit to safety.
EASA carefully assessed the concerns raised about the proposed AltMoC:

— Organisations are not required to follow the EASA AMC to demonstrate compliance with
the requirements of Regulation (EU) No 748/2012 and Regulation (EU) No 1321/2014.
They may either demonstrate compliance by using the EASA AMC or any other means of
compliance. If they use other means, the AltMoC do not introduce new requirements for
them; the introduction of the AltMoC provisions simply imposes a new obligation for the
competent authority that accepts the means of compliance to provide information about

11
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3.3.

them to EASA. With or without the introduction of AltMoC into Part 21 and Part-145, it is
already the responsibility of the organisation to demonstrate [to its competent authority]
how it will ensure compliance with the IRs of Part 21 and Part-145. In all cases, the
demonstration of compliance can be described in the manuals (such as the MOE) or
procedures or any other document. EASA provides a way of how compliance can be
demonstrated; since it has been widely discussed with stakeholders and competent
authorities in the course of the rulemaking process, organisations can consider that those
means will be accepted by their competent authority without further assessment.

When the proposed means to demonstrate compliance with Part 21 and Part-145 is
different from an EASA AMC provided and, therefore, may be of interest to the whole
industry and could be shared with the stakeholders, then the AltMoC will lay down that
the competent authority should provide the information to EASA. This will also allow
EASA to assess whether such a means of compliance could be transposed into a new AMC
to be issued by EASA for the benefit of the whole industry. Such benefit has been
extensively and successfully used in the past during rulemaking activities and for the
purpose of improving the rules.

EASA considers it important that the AltMoC provisions should be consistent among the
different domains; wording that is different from that used in other domains would
create confusion and legal uncertainty; it would also force competent authorities to
follow different processes.

EASA has, therefore, concluded that the comments are not relevant with the intent of the
AltMoC provisions proposed to be introduced into the relevant Commission regulations, but

rather how the AltMoC process is being applied.

As many comments were submitted during the NPA consultation phase by some of the FCG

members, EASA organised an ad hoc webinar on 26 October 2020 with the FCG experts who

supported the development of this project, in order to remind that:

the use of AltMoC is a powerful tool that allows transparency as regards good means of
compliance that are accepted by one authority and which could be used by other
organisations as well, and eventually giving EASA the visibility and possibility to transpose
those means into EASA AMC;

compliance has to be ensured with the IRs, not the EASA AMC: the organisation or the
MS may either demonstrate compliance by using the EASA AMC or any other means of
compliance, which further enhances flexibility.

Use of unannounced inspections

Reference: 145.8.305(b)(1), 21.B.222(b)(1), 21.B.432(b)(1), 145.8.300(b)(3), 21.8.221(b)(3),

21.B.431(b)(3)

The concept of ‘unannounced inspections’ was considered questionable and not always doable
although ICAO requests to introduce it in the IRs. The NPA text has been amended and it now indicates

that unannounced inspections during oversight are used as a means of oversight ‘only when

applicable’ and not ‘systematically required’ during the oversight planning cycle.
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In addition, the term ‘unannounced inspections’ has been deleted from 145.B.300(f), 21.B.221(f) and
21.B.431(f).

3.4. Access
Reference: 21.A.9, 145.A.140

A number of comments highlighted the fact that granting access ‘at any time’ to the competent
authority was not realistic due to restricted areas and security reasons, or due to health and safety
policies. The term ‘at any time’ has been, therefore, removed. This does not prevent the competent
authority from organising unannounced inspections, as mentioned in 145.B.300 or 21.B.221 or
21.B.431.

3.5. Initial certification procedure

Reference: 21.B.220(b), 21.B.430(b), 145.B.310(b)

A number of respondents questioned the objective of the meeting with the accountable manager
(AM) during the initial certification procedure. This requirement already exists in current Part-145
(145.B.20 and M.B.702) but not in Part 21. Other respondents complained about the requirement
being too prescriptive because it lays down a high level of details as regards the agenda of the meeting.

EASA wishes to explain that the meeting between the competent authority and the AM is an important
element during the initial certification. The competent authority should ensure that the AM
understands their role, accountability and responsibility; the IR provides a legal basis for this meeting
to be convened.

The FCG members agreed that the requirement should be more generic and not linked necessarily to
the understanding of the management system or the significance of the certification process.

Therefore, the requirement has been kept at the IR level but reformulated more generically, as
follows:

‘A meeting with the accountable manager of the organisation shall be convened at least once during
the investigation for initial certification to ensure that this person understands his or her role and
accountability.’

3.6. Duration and continued validity of a certificate

Reference: 21.A.125C, 21.A.159(a)(5) and 21.A.259(a)(5), 145.A.90(a)(3)

In accordance with Article 19 of Regulation (EU) 2018/1139, it has been added that the organisation’s
certificate shall remain valid under the condition that it has not been suspended.

3.7. Amendment of approvals — Changes to approved organisations

Reference: 21.B.240, 21.B.435; 145.B.330

A number of industry representatives proposed to amend the statement in 21.B.240, 21.B.435 and
145.B.330(d), which was found too stringent: if the organisation implements changes requiring prior
approval, or that are significant for design and production organisations, without having received the
approval of the competent authority, the competent authority should not have the obligation to
suspend, limit or revoke the organisation’s certificate, but these actions may be considered.
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It is reminded that if the organisation does not notify the changes requiring prior approval, or the
changes that are significant, the competent authority may have no other option but to take legal
action.

A number of options were envisaged: most of the FCG experts considered that it depends on the
nature of the change itself, and that this is a decision to be taken on a case-by-case basis, for which
the competent authority needs to consider all the circumstances, as well as whether and which action
needs to be taken. The competent authority, therefore, should have the option to decide whether the
approval needs to be suspended.

In order to limit the volume of changes, and for the sake of consistency with the other domains, the
decision was to use the wording of the ADR rules (i.e. ADR.AR.C.040(e)), as follows:

‘If the organisation implements changes requiring prior approval without having received the approval
of the competent authority, the competent authority shall consider the need to suspend, limit or
revoke the organisation’s certificate.’

In addition, an AMC will be developed to indicate that this should also be treated as a finding, and
categorised as level 1 or level 2 depending on the nature of the finding.

3.8. Suspension, limitation and revocation of a certificate

Reference: 21.B.65 and 145.B.355

Different types of comments related to the suspension, limitation and revocation of a certificate were
clustered, as follows:

a) Potential safety threat
Reference: 21.B.65(a), 145.B.355(a)

Many comments questioned the meaning of ‘on reasonable grounds in the case of potential
safety threats’ when the competent authority shall suspend a certificate. The recommendation
was made to differentiate between a ‘potential threat’ and ‘suspending a certificate’.

This provision addresses the particular situation where the competent authority needs to take
action against the organisation on the basis of the elements giving reason to believe it is about
a serious safety threat, but not supported by substantial elements to support that decision.
This requirement has been used in Part-M and Part-145 since 2003 and did not raise any
interpretation issue. It just empowers the competent authority to take action in this particular
context and this must be based on ‘reasonable grounds’. It has thus been proposed to amend
the text as follows:

‘The competent authority shall:

(a) suspend a certificate where there are reasonable grounds to believe it is necessary to
prevent a credible threat to the safety of the aircraft.’

It should be noted that this provision does not address here the need to suspend the certificate
in case of a level 1 finding, notably when a clearly identified hazard, in the context of the (safety)
management system, has not been effectively mitigated; this need is already addressed by
21.B.65(b) and 145.B.355(b).

b) Oversight cycle
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Reference: 21.B.65(c), 145.B.355(c)

The text has been amended to indicate that when the competent authority fails to discharge its
oversight responsibilities, it still has the option to suspend a certificate and also to limit it wholly
or partially; this would be the case for a facility that is not accessible to the competent authority
due to security reasons. In addition, instead of referring to a period of 24 months, the text now
refers to the oversight planning cycle due to the fact that it can vary from 24 (or less, if needed)
to 48 months according to 21.B.222 or 21.B.432 or 145.B.305.

c) Security situation
Reference: 21.B.65(c), 145.B.355(c)

The NPA text contains provisions about the suspension of a certificate due to security reasons,
something that raised several questions. The final decision was to slightly amend the text by:

— removing the reference to ‘on-site audit’ as the IR is not the best regulatory level to
specify this type of information (an AMC would be preferable); and

— removing the reference to ‘security’ situation and indicating that it covers circumstances
outside the control of the competent authority (which may not always constitute a
‘security’ situation).

3.9. Information to the Agency

Reference: 145.B.125, 21.B.15

One commentator recommended that the competent authority should provide EASA with any safety-
significant information stemming from the suspension, limitation or revocation of a certificate. EASA
wishes to refer stakeholders to Article 74 of Regulation (EU) 2018/1139 which lays down the
establishment and management of a repository of information. This repository of information shall
include, among other things, the certificates issued and declarations received by EASA and the
national competent authorities.

No change has thus been proposed to the NPA text.

3.10. Information collected for oversight purposes

Reference: 145.B.300(f), 21.B.221(f), 21.B.431(f)

The provisions for the competent authority to collect and process any relevant information for
oversight purposes have been amended as follows: ‘The competent authority shall collect and process
any information deemed necessary for conducting oversight activities.’

The reference to unannounced inspections to collect necessary information has been deleted as it was

inappropriate within that context.

3.11. Allocation of tasks to qualified entities

Reference: 21.B.30, 145.B.205

A few comments expressed the concern of conflict of interest with regard to qualified entities that
could commercially use the information collected or experience gained during the performance of the
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oversight activities. No action has been taken in this regard because this issue is addressed by
Regulation (EU) 2018/1139 in its Annex VI, point 7.

Finally, one question was raised as to whether an organisation can appeal in case it perceives there is
a conflict of interest with the qualified entity selected. According to Recital 66 of Regulation (EU)
2018/1139, ‘parties affected by decisions made by the Agency have access to the necessary remedies,
which should be suited to the special character of the field of aviation. Therefore, an appropriate
appeal mechanism is set up so that decisions of the Agency can be subject to appeal to a Board of
Appeal [see Article 106], the decisions of which can be subject to action before the Court of Justice of
the European Union in accordance with the TFEU’.

3.12. Personnel requirements

Reference: 21.A.145(c)(2), 21.A.245(d)(1), 145.A.30(cc)

The wording has been amended so that the person or persons nominated shall be simply (instead of
‘ultimately’, as proposed in the other domains) responsible to the accountable manager. The reason
for that change is that only the accountable manager is ultimately responsible. The intention is to
prevent reduction of accountability with multiple layers of nominated persons; ‘responsibility’ must
be differentiated from ‘accountability’.

For design organisations, it was not considered appropriate to require the whole system to be under
the direct accountability of a single manager since the head of a design organisation is not always the
chief executive officer. Even if it is clear that the system has to be established under the accountability
of one manager, the term ‘direct’ has been deleted.

3.13. Use of central functions

Reference: 21.A.139(f) and 21.A.239(f), 145.A.200(c)

In the case of large organisations that hold multiple certificates, it is possible to integrate the
management system of Part 21/Part-145 with the management system that is required for the
issuance of the other certificate(s). One organisation requested to add in the IR that such an integrated
management system may include central functions. EASA is of the opinion that the current text does
not prevent very large organisations from having central functions addressing partially or fully all the
management systems needed for the different approvals. EASA agreed that an AMC or a GM would
make clear that such a structure is possible. The IR text has not been changed.
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4, Items specific to Part 21 (NPA 2019-05 (B))

4.1. Competent authority

Reference: 21.1

As proposed by some stakeholders, the scope of point 21.1, which defines the competent authority,
was extend to cover also the identification of the competent authority for the tasks described in
Subpart A of Section A.

Moreover, the identification of the competent authority for Subpart P has been updated to specify
that EASA is the competent authority for the approval of flight conditions when these are related to
the safety of the design.

4.2. Scope
Reference: 21.2

Some stakeholders noticed that a point defining the scope for Section A was missing while the scope
of Section B is defined in point 21.B.5, included in Subpart A of Section B. Since this point describes
the scope of the full Section B, its position within Subpart A is incorrect. Therefore, it has been decided
to add a new point 21.2 that defines the scope of both Section A and Section B. The contents of point
21.B.5 have been moved in new 21.2.

4.3. Reporting system
Reference: 21.A.3A

Several comments were received on this point asking for clarification or proposing changes, as
summarised below:

—  The word ‘occurrence’ has been removed from the title since point 21.A.3A covers items that
are beyond mere ‘occurrences’, such as internal errors, near misses, and hazards. The title has
been made more generic to cover other aspects as well.

— Some questions were raised on the meaning of the term ‘without prejudice’ used when
referring to Regulation (EU) No 376/2014. This is a legal term to indicate that Part 21
complements (it does not amend) Regulation (EU) No 376/2014, which remains fully applicable.
It should be reminded that the need to include in Part 21 the main requirements defined in
Regulation (EU) No 376/2014 originates from the fact that the latter is not applicable to
organisations which have their principal place of business in a third country. All applicants for a
certificate under Part 21 are required to comply with the reporting requirements defined in
point 21.A.3A.

— All the requirements related to reporting, which were previously listed in Subparts F and G, have
been moved to point 21.A.3A and merged with the already existing ones. In addition, point
21.A.3A has been complemented with the requirements for mandatory and voluntary reporting
systems as defined in Regulation (EU) No 376/2014. An organisation is required to collect
occurrences / near misses to be reported to the State (‘mandatory reporting’) and to facilitate
the collection of occurrences / near misses and other information that an individual or an
organisation may decide to report to the State (‘voluntary reporting’). An individual may also
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report through the organisation’s reporting systems and this will be sufficient for the individual
to discharge their responsibilities in this regard.

— The text has been amended to make clear that the organisation will collect the input originating
from internal occurrences, errors, near misses and hazards. The organisation is then required
to extract from the system those occurrences whose reporting is mandatory and those for
which a voluntary report will be made. Regulation (EU) No 376/2014 requires the report to be
made by the organisation within 72 hours after becoming aware of the occurrence, unless
exceptional circumstances prevent this. As indicated in Section 2.9 ‘What is the deadline to
report an occurrence?’ of the guidance material to Regulation (EU) No 376/2014, published by
the European Commission, ‘In the case of individuals engaged in design or production
organisations (Design Organisation Approval - DOA - or Production Organisation approval - POA)
and who are under the obligation to report a potential unsafe or unsafe condition, the 72 hours
period starts from the identification of the possible unsafe condition, which is normally reported
through a dedicated process in those organisations’*2. Therefore, the text of this point has been
made consistent with such approach.

— It has been clarified that the requirement to report does not apply to organisations that design
minor changes or minor repairs.

— A clarification was requested on the need to report an occurrence when a non-conformity
affects only spare parts which are not yet installed. Regulation (EU) No 376/2014 does not
exclude this case, and this will be explained in an AMC.

— In case of production organisations that are located in a non-EU Member State, the reports shall
be sent only to EASA, as the competent authority. Therefore, in 21.A.3A(b)(3), ‘if applicable’ has
been added.

4.4. Record-keeping
Reference: 21.A.5

This point contains now all the record-keeping requirements, which were spread over in the different
subparts of Section A, in order to ensure consistency. Compared to the text proposed in the NPA, the
requirement for record-keeping has been extended also to organisations that design minor changes
or minor repairs.

The current text requires that ‘all’ the details of work should be recorded by production organisations,
a requirement which was commented by several stakeholders as being too wide. The text has,
therefore, been amended to clarify that the data to be recorded is those relevant to the conformity
of the products, parts or appliances.

Design organisations shall also keep records of the requirements that apply to their partners and
subcontractors.

The current text did not cover the requirements for design organisations to keep record of the
personnel identified as certification verification engineers (CVEs). A specific provision has been,
therefore, added.

12 https://ec.europa.eu/transport/sites/transport/files/modes/air/safety/doc/guidancematerial376.pdf
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4.5. Access and investigation

Reference: 21.A.9

The scope of point 21.A.9 has been extended to cover also the requirement for the inspected
organisation to provide the personnel of the competent authority with access when performing
oversight activities, audits and inspections.

4.6. Transferability
Reference: 21.A.47

The scope of this point has been extended to allow the transferability of a certificate also in case it
refers to APUs under an ETSO authorisation. Consistently, point 21.A.604 has been amended to
exclude point 21.A.621 from the requirements applicable to APUs under an ETSO authorisation.

4.7. Duration and continued validity

Reference: 21.A.125C, 21.A.159, 21.A.181, 21.A.211, 21.A.259, 21.A.619 and 21.A723

The requirements defined in these points are expressed in a negative permission). To improve their
readability, they have been rephrased positively, without altering the meaning. Moreover, the
provision to continue to meet the eligibility requirement has been deleted since it was considered a
duplication of the first provision which requires the organisation to comply with the applicable
requirements of Regulation (EU) 2018/1139 and its delegated and implementing acts.

4.8. Production and design management system

Reference: 21.A.139 and 21.A.239

Several comments were raised on these points as they describe the core elements of the management
system.

It has been clarified that a design or production organisation shall have a management system made
of two elements: the safety management element and the design assurance (in case of design
organisations) or quality element (in case of production organisations).

As regards the safety management element, the role of the key safety personnel should not be limited
to the execution of the safety policy but should be broader.

The duplication of requirements, such as the documentation already provided in point 21.A.143 or
21.A.243, was considered to be unnecessary.

Several comments were raised against the role of the ‘independent function to monitor the
compliance of the organisation’. The text has been, therefore, improved to clarify that the scope is to
monitor the compliance of the organisation with the relevant requirements and the compliance with,
and adequacy of, the production or design management system.

The current text includes the possibility of having approved organisations that are part of a larger
organisation, such that centrally controlled (corporate) functions and resources may be used.
A GM will be developed to make this even clearer.

The text of the NPA included the possibility, for organisations that hold multiple organisational
certificates issued on the basis of Regulation (EU) 2018/1139 and its delegated and implementing acts,
to integrate them in a single management system. Some commentators proposed to not limit such a
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possibility only to certificates issued under Regulation (EU) 2018/1139. This has not been accepted
since, in that case, the compatibility of the requirements may not be ensured.

4.9. Resources

Reference: 21.A.145 and 21.A.245

The NPA proposed to specify that a design organisation, depending on its size as well as on the nature
or complexity of its activities, should include: a chief of the office of airworthiness; a chief of the
independent monitoring of compliance and adequacy function; and any other group of persons
needed to ensure that the organisation complies with Part 21. Comments were raised to include some
degree of flexibility without imposing the nomination of specific managers. The text has been modified
as follows:

— two functions are always required (i.e. a chief of the airworthiness function and a chief of the
independent monitoring of compliance and adequacy function) while the need for additional
persons to ensure that the organisation complies with Part 21 is based on the size of the
organisation as well as on the nature and complexity of its activities;

— the possibility has been added for the head of the design organisation to directly supervise the
airworthiness function under certain conditions.

The requirement for a direct authority between the accountable manager and the other managers
has been modified also for organisations that produce products or parts according to Subpart G. It has
been replaced with the requirement for a direct access to take into account large organisations that
hold several approvals.

4.10. Findings, observations and corrective actions

Reference: 21.A.125B, 21.A.158 and 21.A.258

The obligations of the organisation, after receiving the notification of a finding, have been better
clarified and harmonised with the same requirement defined in the other aviation domains. The
organisation is required to identify the root cause, define an action plan, and demonstrate the
implementation of the corrective actions.

4.11. Oversight cycle
Reference: 21.B.222 and 21.B.432

The definition of an oversight cycle by the competent authority has been harmonised with the other
aviation domains according to a performance-based oversight. This point was highly commented,
especially in relation to design organisations for which the oversight cycle is currently set to
36 months. According to the new approach, the baseline oversight cycle will be 24 months and it may
be extended to 36 or even 48 months when some conditions are met. Some stakeholders commented
that design organisations may conduct a large variety of activities such as development of the design
of different products covered by a type certificate or a supplemental type certificate or a change or a
repair to them. Therefore, establishing only a 24-month oversight cycle for a large organisation may
be too short. However, during the discussion with the FCG, EASA ensured that all currently approved
organisations will start from a 36-month oversight cycle if they meet the eligibility criteria defined in
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point (d) of points 21.B.222 or 21.B.432. If the organisation fails to meet those eligibility criteria, then
an oversight cycle of 24 months is considered appropriate.
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5. Items specific to Part-145 (NPA 2019-05 (C))

5.1. 145.A.10 Scope

Several comments made on the term ‘certificate’ suggested the use of ‘approval certificate’ in the
entire Annex Il and in the related AMC and GM. EASA has agreed to change the term to ‘approval
certificate’ in point 145.A.10 because it refers to the scope of the Annex; the term ‘certificate’ will be
kept in other instances (such as in EASA Form 3-145) because following the adoption of Commission
Implementing Regulations (EU) 2019/1383% and 2020/270%, all EASA forms related to the certificates
issued pursuant to Regulation (EU) No 1321/2014 are now harmonised with the term ‘certificate’.

One commentator also reported that point 145.A.10 does not contain any requirement to be complied
with. EASA’s position is that the rule must be understandable and, therefore, first defines the scope.
This reflects the classic way the rules implementing the Basic Regulation are structured.

5.2. 145.A.15 Application for an organisation certificate

As regards the ‘application to be made in a form and manner established by the competent authority’,
commentators asked what this form and manner are. In the NPA, EASA proposed to use ‘Form 2’ as
indicated in AMC1 to 145.A.15. The manner to communicate the form is left to each competent
authority’s discretion to define.

Some stakeholders found the requirement to carry out a pre-audit too prescriptive and believed the
intent could be satisfied by other means, such as an ‘assessment’ or a ‘compliance verification’, and
could be moved to GM. EASA believes the intent of a ‘pre-audit’ is clear and contributes to
demonstrate the organisation’s capability to monitor its compliance for the purpose of initial
certification.

Some commentators wondered about the need to have general references to Part-M and Part-ML.
This is because, after 24 March 2020, certain aircraft are subject to Part-M, while other aircraft are
subject to Part-ML; there is no possibility to voluntarily apply Part-M to Part-ML aircraft. The
requirement refers to the ‘applicable’ requirements of Part-M, Part-ML and Part-145; in other
instances, Part-145 refers directly to particular points of Part-M and Part-ML.

In the past, several Part-M requirements were applicable to Part-145 organisations although there
was no explicit reference to these Part-M requirements in Part-145. After the adoption of the
amendments to Part-145, as proposed with this rulemaking task, there will be no more such situation
(e.g. addition of point 145.A.48(c)(5)) and all appropriate references will be stated.

One commentator indicated that it is not necessary to refer to the procedure for changes not requiring
prior approval in the application, because this requirement is already addressed in points 145.A.85
and 145.A.70. The comment has been accepted, and this part of the provision has been removed.

13 Commission Implementing Regulation (EU) 2019/1383 of 8 July 2019 amending and correcting Regulation (EU) No 1321/2014 as regards
safety management systems in continuing airworthiness management organisations and alleviations for general aviation aircraft
concerning maintenance and continuing airworthiness management (OJ L 228, 4.9.2019, p. 1).

4 Commission Implementing Regulation (EU) 2020/270 of 25 February 2020 amending Regulation (EU) No 1321/2014 as regards
transitional measures for organisations involved in the continuing airworthiness for general aviation and continuing airworthiness
management and correcting that Regulation (OJ L 56, 27.2.2020, p. 20).
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5.3. 145.A.20 Terms of approval

Stakeholders reported that paragraph (a) is not a requirement with which compliance is to be
demonstrated. EASA has accepted the comment and rearranged 145.A.20 based on ORO.GEN.125.

5.4. 145.A.30 Personnel requirements

One commentator reported that the appropriate finance (to be ensured by the accountable manager)
should be linked to the work to be carried out by the maintenance organisation, rather than the work
required by the customer. EASA accepts this comment and has revised paragraph (a) accordingly.

Several stakeholders reported having difficulties in differentiating the role of the persons nominated
under (b) and (c). Paragraph (b) has been revised to make clear reference to the management
personnel for the maintenance function. These managers are responsible for ensuring the staff work
in accordance with the organisation exposition and procedures, while the manager in paragraph (c) is
responsible for monitoring the organisation’s compliance with Regulation (EU) No 1321/2014.

One commentator stated that the reference to the feedback system under paragraph (c) is not needed
because it is covered in 145.A.200(a)(6). EASA agrees and this reference has been deleted.

One stakeholder suggested requesting specific training on compliance monitoring for all personnel
under paragraph (e) (also under recurrent training in 145.A.35(d)). EASA does not agree with this
suggestion, which goes beyond the current practice. Besides, safety training covers compliance
monitoring to a certain extent.

In relation to paragraphs (j)(1) and (j)(2), commentators reported having difficulties in understanding
these provisions. They have been amended to make them clearer.

In relation to paragraphs (j)(3) and (j)(4), one commentator wondered what the consequence of
removing the references to the flight engineer would be. This aspect is addressed in the proposed
amendment to Article 4(9), which would ensure keeping the validity of the authorisations already
established under these paragraphs.

5.5. 145.A.35 Certifying staff and support staff

Some commentators preferred the word ‘continuation training’ rather than ‘recurrent training’ to
show that the development of the staff competence is a continuous process. In line with the response
to comment #57 in CRD 2013-01(A)*, EASA has used the term ‘recurrent’ in Part-CAMO and in the
related AMC and GM. There are pros and cons with both terms: for example, the term ‘continuation
training’ could also be understood as being incomplete and to be continued 2 years later. EASA has
finally decided to keep the term ‘recurrent training’.

Several commentators suggested that human factors should be included in the safety management
training. EASA agrees and has modified paragraph (d) accordingly.

One commentator stated that the issue of certification authorisations should be more under the
responsibility of the 145.A.30(b) manager rather than the compliance monitoring manager. This was
discussed with the Focus Consultation Subgroup (FCS) for Part-145 and it was agreed to keep this
historical function of the quality manager with the compliance monitoring manager.

15 CRD 2013-01(A) ‘Embodiment of safety management system (SMS) requirements into Commission Regulation (EU) No 1321/2014 —
SMS in Part-M’ (https://www.easa.europa.eu/document-library/comment-response-documents/crd-2013-01a).
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5.6. 145.A.37 Airworthiness review staff (ARS)

One commentator observed that paragraph (a) is lacking a reference to Part-ML because the
airworthiness review by the maintenance organisation is only possible for Part-ML aircraft. EASA
agrees and has added a reference to Part-ML.

One commentator noted a difference with the equivalent provision in Part-CAO. EASA agrees that the
Part-CAO and Part-145 provisions should be harmonised in general, but they have to be adapted in
the context of Part-145, because Part-145 organisations are only approved for maintenance, as
opposed to Part-CAO organisations which may be approved for continuing airworthiness
management. So, in this context, the ARS qualification process needs to include a certifying staff
authorisation and knowledge of continuing airworthiness management.

One commentator suggested that the organisation, rather than always the competent authority,
should be able to ‘formally accept’ a candidate airworthiness review staff (ARS) that performed an
airworthiness review under the supervision of an organisation staff authorised to do so. EASA does
not agree with this suggestion. The competent authority should in any case formally accept all ARS
(either by a specific acceptance letter or by the approval of the exposition amendment including such
person in the list of ARS — ref.: 145.A.70(a)(6)).

5.7. 145.A.45 Maintenance data
Note: Point 145.A.45(b) has been amended by Opinion No 07/2019%,

Several commentators reported that the word ‘any’ in paragraph (c) is too prescriptive and could be
burdensome, in particular for obvious typos in the maintenance data. EASA agrees and has removed

‘ ’

any’.

Certain commentators did not agree with the requirement to inform the type-certificate holder when
the maintenance organisation modifies maintenance instructions. EASA does not agree to change the
principle of this existing requirement, but agrees that it may not always involve a type-certificate
holder and has changed the reference to the ‘author of the maintenance instructions’, similarly to
paragraph (c).

One commentator wondered why it is required to hold data that is infrequently used. EASA hereby
indicates that this is not the intent of the rule and that point 145.A.45(a) is amended to better reflect
the intent which is to hold the applicable current maintenance data which is necessary for the
particular maintenance to be carried out.

Commentators suggested taking out the reference to ‘human factors’ from paragraph (e) because it
is covered and addressed in point 145.A.65 for all procedures. EASA agrees and has removed the
reference.

5.8. 145.A.47 Production planning

Various commentators considered that the issue of fatigue in paragraph (b) is already captured by
‘human performance limitation’ and by the requirement to manage risks in 145.A.200 (Management
system) and that it does not need to be explicitly listed. EASA has decided to keep this reference to

16 Qpinion 07/2019 ‘Instructions for continued airworthiness’ (RMT.0252 (MDM.056)) and ‘Installation of parts and appliances that are
released without an EASA Form 1 or equivalent’ (RMT.0018) (https://www.easa.europa.eu/document-library/opinions/opinion-
072019).
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fatigue in order to raise awareness on this particular type of issue for the development of an
appropriate production planning, and in response to safety recommendations. The EASA’s Legal
Department has also advised that the introduction of the notion of ‘fatigue’ in the AMC and GM should
be supported by its entry in the implementing rule.

Commentators suggested referring to fatigue ‘threat’ rather than fatigue ‘risk’, because it is not
suitable to assess the consequences of fatigue in terms of probability and severity. EASA agrees and
has modified paragraph (b) accordingly.

One commentator suggested taking out ‘carrying out maintenance’ in paragraph (b) to encompass
other activities (e.g. de-icing) not considered to be maintenance. EASA does not accept the comment
because the scope of Part-145 is limited to maintenance activities.

Several commentators reported that the word ‘any’ in point (d) is too prescriptive. EASA agrees and
has removed ‘any’.

5.9. 145.A.48 Performance of maintenance

One commentator suggested including a reference to maintenance performed by the subcontractor
in paragraph (a). EASA finds this suggestion unnecessary due to the clear description of the conditions
on how to subcontract under points 145.A.75(b) and 145.A.205.

Several commentators considered that the last sentence under point (c) is superfluous (because it is
covered by the general provisions for hazard identification and risk management in 145.A.200) and
can be deleted. EASA agrees and has deleted this sentence.

The term ‘multiple’ is deleted from paragraph (c)(3) because the term ‘multiple error’ was confusing.
The original intent was to prevent that an error goes undetected despite several checks, but it is
simpler and clearer to state that errors are prevented in general. Besides, the prevention of errors
that are repeated in identical maintenance tasks is addressed in the second part of the paragraph
(c)(3), which is kept.

5.10. 145.A.50 Certification of maintenance

As regards the comments on ‘known non-compliances which endanger flight safety’: the text is
consistent with M.A.801 and ML.A.801.

Other comments pointed to the reference of ‘aircraft operator’, suggesting that the use of ‘person or
organisation responsible for the aircraft continuing airworthiness’ provides for more consistency and
covers the case of private owner requesting maintenance. EASA agrees in this case, but this change
would not be repeated in all cases, in particular when it comes to component maintenance (because
the continuing airworthiness of components alone is not regulated).

Another comment suggested replacing the references to ‘release to service’ by ‘certification of
maintenance’. Although EASA does not oppose to this concept, this could not be introduced in
isolation: Part-M, Part-ML and Part-CAO would also be affected.

5.11. 145.A.55 Record-keeping

One commentator wondered why the management system records are kept for 5 years, while other
records are kept only for 3 years. EASA considers that in order to improve the safety performance of
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an organisation, it may be necessary to monitor data over a period longer than 3 years to be able to
identify meaningful trends. This comment has not been accepted.

Commentators found the requirement to record ‘all the details of any maintenance task’ too wide and
unrealistic. EASA agrees and has modified the sentence.

5.12. 145.A.60 Occurrence reporting

The text, as proposed in the NPA, was initially based on Part-CAMO (point CAMO.A.160). The text of
the Opinion has been improved following the outcome of the extensive work done and consultation
conducted for rulemaking task RMT.0681 ‘Alignment of implementing rules and acceptable means of
compliance/guidance material with Regulation (EU) No 376/2014 — Occurrence reporting 'Y’ (similar
amendments will be gradually reflected in the other annexes to Regulation (EU) No 1321/2014 at the
next suitable opportunity).

5.13. 145.A.65 Maintenance procedures

The principal comment made on this point was about the fact that the organisation had to consider
‘human factors’ in its contracted activities. When the activity is contracted, it is carried out under the
contracted organisation’s approval. EASA agrees and has deleted the reference to contracted
activities.

Some other stakeholders suggested removing the reference to ‘human factors’ and ‘human
performance’ because of the reference to ‘good maintenance practice’. EASA does not accept that
comment because the three elements do not fully cover each other and amending the implementing
rules as regards these existing elements could be considered as lowering the Part-145 maintenance
standards.

5.14. 145.A.70 Maintenance organisation exposition (MOE)

Commentators advised that, in the introductory paragraph, the term ‘instruction’ was not defined.
EASA agrees with the comment. Besides, like for Part-CAMO, the two bullet points referring to the
intent of the MOE will be moved to the GM level.

One stakeholder highlighted the need to have the possibility of developing several manuals to comply
with 145.A.70. EASA wishes to remind that point 145.A.70 has been amended and it now reads
‘directly or by reference’, which allows reference to external documents in the MOE.

Other stakeholders wondered why the base maintenance certifying staff and airworthiness review
staff (ARS) were needed on the organisation chart. Reference to base maintenance certifying staff was
inadvertently introduced in the NPA and has therefore been deleted. Concerning the reference to ARS,
it was considered in the discussion with the focus consultation subgroup that the independence of the
ARS was not essential in a Part-145 environment, because:

— under the Part-ML requirements, the airworthiness review must be carried out in conjunction
with the annual inspection; and

— the airworthiness review certificate (ARC) should be issued by the person that releases the
annual inspection.

17" https://www.easa.europa.eu/document-library/notices-of-proposed-amendment/npa-2016-19
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As a consequence, this reference has also been deleted.

New point (17), added in the MOE as regards the list of AltMoC, also raised a combination of positive
and negative reactions. For further details, refer to Section 3.2 in this document. For consistency with
Part-CAMO and the continuing airworthiness management exposition (CAME), the item has been kept
for the MOE.

5.15. 145.A.75 Privileges of the organisation

When holding the airworthiness review privilege, the organisation is authorised to carry out an
airworthiness review in compliance with Part-ML, so one commentator recommended the use of
‘may’ instead of ‘shall’. EASA agrees and has amended the text accordingly.

The proposed amendment to remove the limitation allowing subcontracting to only non-approved
organisations raised positive and negative reactions. EASA considers that although the initial intention
was to allow a non-approved organisation to work under the management/quality system of an
approved organisation, it cannot be excluded that for business, resource or other practical reasons,
two approved organisations prefer a subcontracting arrangement rather than a contract with transfer
of responsibility. The current limitation for Part-145 is not contained in Part-CAO and Part-CAMO.
GM will be developed to state that it is not the intent of the rule to have an approved organisation
working solely as a subcontractor.

5.16. 145.A.85 Changes to the organisation

While several positive comments were received on this new concept of ‘change (not) requiring prior
approval’, one association reported that this point raises a major concern related to the fact that
changes of nominated persons would require a prior approval. In their view, this would impose an
unnecessary burden on the organisation because of its responsibility to select who is best suited for
these roles and this could hinder the operations in case of unplanned/unanticipated changes of
personnel. It is feared that the NPA eliminates current 145.A.85 provisions referring to notifications in
case of ‘proposed changes in personnel not known to the management beforehand’.

EASA discussed the comment with the Focus Consultation Subgroup (FCS) and the following
summarises the final position:

—  The current 145.A.85 provisions require competent authority approval in case of change of
nominated persons.

— Deputies are mentioned in 145.A.30(b). This would allow the organisation to continue operating
while giving it the time to submit a new name for the nominated person and for the competent
authority to approve it before the change effectively takes place.

It has, therefore, been agreed to keep the concept harmonised with that of Part-CAMO (point
CAMO.A.130 ‘Changes to the organisation’).

Several commentators wondered what ‘changes that affect the scope of the certificate’ means. EASA
agrees and has amended the text to ‘changes to the certificate’.

One competent authority asked the change of the accountable manager to be added to the list of
changes that requiring prior approval. EASA originally covered this aspect in GM1 145.A.85(a)(1) in the
NPA; after discussion with the FCS and that particular competent authority, EASA agrees that it is
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more appropriate to reference the accountable manager in point 145.A.85(a) and has changed this
point accordingly.

5.17. 145.A.90 Continued validity

One competent authority recommended to include a reference to ‘suspension’ in paragraph (a)(3).
Having regard to EASA Form 3-145, condition 4, reading ‘this approval shall remain valid [...] unless
the approval has previously been surrendered, superseded, suspended or revoked’, EASA has
accepted this addition.

5.18. 145.A.95 Findings

There were questions about the definitions and use of levels of findings. The definitions are now in
Section B (145.B.350) and the obligation to categorise findings into level 1 and level 2 applies to the
competent authority only. The actions referred to in 145.A.95 only refer to the findings issued by the
competent authority.

One competent authority also proposed a new mechanism to address the effectiveness of the
management system and the safety performance of the organisation. This comment is addressed in
Section 3.1 ‘Items common to Part 21 and Part-145 (NPA 2019-05 (B) and NPA 2019-05 (C))’. This has
led to the introduction of ‘observations’ issued by the competent authority and which shall be at least
considered by the organisation.

5.19. 145.A.140 Access

Several commentators opposed to apply these ‘access’ provisions to the contracted organisation,
while agreeing to include subcontracted organisations. EASA accepts the comment and has removed
‘contracted organisations’: if an organisation contracts out maintenance work to another
organisation, the responsibility for the accomplishment of maintenance is transferred to the
contracted organisation.

Several commentators reported that the approved organisation itself may not grant the competent
authority access to the facilities of the subcontracted organisation and that an arrangement should
be made with the subcontracted organisation. EASA agrees and has modified the text to read ‘ensure
access is granted’.

5.20. 145.A.155 Immediate reaction to a safety problem

Commentators wondered what type of safety issues/problems are envisaged to be addressed by this
point. The measures referred to in (a) include those taken by the competent authority because of an
accident (or other data collected showing an immediate risk to civil aviation safety) or pursuant to
Article 70(1) of the Basic Regulation or upon receipt of safety information and recommendations from
EASA. The measure referred to in (b) is that referred to in Article 76(6) of the Basic Regulation and
includes airworthiness directives (ADs).

Regulation (EU) No 965/2012 (the Air Operations Regulation), Regulation (EU) No 1178/2011 (the
Aircrew Regulation) and Annex Vc (Part-CAMO) to Regulation (EU) 2019/1383 contain similar
provisions.

National focal points for the exchange of safety information have been nominated awaiting the
establishment of the repository of information, as per Article 74 of the Basic Regulation, which will
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resolve this issue in the future. This will be coordinated with the evaluation of Commission Regulation
(EU) No 376/2014, which should lead to the revision of the occurrence-reporting scheme, better
addressing the process in case of an ‘immediate reaction to a safety problem’.

5.21. 145.A.200 Management system

Several commentators suggested swapping the ‘lines of responsibility and accountability’ in paragraph
(a)(1) because accountability cannot be delegated. EASA agrees and has modified the text accordingly.

Certain commentators considered the reference to ‘aviation safety hazards’ in paragraph (a)(3) too
wide for purely maintenance activities. EASA does not accept this comment because the rest of the
sentence clearly limits these hazards to those ‘entailed by the activities of the organisation’.

Certain commentators were missing a more visible transposition of the ICAO SMS pillars (e.g. ‘safety
assurance’, ‘safety promotion’) in 145.A.200. Other commentators appreciated the consistency with
Regulation (EU) No 965/2012 (the Air Operations Regulation) and with Annex Vc (Part-CAMO) to
Regulation (EU) No 1321/2014, both of which (together with the related AMC and GM) comply with
ICAO Annex 19. As a result, the general approach laid down in 145.A.200 as regards the management
system remains unchanged for the sake of consistency with the other aviation domains.

5.22. 145.A.202 Internal safety reporting scheme

Several commentators suggested not referring to ‘safety’ in the title of the scheme (‘Internal safety
reporting scheme’). EASA considers that requiring an internal reporting scheme that would include
non-safety elements could be too prescriptive and would not add any safety benefit. The title of the
scheme has not been changed.

Commentators also highlighted that identifying the causes and contributing factors to any reported
errors and hazards would be too demanding and would not reflect the intent described in
AMC1 145.A.202. EASA agrees with the proposal to remove ‘any’; in the same spirit, ‘any’ has also
been removed from paragraph (d).

Commentators asked for some clarification on the intent of paragraph (e). This provision was
introduced in Part-CAMO essentially to ensure CAMO cooperation in case of internal investigation
carried out by a maintenance organisation contracted by the CAMO. Following its review with the
Focus Consultation Subgroup (FCS), this provision does not seem to be relevant for maintenance
organisations, which contract work out to other approved organisation(s) only occasionally. Paragraph
(e) has thus been deleted.

Note: Confidentiality and just culture aspects are addressed in AMC1 145.A.202 of the NPA.

5.23. 145.A.205 Contracting and subcontracting

Several commentators suggested removing the reference to ‘purchasing equipment or services’.
EASA hereby clarifies that the intent of paragraph (a)(2) is not to analyse the risks inherent to the
activity/equipment provided by the external party but to the fact that an external party is involved
(e.g. subcontracting the cleaning of the cabin to a non-approved organisation). Such a decision to
involve external parties may introduce hazards in the organisation, and such hazards would possibly
not be present if the approved organisation carries out such activities itself, with its own staff.

*
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However, EASA considers that the hazards related to ‘purchased services’ are covered by the new
point 145.A.47(d) on external working teams, while the hazards related to ‘purchased equipment’ are
addressed by 145.A.200, taking also into account point 145.A.40. Therefore, the reference to
‘purchasing equipment or services’ has been removed. The resulting text provides for more
commonality with Part-CAMO. Yet, the overall intent of 145.A.205 remains as explained above, i.e.
the consideration of hazards created by the decision to contract or subcontract certain activities to
another organisation.

5.24. 145.B.005 Scope

As with 145.A.10, the same commentator reported that 145.B.005 does not contain any requirement
to be complied with. EASA’s response is that the implementing rule must be understandable and,
therefore, the scope is defined first. This is normally how the rules implementing the Basic Regulation
are structured.

5.25. 145.B.115 Oversight documentation

One competent authority recommended completing the title to read ‘Certification and oversight
documentation’. EASA wishes to explain that in accordance with Part-CAMO, Part-ARO and Part-ARA,
the term ‘oversight’ includes both the initial certification and the continued compliance activities.

5.26. 145.B.135 Immediate reaction to a safety problem

Please refer to ‘145.A.155 Immediate reaction to a safety problem’.

5.27. 145.B.200 Management system

Commentators questioned why the competent authority management system only addresses risks
internal to the competent authority, and not the risks entailed by the industry. EASA’s position is that
the State Safety Programmes (SSPs) and the State Plans for Aviation Safety (SPASs) are a requirement
for Member States (as opposed to competent authorities), and are regulated by Articles 7 and 8
respectively of the Basic Regulation. This issue will be further reviewed as part of the SYS* Phase Il
standardisation inspections.

In Section B, however, the oversight principles take into account the safety priorities (145.B.300(c)),
and the oversight programme is required to be based on the assessment of the organisation risks
(145.B.305(b)).

5.28. 145.B.205 Allocation of tasks to qualified entities

One commentator suggested not including the surveillance of persons because Section B addresses
the surveillance of Part-145 organisations. EASA agrees and has removed ‘persons’.

Conflict of interest for qualified entities: please refer to Section 3.11 ‘Allocation of tasks to qualified
entities’ (Items common to Part 21 and Part-145 (NPA 2019-05 (B) and (C)).

18 SYS refers to the ‘Systemic Enablers for Safety Management’, which are the standardisation inspections with regard to
the implementation of Regulation (EU) No 376/2014 and the verification of the CA’s management system. Phase I
extends to the implementation of Chapter Il of Regulation (EU) 1139/2018, including the State Safety Programme (SSP)
and the State Plan for Aviation Safety (SPAS).
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5.29. 145.B.210 Changes in the management system

No comments received.

5.30. 145.B.220 Record-keeping

One competent authority suggested adding ‘recommendations’ in paragraph (a)(4)(ii), and ‘action
plan when applicable’ in paragraph (a)(4)(vi). EASA accepts the first proposal and has added
‘recommendations for the issue or continuation of a certificate’ in paragraph (a)(4)(vi). However,
EASA’s position is that the ‘corrective action plan’ does not form part of the minimum historical
records to be kept by the competent authority, which should rather focus on closure actions. EASA
also indicates that paragraph ‘(a)(4)(v) copies of all formal correspondence’ includes MOE approvals.

5.31. 145.B.300 Oversight principles

With regard to 145.B.300(e), one competent authority suggested including the obligation for the
competent authority to inform non-EU competent authorities when it performs oversight activities
outside the EU. EASA understands the comment, but the text of Part-CAMO, which suggested this
intent, was modified on purpose in Part-145 as regards the related heavy administrative burden it
places on EASA acting as the competent authority for foreign Part-145 organisations. Besides, a Part-
145 non-compliance may not be a non-compliance in the foreign regulatory framework when it differs
from that of the EASA Part-145. Conversely, the text of Part-CAMO was also modified in the NPA to
remove the obligation for an EU competent authority to inform EASA when it performs, in non-EU
territory, oversight of a line station that belongs to an EU Part-145 organisation.

EASA also wishes to remind that in accordance with Part-CAMO, Part-ARO and Part-ARA, the term
‘oversight’ and, therefore, point 145.B.300 include both initial certification and continued compliance
activities.

Information on ‘oversight and unannounced inspections’: please refer to Section 3.3 ‘Use of
unannounced inspections’ (Iltems common to Part 21 and Part-145 (NPA 2019-05 (B) and (C))).

5.32. 145.B.305 Oversight programme

There were divergent comments concerning the extension of the oversight cycle to 36 and 48 months.
On the one hand, such extension was considered too ambitious, while on the other hand, it was
suggested that such extension should be recommended, rather than only being allowed, when the
performance of the organisation is good. EASA notes that this approach to oversight cycle in 145.B.305
reflects a concept that has already been introduced in the Air Operations and the Aircrew Regulation,
as well as in Part-CAMO, when an organisation management system is in place. EASA’s intent is to
keep this oversight approach consistent across all aviation domains.

‘Unannounced inspections’: please refer to Section 3.3 ‘Use of unannounced inspections’ (Iltems
common to Part 21 and Part-145 (NPA 2019-05 (B) and (C))).

5.33. 145.B.310 Initial certification procedure

One competent authority suggests adding in paragraph (a) the verification of compliance of the
organisation with the MOE. EASA’s position, which is shared by the FCG, is that this addition is not
necessary because the MOE is not approved at this stage of the initial certification activities.

**

*

* *
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‘Meeting with the accountable manager’: please refer to Section 3.5 ‘Initial certification procedure’
(Iltems common to Part 21 and Part-145 (NPA 2019-05 (B) and (C))).

5.34. 145.B.330 Changes — organisations

One competent authority suggested deleting the word ‘prior’ and the related category of change to
be named ‘change without approval’. EASA wishes to confirm that this suggestion does not reflect the
intent of the change process prescribed in various aviation domains. ‘Change without approval’ would
suggest no control of the organisation by the competent authority whereas, in accordance with the
oversight principle of 145.B.300, the competent authority must verify that the organisation remains
compliant with the regulation.

Commentators also noted that the rule does not include an indication of when the change requiring
prior approval will be reviewed and approved by the competent authority. EASA does not concur with
this comment since paragraph (a) refers to the verification of the change upon receipt of the
application. Since such changes may vary in extent and complexity, it is not considered appropriate to
impose a time limit on the competent authority for the approval of the change. Nevertheless, as per
paragraph (b), the competent authority can discuss with the organisation the conditions under which
the organisation operates while the change is implemented.

One competent authority suggested the competent authority’s review of the change not requiring
prior approval be done via surveys. EASA’s position is that a verification by sampling of the ‘changes
not requiring prior approval’ may be suitable for certain organisations and/or certain types/number
of changes, but maybe not for all. The intent of 145.B.330(e), together with 145.B.300(a)(2) and (c),
and with 145.B.305(b) (like in Part-CAMO, Part-ARO and Part-ARA) is for the competent authority to
have assurance that the organisation remains compliant with the regulation and that the oversight
level and oversight programme are adapted to the performance of that particular organisation in a
risk-based manner.

Case of change requiring prior approval implemented without competent authority approval
(paragraph (d)): please refer to Section 3.7 ‘Changes to approved organisations’ (ltems common to
Part 21 and Part-145 (NPA 2019-05 (B) and (C))).

5.35. 145.B.350 Findings and corrective actions

In addition to the general comments (see Section 3.1 ‘Findings, observations and corrective actions’
(Comments common to Part 21 and Part-145 (NPA 2019-05 (B) and (C)))), an additional comment was
received concerning the word ‘satisfactory’ in point 145.B.350(d)(2)(i). EASA agrees it is superfluous
and has deleted it because the extension is subject to competent authority agreement.

5.36. 145.B.355 Suspension, limitation and revocation

Please refer to Section 3.8 ‘Suspension, limitation and revocation of a certificate’ (ltems common to
Part 21 and Part-145 (NPA 2019-05 (B) and (C)))).
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6. Appendices (individual comments)

As explained in Section 1 of this document, not all comments have been individually answered, expect
for the comments on NPA 2019-05 (A), which can be found in Appendix |.

For NPA 2019-05 (B) and (C), which refer to Part 21 and Part-145, the comments are listed in
Appendices Il and Ill respectively. The way to provide responses to the comments related to the IRs
is further described in Sections 3, 4 and 5 of this document.

Consequently, the changes are only tracked between the NPA requirements and the requirements
proposed for adoption; they are included in the draft Annexes to the draft Commission Implementing
and Delegated Regulations attached to Opinion No 04/2020, for Part 21 and Part-145 respectively.

At a later stage, EASA will review the comments related to the AMC and GM; a separate CRD will be
issued.
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6.1. Appendix | — Comments related to NPA 2019-05 (A) (General)

In responding to the comments, the following terminology has been applied to attest EASA’s position:

Accepted — EASA agrees with the comment and any proposed amendment is wholly transferred to
the revised text.

Partially accepted — EASA either partially agrees with the comment, or agrees with it but the
proposed amendment is only partially transferred to the revised text.

Noted — EASA acknowledges the comment, but no change to the existing text is considered to be

necessary.

Not accepted — The comment or proposed amendment is not agreed by EASA.

(General Comments) -

comment

response

comment

* *

* *
* ok

An agency of the European Union

3 comment by: CAA-NL

In general we see that the requirements for the staff of an organisation (both service
providers and competent authorities) focus upon the competence of personnel like
e.g. flight crew, cabin crew, maintenance staff, and authority inspectors, while the
role of the accountable manager / CEO is to deliver the proper resources and the
financial means.

This is sufficient on the level of a quality system, but in case of a safety management
system and safety culture — where leadership is the most important factor for its
success, the role of the accountable manager / CEO is changed and so also
requirements should be defined here. Therefore we propose to add requirements in
Section A and Section B for the accountable manager / CEO related to the knowledge
of the functioning of (safety) management systems and cultural leadership.

Noted
It will be considered as part of the review of the AMC and GM during the meetings
planned for 2021.

13 comment by: FOCA Switzerland

FOCA wants to thank EASA for the opportunity to comment on this NPA.

We welcome the publication of the NPA for the SMS in Part-145, since the ICAO Rule
concerning the SMS is in place since November 2013. We appreciate that the
proposed text is in general aligned with the new Part-CAMO text and with current
OPS regulations.

It is recognized that the text in Section A has been untouched as much as possible in
order to ease implementation in the industry. Which is in contrast to text in Section
B, which has been completely rearranged/rewritten to match the already published
SMS requirements in OPS and Part-CAMO. This allows easier standardisation within
the authority and we therefore support this approach.

The implementation of the new rules requires time in the industry. This need is
addressed by the envisaged two year period, which we support. However, the NAAs
need time as well to adapt to the new requirements, which is currently not foreseen.
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We think it would therefore be beneficial, if the new rule is applicable only 6 month
after entry into force (same as with the Part-CAMO implementation).

Accepted

This will be addressed by the European Commission during the EASA Committee with
the EU Member States. The current text of the Opinion proposes a 2-year period for
implementation with an applicability date of 1 year after the adoption.

21 comment by: UK CAA

General Comment

The descriptions of what is required of the SMS and Safety Manager across each of
the regulations (Part 145, Part 21 Subpart M, 21G and 21J) has similar intent but uses
different text.

Examples of this are:

NPA 2019/05 Doc B - Page.138 AMC2 21.A.145(c)(2) Resources, and page.186 AMC2
21.A.245(b) Resources, and

NPA 2019/05 Doc C — Page 76 GM5 145.A.30(e) Personnel requirements

We suggest as a principle, if the intent is the same then the same text should be used.

Justification: Some organisations will hold approvals against all of these (e.g. British
Airways) and they should not infer a difference if it is not intended.

Noted

It will be considered as part of the review of the AMC and GM during the meetings
planned for 2021.

Please consider that the text needs to be adapted to each aviation domain and to
existing text in order to limit the number of significant changes; this may lead to
different texts in the two domains of Part 21 and Part-145.

29 comment by: Pilatus Aircraft Ltd

e Pilatus Aircraft Ltd appreciate the effort from EASA to introduce a SMS into
DO, PO and MO domains. Pilatus introduced SMS on company level including
all our six approved organisations already in 2011 and gained positive results,
which helped to further improve our safety culture. Together with the Pilatus
Quality Management System, the SMS forms our Integrated Management
System.

Based on our experience so far, the oversight of such Integrated
Management Systems (IMS) for multiple approval holders seems to be not
adequately defined as it caused already issue such us different
interpretations between inspectors etc. and duplicated audits in the same
area. Although mentioned in AMC1 21.B.222 (c) point (c) that the competent
authority may define an integrated oversight schedule, Pilatus would like to
point out that the oversight of those management systems of multiple
approval holders should be covered on a higher level and not in the
individual domains. By doing so, the IMS and therefore the SMS could only
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be checked by a dedicated inspector within the authority who also could act
as the single point of contact within the authority towards the organisation.
It would also provide the means to address the required background of this
dedicated inspector, as he should be more focussed on the management side
rather on the technical aspects. This approach would streamline the effort
for the oversight on both sides. Pilatus therefore propose to cover the
oversight of IMS/SMS for multiple approval holders in more detail and on a
higher level (e.g. dedicated Part).

e Pilatus appreciate the effort towards the Just Culture and practise it within
the Pilatus SMS. However, the NPA does not address how the data and
information within a SMS is protected. Do we have to provide all safety issues
and the associated risk assessments in full detail to the authority? If so, how
is it ensured that the information provided is not used against the
organisation?

e Small suppliers/subcontractors may have difficulties to fulfil the SMS
requirements outlined in the NPA. It should be considered that those
organisations are only capable to assess the risk for their own organisation
but not the risk related to an aircraft. The aircraft level should be fully
covered by the design process (e.g. C52x.1309) and the SMS of the DO and/or
the PO. Therefore it should be considered to exclude those organisations
from the SMS requirement to avoid additional burden. Instead those
organisation should assist the aircraft OEM in their safety efforts (e.g.
providing the necessary data/information).

e Many of the proposed amendments are not related to the introduction of
SMS and therefore the title of the NPA is misleading.

Noted

Integrated oversight (or not) of IMS/SMS for multiple approval holders should be left
to the discretion of the competent authority; it will be considered as part of the
review of the AMC and GM during the meetings planned for 2021.

Noted

The protection of data and just culture are addressed by Regulation (EU) No
376/2014.

However, making SMS applicable to small suppliers/subcontractors would be too
burdensome, and oversight would be practically impossible due to the absence of
approval certificates.

35 comment by: Thales

Thales is fully committed in the implementation of SMS for its design, production and
maintenance organizations.

Yet, this NPA appears overly prescriptive and should be more performance-based.
The main areas of concern related to this NPA are the following:
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e The text should be more concise and focused on the objectives, in order to
avoid any unnecessary prescription. Several requirements and AMCs should
be moved to guidance material.

e The new concept of AltMoC in Part-21 and Part-145 should be deleted. It
makes AMC material previously seen as "soft law" now "hard law" as
deviation from AMC would only be permitted subject to the Competent
Authority. This will create important administrative burdens with little added
value for safety.

e The lack of recognition of the SMS Standard SM0001 in Part 145 is seen as a
significant issue for the industry, as it implies that a different SMS should be
implemented for maintenance and design/production. This will lead to
inefficiencies for both authorities and industry.

e Prescriptive requirements on human resources processes, training programs
and communication means have been included in this NPA. These are
typically areas where each company should be free to choose its own
organization and procedures, and be judged on the effectiveness rather than
complying with a prescriptive rule.

e In Part-21 Section B, the requirements related to findings are unclear and
inconsistent and should be reviewed to ensure proportionate follow-up of
findings by the Competent Authority.

e Multiple references to human factor principles have been included in the
text, but not always in a consistent manner.

In addition to these comments, Thales fully supports the comments provided by ASD
and GAMA.

See answer in Section 2 ‘ltems specific to NPA 2019-05 (A) (General)’ of this
document (comments common to Part 21 and Part-145).

36 comment by: GE Aviation Czech

GEA, as a global organisation performed a review across all the GEA sites in Europe
and to a lesser extent those in the US. We are very supportive of the regulations
being modified to include SMS. The GEA sites are working in all the disciplines ie
Design, Production and Maintenance, so are affected by all the changes. We created
a lot of individual comments against both the standards, however when we reviewed
them against the ASD/GAMA comments, although independently produced they are
very similar.

Therefore, rather than send you all the individual comments we decided to send you
our higher-level general comments and give our support to the ASD/GAMA
comments.

Generally, the changes to the Part 21 (Design) regulations look reasonable, however
some of the additional requirements for the for Part 145 / Part 21 Production section
will require additional resources and some of the skills, personnel and knowledge
required will be difficult for a PO/MO to achieve without a strong interaction with
the DO and in some cases not possible.
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Generally, the AMCs and GM is unnecessarily prescriptive, it would benefit from
being significantly simplified.

Although Part 21 states that compliance with SM0001 (with some additions) will
demonstrate compliance with the Part 21 SMS requirements. As the SM0001 is not
very a prescriptive document there is a concern where we comply with SM0001 but
not with a specific Part21 GM requirement that not all surveyors will consider this
acceptable.

SMO0001 should be a means of compliance for Part 145 as it is for Part21, currently
we could not use SMO0001 as Means of Compliance for the Part 145 SMS
requirements. We would consider this to be major flaw in the regulations as SM001
was intended to be applicable for Maintenance organisations.

The relationship between Parts 21 / 145 and EU regulation 376 is unclear and where
there are differences, which takes precedence, we recognize this is a situation that
to an extent exists currently, but that now the 376 is included in Part 21 the conflict
may be more real.

Although the Part 21 /145 GM allows the use of a common SMS for an organisation
that has multiple approvals, the interpretation of this will be important, eg would
this include all the safety functions, safety boards, safety manager, safety
organisations, safety risk assessments etc.

For independent Production/Maintenance organisations it would appear to be very
difficult to fulfil many of the safety requirements e.g. perform a safety risk
assessment. However this depends on the expectation of (for example) a safety risk
assessment in a PO or MO, if it means it an assessment at the product level as in the
DO, it would be very difficult them to perform this meaningfully, if however it is
related to their knowledge it would be acceptable, however the meaning should be
clarified.

Although it is defined where competent authority is EASA and where it is the NAA, it
is confusing in places particularly as sometimes EASA is referred to as Competent
authority and sometimes as EASA

We would be very happy to assist in any future discussion related to the regulations
when the agency has reviewed the industry comments

Steve Huck

Chief Engineer

Quality Leader

GE Aviation Czech

T+420 222 538 937

M +420 702 202 710

steve.huck@ge.com

Noted

Duplicate comments, which are addressed in NPA 2019-05 (A) and (B), in particular
through the answers to the ASD/GAMA comments.

SMO0001 was not recognised for Part-145 due to the significant volume of differences
with the EASA implementing rules (IRs) and the related AMC and GM.
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EXECUTIVE SUMMARY p.1

comment

response

comment

response

2 comment by: HUC Jean-Philippe

For me the benefits of this Proposed Amendment (2019-05 A) will be first of all to
have an homogeneous approach between Part 21 & Part 145 : develop sustainably a
safety culture.

It will be more simple, more efficient to have for both referentials, a common
objective.

Noted

All along the development of the RMT.0251 rulemaking project, objectives common
to both Part 21 and Part-145 have been considered, bearing in mind that some
differences specific to each domain may have been retained, when appropriate.

25 comment by: ATR SMS

General comments on this NPA:

While we fully support the principle of a regulation on SMS, we have to recognize the
challenge for the industry to implement it. In terms of cultural change, setting up all
the elements of SMS should not be considered as successfully implementing SMS.
SMS drives the idea that everyone in the company has the opportunity to be active,
and the change of mindset and of culture is whatis really expected from this
regulation. The measurement of the performance is also a challenge. We look for
example at the number of voluntary reports, but this is a very simple/crude
measurement. The document therefore underestimates the significance of the
word "implementation".

Noted

Implementation support and change of mindset will be part of the future rules.

Table of contents p. 2

comment

response

* *
* ok

An agency of the European Union

11 comment by: ATR SMS

General comments on this NPA:

An important amount of text has been added to Part 21, AMC & GM to cover SMS
for DOA, POA & Part 145. While the first 69 pages provide general information on
the background & the rationale, the text remains hard to read, with several
repetitions. The text will also be hard to cascade as a stand alone document, hence
will require other documents from the industry to explain and promote its intent.

Noted
Implementation support and change of mindset will be part of the future rules.

Safety promotion as well as International Standard SM0001 from industry are
welcome to support in this regard.

Rath TE.RPR0O.00064-006 © European Union Aviation Safety Agency. All rights reserved. ISO 9001 certified.
3 o Proprietary document. Copies are not controlled. Confirm revision status through the EASA intranet/internet. Page 40 of 1387



European Union Aviation Safety Agency CRD to NPA 2019-05

6.1. Appendix | — Comments related to NPA 2019-05 (A) (General)

(comments with responses)

comment

response

12 comment by: ATR SMS

General comments on this NPA:
Whether it is for Part 21 or Part 145, it is suggested that to encourage reporters to
report safety opportunitites (and not only safety threats).

Accepted

The final text has been amended accordingly.

2.2. What we want to achieve — objectiv p. 5-6

comment

response

34 comment by: Duane Kritzinger

In both para 2.2 and 2.3: Alignment across domains is not clear. Operators need to
"operate safely" and other airwothiness organisation (such as Part 21 and Part 145
organistions) need to provide products which are "safe to operate". This is the Total
Systems Approach.

Noted

One of the objectives of an SMS is to fill the gap between the design (product safe to
operate), the environment in which the product is designed or maintained, and the
operations (how does the product actually behave in operations).

2.3. How we want to achieve it — overview of the proposal p. 6-9

comment

response

comment

* *
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7 comment by: DGAC France

It appears that they do not have the same numbering as in Part-CAMO. Although §
2.3.1 indicates that “some differences may exist with imported Part-CAMO text due
to regulatory constraints, such as differences in the requlatory numbering system”,
these differences can be a source of complication or confusion for both the NAAs and
stakeholders.

Noted
The two main drivers for this rulemaking project were to:
— align, as much as possible, Part-145 with Part-CAMO to foster synergies; and

— limit, as much as possible, the volume of changes, including those introduced
by the numbering system.

Unfortunately, these two aforementioned drivers are not always compatible,
although the content has been aligned as much as possible between all domains with
some specific adjustments for each domain.

20 comment by: ATR SMS

Rath TE.RPR0O.00064-006 © European Union Aviation Safety Agency. All rights reserved. ISO 9001 certified.
3 o Proprietary document. Copies are not controlled. Confirm revision status through the EASA intranet/internet. Page 41 of 1387



European Union Aviation Safety Agency CRD to NPA 2019-05

6.1. Appendix | — Comments related to NPA 2019-05 (A) (General)

(comments with responses)

response

comment

response

Fatigue: Risks related to fatigue have been introduced for Part-145 but not for Part-
21 (Flight tests, production). It would be worthwhile introducing the points for these
activities as well.

Noted

This topic has been discussed with the FCG in charge of issuing recommendations.
Introducing such a requirement was found to be grossly excessive because most of
the Part 21 organisations work 8 hours a day and 5 days a week, so fatigue does not
apply very much.

Very few Part 21 organisations work 7/7 and 24 hours/day. However, if it applies
locally, specifically or temporarily, this should be indeed considered as part of the
SMS as a risk to be mitigated.

30 comment by: Pilatus Aircraft Ltd

Chapter 2.3.2

e Pilatus can not follow the EASA statement in 2.3.2 ("Moving to an integrated
management system in Part 21 would have too much diluted the importance of
the quality (management) system and the design assurance system...") as an IMS
is even more important for a company and increases the efficiency by avoiding
duplications etc. A QMS is also important in the other domains and should be
follow the same principles and methods across the organisation (see also
comment under General).

e Pilatus appreciate the risk-based oversight for Part-21 however the AMC does
not provide clear guidance how such risk assessments should be performed and
what the baseline is (acceptable level of risk, etc.).

Noted

e The final text does not prevent an organisation from implementing an IMS — it
is left to the discretion of the organisation to opt for an IMS or for an SMS plus
QMS, keeping in place the existing structure such as the compliance-monitoring
system and the independent compliance function.

e EASA has published ‘Practices for risk-based oversight’; a similar document is also
being developed by SM ICG. This topic is also currently discussed with the EU
Member States’ competent authorities during the EASA Advisory Bodies’
meetings.

4. Impact assessment (IA) | 4.1. What is the issue p.12-14

comment

* *
* ok

An agency of the European Union

1 comment by: Diamond Aircraft Ind. GmbH

Next year we celebrate 20 years of our DOA and we want to review the last 20 years
with regard to additional requirements posed on our DOA and POA:

+ OSD became a design holder obligation: The benefit is visible, but from our point
of view we would appreciate that OSD is an integrated part of the approved design
and covered in the "classfication of change to the design" and the "approval of minor
changes to the design" as a DOA privilege.

Rath TE.RPR0O.00064-006 © European Union Aviation Safety Agency. All rights reserved. ISO 9001 certified.
3 o Proprietary document. Copies are not controlled. Confirm revision status through the EASA intranet/internet. Page 42 of 1387


https://www.easa.europa.eu/sites/default/files/dfu/RBO%20paper%2020161122_final.pdf

European Union Aviation Safety Agency CRD to NPA 2019-05

6.1. Appendix | — Comments related to NPA 2019-05 (A) (General)

(comments with responses)

+ FTOM: Resulting from a flight test incident following the "incorrect washing
procedure of an angle of incidence indicator" all DOA and POA had to implement a
FTOM! Following the root cause analysis there was no reason to implement a higher
qualification of the pilots or missing procedures in the flight test itself. But "risk
assessment" became officially a requirement for all flight test activities.

- The intended proportionality of Part 21 and the focus on the result and product was
on the way to move into the right direction and to avoid audit and findings on system
or wording discussions with the competent authorities. But this proposal has
vanished into air.

+ Occurrence Reporting in a mandatory and voluntary manner with the creating of a
"just culture". Reporting as a base for safety improvements as defined 21.A.3 and
21.A.165 was given more attention with additonal audits on 376/2014.

+ SMS for DOA and POA? In 4.1.3 of NPA 2019-05(A) 3 incidents with human facators
or management issues in 145 enviroment should give a reason for implementing a
SMS in DOA and POA? Not even one incident or occurrence is listed where missing
safety awareness in the processes of a DOA or POA has caused any accident.

Let us assume that a defined percentage of the budget is avaiable for quality tasks in
the organisation, like the DOAs independent checking of compliance, independent
system monitoring and analysis of failures, malfunctions and defects and the POAs
quality system and system monitoring. Let us further assume that the available
resources are up to now used to create an acceptable level of safety with a resonable
allocation of resouces to create a safe product which satisfies the regulatory’s and
customer’s needs.

Creating and implementing a full safety management system with creating handbook
and procedures, education and training of employees, defining and measuring
performance indicators, performing documented risk assessments, run safety board
meetings and so on will require a lot of resources which can be only taken from the
available budget. This means that this system can be implemented and maintained
NOT IN ADDITION, BUT INSTEAD of any other implemented systems and procedures.

We understand the ICAO requirements that an acceptable level of safety shall be
achieved throughout the entire aviation activities. Nevertheless if the safety targets
and objectives given in the state safety programme are achieved at the present stage
and the recent procedures in DOA and POA are sufficient to keep this safety level,
we see a lack of arguments to neglect the recent quality processes for the
implementation of an additional SMS.

To explain in SMS-wording: The risk assessment of implementing the change "SMS in
DOA and POA" has given the result that the resources in the organisation and at the
competent authority could focus on this change and neglect the maintenance of the
recently active processes which could lead to a decrease in the safety level of the
products.

response | Noted
ICAO Annex 19 mandates SMS for DOA and POA.
Safety risk management capabilities at State and industry level is the response to
better control the expected growth of air traffic and to achieve an appropriate level
of safety; this has been also introduced in many other industry domains.
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comment

response

comment

response

The safety recommendations stemming from three incidents mentioned in NPA
2019-05 (A) are just drivers from accident investigation bodies to justify the need to
introduce fatigue into Part-145.

Finally, there are plenty of incidents or accidents that justify the introduction of SMS
into Part 21 for which the recommendations are about the introduction of SMS —
the objective of the NPA was not to justify why SMS should be introduced into
Part 21, but how to introduce it.

22 comment by: UK CAA

Page No: 12
Paragraph No: 4.1.1

Comment: The statement that UK has already mandated SMS in Part 145 is
incorrect.

Justification: To provide factually correct information

Noted

26 comment by: ATR SMS

4.1.1 Design, production, & maintenance are the last aviation domains into which
safety management requirements have not yet been introduced.
We would recommend to change the word introduced to regulated

Accepted

4.3. How it could be achieved — background and optio p. 14-17

comment

response

comment

* *
* *
* gk

An agency of the European Union

4 comment by: CAA-NL

The Impact Assessment for Part 21 (pg. 15 and onwards) isn’t correct. In case of
option 1 SMS is limited to the approved design and /or production organisation
responsible for the product (aircraft, engine, propeller), which means that only a
limited number of DOAs’ and POA’s have to comply. As a consequence the remaining
of this IA should be amended for this. Please note that the CAA-NL agree with the
conclusion on page 27 that Option 2 is the preferred option.

Noted

That was the objective of Option 1 proposed in NPA 2019-05 (A): limit the
applicability of SMS to approved organisations that only design or produce aircraft,
engines and propellers by comparison with Option 0 which includes ‘not approved’
organisations, and with Option 2 which includes ‘major’ equipment such as APU or
ETSO articles.

10 comment by: Safran Aircraft Engines
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comment
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With regard to the choice of the "Organisations designing or Producing products"”,
Safran Aircraft Engines is supporting the option 2, that would cover the full spectrum
of our partners.

Noted

14 comment by: ATR SMS
Part-145: we recommend to mandate SMS for Part 147 organizations.

Noted

The scope of rulemaking task RMT.0251 Phase Il is limited to Part-145 and Part 21, in
accordance with the related Term of Reference.

23 comment by: SAFRAN AEROSYSTEMS

1. Descriptions of the different options are really unclear especially the
description of the perimeter of the considered approved organisation (either
for DOAs or POAs).

e Option 1 include only design and produce of "products" and exclude
organisation that design and produce "parts and appliances".

- Do DOAs that have only "minor change" / "minor repair" in their scope and that do
not have any products (TCs) are included in option 1 ?

- Do DOAs that have only "major change/minor change / minor repair" in their scope
and that do not have any products (only STCs) are included in option 1 ?

- POA holders who do no manufacture products but only "parts and appliances" are
not limited to those who produce ETSO parts.

So many parts and appliances are manufactured for TC or STCs under DO-PO
agreement by POAs different from the TC Holder.

Are they included in option 1 ?

e Option 2

- Are AP-DOAs for ETSO not within the scope of APU concerned by option 2 ?
(because their number is not limited to those 3 indicated in the comparaison
between option 1 and option 2)

Suggestion would be to simplify the wording :

either you have an approval DOA / AP DOA / POA (any scope : product, part,
applicances weither it is certified as TCs, STC, or ETSO) and you are concerned or not.
The implications of type of products is very confusing and adds no value to safety
assessement.

2. Option 2 should cover as well the fact that many ETSOs other than APUs
cover safety equipments (life preservers, safety belts, life rafts, etc.). It seems rather
inconsistent regarding a safety approach that ETSO designers are not involved in the
SMS process.
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3. Whatever the selected option, it has not be taken into account the fact
that all the approval holders will have to integrate into their SMS system their
suppliers (either for design, production or maintenance) based on their risk analysis.
Therefore, the choice between any of the options will lead somehow to the same
result... It should be taken into account that any approval holder may have the choice
to fully or partially deploy the SMS requirements to its suppliers based on its risk
analysis (nothing automatic, proportionality principles are applicable).

response | Noted

The approach, as proposed by the options, was to mandate SMS for organisations
that design and produce aircraft, engines and propellers for which a DOA or a POA
was currently needed, as well as for the design of APUs and the production of ETSO-
covered articles, but not for non-approved organisations nor for the production of
articles that are not covered by ETSO authorisations.

comment | 32 comment by: Rolls-Royce plc

Comment is
Section,table, Comment Suggested an
figure Summary resolution observation/
suggestion*

Comment is
substantive/
objection**

The reference to
ICAO Annex 19

under 'Part-21'is MCude
ointing clarification

o1 how in future

to industry

applicability, but "€ °" more

i .~ EU state

is not mentioning <afet

the state safety y

programmes

management ‘

responsibilities (SSPs) will
NPA 2019-05 Page P N A

The Annex 19 No ves
42 o concept of a on Part-

> 21/145
state wide L
consolidated PP

organisations

approach is .

p.p and their own
missed when
. i developed
industry defines .
o safety policies
individual safety

.. and
policies and
. procedures.
programmes in
isolation.
response | Noted
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The legal provisions for an SSP to complement the State Management System (as
introduced by the NPA) are covered by Chapter Il of Regulation (EU) 2018/1139.

4.4. What are the impacts p.17-24

comment

response

comment

response

* *
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5 comment by: CAA-NL

Pg. 18 / par. 4.4.1 mentions “the implementation of a management system that
includes safety risk management could result in a reduced oversight burden.” It is
strange to speak about oversight burden in relation to SMS; in fact a pro-active
organisation welcomes every oversight, because it could result in opportunities to
improve. Furthermore oversight burden is often used in relation to the oversight
activities of the authorities, while in practice the number of oversight activities of the
authorities is rather small compared to the number of oversight activities within the
business, e.g. from customers and external parties (required to comply with industry
standards and customer requirements). And it gives the wrong impression of the
purpose of authority oversight.

Noted

The wording was indeed not appropriate: the objective was to state that oversight
activities could be reduced when a robust, effective SMS is implemented by the
organisation as expressed by the option to reduce the oversight cycle under certain
conditions.

8 comment by: FAA

Page 19-20

Para 4.4.3.

Referenced Text Regulation (EU) No 376/2014 is applicable to all organisations
(including the non-approved ones) that are located in Europe, and it mandates some
basic elements of an SMS, such as mandatory and voluntary reporting and the
development of a safety culture.

Question This section discussing the safety impact on Part 21 Option 1 (and 2) overtly
mentions the EU regulation as applicable to organisations that are located in Europe.
What about third country POAs in non-EU member states (i.e. Philippines, China,
etc.) that are not linked to a POA holder in Europe? Does the regulation apply? Will
SMS be implented the same way? Is the risk level for third country POAs in non-EU
Member States weighted differently?

Proposed Resolution Clarify scope of EU regulation on SMS implementation to
production organisation in non-EU member countries

This future amendment to Regulation (EU) No 748/2012 will apply to any
organisation that needs and wishes to become a POA holder, irrespective of its
location. This means that any organisation located in a third country, which would
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response

comment
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like to be issued with an EASA POA, will have to comply with Regulation (EU) No
748/2012.

e Point 21.A.139, as proposed to be amended, is the introduction of the [12]
SMS elements for a POA, as per Annex 19 Chapter 4 and its Appendix 2.

e However, as usual, in the framework of bilateral agreements between third
countries and EASA, the SMS recognition will be addressed differently
because, under the current EU-US BASA, there is no requirement for a US
organisation to hold an EASA POA.

Article 4(6)(b) of Regulation (EU) No 376/2014 lays down that ‘a person engaged in
designing, manufacturing, continuous airworthiness monitoring, maintaining or
modifying an aircraft, or any equipment or part thereof, under the oversight of a
Member State [of the European Union] or of the Agency [EASA] shall report the
occurrences through the system established in accordance with Article 4 by the
organisation.

e This covers the mandatory and voluntary occurrence reports as well as the
principles of safety culture, as per Annex 19 Chapter 5 and its Appendix 3.

e To complement this approach outside the EU, it is proposed in NPA 2019-05
(B) through the amendment of point 21.A.3A that all natural or legal persons
that hold or have applied for a POA [...] shall also establish and maintain a
system for collecting and assessing internal mandatory and voluntary
occurrence reports, including reports on internal errors, near misses and
hazards in order to identify any adverse trends or to address any deficiencies,
and extract reportable occurrences. This system shall include the evaluation
of relevant information related to occurrences, and the promulgation of the
related information [...].

This means that the principles of Regulation (EU) No 376/2014 will be also valid for a
POA holder that is located outside an EU Member State when it is under the oversight
of EASA or one of the EU Member States.

16 comment by: SAFRAN TRANSMISSION SYSTEMS

Option 2 is the preferred option from my company, as impact on small organisation
is minimum.

Noted

24 comment by: SAFRAN AEROSYSTEMS

4.4.7

It is very important that the SMS Management system and organisation be
proportionate to the impact of the related aiworthiness impact of the failure of the
product, part and appliance for each approval.

A small DOA that designs equipments/parts which failure may lead to a catastrophic
event should dedicate enough resources to have a proper SMS management system.
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On the other hand, an organisation (even large) which designs a product that have
no impact on airworthiness (cosmetics effect, etc.) should not have to build a large
SMS management system based on their risk analysis.

The same approach is necessary for POAs and MOAs.

response | Noted
This proportionality approach is proposed in NPA 2019-05 (B) and (C); it should be in
21.A.139 or 21.A.239 or 145.A.200.
comment |27 comment by: ATR SMS
According to the results from the EASA questionnaire, safety promotion &
communication are not considered as predominant. In line with our general
comments, we think that this aspect of SMS is underestimated.
We would recommend adding cost of promotion and communication. Industry needs
to spend significant resource  "converting" the regulations into
communication/promotion material. This exercise is not a "one-off" and needs to be
sustained & convincing.
response Noted
The EASA questionnaire just served the purpose of the survey.
Safety promotion and communication are equally considered as essential in the
regulatory amendment process. It is true that ‘promotion and communication’ incur
additional costs.
4.5. Conclusion p. 24-27
comment |9 comment by: Safran Engineering Services
We also support option 2 as the preferred option.
response | Noted
comment | 15 comment by: ATR SMS
Question to stakeholders:
We are in favour of Option 0. Indeed, we recognize that EU376/2014 that is
mandatory for all organizations (whether approved or not) brings benefits to
enhance the reporting culture, but the implementation of a full SMS including safety
risk management and safety promotion also adds value by increasing the learning
culture.
response | Not accepted
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This approach was considered to be consistent with the General Aviation Road Map.
In addition, the oversight of non-approved organisations may cause some legal
enforcement concerns.

4.6. Monitoring and evaluation p. 27-28

comment | 31 comment by: Rolls-Royce plc

Summary of Propgsed Observation/ Sustantive
Solution of

Comment suggestion? Objection?
Comment

Reference Reference

Unclear on the
value of
monitoring the
data suggested.
What would be
done with the
information? A
trend in either
direction could

Depends what
the purpose of
this monitoring

be seen as a . Y
ositive (an is. If it is to
.p . "measure" the
increase in .
impact of
reported . .
implementing
occurrences .
S this new
would indicate . .
NPA a better/more material, this is
2019-05 offective going to be
(A), 27-28 reportin extremely Yes No
section . Etem g difficult. RR for
4.6 y ’ one, already
whereas a
. have these
decrease in rinciples in
reported P P
place today, so
occurrences .

- the impact of
could indicate a this material
better SMS )

. should in
overall). History theorv be
tells us that .. v

o minimal.
monitoring
occurrences
CAN lead to
poor
behaviours if
care is not
taken.
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response | Noted

5. Proposed actions to support implementation p. 29-30

comment |17 comment by: SAFRAN TRANSMISSION SYSTEMS

As the Industry standard SM-0001 has been recognised during summer time, as an
acceptable Means Of Compliance by both FAA and EASA, this NPA must reflect this

in order to avoid redundancies and misundertsandings.

response | Noted

The text will consequently be fine-tuned when the AMC and GM are finalised
following the adoption of the Opinion by the Commission.

7. Appendices | 7.1 Appendix | — Detailed summary of changes to P

p. 33-49

comment |28

comment by: ATR SMS

appoint key personnel to execute the safety policy:
would recommend to add "and promote"

response | Noted

This responsibility is already covered by the duties of the accountable manager (AM).

comment | 33

Section,
Comment
table, Page
! Summary
figure
On page 35 the
'use of qualified
entities' is
explicitly
mentioned. In case
NPA non-governmental
Page s
2019-05 35 authorities (i.e.
(A), 71 those qualified

entities) will be
involved, more
details are
required of how
industry data is

**

*

*
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comment by: Rolls-Royce plc

Comment is
an
observation/
suggestion*

Add details under
21.B.30 to ensure
approved
organisations are
informed about
data protection,
IP and non-
disclosure
agreements.
Allow escalation
options for
industry if the
selected qualified

Comment is
substantive/
objection**

Suggested
resolution

No Yes
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protected and entity is seen as
proper non- an un-acceptable
disclosure option.
agreements will be

ensured.

response | Noted

This point is addressed in CRD to NPA 2019-05 (B).
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comment | 117 comment by: FAA
Referenced Text
In EASA’s justification for their rule they said, “Failure to implement an SMS as an
ICAO international standard will pose obstacles for the mutual acceptance of
approvals under bilateral agreements.”
Question: If US DAH/PAH have not implemented SMS will there be barriers in
validating products in the EU?
Proposed Resolution Clarify impact on validation projects and EASAs position for SMS
on non-EU State of Design organizations

response | See Section 1.

comment | 118 comment by: FAA
Questions
How will this new NPA affect the Shared surveillance prgram between the US and
EASA or member states. If the FAA is doing surveillance of a supplier in the US for a
“European” State of Design manufacturer, and this supplier as a result of the
rulemaking has to implement SMS, will EASA still allow the FAA to oversee the
supplier on their behalf? Would there be a change of expectations that could disrupt
the shared surveillance relationship? Shared surveillance is governed through the
bilateral agreements but we should get confirmation from EASA that this will not
change due to the SMS rule.
Proposed Resolution
Clarify impact of rule on shared surveillance activities

response | See Section 1.

comment | 120 comment by: FAA
Question: Will the additional SMS requirements imposed on ETSOA holders have any
effect on the existing reciprocal acceptance of TSO/ETSO articles between the US and
EU?
Rationale: Additional information is needed to understand impact if any.

response | See Section 1.

comment | 166 comment by: DGAC France
From NAA point of view, the introduction of SMS in Part 21 should follow the same
way (requirements, contents, and intends) as those proposed in Part 145 and CAMO
(and AirOPS). However, this NPA show many differences with the NPA for Part145
and CAMO. For example, the term "quality system" is used in Part 21, whereas this
term has been replaced by the notion of "compliance monitoring system" in Part 145
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response

comment

response

comment

response

comment

and CAMO.
Again, many AMC / GM on the same general topics are therefore different between
Part145 and Part21 (i.e the two GM1 145.A.200 and GM1 21.A.139(c) on the subject
of SMS in general are different).

These differences between the two requirements should create difficulties for
stakeholders and NAAs (i.e. a manufacturer which is also a maintenance organisation
will have to develop two SMS systems based on two not consistent requirements
instead of a unique SMS system covering all his activities). Considering this matter,
we suggest that EASA should publish some recommandations to help stakeholders
to implement a unique SMS for organisations holding different approvals.

See Section 1.

246 comment by: Safran Landing Systems

Many additional text have been introduced in the Part 21 and its AMC, GM.
The intent is clear but the result might be confusing as it looks that there are
repetition and the overall SMS concept seems flooded within a lot of description (and
prescriptive where not always necessary) text.

See Section 1.

343 comment by: Safran Landing Systems
Given the detail of AMC introduced for SMS it's highly
. . s Move the
unlikely that all NAAs acting as CAs will interpret and .
all . . . details of
N/A apply the AMC consistently creating an unlevel playing .
AMCs . . - . AMCs into
field and subjective at the interpretation of the
. GMs.
Competent Authority inspector.
See Section 1.
428 comment by: Safran Landing Systems
GM1 21.A.239(c)-AMC1 21.A.239(c)-AMC1
21.A.239(c)(1)-GM1 21.A.239(c)(1)-GM1
21.A.239(c)(2)-AMC 21.A.239(c)(3) and (4)-AMC1
NPA 148 - 21.A.239(c)(3)-GM1 21.A.239(c)(4)(ii)-AMC1 Could be
2019- 159/272 21.A.239(c)(5)-GM1 21.A.239(c)(5)-AMC1 simplified
05(B) 21.A.239(c)(5)(ii)-GM1 21.A.239(c)(5)(ii)-AMC1 P

21.A.245(b)-AMC2 21.A.245(b)
99% redundant with same AMC and GM in Subpart
G
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response | See Section 1.

comment | 467 comment by: Safran Landing Systems

The AMC and GM is unnecessarily prescriptive, it should be simplified currently will
require new functions and resources to be present within the PO/MO organisations.
The relationship between Parts 21 / 145 and EU regulation 376 are unclear and where
there are differences, which takes precedence, we recognize this is a situation that to
an extent exists currently, but that now 376 is included in Part 21 the conflict may be
more real.

response | See Section 1.

comment | 487 comment by: FOCA Switzerland
FOCA welcomes the opportunity to comment on this NPA.

response | See Section 1.

comment | 665 comment by: SAFRAN TRANSMISSION SYSTEMS

Commentis Comment

Section suggested an is
Table Page Comment summary 68 . . .
Figure resolution observation substantive

(suggestion) (objection)

Many additional
text have been
introduced in the
Part 21 and its AMC,
GM.

The intent is clear

. itis
but the result might
; . recommended to
be confusing as it
make more

all all looks that there are readable the X

repetition and the -

existing proposal
overall SMS concept . .

in particular for

se.er‘r.1$ flcoded the AMC and GM
within a lot of

description (and

prescriptive where

not always

necessary) text.
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response | See Section 1.

comment

response

717 comment by: AIRBUS

Airbus commercial aircraft fully support all the comments raised by ASD and uploaded
in CRT.

Only additional comments to those already uploaded on behalf of ASD are entered in
CRT on behalf of Airbus commercial aircraft.

Given the size of the NPAs, the importance of the material within them, the timescale
for reviewing the NPA content has been very challenging.

Airbus review will continue beyond the formal comment period, taking full advantage
of the offer from EASA to keep on working on the AMCs/GMs with the help of the
Focused Consultation Groups (Part-145/21 FCGs) until 2021Q3 at the latest. (Ref 1).

One specific area of concern is the use of material already present in Part-CAMO.
While we recognise the attraction to EASA of using existing material, if this approach
is taken, it is likely to have two effects:

Firstly, detailed material is taken out of context with its original - an original
for which our industry sector had no part in the consultation, which makes the
perception of ‘cutting and pasting’ of another sector’s rules and guidance particularly
troubling.

Secondly, it has the effect of stifling any attempt to make rules and guidance
more performance-based, if there are existing prescriptive measures already
available. To-date, both effects have been noted.

We look forward to discussing any questions raised by our comments and
observations.

(1) EASA email to ASD dated 21 May 2019).

See Section 1.

comment | 977 comment by: ASD

**

*

*

* *
* gk

An agency of the European Union

Many additional text have been introduced

in the Part 21 and its AMC, GM.

The intent is clear but the result might be It is recommended to make
confusing as it looks that there are repetition more readable the existing
and the overall SMS concept seems flooded  proposal in particular for the
within a lot of description (and prescriptive ~ AMC and GM

where not always necessary) text.

all all
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response

comment

response

comment

response

comment

**

*

*

* *
* gk

An agency of the European Union

See Section 1.

1066 comment by: ASD

Given the detail of AMC introduced for SMS it's highly

unlikely that all NAAs acting as CAs will interpret and Mov.e the
all . . . details of
N/A apply the AMC consistently creating an unlevel playing .
AMCs . _ . . AMCs into
field and subjective at the interpretation of the
L GMs.
Competent Authority inspector.
See Section 1.
1146 comment by: LHT DO

General Comment:
We do appreciate to require SMS elements into part 21.

However, please do not redefine common expressions for clarity reasons if not
absolutely necessary. Any documentary change or change of references will require
the review of each DOH as well as the forms and tools within the company. Please
be aware that IT tools need to be reprogrammed with time and cost constraints.

An example is the new invention of "Design Management System".

Currently we do have a Design Assurance System integrated into the Design
Organisation System.

This Design Organisation System might be amended by SMS, but please do not
redefine it and require a new expression. Please keep Design Organiation System.
The same is valid for the Independent System Monitoring of Compliance (to what?)
and Adaquacy which is intended to be introduced. The new expression is long and
does not make the content clearer. It might also be confused with Showing
of Compliance against the certificatin specifications. In addition the expression is
long and will also not be used in practice. Please keep Independent System
Monitoring and do not amend by compliance, which would initiate confusion.

See Section 1.

1205 comment by: ASD

GM1 21.A.239(c)-AMC1 21.A.239(c)-AMC1
21.A.239(c)(1)-GM1 21.A.239(c)(1)-GM1
148 - 21.A.239(c)(2)-AMC 21.A.239(c)(3) and (4)-AMC1  Could be
159/272 21.A.239(c)(3)-GM1 21.A.239(c)(4)(ii)-AMC1 simplified
21.A.239(c)(5)-GM1 21.A.239(c)(5)-AMC1
21.A.239(c)(5)(ii)-GM1 21.A.239(c)(5)(ii)-AMC1

NPA
2019-
05(B)
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21.A.245(b)-AMC2 21.A.245(b)
99% redundant with same AMC and GM in Subpart
G

response | See Section 1.

comment | 1251 comment by: ASD

ASD and GAMA comments to NPA 2019-05(B) “Embodiment of SMS into Part 21”
and NPA 2019-05(C) “Embodiment of SMS into Part 145” have been uploaded into
EASA CRT.

The content of NPA 2019-05 (A) “Embodiment of safety management system (SMS)
requirements into Part-145 and Part 21” has been taken into consideration when
creating these comments.

Given the size of the NPAs, the importance of the material within them, and the need
to gain consensus within ASD and GAMA membership, the timescale for reviewing
the NPA content has been very challenging. The ASD/GAMA task has therefore been
prioritised, in keeping with EASA’s explanation of its own priorities (Ref 1). The
ASD/GAMA review has concentrated on the content of the proposed rules, and,
consequently, less time has been available for review of the NPA content of proposed
AMC and GM material.

Although the AMC and GM have not all been subject to comprehensive review,
generic comments on the nature of the AMC and GM are included, and these are
offered for consideration against all AMC and GM, in addition to the specific
comments that have been generated so far. The ASD/GAMA review will continue
beyond the formal comment period, and we fully intend to take advantage of the
offer from EASA to keep on working on the AMCs/GMs with the help of the Focused
Consultation Groups (Part-145/21 FCGs) until 2021Q3 at the latest. (Ref 1).

One specific area of concern is the use of material already present in Part-CAMO.
While we recognise the attraction to EASA of using existing material, if this approach
is taken, it is likely to have two effects: Firstly, detailed material is taken out of
context with its original - an original for which our industry sector had no part in the
consultation, which makes the perception of ‘cutting and pasting’ of another sector’s
rules and guidance particularly troubling. Secondly, it has the effect of stifling any
attempt to make rules and guidance more performance-based, if there are existing
prescriptive measures already available. To-date, we have noted both effects in our
review and urge you to use caution in adopting this approach.

We look forward to discussing any questions raised by our comments and
observations.

(1) EASA email to ASD dated 21 May 2019).”

response | See Section 1.

* *
* ok

An agency of the European Union
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comment

response

comment

* *
* ok
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1256 comment by: SAFRAN LS

Safran LS and Safran fully support all the comments raised by ASD and uploaded in
CRT.

Given the size of the NPAs, the importance of the material within them, the timescale
for reviewing the NPA content has been very challenging.

Safran review will continue beyond the formal comment period, taking full advantage
of the offer from EASA to keep on working on the AMCs/GMs with the help of the
Focused Consultation Groups (Part-145/21 FCGs) until 2021Q3 at the latest. (Ref 1).

One specific area of concern is the use of material already present in Part-CAMO.
While we recognise the attraction to EASA of using existing material, if this approach
is taken, it is likely to have two effects:

Firstly, detailed material is taken out of context with its original - an original for which
our industry sector had no part in the consultation, which makes the perception of
‘cutting and pasting’ of another sector’s rules and guidance particularly troubling.
Secondly, it has the effect of stifling any attempt to make rules and guidance more
performance-based, if there are existing prescriptive measures already available. To-
date, both effects have been noted.

We look forward to discussing any questions raised by our comments and
observations.

See Section 1.

1290 comment by: CAA CZ

CAA CZ Comments on Embodiment of Safety Management System (SMS)
Requirements as Proposed in Part 21 (EASA NPA 2019-05)

General Comment:

Requirements to implement the safety management system (SMS) in the area of
DOA activities are specified in a very general/high-level and unspecific way in the
EASA NPA 2019-05. The large DOA holders that have a corporate system of risky
management already implemented in the past will undoubtedly be able to
implement the SMS requirements as defined in this Part 21 amendment. However,
smaller DOA holders not having any corporate system of risk management
implemented so far will not be able to comply with the high-level requirements as
described in this NPA in a manner that will truly serve the ultimate purpose of this
regulatory change proposal. We are seriously concerned that it may lead to
implementing a very formal and ineffective SMS system, set up for the sake of
appearance only, aiming mostly to satisfy the EASA auditor and not having the true
ambition (and capability) to manage and reduce the risks. As a consequence,
additional administrative and financial burden will impact both the DOA holder and
EASA sides, creating no (or very little of) expected positive contribution to the safety
level of the industry.

The main issue concerned is not the requirement to implement the safety
management system as such; it is the way/form of the requirements definition and
AMC/GM wording provided in this NPA, that is unspecific and thus not sufficient,
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hard to understand and even harder to implement, especially for smaller companies
having no previous experience with any risk management system.

Specific Comments:

1. 1. Text on page 148, NPA (B), 21.A.239(c), reads about "the criticality of variants"
(probably of the type design). Where is the term ,variant” defined?

2. 2.0n page 149, the term "the risk assessment model" is used; we couldn’t identify
what exactly is meant by this and how the DOA holder should use this model
practically.

3. 3. AMC1 21.A.239(c)(1)(a)(4) requires, that the safety policy should "be
communicated, with visible endorsement". There is no further explanation/guidance
on how this requirement is to be understood and implemented.

4. 4. GM1 21.A.239(c)(1) uses on page 152 term ,,just culture” not providing any
explanation of how this term is to be understood in the context of DOA. There is a
reference to Article 16(11) of (EU) 376/2014 (Occurrence reporting), however, this
article only contains a principle that the reporting personnel ,,shall not be subject to
any prejudice by their employer or by the organisation for which the services are
provided”. This is not sufficient information for proper implementation, especially
for the DOA organisations residing in the countries, where the term ,,just culture” is
not so well known/used.

5. 5. GM1 21.A.239(c)(2) brings the requirement, that "...safety manager or a
designated person to remain the unique focal point for the development,
administration, and maintenance of the organisation’s management system". In case
of (especially a larger) organisation has already got a dedicated department
responsible for the development, administration, and maintenance of the
organisation’s management system, we are unclear how such a company will comply
with this new requirement asking the DOA safety manager to hold this role of a
“unique focal point” for the development of management system.

6. 6.AMC1 21.A.239(c)(3) and (4) — There is the core of the SMS system described
under bullets (a) and (b) in this AMC. Even though this is the very functional core of
the SMS implementation, the wording of this AMC is very general, unspecific and not
providing any practical guidance/clues about how such SMS system should be
established. Although, on the very practical level, in principle, the same hazard
identification, risk assessment and mitigation principles should be applied here as,
for example, in the Level of Involvement area (where the provided information and
example of tools for risk management techniques are more specific than here).

7. 7. In subpara. (b)(1)(ii) of AMC1 21.A.239(c)(3) and (4) the term "tolerability of
risk" is used, without definition of its meaning available in this NPA.

8. 8. Another new and crucial topic of this NPA is the Management of change of
the DOA organisation, as required in para 21.A.239(c)(4)(ii). The text of the GM1
21.A.239(c)(4)(ii) cannot be practically used as guidance material. Again, large
companies having a system of change management already in place will not have
difficulty to comply. However, smaller DOAs will not be able to implement it based
on such a very general description.

Conclusion:

The proposed wording of the EASA NPA 2019-05 will probably be comprehensible
and feasible for the large DOAs that have most of the required functions already in
place as a part of their existing corporate functions and therefore will only have to
adjust them to the requirements of the Part 21 amendment. For smaller DOAs
however, these requirements mean completely new functions to be implemented. It
will be difficult for these smaller companies to properly understand the
requirements; it will be even more difficult for them to implement the new functions
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(i.e. safety and change management systems) based on very general description of
the requirements and almost no practical guidance included in this NPA (see the
similar tools described for Lol).

In general, we are concerned that the proposed NPA does not fully comply with the
effort of EASA to make the general aviation more accessible and to support the
design of GA aircraft. The open question is whether EASA intends to prepare more
proportionate requirements for the general aviation as a part of the Part 21 Light.

response | See Section 1.

comment | 1294 comment by: Rolls-Royce plc

. Comment is .
Section, Comment is

Comment Suggested an .
table, Page g8 . . substantive/
. Summary resolution observation/ " 0 U

figure ., oObjection
suggestion

AMC & GM text
is now very
complex and
NPA hard to . .
read/understand Consider reduction
2019- general Yes No
due to the of references
05 (B) -
significant
increase of
cross-

references.

AMC text still
contains various
statements
which are
Guidance
Material
because there
are no criteria
defined to judge
compliance
consistently.
Proposed AMC
text allows now
often for
subjective
assessments and
hence for
various
discussions
between
Industry and
Authorities.

NPA
2019- general
05 (B)

Consider conversion
of AMC text into Yes No
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NPA does
contain various
NPA redundancy Consider
nten implification of
2019- general C? tent at simpli |c§t|o of text Yes No
05 (B) different places by reducing
(i.e DOH, redundancies.
resources,
DMS,...)
response | See Section 1.
comment | 1374 comment by: Dassault-Aviation
Dassault Aviation agree with all the comments made by ASD and have no additional
remark.
response | See Section 1.
comment | 1455 comment by: Thales
Thales is fully committed in the implementation of SMS for its design, production and
maintenance organizations.
Yet, this NPA appears overly prescriptive and should be more performance-based.
The main areas of concern related to this NPA are the following:

e The text should be more concise and focused on the objectives, in order to
avoid any unnecessary prescription. Several requirements and AMCs should
be moved to guidance material.

e The new concept of AltMoC in Part-21 and Part-145 should be deleted. It
makes AMC material previously seen as "soft law" now "hard law" as
deviation from AMC would only be permitted subject to the Competent
Authority. This will create important administrative burdens with little added
value for safety.

e The lack of recognition of the SMS Standard SM0001 in Part 145 is seen as a
significant issue for the industry, as it implies that a different SMS should be
implemented for maintenance and design/production. This will lead to
inefficiencies for both authorities and industry.

e Prescriptive requirements on human resources processes, training programs
and communication means have been included in this NPA. These are
typically areas where each company should be free to choose its own
organization and procedures, and be judged on the effectiveness rather than
complying with a prescriptive rule.
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response

comment

response

e In Part-21 Section B, the requirements related to findings are unclear and
inconsistent and should be reviewed to ensure proportionate follow-up of
findings by the Competent Authority.

e Multiple references to human factor principles have been included in the
text, but not always in a consistent manner.

In addition to these comments, Thales fully supports the comments provided by ASD
and GAMA.

See Section 1.

1564 comment by: MARPA

MARPA applauds the efforts of EASA to improve safety by encouraging companies to
take a systems-based approach to identifying and managing risk. However, MARPA
also encourages EASA to engage closely with its bilateral partners to ensure that new
regulations do not create unnecessary disharmonisation. For many years bilateral
and multilateral partners have worked together with the goal of acheiving
harmonisation the reflects a mutual understanding and trust of one anothers'
certification systems. Such trust allows for efficient approvals across jurisdictions and
avoids creating unnecessary or duplicative regulation and effort, consuming the
resources of both the regulator and industry. Each regulator should be mindful of
possible disharmony created when adopting new regulations that could necessitate
the need for new Special Conditions within our bilateral guidance material, such as
the Maintenance Annex, and result in confusion, frustration, and disharmonisation
across the systems that each regulator and industry stakeholders have worked hard
to achieve.

See Section 1.

EXECUTIVE SUMMARY p.1

comment

response

521 comment by: Le BLanc

Many additional text have been introduced in the Part 21 and its AMC, GM.
The intent is clear but the result might be confusing as it looks that there are
repetition and the overall SMS concept seems flooded within a lot of description (and
prescriptive where not always necessary) text.

Suggested resolution: one sigle requirement for SMS in each IR (part 21, Part 145, ...)
would be OK and actually this is what we proposed through the FCG.

See Section 1.

Table of contents p. 2-10

comment

* *
* ok

An agency of the European Union

46 comment by: Duane Kritzinger
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The CRD does not allow us to comment on 21.A.3 and 21.A.5, but | would like to
propose the following:

e In 21.A.3A: For non-english speakers, what are the practical implication of
the term "without prejudice"?

e For 21.A.3A: Should 376/2014 not also be shown on the Regulation
Structure here: https://www.easa.europa.eu/regulations?

e For21.A.3(a)(1)(i): Suggest this text (and similar text elsewhere) be reduced
to "reports of and information related to failures, malfunctions, defects or
other occurrences which cause or might cause adverse effects on the
continuing airworthiness or safe operation of products or parts approved
under this Annex 1"

e For 21.A3A(a)(3): If you retain this reference to 2015/1018, then the
Regulation Framework Map on your website (Regulation page) should surely
be updated to include it.

e For21.A.3A(b): Inan Integrated Management System Approach, why use the
term "natural or legal persons", when other regulations (e.g. Part 145) do
not?

e For 21.A.3A(d): If you retain this reference to 376/2014, then the Regulation
Framework Map on your website (Regulation page) shold surely be updated
to include it (and illustrate the interrelationships).

e For 21.A.5(a): | recommend that "continued airworthiness" needs to be
defined (maybe in an 21.3 para?). See EMAD-D for a suggested definition

e For 21.A5: What happens to the data when the aircraft becomes
orphaned? Surely there must be an obligation to hand it over to EASA if an
SAS is needed?

response | See Section 1.

Proposed amendments to Part21 p.11

comment | 10 comment by: CAA-NL

* *
* ok

An agency of the European Union

We suggest some additional changes from those in the NPA:

21.A.3A(a)(2):

Here the text “on how to provide such reports of and information related to failures,
malfunctions, defects or other occurrences” is added; for clarity reasons it is
proposed to change this text into “on how operators and others provide such reports
of and information related to failures, malfunctions, defects or other occurrences”.
However, Point (a)(2) states that the design holder may prescribe how and what
information to report to him, point (c) prescribes to report in a form and manner
established by the CA. These systems should be aligned to prevent a double
administrative burden for the reporter of an occurrence by filling two different forms
with the same information.

21.A.3B

Rath TE.RPR0O.00064-006 © European Union Aviation Safety Agency. All rights reserved. ISO 9001 certified.
3 o Proprietary document. Copies are not controlled. Confirm revision status through the EASA intranet/internet. Page 64 of 1387



European Union Aviation Safety Agency CRD to NPA 2019-05

6.2. Appendix Il — Comments related to NPA 2019-05 (B) (Part 21)

(comments without responses)

The text on Airworthiness Directives remain unchanged. But par. (b) mention an
action for EASA (issuing an AD) and par. (d) explains the content of an AD. These
items should be transferred to Section B. In addition to this, it should be made clear
how a proposal for an AD is approved by EASA.

21.A.5(a)

It is proposed to change the text of 21.A.5(a) into

“when designing a product, part or appliance or changes or repairs to them, maintain
relevant design information/data including those prepared by its partners, suppliers
and subcontractors, and retain them at the disposal of EASA in order to provide the
information necessary to ensure their continued airworthiness, the continued
validity of the operational suitability data, and continued compliance with the
applicable environmental protection requirements;”

21.A.5(a) related to design approval holders — and as such also have partners,
suppliers and subcontractors — doesn’t contain this any wording related to them;
while 5(b) related to production organisations it especially mentions “that
incorporates the requirements imposed on its partners, suppliers and
subcontractors”.

21.A.5(b)(2)

It mentions to keep records of all details of the work, but missing is the record
keeping of the production data which is generated on the basis of the approved
design data, and including the way this production data is established and approved
(ref. 21.A.145(b)2). It is proposed to change the text of 21.A.5(b)(1) into

“maintain the relevant records produced under the production system that was used
to justify the conformity of the products, parts or appliances, and retain them in
order to provide the information necessary to ensure the continued airworthiness of
the product, part or appliance including the acceptance of the production data by
the design approval holder and evidences of the incorporation of airworthiness and
environmental data in the production data;”

21.A.12 Alternative means of compliance (new point)

We suggest to create a general point for the possibility of using Alternative means of
compliance by an organisation under the general section, Subpart A.

Copy the text from 21.A.124A to this new point 21.A.12 and delete the specific points
in subparts F and G (21.A.124A/134A). Then it is also clear for a DOA how to use
AItMOC and what it has to do for that, as this is currently missing in subpart G.
When accepted, this has consequences for the position of the related AMC/GM.

response | See Section 1.

21.1 General Competent authority p. 13

comment | 38 comment by: Duane Kritzinger

* *
* ok

An agency of the European Union

| propose this becomes 21.2. The content of 21.1 would then be: "21.1: General
(a) Section A establishes general provisions governing the privileges and obligations
of the applicant for, and holder of, any certificate issued or to be issued in accordance
with this Annex.
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(b) Section B establishes consistent oversight obligations on the Competent
Authorities."

response | See Section 1.

comment | 61 comment by: General Aviation Manufacturers Association
"Competent Authority": This subpart does not identify the Competent Authority for
requirements identified in Section A. Recommend adding a new bullet to include
Subpart A or remove reference to “Competent Authority” and replace with “EASA”
or “Authority designated by the Member State”, as appropriate.

response | See Section 1.

comment | 135 comment by: Safran Engineering Services
This requirement does not identify the competent authority for requirements in
Section A Subpart A.
It is suggested either to add a new bullet (d) in 21.1 relevant to Subpart A or to
remove "competent authority" in Subpart A and replace it by "EASA" or "authority
designated by the Member State" or "EASA if so requested by that Member State "
as appropriate.

response | See Section 1.

comment | 180 comment by: Jean6francois RANNOU SAFRAN Helicopter Engines
this requierement does not identify the competent authority for requierement in
section A subpartA
It is suggested....

response | See Section 1.

comment | 247 comment by: Safran Landing Systems
This requirement does not identify the competent authority for requirements in
Section A Subpart A.

response | See Section 1.

comment | 468 comment by: Safran HE
This requirement does not identify the competent authority for requirements in
Section A Subpart A.
Suggested resolution:
It is suggested either to add a new bullet (d) in 21.1 relevant to Subpart A or to
remove "competent authority" in Subpart A and replace it by "EASA" or "authority
designated by the Member State" or "EASA if so requested by that Member State "
as appropriate.
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response | See Section 1.

comment | 522

comment by: Le BLanc

This requirement does not identify the competent authority for requirements in

Section A Subpart A.

Suggested resolution: It is suggested either to add a new bullet (d) in 21.1 relevant
to Subpart A or to remove "competent authority” in Subpart A and replace it by
"EASA" or "authority designated by the Member State" or "EASA if so requested by
that Member State " as appropriate.

response | See Section 1.

comment | 667

comment by: SAFRAN TRANSMISSION SYSTEMS

. Commentis Comment
Section )
Comment suggested an is
Table Page . . .
Fieure summary resolution observation substantive
& (suggestion) (objection)
It is suggested
either to add a new
bullet (d) in 21.1
This relevant to Subpart
. A or to remove
requirement "
competent
does not o
. . authority" in
identify the
13/272 competent Subpart A and X
21.1 . replace it by "EASA"
authority for " .
requirements in or "authority
; . designated by the
Section A .
Subpart A Member State" or
part A. "EASA if so
requested by that
Member State " as
appropriate.
response | See Section 1.
comment | 874 comment by: SAFRAN AEROSYSTEMS
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comment
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This requirement does not identify the competent authority for requirements in
Section A Subpart A.

It is suggested either to add a new bullet (d) in 21.1 relevant to Subpart A or to
remove "competent authority" in Subpart A and replace it by "EASA" or "authority
designated by the Member State" or "EASA if so requested by that Member State "
as appropriate.

See Section 1.

978 comment by: ASD

It is suggested either to add a new bullet
This requirement does (d) in 21.1 relevant to Subpart A or to
not identify the remove "competent authority" in Subpart
1 13/272 competent authority for A and replace it by "EASA" or "authority
) requirements in Section designated by the Member State" or
A Subpart A. "EASA if so requested by that Member
State " as appropriate.

21

See Section 1.

979 comment by: ASD

Airbus comment only

Subpart P responsibilities are shared

between EASA for flight conditions

approval and the authority designated by

the Member state for the permit to fly Consider the the

21.1 issuance. sharing of
13/272 - . s
Statement in item (c) is partly wrong. responsibilities for
(c) Not the authority designated by the Subpart P

Member State but EASA is the competent
authority for the approval of flight
conditions related to the safey of the

design.
See Section 1.
1224 comment by: AIRBUS
Section .
suggested Commentis Comment
Table Page Commentsummary . .
. resolution an is
Figure
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observation substantive
(suggestion) (objection)

Airbus comment
only

Subpart P
responsibilities are
shared between
EASA for flight
conditions approval
and the authority
designated by the
Member state for
the permit to fly Consider the

21.1 13/272 issuance. o the shar.ln.g. c.Jf
para. (c Statement in item  responsibilities
) (c) is partly wrong. for Subpart P

Not the authority
designated by the
Member State but
EASA is the
competent
authority for the
approval of flight
conditions related
to the safey of the

design.
response | See Section 1.
comment | 1292 comment by: Rolls-Royce plc
. Comment is .
Section, Comment is
Comment Suggested an .
table, Page . . substantive/
. Summary resolution observation/ e e
figure ., oObjection
suggestion
Either add a new
This bullet (d) in 21.1
requirement relevant to Subpart
does not A or to remove
NPA Page identify the comp('etez‘n't
competent authority" in Yes No
2019-05 13 .
(8) 21.1 authority for Subpart A and
) requirements in replace it by
Section A "EASA" or
Subpart A. "authority
designated by the
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response

Member State" or
"EASA if so
requested by that
Member State " as
appropriate.

See Section 1.

21.A.1 Scope

p.14

comment

response

comment

response

comment

response

comment

response

* *
* gk

An agency of the European Union

44 comment by: Duane Kritzinger

Subpart A does not contain all the rights and obligations of Certificate Holders (that
is what Section A does).

Should it also adress "privileges"? Also where are the "rights" defined, surely it
Privileges? Other subparts (e.g. B, D, E, J, O) all contain Privileges and
Obligations. Hence my suggestion against 21.1 above.

See Section 1.

62 comment by: General Aviation Manufacturers Association

"Occurrence Reporting": We suggest the title is changed to “Reporting System” to
better reflect the requirements discussed within 21.A.3A and not consistent with GM
21.A.3(a)(1) and (b)(1).

See Section 1.

248 comment by: Safran Landing Systems

The title of this requirement "Occurrence reporting " is misleading and not consistent
with the content of the requirement itself and the GM 21.A.3A(a)(1) & (b)(1) which
cover items beyond occurrence, i.e. internal errors, near misses, and hazards

Suggested to change "Occurrence reporting" by "Reporting system"

See Section 1.

249 comment by: Safran Landing Systems

"without prejudice to...": the aim is understood to be that 21.1.3A is to be complied
whilst complying with 376/2014

To be confirmed or clarified in the text

See Section 1.
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comment | 250 comment by: Safran Landing Systems

This section begins ‘Without prejudice to Regulation (EU) No 376/2014,” which we
assume to mean that 376/2014 must be complied with in addition to this section
21.A.3A.

Regulation (EU) No 376/2014 places obligations on individuals to report issues, in
addition to organisations, but states in Article 4 (Mandatory Reporting) paragraph 6:
‘6. The following natural persons shall report the occurrences referred to in
paragraph 1 through the system established in accordance with paragraph 2 by the
organisation which employs, contracts or uses the services of the reporter or, failing
that, through the system established in accordance with paragraph 3 by the Member
State of establishment of their organisation, or by the State which issued, validated
or converted the pilot's licence, or through the system established in accordance
with paragraph 4 by the Agency’.

The intent of this provision appears to be that the preferred route is for an individual
(when an employee, or similar, of an organisation subject to 21.A.3A) to report issues
considered as mandatory by EU No 376/2014 through the organisation’s reporting
system, and point 21.A.3 A requires the systems for making such reports to be set up
by certificate holders.

Given that the organisation reporting system will have rules for what employees are
to report, and filters to extract and combine information before determining which
reports are to be sent, we ask that 21.A.3A states that compliance with the
organisation’s reporting system for mandatory reports is sufficient for the individual
reporter to discharge their own obligations under 376/2014.

Additional text should be considerd as follows:
“(a)

(3) report to EASA any failure, malfunction, defect or other occurrence of which it is
aware related to a product, part, or appliance covered by the type certificate,
restricted type certificate, supplemental type certificate, ETSO authorisation, major
repair design approval or any other relevant approval deemed to have been issued
under this Annex, and which has resulted in or may result in an unsafe condition, in
accordance with Commission Implementing Regulation (EU) 2015/1018. In respect
of Regulation (EU) 376/2014, such reports discharge the responsibility for the
reporting of such occurrences of both the natural or legal persons defined in 21.A.3A
(a) and the individual required to make the reports when the natural or legal person
employs, contracts or uses the services of the reporter."

Similar text will be required for point 21.A.3A(b).

response | See Section 1.

comment | 251 comment by: Safran Landing Systems
(a)(1) the word "any" is too wide/large/vague. It should be removed and/or a
limitations to "any" should be defined.
change the wording as follows:

"in order to identify adverse trends or to address deficiencies which may impact

safety..."

response | See Section 1.
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comment | 252 comment by: Safran Landing Systems

Section 21.A.3A represents a combination of the existing reporting requirements in
Part 21, currently separated between SubParts A, F and G, plus the integration of
these requirements with the mandatory and voluntary reporting system
requirements required by EU 376/2014 for both State and applicant. Unfortunately,
the resulting text makes it difficult to determine the exact requirements for
organisations.

We understand that EU 376/2014 requires each State to have a mandatory reporting
system, so that organisations and individuals have the means to report occurrences
required to be reported to the State, and each organisation is required to have a
corresponding mandatory reporting system to facilitate the collection of details of
those occurrences.
Additionally, EU 376/2014 requires each State to have a voluntary reporting system,
so that organisations and individuals may elect to provide information to the State,
and each organisation is required to have a corresponding voluntary reporting
system to facilitate the collection of details of those occurrences.
We also understand that where an individual needs to make a report to the State,
reporting an issue through an organisation’s reporting systems is sufficient to
discharge the individual’s responsibility. [This is the subject of a separate comment]
The proposed 21.A.3A(a)(1) requires each organisation to set up a collection system
for ‘mandatory and voluntary reports’ capturing (in (i)) ‘occurrences’ and (in (ii))
‘near-misses’) (paraphrased for brevity).

We believe that this system is required:
(a) to facilitate collection of occurrences/near misses that are required to be
reported to the State, to satisfy EU 376/2014 Article 4(‘Mandatory Reporting’), item
2, and
(b) to facilitate the collection of occurrences/near-misses and other information that
an individual or organisation may elect to report to the State to satisfy EU 376/2014
Article 5(‘Voluntary Reporting’), item 1.

21.A.3A(a)(1)as proposed does not make clear that the organisation is not deciding
the ‘mandatory’ nature of the collected material — EU376/2014 (along with the
existing requirements of Part 21) has already determined this.

Furthermore, the inputs to the reporting system should not be identified as
mandatory or voluntary — it is the resulting reports that should be identified in this
way.

Proposed changed text:
"Without prejudice to Regulation (EU) No 376/2014, all natural or legal persons who
hold or who have applied for a type certificate......... , deemed to have been issued
under this Regulation Annex shall:

(1) have establish and maintain a system for collecting, investigating and analysing
mandatory and voluntary occurrence reports in order to identify any adverse trends
or to address any deficiencies, and to extract reportable occurrences whose
reporting is mandatory in accordance with point (3), and those where a voluntary
report is to be made. The system shall include: ...... .

response | See Section 1.

* *

* *
* ok

An agency of the European Union
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comment

response

comment
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comment

response
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253 comment by: Safran Landing Systems

(a)(1) It is mandated to perform trends to identify those that show a negative
behaviour. The intent is understood and shared however it is considered excessive
to include in the Part 21 such a prescriptive method.

It would be considered more appropriate to move this methods of analysis in the GM

See Section 1.

254 comment by: Safran Landing Systems

(a)(1)(ii) It is a very prescriptive requirement. In addition it is not clear where to find
the definition of error in the context of SMS, near misses in general. Notwithstanding
their interpretation should be obvious there is the risk that is not interpreted same
way by all Organisations

See Section 1.

255 comment by: Safran Landing Systems

(a)(2)the sentence is related to 21.A.3.(a) (1) (i) only.
Furthermore, using the term ‘the information’ implies that a specific set of
information has been created and is being referred to. In fact, point (a)(1) covers the
creation of the collection system, and doesn’t ask for any specific information about
the system to be created. A reword to ‘information’ implies that information of a
general sense (such as a simple description of the system) is to be made available.
This is also in line with the original text.

Change the wording as follows:
"make available to known operators of the product, part or appliance and, on
request, to any person authorised under other associated implementing Regulations,
the information about the system established in accordance with point (a)(1)(i), and
on how to provide such reports of and information related to failures, malfunctions,
defects or other occurrences."

See Section 1.

523 comment by: Le BLanc

21.A.3A(a)(1)

It is mandated to perform trends to identify those that show a negative behaviour.
The intent is understood and shared however it is considered excessive to include in
the Part 21 such a prescriptive method.

Suggested resolution: It would be considered more appropriate to move this
methods of analysis in the GM

See Section 1.

875 comment by: SAFRAN AEROSYSTEMS
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An agency of the European Union

e 21.A.3A The title of this requirement "Occurrence reporting " is misleading
and not consistent with the content of the requirement itself and the GM
21.A.3A(a)(1) & (b)(1) which cover items beyond occurrence, i.e. internal
errors, near misses, and hazards

Suggested to change "Occurrence reporting" by "Reporting system"

e This section begins ‘Without prejudice to Regulation (EU) No 376/2014,
which we assume to mean that 376/2014 must be complied with in addition
to this section 21.A.3A.

Regulation (EU) No 376/2014 places obligations on individuals to report issues, in
addition to organisations, but states in Article 4 (Mandatory Reporting) paragraph 6:

‘6. The following natural persons shall report the occurrences referred to in
paragraph 1 through the system established in accordance with paragraph 2 by the
organisation which employs, contracts or uses the services of the reporter or, failing
that, through the system established in accordance with paragraph 3 by the Member
State of establishment of their organisation, or by the State which issued, validated
or converted the pilot's licence, or through the system established in accordance
with paragraph 4 by the Agency’.

The intent of this provision appears to be that the preferred route is for an individual
(when an employee, or similar, of an organisation subject to 21.A.3A) to report issues
considered as mandatory by EU No 376/2014 through the organisation’s reporting
system, and point 21.A.3 A requires the systems for making such reports to be set up
by certificate holders.

Given that the organisation reporting system will have rules for what employees are
to report, and filters to extract and combine information before determining which
reports are to be sent, we ask that 21.A.3A states that compliance with the
organisation’s reporting system for mandatory reports is sufficient for the individual
reporter to discharge their own obligations under 376/2014.

Additional text should be considerd as follows:

“(a)

(3) report to EASA any failure, malfunction, defect or other occurrence of which it is
aware related to a product, part, or appliance covered by the type certificate,
restricted type certificate, supplemental type certificate, ETSO authorisation, major
repair design approval or any other relevant approval deemed to have been issued
under this Annex, and which has resulted in or may result in an unsafe condition, in
accordance with Commission Implementing Regulation (EU) 2015/1018. In respect
of Regulation (EU) 376/2014, such reports discharge the responsibility for the
reporting of such occurrences of both the natural or legal persons defined in 21.A.3A
(a) and the individual required to make the reports when the natural or legal person
employs, contracts or uses the services of the reporter."
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An agency of the European Union

Similar text will be required for point 21.A.3A(b).

e 21.A3A(a)(1) :the word "any" is too wide/large/vague. It should be
removed and/or a limitations to "any" should be defined.

e Section 21.A.3A represents a combination of the existing reporting
requirements in Part 21, currently separated between SubParts A, F and G,
plus the integration of these requirements with the mandatory and
voluntary reporting system requirements required by EU 376/2014 for both
State and applicant. Unfortunately, the resulting text makes it difficult to
determine the exact requirements for organisations.

We understand that EU 376/2014 requires each State to have a mandatory reporting
system, so that organisations and individuals have the means to report occurrences
required to be reported to the State, and each organisation is required to have a
corresponding mandatory reporting system to facilitate the collection of details of
those occurrences.

Additionally, EU 376/2014 requires each State to have a voluntary reporting system,
so that organisations and individuals may elect to provide information to the State,
and each organisation is required to have a corresponding voluntary reporting
system to facilitate the collection of details of those occurrences.

We also understand that where an individual needs to make a report to the State,
reporting an issue through an organisation’s reporting systems is sufficient to
discharge the individual’s responsibility. [This is the subject of a separate comment]

The proposed 21.A.3A(a)(1) requires each organisation to set up a collection system
for ‘mandatory and voluntary reports’ capturing (in (i)) ‘occurrences’ and (in (ii))
‘near-misses’) (paraphrased for brevity).

We believe that this system is required:

(a) to facilitate collection of occurrences/near misses that are required to be
reported to the State, to satisfy EU 376/2014 Article 4(‘Mandatory Reporting’), item
2, and

(b) to facilitate the collection of occurrences/near-misses and other information that
an individual or organisation may elect to report to the State to satisfy EU 376/2014
Article 5(‘Voluntary Reporting’), item 1.

21.A.3A(a)(1)as proposed does not make clear that the organisation is not deciding
the ‘mandatory’ nature of the collected material — EU376/2014 (along with the
existing requirements of Part 21) has already determined this.

Furthermore, the inputs to the reporting system should not be identified as
mandatory or voluntary — it is the resulting reports that should be identified in this
way.

Proposed changed text:

"Without prejudice to Regulation (EU) No 376/2014, all natural or legal persons who
hold or who have applied for a type certificate......... , deemed to have been issued
under this Regulation Annex shall:
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(1) have establish and maintain a system for collecting, investigating and analysing
mandatory and voluntary occurrence reports in order to identify any adverse trends
or to address any deficiencies, and to extract reportable occurrences whose
reporting is mandatory in accordance with point (3), and those where a voluntary
report is to be made. The system shall include: ...... "

e 21A3A(b) (4)

"if the production organisation acts as a supplier to another production organisation,
also report to that other organisation all cases in which it has released products, parts
or appliances to that organisation and subsequently identified them to have possible
deviations from the applicable design data."

Wording deserves identification of the applicable POA

change the wording as follows:

"if the production organisation acts as a supplier to working under another
production organisation approval, also report to that other organisation all cases in
which it has released products, parts or appliances to that organisation and
subsequently identified them to have possible deviations from the applicable design
data."

o 21.A3A(c):

The reports defined in points (a) and (b) shall appropriately safeguard the
confidentiality of the reporter and..."
As written, This requirement is for the reports to the Authority only.

change the wording as follows

"The reports defined in points (a)(3) and (b)(3) shall appropriately safeguard the
confidentiality of the reporter and..."

Additionally, separate the 72 hours requirement in another paragraph

. 21A3(d) :

This requirement shall frame the investigation which can only be based on data made
available to the organisation responsible for the investigation.

This comment is intended to regulate the support to the investigation needed from
other stakeholders (e.g. operators, AMO, CAMO,..)

wording should be changed as follows:
"...shall investigate, based on available data the reason for the deficiency and report
to..."

response | See Section 1.

21.A.1 Failures, malfunctions and defects Occurrence reporting p. 14-16

comment |1 comment by: Aviointeriors Airworthiness

* *
* ok

An agency of the European Union

ref. 21.A.3A(d)
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comment

response

comment

response

comment
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An agency of the European Union

As per my understanding, if an occurrence reported under point (a)(3) or under point
(b)(3) results from a deficiency in design, or a production deficiency, shall be
investigated to estabilish the root cause; results of such investigation and proposed
corrective actions should be provided both to the Agency and Competent Authority.
Thus, in case of a design deficiency it is required that the occurrence investigation
and proposed action\action plan should be submitted both to the Agency and to the
Competent Authority.

If | am right,

The comment is

It is not clear who will be the latest responsible for the agreement on the submitted
investigation and further action/action plan, if the Competent Authority or the
Agency or both.

ref. 21.A.3A(e)

If the competent authority finds that an action is required to correct such deficiency
the company shall submit the relevant data.

The comment is:

In case of a design change needed to solve a design deficiency, the relevant EASA
PCM seems to be not involved in the process.

See Section 1.

63 comment by: General Aviation Manufacturers Association

Section 21.A.3A (a)(1): Delete ‘any’ from “..to address any deficiencies, and to
extract reportable occurrences.” — it is not necessary within the statement.

See Section 1.

64 comment by: General Aviation Manufacturers Association
Section 21.A.3A(a)(2): Reference “(a)(1)” should be replaced with “(a)(1)(i)".

See Section 1.

65 comment by: General Aviation Manufacturers Association

Section 21.A,3A(a)(2): Revised statement - "make available to known operators of
the product, part or appliance and, on request, to any person authorised under other
associated implementing Regulations, the information about the system established
in accordance with point (a)(1)(i), and on how to provide such reports of and
information related to failures, malfunctions, defects or other occurrences".

See Section 1.

66 comment by: General Aviation Manufacturers Association

Section 21.A.3A(a)(3): Revised statement on mandatory and voluntary reporting -
"...and which has resulted in or may result in an unsafe condition, in accordance with
Commission Implementing Regulation (EU) 2015/1018. In respect of Regulation (EU)
376/2014, such reports discharge the responsibility for the reporting of such
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occurrences of both the natural or legal persons defined in 21.A.3A (a) and the
individual required to make the reports when the natural or legal person employs,
contracts or uses the services of the reporter."

Similar text will be required for reference 21.A.3A(b).

See Section 1.

67 comment by: General Aviation Manufacturers Association

Section 21.A.3A(b)(1): Clarify to whom reportable occurrences should be sent.
Replace with “... and extract occurrences that are reportable in accordance with
21.A.3(b)(3)".

See Section 1.

116 comment by: FAA

Page 15
21.A.3A(b)(3) 21.A.3A(d)

Reference text: "(3) report to EASA and the competent authority of the Member
State the deviations which could lead to an unsafe condition that were identified
according to point (2);"

"d)... and report to EASA and to the competent authority of the Member State the
results of its investigation and any action it is taking or proposes to take to correct
that deficiency."

Comment:Unclear how the reporting is conducted for a non-EU third country POA
since the reporting would only go to EASA if the third-country POA is not connected
to a Member State, unless this is by way of a linked DOA in a Member State
Proposed Resolution: Either clarify applicability of reporting for non-EU third-country
POAs OR change text to allow for this condition (i.e. "report to EASA and, if
applicable, the competent authority of the Member State"...)

See Section 1.

126 comment by: Luftfahrt-Bundesamt

LBA comment to 21.A.3A

Regarding POA the meaning of an ,,unsafe condition“should be clarified. With respect
to the risk-management of the company a deviation created by the POA which could
lead ,potentially” to an unsafe condition, even no affected part is flying should be
reportable to the authorities.

See Section 1.

168 comment by: Safran Engineering Services
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response

comment
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An agency of the European Union

The title of this requirement "Occurrence reporting " is misleading and not consistent
with the content of the requirement itself and the GM 21.A.3A(a)(1) & (b)(1) which
cover items beyond occurrence, i.e. internal errors, near misses, and hazards.

It is suggested to change "Occurrence reporting" by "Reporting system"

See Section 1.

169 comment by: Safran Engineering Services

"without prejudice to...": the aim is understood to be that 21.1.3A is to be complied
whilst complying with 376/2014.
It is suggested to be confirmed or clarified in the text.

See Section 1.

170 comment by: Safran Engineering Services

This section begins ‘Without prejudice to Regulation (EU) No 376/2014," which we
assume to mean that 376/2014 must be complied with in addition to this section
21.A.3A.

Regulation (EU) No 376/2014 places obligations on individuals to report issues, in
addition to organisations, but states in Article 4 (Mandatory Reporting) paragraph 6:
'6. The following natural persons shall report the occurrences referred to in
paragraph 1 through the system established in accordance with paragraph 2 by the
organisation which employs, contracts or uses the services of the reporter or, failing
that, through the system established in accordance with paragraph 3 by the Member
State of establishment of their organisation, or by the State which issued, validated
or converted the pilot's licence, or through the system established in accordance
with paragraph 4 by the Agency'.

The intent of this provision appears to be that the preferred route is for an individual
(when an employee, or similar, of an organisation subject to 21.A.3A) to report issues
considered as mandatory by EU No 376/2014 through the organisation’s reporting
system, and point 21.A.3 A requires the systems for making such reports to be set up
by certificate holders.

Given that the organisation reporting system will have rules for what employees are
to report, and filters to extract and combine information before determining which
reports are to be sent, we ask that 21.A.3A states that compliance with the
organisation’s reporting system for mandatory reports is sufficient for the individual
reporter to discharge their own obligations under 376/2014.

Additional text should be considerd as follows:

“(a)

(3) report to EASA any failure, malfunction, defect or other occurrence of which it is
aware related to a product, part, or appliance covered by the type certificate,
restricted type certificate, supplemental type certificate, ETSO authorisation, major
repair design approval or any other relevant approval deemed to have been issued
under this Annex, and which has resulted in or may result in an unsafe condition, in
accordance with Commission Implementing Regulation (EU) 2015/1018. In respect
of Regulation (EU) 376/2014, such reports discharge the responsibility for the
reporting of such occurrences of both the natural or legal persons defined in 21.A.3A
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(a) and the individual required to make the reports when the natural or legal person
employs, contracts or uses the services of the reporter."
Similar text will be required for point 21.A.3A(b).

See Section 1.

171 comment by: Safran Engineering Services

§21.A.3A(a)(1):
The word "any" is too wide/large/vague. It should be removed and/or a limitations
to "any" should be defined.

It is suggested to change the wording as follows:
"in order to identify adverse trends or to address deficiencies which may impact
safety..."

See Section 1.

172 comment by: Safran Engineering Services

§21.A3A(a)(2) the sentence is related to 21.A3.(a) (1) (i) only.
Furthermore, using the term ‘the information’ implies that a specific set of
information has been created and is being referred to. In fact, point (a)(1) covers the
creation of the collection system, and doesn’t ask for any specific information about
the system to be created. A reword to ‘information’ implies that information of a
general sense (such as a simple description of the system) is to be made available.
This is also in line with the original text.

It is propose to change the wording as follows:
"make available to known operators of the product, part or appliance and, on
request, to any person authorised under other associated implementing Regulations,
the information about the system established in accordance with point (a)(1)(i), and

See Section 1.

173 comment by: Safran Engineering Services

§21.A.3A(b)(1): The word "any" is too restrictive. It should be removed and/or a
limitations to "any" should be defined.

It is proposed to change the wording as follows:
"in order to identify any adverse trends or to any address deficiencies which may
impact safety..."

See Section 1.

174 comment by: Safran Engineering Services
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21.A.3A(b)(1) : To whom Reportable occurrences shall be reported should be clarified
in this paragraph (1).

The last sentence "This system shall include the evaluation of relevant information
related to occurrences, and the promulgation of the related information." is not
understood, in particular the purpose/objective of "promulgation". It should be
clarified or removed.
What is meant with the word "evaluation" in this context? It is not clear the purpose
of this evaluation, is it an evaluation to then communicate or is it the analysis of the
occurrence?

Wording should be changed as follows: " .... and extract repertable occurrences that
are reportable in accordance with 21.A.3A(b)(3)".

See Section 1.

175 comment by: Safran Engineering Services

§ 21.A.3A(b)(4):

"if the production organisation acts as a supplier to another production organisation,
also report to that other organisation all cases in which it has released products, parts
or appliances to that organisation and subsequently identified them to have possible

deviations from the applicable design data."
Wording deserves identification of the applicable POA
It is proposed to change the wording as follows:

"if the production organisation acts as a supplier te werking—under another
production organisation approval, also report to that other organisation all cases in
which it has released products, parts or appliances to that organisation and
subsequently identified them to have possible deviations from the applicable design
data."

See Section 1.

176 comment by: Safran Engineering Services
§21.A.3A(c)

The reports defined in points (a) and (b) shall appropriately safeguard the
confidentiality of the reporter and..."
As written, This requirement is for the reports to the Authority only.

It is propose to change the wording as follows:
"The reports defined in points (a)(3) and (b)(3) shall appropriately safequard the
confidentiality of the reporter and..."

Additionally, separate the 72 hours requirement in another paragraph

See Section 1.

177 comment by: Safran Engineering Services

§21.A.3A(d)
This requirement shall frame the investigation which can only be based on data made
available to the organisation responsible for the investigation.
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This comment is intended to regulate the support to the investigation needed from
other stakeholders (e.g. operators, AMO, CAMO,..)

Wording should be changed as follows:
"...shall investigate, based on available data the reason for the deficiency and report
to..."

See Section 1.

191 comment by: Safran Engineering Services

21.A.3A(a)(1):

Section 21.A.3A represents a combination of the existing reporting requirements in
Part 21, currently separated between SubParts A, F and G, plus the integration of
these requirements with the mandatory and voluntary reporting system
requirements required by EU 376/2014 for both State and applicant. Unfortunately,
the resulting text makes it difficult to determine the exact requirements for
organisations.

We understand that EU 376/2014 requires each State to have a mandatory reporting
system, so that organisations and individuals have the means to report occurrences
required to be reported to the State, and each organisation is required to have a
corresponding mandatory reporting system to facilitate the collection of details of
those occurrences.
Additionally, EU 376/2014 requires each State to have a voluntary reporting system,
so that organisations and individuals may elect to provide information to the State,
and each organisation is required to have a corresponding voluntary reporting
system to facilitate the collection of details of those occurrences.
We also understand that where an individual needs to make a report to the State,
reporting an issue through an organisation’s reporting systems is sufficient to
discharge the individual’s responsibility. [This is the subject of a separate comment]
The proposed 21.A.3A(a)(1) requires each organisation to set up a collection system
for ‘mandatory and voluntary reports’ capturing (in (i)) ‘occurrences’ and (in (ii))
‘near-misses’) (paraphrased for brevity).

We believe that this system is required:
(a) to facilitate collection of occurrences/near misses that are required to be
reported to the State, to satisfy EU 376/2014 Article 4(‘Mandatory Reporting’), item
2, and
(b) to facilitate the collection of occurrences/near-misses and other information that
an individual or organisation may elect to report to the State to satisfy EU 376/2014
Article 5(‘Voluntary Reporting’), item 1.

21.A.3A(a)(1)as proposed does not make clear that the organisation is not deciding
the ‘mandatory’ nature of the collected material — EU376/2014 (along with the
existing requirements of Part 21) has already determined this.

Furthermore, the inputs to the reporting system should not be identified as
mandatory or voluntary — it is the resulting reports that should be identified in this
way.

It is proposed to change text as:
"Without prejudice to Regulation (EU) No 376/2014, all natural or legal persons who
hold or who have applied for a type certificate......... , deemed to have been issued
under this Regulation Annex shall:
(1) have establish and maintain a system for collecting, investigating and analysing
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mandatery-and-veluntary occurrence reports in order to identify any-adverse trends
or to address any deficiencies, and to extract repertable occurrences whose
reporting is mandatory in accordance with point (3), and those where a voluntary
report is to be made. The system shall include: ...... "

response | See Section 1.

comment | 256 comment by: Safran Landing Systems

(b)(1) The word "any" is too restrictive. It should be removed and/or a limitations to
"any" should be defined.

change the wording as follows:
"in order to identify any adverse trends or to any address deficiencies which may
impact safety..."

response | See Section 1.

comment | 257 comment by: Safran Landing Systems

(b)(1) To whom Reportable occurrences shall be reported should be clarified in this
paragraph (1).

The last sentence "This system shall include the evaluation of relevant information
related to occurrences, and the promulgation of the related information." is not
understood, in particular the purpose/objective of "promulgation". It should be
clarified or removed.
What is meant with the word "evaluation" in this context? It is not clear the purpose
of this evaluation, is it an evaluation to then communicate or is it the analysis of the
occurrence?

Wording should be changed as follows: " .... and extract repertable occurrences that
are reportable in accordance with 21.A.3A(b)(3)".

response | See Section 1.

comment | 258 comment by: Safran Landing Systems

(b)(2)

"report to the holder of the type certificate, restricted type certificate"

When the production organisation maufactures engine and/or propeller
parts/appliances, it should be clarified if the report shall be made to both the
engine (or propeller) TC holder and the aircraft TC holder. Similarly, if the POA is

manufacturing parts to data provided by a non-TC-holding DOA, to whom should
it report its issues?

GM1 21.A.3A(a) and 21.A.3A(b) should clarify to which TC holder(s) the report
shall be made, and to whom reports should be made if the parts are being made
to designs from a DO not holding a TC.

Same for requirement 21.A.165(d)
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response | See Section 1.

comment | 259 comment by: Safran Landing Systems

(b)(4)

"if the production organisation acts as
a supplier to another production
organisation, also report to that other
organisation all cases in which it has
released products, parts or appliances
to that organisation and subsequently . L
. o . cases in which it has released products,
identified them to have possible . .
deviations from the applicable design parts or app Ilancef to H.".Jt organisation
data.” and subsequently identified them to have
possible deviations from the applicable
design data."

change the wording as follows:

"if the production organisation acts as a
supplier ts-working under-another
production organisation approval, also
report to that other organisation all

Wording deserves identification of the
applicable POA

response | See Section 1.

comment | 260 comment by: Safran Landing Systems
(c)

change the wording as follows

"The reports defined in points (a)(3) and
(b)(3) shall appropriately safeguard the
confidentiality of the reporter and..."
Additionally, separate the 72 hours
requirement in another paragraph

The reports defined in points (a) and (b)
shall appropriately safequard the
confidentiality of the reporter and..."
As written, This requirement is for the
reports to the Authority only.

response | See Section 1.

comment | 261 comment by: Safran Landing Systems

(d)
This requirement shall frame the investigation
which can only be based on data made available wording should be changed as

to the organisation responsible for the follows:
investigation. "...shall investigate, based on
This comment is intended to regulate the available data the reason for

support to the investigation needed from other the deficiency and report to..."
stakeholders (e.g. operators, AMO, CAMO,..)
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469 comment by: Safran HE

The title of this requirement "Occurrence reporting " is misleading and not consistent
with the content of the requirement itself and the GM 21.A.3A(a)(1) & (b)(1) which
cover items beyond occurrence, i.e. internal errors, near misses, and hazards.

Suggested resolution:
Suggested to change "Occurrence reporting" by "Reporting system"

See Section 1.

470 comment by: Safran HE

"without prejudice to...": the aim is understood to be that 21.1.3A is to be complied
whilst complying with 376/2014

Suggested resolution:
To be confirmed or clarified in the text

See Section 1.

471 comment by: Safran HE

This section begins ‘Without prejudice to Regulation (EU) No 376/2014," which we
assume to mean that 376/2014 must be complied with in addition to this section
21.A.3A.

Regulation (EU) No 376/2014 places obligations on individuals to report issues, in
addition to organisations, but states in Article 4 (Mandatory Reporting) paragraph 6:
‘6. The following natural persons shall report the occurrences referred to in
paragraph 1 through the system established in accordance with paragraph 2 by the
organisation which employs, contracts or uses the services of the reporter or, failing
that, through the system established in accordance with paragraph 3 by the Member
State of establishment of their organisation, or by the State which issued, validated
or converted the pilot's licence, or through the system established in accordance
with paragraph 4 by the Agency’.

The intent of this provision appears to be that the preferred route is for an individual
(when an employee, or similar, of an organisation subject to 21.A.3A) to report issues
considered as mandatory by EU No 376/2014 through the organisation’s reporting
system, and point 21.A.3 A requires the systems for making such reports to be set up
by certificate holders.

Given that the organisation reporting system will have rules for what employees are
to report, and filters to extract and combine information before determining which
reports are to be sent, we ask that 21.A.3A states that compliance with the
organisation’s reporting system for mandatory reports is sufficient for the individual
reporter to discharge their own obligations under 376/2014.
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Suggested resolution:
Additional text should be considerd as follows:

“(a)

(3) report to EASA any failure, malfunction, defect or other occurrence of which it is
aware related to a product, part, or appliance covered by the type certificate,
restricted type certificate, supplemental type certificate, ETSO authorisation, major
repair design approval or any other relevant approval deemed to have been issued
under this Annex, and which has resulted in or may result in an unsafe condition, in
accordance with Commission Implementing Regulation (EU) 2015/1018. In respect
of Regulation (EU) 376/2014, such reports discharge the responsibility for the
reporting of such occurrences of both the natural or legal persons defined in 21.A.3A
(a) and the individual required to make the reports when the natural or legal person
employs, contracts or uses the services of the reporter."

Similar text will be required for point 21.A.3A(b).

See Section 1.

472 comment by: Safran HE

the word "any" is too wide/large/vague. It should be removed and/or a limitations
to "any" should be defined.

Suggested resolution:

change the wording as follows:
"in order to identify adverse trends or to address deficiencies which may impact

safety..."

See Section 1.

473 comment by: Safran HE

Section 21.A.3A represents a combination of the existing reporting requirements in
Part 21, currently separated between SubParts A, F and G, plus the integration of
these requirements with the mandatory and voluntary reporting system
requirements required by EU 376/2014 for both State and applicant. Unfortunately,
the resulting text makes it difficult to determine the exact requirements for
organisations.

We understand that EU 376/2014 requires each State to have a mandatory reporting
system, so that organisations and individuals have the means to report occurrences
required to be reported to the State, and each organisation is required to have a
corresponding mandatory reporting system to facilitate the collection of details of
those occurrences.
Additionally, EU 376/2014 requires each State to have a voluntary reporting system,
so that organisations and individuals may elect to provide information to the State,
and each organisation is required to have a corresponding voluntary reporting
system to facilitate the collection of details of those occurrences.
We also understand that where an individual needs to make a report to the State,
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reporting an issue through an organisation’s reporting systems is sufficient to
discharge the individual’s responsibility. [This is the subject of a separate comment]
The proposed 21.A.3A(a)(1) requires each organisation to set up a collection system
for ‘mandatory and voluntary reports’ capturing (in (i)) ‘occurrences’ and (in (ii))
‘near-misses’) (paraphrased for brevity).

We believe that this system is required:
(a) to facilitate collection of occurrences/near misses that are required to be
reported to the State, to satisfy EU 376/2014 Article 4(‘Mandatory Reporting’), item
2, and
(b) to facilitate the collection of occurrences/near-misses and other information that
an individual or organisation may elect to report to the State to satisfy EU 376/2014
Article 5(‘Voluntary Reporting’), item 1.

21.A.3A(a)(1)as proposed does not make clear that the organisation is not deciding
the ‘mandatory’ nature of the collected material — EU376/2014 (along with the
existing requirements of Part 21) has already determined this.

Furthermore, the inputs to the reporting system should not be identified as
mandatory or voluntary — it is the resulting reports that should be identified in this
way.

Suggested resolution:

Proposed changed text:

"Without prejudice to Regulation (EU) No 376/2014, all natural or legal persons who
hold or who have applied for a type certificate......... , deemed to have been issued
under this Regulation Annex shall:
(1) have establish and maintain a system for collecting, investigating and analysing
mandatery-and-veluntary-occurrence reports in order to identify any adverse trends
or to address any deficiencies, and to extract reportable occurrences whose
reporting is mandatory in accordance with point (3), and those where a voluntary
report is to be made. The system shall include: ...... "

response | See Section 1.

comment | 474 comment by: Safran HE
the sentence is related to 21.A.3.(a) (1) (i) only.
Furthermore, using the term ‘the information’ implies that a specific set of
information has been created and is being referred to. In fact, point (a)(1) covers the
creation of the collection system, and doesn’t ask for any specific information about
the system to be created. A reword to ‘information’ implies that information of a
general sense (such as a simple description of the system) is to be made available.
This is also in line with the original text.
Suggested resolution:
Change the wording as follows:
"make available to known operators of the product, part or appliance and, on
request, to any person authorised under other associated implementing Regulations,
the information about the system established in accordance with point (a)(1)(i), ard
defeectsorotheroccurrences."

response | See Section 1.
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475 comment by: Safran HE

the sentence is related to 21.A.3A(b)(1) - page 15
The word "any" is too restrictive. It should be removed and/or a limitations to "any"
should be defined.

Suggested resolution:

change the wording as follows:
"in order to identify any adverse trends or to any address deficiencies which may

impact safety..."

response | See Section 1.

comment | 476 comment by: Safran HE
21.A.3A(b)(1) - page 15
To whom Reportable occurrences shall be reported should be clarified in this
paragraph (1).
The last sentence "This system shall include the evaluation of relevant information
related to occurrences, and the promulgation of the related information." is not
understood, in particular the purpose/objective of "promulgation". It should be
clarified or removed.
What is meant with the word "evaluation" in this context? It is not clear the purpose
of this evaluation, is it an evaluation to then communicate or is it the analysis of the
occurrence?
Suggested resolution:
Wording should be changed as follows: " .... and extract repertable occurrences that
are reportable in accordance with 21.A.3A(b)(3)".

response | See Section 1.

comment | 477 comment by: Safran HE
21.A.3A(b)(4) - page 15
"if the production organisation acts as a supplier to another production organisation,
also report to that other organisation all cases in which it has released products, parts
or appliances to that organisation and subsequently identified them to have possible
deviations from the applicable design data."
Wording deserves identification of the applicable POA
Suggested resolution:
change the wording as follows:
"if the production organisation acts as a supplier t& working under another
production organisation approval, also report to that other organisation all cases in
which it has released products, parts or appliances to that organisation and
subsequently identified them to have possible deviations from the applicable design
data."

response | See Section 1.
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comment | 478 comment by: Safran HE
21.A.3A(c) - page 15
The reports defined in points (a) and (b) shall appropriately safeguard the
confidentiality of the reporter and..."
As written, This requirement is for the reports to the Authority only.
Suggested resolution:
change the wording as follows
"The reports defined in points (a)(3) and (b)(3) shall appropriately safeguard the
confidentiality of the reporter and..."
Additionally, separate the 72 hours requirement in another paragraph

response | See Section 1.

comment | 479 comment by: Safran HE
21.A.3A(d) - page 15
This requirement shall frame the investigation which can only be based on data made
available to the organisation responsible for the investigation.
This comment is intended to regulate the support to the investigation needed from
other stakeholders (e.g. operators, AMO, CAMO,..)
Suggested resolution:
wording should be changed as follows:
"...shall investigate, based on available data the reason for the deficiency and report
to..."

response | See Section 1.

comment | 524 comment by: Le BLanc
21.A.3A(a)(2)(ii)
It is a very prescriptive requirement. In addition it is not clear where to find the
definition of error in the context of SMS, near misses in general. Notwithstanding
their interpretation should be obvious there is the risk that is not interpreted same
way by all Organisations
Suggested resolution: Insert a link with the organizational and human factor

response | See Section 1.

comment | 525 comment by: Le BLanc
21.A.3A(b)(1)
To whom Reportable occurrences shall be reported should be clarified in this
paragraph (1).
The last sentence "This system shall include the evaluation of relevant information
related to occurrences, and the promulgation of the related information." is not
understood, in particular the purpose/objective of "promulgation". It should be
clarified or removed.
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What is meant with the word "evaluation" in this context? It is not clear the purpose
of this evaluation, is it an evaluation to then communicate or is it the analysis of the
occurrence?

Suggested resolution: Wording should be changed as follows: . and extract
reportable occurrences that are reportable in accordance with 21.A.3A(b)(3)".

response | See Section 1.
comment | 526 comment by: Le BLanc
21.A.3A(b)(2)
“report to the holder of the type certificate, restricted type certificate"
When the production organisation maufactures engine and/or propeller
parts/appliances, it should be clarified if the report shall be made to both the engine
(or propeller) TC holder and the aircraft TC holder. Similarly, if the POA is
manufacturing parts to data provided by a non-TC-holding DOA, to whom should it
report its issues?
Suggested resolution: GM1 21.A.3A(a) and 21.A.3A(b) should clarify to which TC
holder(s) the report shall be made, and to whom reports should be made if the parts
are being made to designs from a DO not holding a TC
Same for requirement 21.A.165(d)
response | See Section 1.
comment | 669 comment by: SAFRAN TRANSMISSION SYSTEMS
. Commentis Comment
Section suggested an is
Table Page Commentsummary g8 . . .
Figure resolution observation substantive

**

*

*

* *
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An agency of the European Union

(suggestion) (objection)

The title of this
requirement

"Occurrence

reporting " is

misleading and not

consistent with the i;giezted to

content of the "Occﬁrrence
21.A.3A 14/272 requirement itself reporting” b

and the GM “RFe)portiig 4

21.A.3A(a)(1 1

3Aa)(1) & (b)(1) P

which cover items
beyond occurrence,
i.e. internal errors,
near misses, and
hazards
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response | See Section 1.

comment | 672

comment by: SAFRAN TRANSMISSION SYSTEMS

. Comment is Comment
Section suggested an is
Table Page Commentsummary 88 . . .
. resolution  observation substantive
Figure . —
(suggestion) (objection)
"without prejudice
to...": the aimi
imis To be
understood to be confirmed or
21.A.3A 14/272 that 21.1.3Ais to be e g
complied whilst clarified in
P the text

complying with

376/2014
response | See Section 1.
comment | 674
Secti
'on Comment
Table Page
. summary
Figure
This section

begins ‘Without
prejudice to
Regulation (EU)
No 376/2014,
which we assume
to mean that
376/2014 must be
complied with in
addition to this
section 21.A.3A.

21.A.3A 14/272

Regulation (EU)
No 376/2014
places obligations
on individuals to

comment by: SAFRAN TRANSMISSION SYSTEMS

Comment is Comment
an is

observation substantive
(suggestion) (objection)

suggested
resolution

Additional text
should be
considerd as
follows:

“(a)

(3) report to EASA
any failure,
malfunction,
defect or other
occurrence of
which it is aware
related to a
product, part, or
appliance covered
by the type
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reportissues, in
addition to
organisations, but
states in Article 4
(Mandatory
Reporting)
paragraph 6:

‘6. The following
natural persons
shall report the
occurrences
referred to in
paragraph 1
through the
system
established in
accordance with
paragraph 2 by
the organisation
which employs,
contracts or uses
the services of the
reporter or, failing
that, through the
system
established in
accordance with
paragraph 3 by
the Member State
of establishment
of their
organisation, or
by the State which
issued, validated
or converted the
pilot's licence, or
through the
system
established in
accordance with
paragraph 4 by
the Agency’.

The intent of this
provision appears
to be that the
preferred route is
for an individual
(when an

certificate,
restricted type
certificate,

supplemental type

certificate, ETSO
authorisation,
major repair

design approval or
any other relevant

approval deemed
to have been
issued under this
Annex, and which
has resulted in or
may result in an
unsafe condition,
in accordance
with Commission
Implementing
Regulation (EU)
2015/1018. In
respect of
Regulation (EU)
376/2014, such
reports discharge
the responsibility
for the reporting
of such
occurrences of
both the natural
or legal persons

defined in 21.A.3A

(a) and the
individual
required to make
the reports when
the natural or
legal person
employs,
contracts or uses

the services of the

reporter.”

Similar text will be
required for point

21.A.3A(b).
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employee, or
similar, of an
organisation

subject to

21.A.3A) to report

issues considered
as mandatory by
EU No 376/2014
through the
organisation’s
reporting system,

and point 21.A.3 A

requires the
systems for
making such
reports to be set
up by certificate
holders.

Given that the
organisation
reporting system
will have rules for
what employees
are to report, and
filters to extract
and combine
information
before
determining
which reports are
to be sent, we ask
that 21.A.3A
states that
compliance with
the organisation’s
reporting system
for mandatory
reports is
sufficient for the
individual
reporter to
discharge their
own obligations
under 376/2014.

**

*
*

*

*
* gk

An agency of the European Union
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response | See Section 1.

comment | 675 comment by: SAFRAN TRANSMISSION SYSTEMS

. Comment is Comment
Section

Comment suggested an is

Table Page . . .

. summary resolution observation substantive
Figure . —
(suggestion) (objection)
change the

the word "any" is wording as
too follows:
wide/large/vague. "in order to
It should be identify adverse

21.A.3Ala)(1)14/272 removed and/or trends or to X
a limitations to address
"any" should be deficiencies
defined. which may

impact safety..."
response | See Section 1.
comment | 676 comment by: SAFRAN TRANSMISSION SYSTEMS
. Comment is Comment

Section )
Comment . an is

Table Page suggested resolution . .

. summary observation substantive
Figure . -
(suggestion) (objection)

Section 21.A.3A
represents a
combination of Proposed changed text:
the existing "Without prejudice to

21.A.3A(a)(1) 14/272 reporting Regulation (EU) No X
requirements in  376/2014, all natural or
Part 21, currently legal persons who hold
separated or who have applied for
between SubParts a type
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*

*
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An agency of the European Union

A, Fand G, plus
the integration of
these
requirements

certificate......... , deemed
to have been issued
under this Regulation
Annex shall:

with the (1) have establish and
mandatory and maintain a system for
voluntary collecting, investigating
reporting system and analysing
requirements mandatory-and
required by EU veluntary occurrence
376/2014 for reports in order to

both State and identify eny-adverse
applicant. trends or to address any

Unfortunately,
the resulting text
makes it difficult
to determine the
exact
requirements for
organisations.
We understand
that EU 376/2014
requires each
State to have a
mandatory
reporting system,
so that
organisations and
individuals have
the means to
report
occurrences
required to be
reported to the
State, and each
organisation is

required to have a

corresponding
mandatory
reporting system
to facilitate the
collection of
details of those
occurrences.
Additionally, EU
376/2014
requires each
State to have a
voluntary
reporting system,

deficiencies, and to
extract repertable
occurrences whose
reporting is mandatory
in accordance with point
(3), and those where a
voluntary report is to be
made. The system shall
include: ...... "
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*

*

* *
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An agency of the European Union

so that
organisations and
individuals may
elect to provide
information to
the State, and
each organisation
is required to
have a
corresponding
voluntary
reporting system
to facilitate the
collection of
details of those
occurrences.

We also
understand that
where an
individual needs
to make a report
to the State,
reporting an issue
through an
organisation’s
reporting systems
is sufficient to
discharge the
individual’s
responsibility.
[This is the
subject of a
separate
comment]

The proposed
21.A.3A(a)(1)
requires each
organisation to
set up a collection
system for
‘mandatory and
voluntary reports’
capturing (in (i))
‘occurrences’ and
(in (ii)) ‘near-
misses’)
(paraphrased for
brevity).
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*
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An agency of the European Union

We believe that
this system is
required:

(a) to facilitate
collection of
occurrences/near
misses that are
required to be
reported to the
State, to satisfy
EU 376/2014
Article
4(‘Mandatory
Reporting’), item
2, and

(b) to facilitate
the collection of
occurrences/near-
misses and other
information that
an individual or
organisation may
elect to report to
the State to
satisfy EU
376/2014 Article
5(‘Voluntary
Reporting’), item
1.

21.A.3A(a)(1)as
proposed does
not make clear
that the
organisation is
not deciding the
‘mandatory’
nature of the
collected material
- EU376/2014
(along with the
existing
requirements of
Part 21) has
already
determined this.

Furthermore, the
inputs to the
reporting system
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should not be
identified as
mandatory or
voluntary —it is
the resulting

reports that
should be
identified in this
way.
response | See Section 1.
comment | 677 comment by: SAFRAN TRANSMISSION SYSTEMS
. Commentis Comment
Section )
Comment suggested an is
Table Page . . .
Figure summary resolution observation substantive

(suggestion) (objection)

It is mandated to
perform trends
to identify those

that show a

negative It would be
. considered

behaviour. The

. . more

intent is

appropriate

21.A.3A(a)(1) 14/272 understood and . X
to move this

shared however
o . methods of
it is considered .
excessive to analysis in
include in the the GM
Part 21 such a
prescriptive
method.

response | See Section 1.

comment | 678 comment by: SAFRAN TRANSMISSION SYSTEMS
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Section
Table
Figure

Page

21.A.3A(a)(1)(ii) 14/272

response | See Section 1.

comment | 679

Comment
summary

suggested

Itis a very
prescriptive
requirement. In
addition it is not
clear where to
find the definition
of error in the
context of SMS,
near misses in
general.
Notwithstanding
their
interpretation
should be obvious
there is the risk
that is not
interpreted same
way by all
Organisations

Commentis Comment
an is

resolution observation substantive

(suggestion) (objection)

comment by: SAFRAN TRANSMISSION SYSTEMS

. Comment is Comment
Section .
Comment suggested an is
Table Page . . .
Fieure summary resolution observation substantive
8 (suggestion) (objection)
the sentence is Change the
related to wording as
21.A.3.(a) (1) (i) follows:
only. "make available
Furthermore, to known
ing the t t th
21.A3A()(2) 14/272 fjsmg e term operators of the X
the product, part or

information’
implies that a

appliance and,
on request, to

* *

* *
* ok

An agency of the European Union
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response | See Section 1.

comment | 681

Section

created and is associated
being referred implementing

to. In fact, Regulations, the
point (a)(1) information
covers the about the

creation of the system

collection
system, and

established in
accordance

doesn’t ask for with point

any specific (a)(1)(i), end-on
information how-to-provide
about the suchreportsof
systemto be  andinfermeation
created. A related-to
reword to feitures;
‘information’  melfunctions;
implies that defects-orother

information of ececurrences”

a general sense
(suchas a
simple
description of
the system) is
to be made
available. This
isalsoin line
with the
original text.

comment by: SAFRAN TRANSMISSION SYSTEMS

Commentis Comment

Table Comment suggested an is
Fioure summary resolution  observation substantive
g (suggestion) (objection)
. change the
The word "any" is g
- wording as
too restrictive. It
follows:
21.A.3A(b)(1) 15/272 should be . X
in order to
removed and/or identif
a limitations to y ey
adverse
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"any" should be trends or to

defined. any-address
deficiencies
which may
impact
safety..."
response | See Section 1.
comment | 682 comment by: SAFRAN TRANSMISSION SYSTEMS
. Comment is Comment
Section .
Comment suggested an is
Table Page . . .
Figure summary resolution observat.lon sub.star-ltlve
(suggestion) (objection)
To whom
Reportable
occurrences shall
be reported
should be
clarified in this
paragraph (1).
The last sentence Wording
"This system shall should be
include the changed as
evaluation of follows: " ....
relevant and extract
21.A3A(b)(1) 15/272 ‘ormation reportable X
related to occurrences
occurrences, and that are
the promulgation reportable in
of the related accordance
information."is  with
not understood, 21.A.3A(b)(3)".
in particular the
purpose/objective
of
"promulgation”. It
should be
clarified or
removed.
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response | See Section 1.

comment | 683

Section
Table Page
Figure

21.A.3A(b)(2) 15/272

**

*

*

* *
* gk

An agency of the European Union

What is meant
with the word
"evaluation" in
this context? It is
not clear the
purpose of this
evaluation, is it an
evaluation to
then
communicate or
is it the analysis
of the
occurrence?

comment by: SAFRAN TRANSMISSION SYSTEMS

Comment
summary

"report to the
holder of the type
certificate,
restricted type
certificate"

When the
production
organisation
maufactures
engine and/or
propeller
parts/appliances,
it should be
clarified if the
report shall be
made to both the
engine (or
propeller) TC
holder and the
aircraft TC holder.

Commentis Comment

suggested an

is

resolution observation substantive
(suggestion) (objection)

GM1
21.A.3A(a)
and
21.A.3A(b)
should clarify
to which TC
holder(s) the
report shall
be made,
and to whom
the reports
should be
made if the
parts are
being made
to designs
from a DO
not holding a
TC

Same for
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response | See Section 1.

comment | 684

Section
Table
Figure

Page

21.A.3A(b)(4) 15/272

**

* *

* *
* gk

An agency of the European Union

Similarly, if the
POA is
manufacturing
parts to data
provided by a
non-TC-holding
DOA, to whom

requirement
21.A.165(d)

should it report its

issues?

comment by: SAFRAN TRANSMISSION SYSTEMS

Comment
summary

"if the
production
organisation
acts as a
supplier to
another
production
organisation,
also report to
that other
organisation all
cases in which
it has released
products, parts
or appliances
to that
organisation
and
subsequently
identified them
to have
possible
deviations from
the applicable
design data."
Wording

Commentis Comment
an is
observation substantive
(suggestion) (objection)

suggested
resolution

change the
wording as
follows:

"if the
production
organisation
acts as a
supplier te
working under
another
production
organisation
approval, also
report to that
other
organisation all
cases in which
it has released
products, parts
or appliances to
that
organisation
and
subsequently
identified them
to have
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deserves possible
identification of deviations from
the applicable the applicable

POA design data."
response | See Section 1.
comment | 697 comment by: SAFRAN TRANSMISSION SYSTEMS
. Commentis Comment
Section .
Comment suggested an is
Table Page . . .
. summary resolution observation substantive
Figure . —
(suggestion) (objection)
change the
wording as
foll
The reports ”o ows
. . . The reports
defined in points . . .
(a) and (b) shall defined in points
, (a)(3) and (b)(3)
appropriately
shall
safeguard the appropriately
21.A.3A(c confidentiality of safeguard the
15/272 the reporter X L X
) and..." confidentiality of
As written, This the rel/loorter
requirement is and...
Additionally,
for the reports
. separate the 72
to the Authority
hours
only. . .
requirement in
another
paragraph
response | See Section 1.
comment | 698 comment by: SAFRAN TRANSMISSION SYSTEMS
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Section
Table
Figure

Page

Comment
summary

This requirement
shall frame the
investigation
which can only be
based on data
made available to
the organisation
responsible for the
investigation.

This comment is
intended to
regulate the
support to the
investigation
needed from
other stakeholders
(e.g. operators,
AMO, CAMO,..)

21.A.3A(d) 15/272

Commentis Comment
suggested an is
resolution observation substantive

(suggestion) (objection)
wording
should be
changed as
follows:

“...shall
investigate, X
based on

available data
the reason for
the deficiency
and report
to..."

response | See Section 1.

comment | 699

comment by: SAFRAN TRANSMISSION SYSTEMS

**

*

*

* *
* ok

An agency of the European Union

. Comment is
Section
Table Page Comment summary suggest.ed an .
Figure resolution observat.lon
(suggestion)
"All natural or legal
persons who hold or Add:
who have applied fora "change to
type certificate, Type
restricted type certificate
certificate, approval "
supplemental type remove
2LAS5 16/272 certificate, ETSO "major"
authorisation, major within
repair design approval, “Majer
permit to fly, production repair
organisation approval  design
or letter of agreement  approval"

under this Annex
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response

comment

response

comment

**

*
* *

* *
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An agency of the European Union

See Section 1.

700

Section
Table
Figure

Page

21.A5

(b)(2) 16/272

See Section 1.

968

shall..."

Record keeping for
minor and major
changes to

TC (comming from
former 21.A.105 which
is removed) as well as
for minor repair design
approval (coming from
former 21.A.447) are
missing in above
statement

comment by: SAFRAN TRANSMISSION SYSTEMS

Comment summary

Within the sentence
"all details of the work
carried out" the word
"all" is too restrictive. It
should be

removed and/or a
limitations to "all"
should be defined.

Commentis Comment
suggested an is
resolution observation substantive

(suggestion) (objection)
change the
wording as
follows:

ol X
relevant
details of
the work
carried out"

comment by: Collins Aerospace (Ratier-Figeac) - Frédéric RAMBLIERE

This paragraph deals with occurrence gathering and analysis. Title is confusing as

occurrence

reporting is

only

one

aspect of it.

Suggest to replace it by "Occurrence gathering and reporting"
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response | See Section 1.

comment | 969 comment by: Collins Aerospace (Ratier-Figeac) - Frédéric RAMBLIERE

Not clear if "internal" is applicable to "errors" or also "near misses and hazards".
Suggest to replace by "internal occurrences such as errors, near misses, and hazards"

response | See Section 1.

comment | 970 comment by: Collins Aerospace (Ratier-Figeac) - Frédéric RAMBLIERE

Occurrence definition as per ICAO annex 13 is "Any safety-related event which
endangers or which, if not corrected or addressed, could endanger an aircraft, its
occupants or any other person and includes in particular an accident or serious
incident".

Database  specified here covers much more than  occurrences.
Suggest to replace "Occurence reporting" by "Event gathering".

response | See Section 1.

comment | 980 comment by: ASD
The title of this requirement "Occurrence
e . . Suggested to
reporting " is misleading and not consistent change
21.A3A 14/272 with the content of the requirement itself "Occurrence

and the GM 21.A.3A(a)(1) & (b)(1) which
cover items beyond occurrence, i.e. internal
errors, near misses, and hazards

reporting" by
"Reporting system"

response | See Section 1.

comment | 981 comment by: ASD

"without prejudice to...": the aim is
21.A.3A 14/272 understood to be that 21.1.3Ais to be
complied whilst complying with 376/2014

To be confirmed or
clarified in the text

response | See Section 1.

comment | 982 comment by: ASD

This section begins ‘Without Additional text should be
21.A.3A 14/272 prejudice to Regulation (EU) No considerd as follows:
376/2014, which we assume to “(a)
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*

*

* *
* ok

An agency of the European Union

mean that 376/2014 must be
complied with in addition to
this section 21.A.3A.

Regulation (EU) No 376/2014
places obligations on
individuals to report issues, in
addition to organisations, but
states in Article 4 (Mandatory
Reporting) paragraph 6:

‘6. The following natural
persons shall report the
occurrences referred to in
paragraph 1 through the
system established in
accordance with paragraph 2
by the organisation which
employs, contracts or uses the
services of the reporter or,
failing that, through the system
established in accordance with
paragraph 3 by the Member
State of establishment of their
organisation, or by the State
which issued, validated or
converted the pilot's licence, or
through the system established
in accordance with paragraph 4
by the Agency’.

The intent of this provision
appears to be that the
preferred route is for an
individual (when an employee,
or similar, of an organisation
subject to 21.A.3A) to report

issues considered as mandatory
by EU No 376/2014 through the

organisation’s reporting
system, and point 21.A.3 A
requires the systems for
making such reports to be set
up by certificate holders.

Given that the organisation

reporting system will have rules

for what employees are to
report, and filters to extract
and combine information

(3) report to EASA any failure,
malfunction, defect or other
occurrence of which it is aware
related to a product, part, or
appliance covered by the type
certificate, restricted type
certificate, supplemental type
certificate, ETSO authorisation,
major repair design approval or
any other relevant approval
deemed to have been issued
under this Annex, and which
has resulted in or may result in
an unsafe condition, in
accordance with Commission
Implementing Regulation (EU)
2015/1018. In respect of
Regulation (EU) 376/2014, such
reports discharge the
responsibility for the reporting
of such occurrences of both the
natural or legal persons defined
in 21.A.3A (a) and the individual
required to make the reports
when the natural or legal
person employs, contracts or
uses the services of the
reporter."

Similar text will be required for
point 21.A.3A(b).
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response | See Section 1.

comment | 983

21.A.3A(a)(1) 14/272

response | See Section 1.

comment | 984

21.A.3A(a)(1) 14/272

* *

* *
* gk

An agency of the European Union

before determining which
reports are to be sent, we ask
that 21.A.3A states that
compliance with the

organisation’s reporting system

for mandatory reports is
sufficient for the individual

reporter to discharge their own

obligations under 376/2014.

the word "any" is too

Section 21.A.3A
represents a combination
of the existing reporting
requirements in Part 21,
currently separated
between SubParts A, F
and G, plus the
integration of these
requirements with the
mandatory and voluntary
reporting system
requirements required by
EU 376/2014 for both
State and applicant.
Unfortunately, the
resulting text makes it
difficult to determine the
exact requirements for

wide/large/vague. It should be
removed and/or a limitations
to "any" should be defined.

comment by: ASD

change the wording as
follows:

"in order to
identify adverse trends or
to address deficiencies
which may impact
safety..."

comment by: ASD

Proposed changed text:
"Without prejudice to
Regulation (EU) No 376/2014,
all natural or legal persons who
hold or who have applied for a
type certificate......... , deemed
to have been issued under this
Regulation Annex shall:

(1) have establish and maintain
a system for collecting,
investigating and analysing
mandatory-and-veluntary
occurrence reports in order to
identify eny-adverse trends or to
address any deficiencies, and to

extract repertable occurrences
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organisations.

We understand that EU
376/2014 requires each
State to have a
mandatory reporting
system, so that
organisations and
individuals have the
means to report
occurrences required to
be reported to the State,
and each organisation is
required to have a
corresponding
mandatory reporting
system to facilitate the
collection of details of
those occurrences.
Additionally, EU
376/2014 requires each
State to have a voluntary
reporting system, so that
organisations and
individuals may elect to
provide information to
the State, and each
organisation is required
to have a corresponding
voluntary reporting
system to facilitate the
collection of details of
those occurrences.

We also understand that
where an individual
needs to make a report
to the State, reporting an
issue through an
organisation’s reporting
systems is sufficient to
discharge the individual’s
responsibility. [This is the
subject of a separate
comment]

The proposed
21.A.3A(a)(1) requires
each organisation to set
up a collection system for
‘mandatory and
voluntary reports’

whose reporting is mandatory in
accordance with point (3), and
those where a voluntary report
is to be made. The system shall
include: ...... "
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capturing (in (i)
‘occurrences’ and (in (ii))
‘near-misses’)
(paraphrased for brevity).

We believe that this
system is required:

(a) to facilitate collection
of occurrences/near
misses that are required
to be reported to the
State, to satisfy EU
376/2014 Article
4(‘Mandatory
Reporting’), item 2, and
(b) to facilitate the
collection of
occurrences/near-misses
and other information
that an individual or
organisation may elect to
report to the State to
satisfy EU 376/2014
Article 5(‘Voluntary
Reporting’), item 1.

21.A.3A(a)(1)as proposed
does not make clear that
the organisation is not
deciding the ‘mandatory’
nature of the collected
material — EU376/2014
(along with the existing
requirements of Part 21)
has already determined
this.

Furthermore, the inputs
to the reporting system
should not be identified
as mandatory or
voluntary —it is the
resulting reports that
should be identified in
this way.

response | See Section 1.
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comment | 985

21.A.3A(a)(1)(ii) 14/272

response | See Section 1.

comment | 986

21.A.3A(a)(2) 14/272

**

*

*

* *
* gk

An agency of the European Union

comment by: ASD

Definitions of terms like "errors,
"near misses " are not found in

the requirements. Furthermore
definitions within GM1 Annex |
Definitions seems only valid when
these words are used in AMC/GMs
guote

GM1 Annex | Definitions

For the purpose of the AMC & GM to
Part 21, the following definitions are
used:

Thus when used in the
requirements, there is the risk that
is not interpreted same way by all
Organisations

Confirmation of
the definitions
used in the
requirements is
needed.

comment by: ASD

the sentence is related to
21.A.3.(a) (1) (i) only.
Furthermore, using the term
‘the information’ implies
that a specific set of
information has been
created and is being referred
to. In fact, point (a)(1) covers
the creation of the collection
system, and doesn’t ask for
any specific information
about the system to be
created. A reword to
‘information’ implies that
information of a general
sense (such as a simple
description of the system) is
to be made available. This is
also in line with the original
text.

Change the wording as
follows:

"make available to known
operators of the product,
part or appliance and, on
request, to any person
authorised under other
associated implementing
Regulations, the-information
about the system established
in accordance with point
(a)(1)(i), end-on-how-to
providesuchreports-of-and
- ) ltoncd

Cailures, mel ons,
defects-orother
occurrences.”

"
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response | See Section 1.

comment | 987 comment by: ASD

change the wording as

The word "any" is too follows:
21.A3A(b)(1) 15/272 restrictive. It should.bej . in order to identify any
removed and/or a limitations adverse trends or to gay
to "any" should be defined. address deficiencies which
may impact safety..."
response | See Section 1.
comment | 988 comment by: ASD

To whom Reportable occurrences
shall be reported should be
clarified in this paragraph (1).

The last sentence "This system
shall include the evaluation of

relevant information related to Wording should be

occurrences, and the promulgation changed as follows:

of the related information." is not " .... and extract
21.A.3A(b)(1) 15/272 understood, in particular the repertable-occurrences

purpose/objective of that are reportable in

"promulgation". It should be accordance with

clarified or removed. 21.A.3A(b)(3)".

What is meant with the word
"evaluation" in this context? It is
not clear the purpose of this
evaluation, is it an evaluation to
then communicate or is it the
analysis of the occurrence?

response | See Section 1.

comment | 989 comment by: ASD
1n; H .
if the production change the wording as
21.A3A(b)(4) 15/272 ) the pro & 8
organisation acts as a follows:
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response | See Section 1.

comment | 990

21.A.3A(c

supplier to another
production organisation,
also report to that other
organisation all cases in
which it has released
products, parts or
appliances to that
organisation and
subsequently identified
them to have possible
deviations from the
applicable design data."
Wording deserves
identification of the
applicable POA

"if the production
organisation acts as a
supplier te-working under
another production
organisation approval, also
report to that other
organisation all cases in
which it has released
products, parts or appliances
to that organisation and
subsequently identified them
to have possible deviations
from the applicable design
data."

comment by: ASD

change the wording as follows

The reports defined in points
(a) and (b) shall appropriately
safeguard the confidentiality

"The reports defined in points
(a)(3) and (b)(3) shall
appropriately safequard the

) 15/272 of the reporter and..."

is for the reports to the
Authority only.

As written, This requirement

confidentiality of the reporter
and..."

Additionally, separate the 72
hours requirement in another

response | See Section 1.

comment | 991

21.A.3A(d) 15/272

* *

* *
* gk
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paragraph

comment by: ASD

This requirement shall frame the
investigation which can only be
based on data made available to the
organisation responsible for the
investigation.

This comment is intended to
regulate the support to the

wording should be
changed as follows:
"...shall investigate,
based on available data
the reason for the

. . deficiency and report
investigation needed from other tof " y p
stakeholders (e.g. operators, AMO,
CAMO,..)
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response | See Section 1.

comment | 1152 comment by: ASD

It is mandated to perform trends to
identify those that show a negative
behaviour. The intent is understood
and shared however it is considered
excessive to include in the Part 21
such a prescriptive method.

It would be
considered more
appropriate to move
this methods of
analysis in the GM

21.A.3A(a)(1) 14/272

response | See Section 1.

comment | 1153 comment by: ASD

To whom Reportable occurrences
shall be reported should be
clarified in this paragraph (1).

The last sentence "This system
shall include the evaluation of
relevant information related to Wording should be
occurrences, and the promulgation changed as follows:

of the related information." is not " .... and extract
21.A.3A(b)(1) 15/272 understood, in particular the repertable-occurrences
purpose/objective of that are reportable in
"promulgation". It should be accordance with
clarified or removed. 21.A.3A(b)(3)".
What is meant with the word
"evaluation" in this context? It is
not clear the purpose of this
evaluation, is it an evaluation to
then communicate or is it the
analysis of the occurrence?
response | See Section 1.
comment | 1154 comment by: ASD

"report to the holder of the type GM1 21.A.3A(a) and

21.A3A(b)(2) 15/272 certificate, restricted type 21.A.3A(b) should
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certificate" clarify to which TC
When the production organisation holder(s) the report
maufactures engine and/or shall be made, and to
propeller parts/appliances, it whom reports should

should be clarified if the report be made if the parts
shall be made to both the engine  are being made to

(or propeller) TC holder and the designs from a DO not
aircraft TC holder. Similarly, if the  holding a TC.

POA is manufacturing parts to data Same for requirement

provided by a non-TC-holding 21.A.165(d)
DOA, to whom should it report its
issues?
response | See Section 1.
comment | 1259 comment by: Safran Aero Boosters

The title of this requirement "Occurrence reporting " is misleading and not consistent
with the content of the requirement itself and the GM 21.A.3A(a)(1) & (b)(1) which
cover items beyond occurrence, i.e. internal errors, near misses, and hazards

Suggested to change "Occurrence reporting" by "Reporting system"

response | See Section 1.

comment | 1260 comment by: Safran Aero Boosters

"without prejudice to...": the aim is understood to be that 21.1.3A is to be complied
whilst complying with 376/2014

To be confirmed or clarified in the text

response | See Section 1.

comment | 1293 comment by: Rolls-Royce plc

Comment is

. Comment is
Section, table, Comment . an .
Page Suggested resolution . substantive/
observation/

figure Summary objection**
suggestion*

The title of this
requirement
"Occurrence
reporting " is not
consistent with
the content of the
requirement itself

Change the title from
"Occurrence reporting"
to "Reporting system" or
similar.

NPA 2019-05 Page

(B)21.A3A 14 No
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NPA 2019-05
(B), 21.A.3A (a)
(1)

Page

NPA 2019-05

(B)
21.A.3A (a) (1)

Page

NPA 2019-05

(B)
21.A.3A (a) (2)

Page
14

NPA 2019-05  Page
(B) 21.A.3A 14

* *
* ok

An agency of the European Union

and GM
21.A.3A(3)(1) &
(b)(1) which cover
items beyond
occurrences, i.e.
internal errors,
near misses, and
hazards.

The term

‘reportable Revise textto read : ...
occurrences' and to extract reportable
should be clarified occurrences under point
by referenceto  (a) (3). The system ...

(a) (3).

Shouldn't 21.A.3A

be updated to

cover non

compliance with

the certification

basis as a

reportable event
?

Yes

Yes

a, 2, ii "(ii)
internal errors,
near misses, and
hazards that do
not fall under
point (i)." It is not
clear if these are
to be provided to
the Agency or is Yes
part of just more
clarification on
"establish and
maintain a system
for collecting,
investigating and
analysing..." from
a(1)

"without To be confirmed or
prejudice to...":  clarified in the text, but
should this be we question whether it is
read to mean that appropriate to insert
21.1.3Aistobe  reminders of other EU
complied whilst  regulations that must
complying with also be complied with,
376/20147 unless there is a clear
This commentis direction that two

against the regulations place the
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general principle
of these
occasional call-
outs to other
regulation, but
see the more
detailed point
below.

This section
begins ‘Without
prejudice to
Regulation (EU)
No 376/2014,

same duty on
organisations or
individuals, and
therefore provide legal
clarity that (under
certain defined
circumstances if not
always) compliance with
one regulation will also
be compliance with the
other.

Additional text should be
considered as follows:

“(a)

(3) report to EASA any

which we assume failure, malfunction,

to mean that
376/2014 must be
complied with in
addition to this
section 21.A.3A.

Regulation (EU)
No 376/2014
places obligations
on individuals to
report issues, in
addition to
organisations, but

defect or other
occurrence of which it is
aware related to a
product, part, or
appliance covered by the
type certificate,
restricted type
certificate, supplemental
type certificate, ETSO
authorisation, major
repair design approval or
any other relevant
approval deemed to

:\ggf%gfs izge states in Article 4 have been issued under No Yes
(Mandatory this Annex, and which
Reporting) has resulted in or may
paragraph 6: result in an unsafe
condition, in accordance

‘6. The following  with Commission
natural persons  Implementing Regulation
shall report the  (EU) 2015/1018. In
occurrences respect of Regulation
referred to in (EU) 376/2014, such
paragraph 1 reports discharge the
through the responsibility for the
system reporting of such
established in occurrences of both the
accordance with  natural or legal persons
paragraph 2 by  defined in 21.A.3A (a)
the organisation and the individual
which employs, required to make the
contracts or uses reports when the natural
the services of the or legal person employs,
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reporter or, failing contracts or uses the
that, through the services of the reporter.”
system

established in Similar text will be
accordance with  required for point
paragraph 3 by  21.A.3A(b).

the Member State

of establishment

of their

organisation, or

by the State which

issued, validated

or converted the

pilot's licence, or

through the

system

established in

accordance with

paragraph 4 by

the Agency’.

The intent of this
provision appears
to be that the
preferred route is
for an individual
(when an
employee, or
similar, of an
organisation
subject to
21.A.3A) to report
issues considered
as mandatory by
EU No 376/2014
through the
organisation’s
reporting system,
and point 21.A.3
A requires the
systems for
making such
reports to be set
up by certificate
holders.

Given that the
organisation
reporting system
will have rules for

Rath TE.RPR0O.00064-006 © European Union Aviation Safety Agency. All rights reserved. ISO 9001 certified.
3 o Proprietary document. Copies are not controlled. Confirm revision status through the EASA intranet/internet.  Page 119 of 1387

* *
* gk

An agency of the European Union



European Union Aviation Safety Agency

CRD to NPA 2019-05
6.2. Appendix Il — Comments related to NPA 2019-05 (B) (Part 21)

(comments without responses)

NPA 2019-05

(B)
21.A.3A(a)(1)

Page
14
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what employees
are to report, and
filters to extract
and combine
information
before
determining
which reports are
to be sent, we ask
that 21.A.3A
states that
compliance with
the organisation’s
reporting system
for mandatory
reports is
sufficient for the
individual
reporter to
discharge their
own obligations
under 376/2014.

Section 21.A.3A
represents a
combination of
the existing
reporting
requirements in
Part 21, currently
separated
between SubParts
A, Fand G, plus
the integration of
these
requirements
with the
mandatory and
voluntary
reporting system
requirements
required by EU
376/2014 for
both State and
applicant.
Unfortunately,
the resulting text
makes it difficult
to determine the
exact
requirements for

Proposed changed text:
"Without prejudice to
Regulation (EU) No
376/2014, all natural or
legal persons who hold
or who have applied for
a type

certificate......... , deemed
to have been issued
under this Regulation
Annex shall:

(1) have establish and
maintain a system for
collecting, investigating
and analysing

VGJH-HFG-FV occurrence

reports in order to
identify eny-adverse
trends or to address any
deficiencies, and to
extract repertable
occurrences whose
reporting is mandatory
in accordance with point
(3), and those where a
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organisations. voluntary report is to be
We understand  made. The system shall
that EU 376/2014 include: ...... "
requires each
State to have a
mandatory
reporting system,
so that
organisations and
individuals have
the means to
report
occurrences
required to be
reported to the
State, and each
organisation is
required to have a
corresponding
mandatory
reporting system
to facilitate the
collection of
details of those
occurrences.
Additionally, EU
376/2014
requires each
State to have a
voluntary
reporting system,
so that
organisations and
individuals may
elect to provide
information to
the State, and
each organisation
is required to
have a
corresponding
voluntary
reporting system
to facilitate the
collection of
details of those
occurrences.

We also
understand that
where an
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individual needs
to make a report
to the State,
reporting an issue
through an
organisation’s
reporting systems
is sufficient to
discharge the
individual’s
responsibility.
[This is the
subject of a
separate
comment]

The proposed
21.A.3A(a)(1)
requires each
organisation to
set up a collection
system for
‘mandatory and
voluntary reports’
capturing (in (i)
‘occurrences’ and
(in (ii)) ‘near-
misses’)
(paraphrased for
brevity).

We believe that
this system is
required:

(a) to facilitate
collection of
occurrences/near
misses that are
required to be
reported to the
State, to satisfy
EU 376/2014
Article
4(‘Mandatory
Reporting’), item
2, and

(b) to facilitate
the collection of
occurrences/near-
misses and other
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information that
an individual or
organisation may
elect to report to
the State to
satisfy EU
376/2014 Article
5(‘Voluntary
Reporting’), item
1.

21.A.3A(a)(1)as
proposed does
not make clear
that the
organisation is
not deciding the
‘mandatory’
nature of the
collected material
- EU376/2014
(along with the
existing
requirements of
Part 21) has
already
determined this.

Furthermore, the
inputs to the
reporting system
should not be
identified as
mandatory or
voluntary — it is
the resulting
reports that
should be
identified in this
way.

This section
requires analysis
of the mandatory It would be more

NPA 2019-05 Page and voluntary appropriate to move this
(B) 14 oceurrence description of the No
21.A.3A(a)(1) reports, to method of analysis
identify adverse into the GM.
trends. The intent
is understood,
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Page

however, the
nature of the
adverse trends to
be identified, and
the scope of the
analysis expected
is very open-
ended, and it
seems excessive
to include in the
law such a
prescriptive
requirement. This
should be GM, or
reworded to
require that
adverse trends
with a potential
product safety
impact should be

identifiable by the

reporting system.

We recognise that

this language is
consistent with
EU 376/2014,
however, this is a
very open-ended
requirement, and
subject to widely
different
interpretation
across
organisations and
organisation
types. This It is a
very prescriptive

requirement to be

in the law, in that
it requires the
system to
"include internal
errors, near
misses and
hazards" -
without
restriction, or
definition.

Reword to establish that
the system should be
‘capable’ of collecting
'relevant' near misses
and hazards, with
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NPA 2019-05

(B)
21.A.3A(a)(2)

Page
14

NPA 2019-05

(B) Page
21.A.3A(b)(1) & 15
(2)

This requirement
should be related
to the system
established in
compliance with
21.A.3.(a) (1) (i)
only, as the
operator is being
given instructions
on how to
provide reports
falling into this Change the wording as

category. follows:

Furthermore, "make available to
using the term known operators of the
‘the information’ product, part or
implies that a appliance and, on
specific set of request, to any person

information has  authorised under other
been created and associated implementing
is being referred  Regulations, the No
to. In fact, point  information about the
(a)(1) covers the system established in
creation of the accordance with point
collection system, (a)(1)(i), end-en-how-to
and doesn’task  previdesuchreportsof
for any specific andinformationrelated
information about te-feires—malfunctions;
the system to be defeets-erother

created. A reword eccurrences-
to ‘information’
implies that
information of a
general sense
(such as a simple
description of the
system) is to be
made available.
This is also in line
with the original
text.

b 1 and 2 should

be consistance

with the rest of

the section and

should also cover No
"European

Technical

Standard Order

(ETSO)
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NPA 2019-05

(B)
21.A.3A(b)(1)

NPA 2019-05

(B)
21.A.3A(b)(1)

Page

15

Page

15

authorisation,
major repair
design approva

The word "any" is
too restrictive. It
should be
removed and/or
a limitations to
"any" should be
defined.

To whom
Reportable
occurrences shall
be reported
should be clarified
in this paragraph
(2).

The last sentence
"This system shall
include the
evaluation of
relevant
information
related to
occurrences, and
the promulgation
of the related
information." is
not understood,
in particular the
purpose/objective
of "promulgation"
and what is
envisaged by
"relevant
information". It
should be clarified
or removed.
Furthermore, is
the "evaluation"
related to(1) the
significance of the
issue, or (2)
whether it is
appropriate to
communicate itin
some way?

change the wording as
follows:
"in order to identify ey
adverse trends or to No Yes
address any-deficiencies
which may impact
safety..."

Wording should be
changed as follows: “ ....
and extract repertable
occurrences that are
reportable in accordance
with 21.A.3A(b)(3)".

No Yes
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NPA 2019-05

(B)
21.A.3A(b)(2)

NPA 2019-05

(B) 21.A.3A(c)

NPA 2019-05

(B) 21.A.3A(d)

**

*

*

* *
* ok

An agency of the European Union

Page

15

Page

15

Page

15

"report to the
holder of the type
certificate,
restricted type
certificate"
When the
production
organisation
manufactures
engine and/or
propeller
parts/appliances,
it should be
clarified that the
report shall be
made to the
engine (or
propeller) TC
holder rather
than the aircraft
TC holder.
Similarly, if the
POA is
manufacturing
parts to data
provided by a
non-TC-holding
DOA, to whom
should it report
its issues?

The reports
defined in points
(a) and (b) shall
appropriately
safeguard the
confidentiality of
the reporter
and..."

This requirement
(since it includes
the maximum
allowable time
period for making
reports) is
actually for those
reports required
to be made to the
authorities.

This investigation
can only be based

GM1 21.A.3A(a) and
21.A.3A(b) should clarify
to which TC holder(s) the
report shall be made,
and to whom reports
should be made if the Yes
parts are being made to
designs from a DO not
holding a TC.

A similar change is
needed for 21.A.165(d)

change the wording as
follows

"The reports defined in
points (a)(3) and (b)(3)
shall appropriately
safeguard the
confidentiality of the
reporter and..."

It will also be clearer to
separate the 72 hours
requirement into a
separate point.

No

wording should be

changed as follows: ves
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on data made "...shall investigate,
available tothe  based on available data
organisation the reason for the

responsible for deficiency and report
the investigation. to..."

response | See Section 1.

comment

response

comment

response

comment

response

comment

**

*

*
*
* *
* gk

An agency of the European Union

1295 comment by: Pratt@Whitney Rzeszow APUs

The word "any" may mean not only affecting safety. It is proposed to be replaced by
word:"possible", to read: "..., in order to identify possible adverse trends or
to address possible deficiencies which may impact safety..."

See Section 1.

1299 comment by: Safran Aero Boosters

the sentence is related to 21.A.3.(a) (1) (i) only.
Furthermore, using the term ‘the information’ implies that a specific set of
information has been created and is being referred to. In fact, point (a)(1) covers the
creation of the collection system, and doesn’t ask for any specific information about
the system to be created. A reword to ‘information’ implies that information of a
general sense (such as a simple description of the system) is to be made available.
This is also in line with the original text.

Change the wording as follows:
"make available to known operators of the product, part or appliance and, on
request, to any person authorised under other associated implementing Regulations
information about the system established in accordance with point (a)(1)(i)"

See Section 1.

1301 comment by: Safran Aero Boosters

21.A.3A(b)(1) : The word "any" is too restrictive. It should be removed and/or a
limitations to "any" should be defined.

change the wording as follows:
"in order to identify adverse trends or to address deficiencies which may impact
safety..."

See Section 1.

1302 comment by: Safran Aero Boosters

21.A.3A(b)(1) : To whom Reportable occurrences shall be reported should be clarified
in this paragraph (1).
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The last sentence "This system shall include the evaluation of relevant information
related to occurrences, and the promulgation of the related information." is not
understood, in particular the purpose/objective of "promulgation". It should be
clarified or removed.
What is meant with the word "evaluation" in this context? It is not clear the purpose
of this evaluation, is it an evaluation to then communicate or is it the analysis of the
occurrence?

Wording should be changed as follows: . and extract occurrences that are

reportable in accordance with 21.A.3A(b)(3)".

response | See Section 1.

comment | 1305 comment by: Safran Aero Boosters
21.A.3A(b)(2) : "report to the holder of the type certificate, restricted type
certificate"
GM1 21.A.3A(a) and 21.A.3A(b) should clarify to which TC holder(s) the report shall
be made, and to whom reports should be made if the parts are being made to designs
from a DO not holding a TC.
Same for requirement 21.A.165(d)

response | See Section 1.

comment | 1306 comment by: Safran Aero Boosters
21.A.3A(b)(4) : change the wording as follows:
"if the production organisation acts as a supplier to working under another
production organisation approval, also report to that other organisation all cases in
which it has released products, parts or appliances to that organisation and
subsequently identified them to have possible deviations from the applicable design
data."

response | See Section 1.

comment | 1308 comment by: Safran Aero Boosters
21.A.3A(c ) : The reports defined in points (a) and (b) shall appropriately safeguard
the confidentiality of the reporter and..."
As written, This requirement is for the reports to the Authority only.
change the wording as follows
"The reports defined in points (a)(3) and (b)(3) shall appropriately safeguard the
confidentiality of the reporter and..."
Additionally, separate the 72 hours requirement in another paragraph

response | See Section 1.

comment | 1309 comment by: Safran Aero Boosters
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response

comment

response

comment

response
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21.A.3A(d) : wording should be changed as follows:
"...shall investigate, based on available data the reason for the deficiency and report
to..."

See Section 1.

1462 comment by: Thales

The word "any" is too restrictive. It should be removed and/or a limitations to "any"
should be defined.

Suggested resolution: change the wording as follows: "in order to identify eny
adverse trends or to address deficiencies which may impact safety..."

See Section 1.

1565 comment by: MARPA

Paragraph 21.A.3A(b)(2) requires the holder of a production approval to "report to
the holder of the type certificate, restricted type certificate or design approval, all
cases in which products, parts or appliances have been released by the production
organisation and subsequently identified to have deviations from the applicable
design data, and investigate with the holder of the type certificate, restricted type
certificate or design approval to identify those deviations which could lead to an
unsafe condition." While reporting of such escapes is important, this provision
appears to be overbroad in that it would require the producer of replacement parts
(who may be a competitor) to report issues identified to TC, RTC, and design approval
holders, who may then use that information for commercial, rather than safety,
purposes. There is also a risk of a lack of candor when competitors are requried to
work together (as well as obvious antitrust considerations when competitors share
information).

The reporting requirement to the TC or other holder to investigate whether an
unsafe condition could arise makes perfect sense in the context of a supplier or
subcontractor to the TC holder, where such production deviations may have been
incorporated into the product. However, where no direct relationship between the
TC/RTC/DA holder and the production approval holder exists, it is more appropriate
that the production approval holder, upon identification of a deviation, go directly to
its customer and work with the repair station or operator to identify whether unsafe
conditions may arise.

We recommend narrowing paragraph (b)(2)'s requirements to report to the holder
of the TC/RTC/DA only those scenarios where a supplier relationship exists with the
TC/RTC/DA holder. We further recommend creating a separate paragraph that
requires production approval holders that have dealt directly with the end-user to
work directly with that end-user when a possible deviation is identified to determine,
in conjunction with the end-user, whether an unsafe condition may arise.

See Section 1.
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21.A.1 Record-keeping p. 16-17

comment

68 comment by: General Aviation Manufacturers Association

Section 21.A.5(b)(2): Replace “...all details of the work carried out...” with “...all
relevant details of the work carried out...”.

response | See Section 1.

comment | 178 comment by: Safran Engineering Services
21.A5
"All natural or legal persons who hold or who have applied for a type certificate,
restricted type certificate, supplemental type certificate, ETSO authorisation, major
repair design approval, permit to fly, production organisation approval or letter of
agreement under this Annex shall..."
Record keeping for minor and major changes to TC (comming from former 21.A.105
which is removed) as well as for minor repair design approval (coming from former
21.A.447) are missing in above statement
It is proposed to add: ‘'"change to Type certificate approval "
remove "major" within "Majer repair design approval”

response | See Section 1.

comment | 179 comment by: Safran Engineering Services
21.A.5 (b)(2)
Within the sentence "all details of the work carried out" the word "all" is too
restrictive. It should be removed and/or a limitations to "all" should be defined.
It is proposed to change the wording as follows:

"all relevant details of the work carried out"
response | See Section 1.
comment | 262 comment by: Safran Landing Systems

"All natural or legal persons who hold or who have applied for

a type certificate, restricted type certificate, supplemental type Add: "change to
certificate, ETSO authorisation, major repair design approval,  Type certificate
permit to fly, production organisation approval or letter of approval "
agreement under this Annex shall..." remove "major"
Record keeping for minor and major changes to TC (comming within “Majer
from former 21.A.105 which is removed) as well as for minor  repair design
repair design approval (coming from former 21.A.447) are approval"
missing in above statement

response | See Section 1.

**

*

*

* *
* gk
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comment | 263 comment by: Safran Landing Systems
(b)(2)
change the
Within the sentence "all details of the work carried out" the wording as follows:
word "all" is too restrictive. It should be removed and/or a "ell-relevant
limitations to "all" should be defined. details of the work
carried out"

response | See Section 1.

comment | 480 comment by: Safran HE

21.A.5-page 16

"All natural or legal persons who hold or who have applied for a type certificate,
restricted type certificate, supplemental type certificate, ETSO authorisation, major
repair design approval, permit to fly, production organisation approval or letter of
agreement under this Annex shall..."
Record keeping for minor and major changes to TC (comming from former 21.A.105
which is removed) as well as for minor repair design approval (coming from former
21.A.447) are missing in above statement

Suggested resolution:
Add: "change to Type certificate approval "
remove "major" within "Majer repair design approval"

response | See Section 1.

comment | 481 comment by: Safran HE
21.A.5 (b)(2) - page 16
Within the sentence "all details of the work carried out" the word "all" is too
restrictive. It should be removed and/or a limitations to "all" should be defined.
suggested resolution:
change the wording as follows:

"all relevant details of the work carried out"
response | See Section 1.
comment | 701 comment by: SAFRAN TRANSMISSION SYSTEMS
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. Commentis Comment
Section )
Comment suggested an is
Table Page . . .
Figure summary resolution observation substantive
& (suggestion) (objection)
that are necessary
for sake of to determine the
clarity, initial comphiance
compliance and the continued
21.A.9(a) 17/272 should cover compliance of the X
initial and organisation with
continued the applicable
compliance. requirements of
this Annex.
response | See Section 1.
comment | 702 comment by: SAFRAN TRANSMISSION SYSTEMS
. Commentis Comment
Section .
Comment . an is
Table Page suggested resolution . .
. summary observation substantive
Figure . -
(suggestion) (objection)
It is suggested to
change the wording as
follows:
the wording Design and production
"...and to organisations and
inspect the  applicants for, or
technical holders of, permits to
data files."  fly or ETSO
21.A9 17/272 dqes not authorisations shall
(b) bring added allow the competent
value on the authority to review any
top of the report or data file and
wording “to make any inspection
review any  and perform or witness
report" any test that is

**

* *

* *
* ok
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necessary to check the
compliance of the
organisation with this
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Annex, and-te-irspeet
response | See Section 1.
comment | 876 comment by: SAFRAN AEROSYSTEMS

e 21.A5

"All natural or legal persons who hold or who have applied for a type certificate,
restricted type certificate, supplemental type certificate, ETSO authorisation, major
repair design approval, permit to fly, production organisation approval or letter of
agreement under this Annex shall..."

Record keeping for minor and major changes to TC (comming from former 21.A.105
which is removed) as well as for minor repair design approval (coming from former
21.A.447) are missing in above statement

Add: "change to Type certificate approval "
remove "major" within "Majer repair design approva

o 21.A5(b)(2)

Within the sentence "all details of the work carried out" the word "all" is too
restrictive. It should be removed and/or a limitations to "all" should be defined.

change the wording as follows:
"al-relevant details of the work carried out"

response | See Section 1.

comment | 992 comment by: ASD

"All natural or legal persons who hold or who
have applied for a type certificate, restricted type Add: "change
certificate, supplemental type certificate, ETSO  to Type

authorisation, major repair design approval, certificate
permit to fly, production organisation approval or approval "
21.A.5 16/272 letter of agreement under this Annex shall..." remove

Record keeping for minor and major changesto  "major" within
TC (comming from former 21.A.105 which is “Majerrepair
removed) as well as for minor repair design design
approval (coming from former 21.A.447) are approval"
missing in above statement

**

*

*

* *
* gk
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response | See Section 1.

comment | 993 comment by: ASD
change the
Within the sentence "all details of the work wording as
. " " . follows:
21.A5 carried out" the word "all" is too restrictive. It "
16/272 o v eltrelevant
(b)(2) should be removed and/or a limitations to "all ,
, details of the
should be defined. .
work carried
out”
response | See Section 1.
comment | 1289 comment by: Lufthansa Technik AG

21.A.5(a) is not applicable for POA. (b) not applicable for DOA, etc. This should be
made clear when introducing the requirements of (a) and (b).

response | See Section 1.

comment | 1298 comment by: Rolls-Royce plc

. Comment is .
Section, Comment is

Suggested an .
table, Page Comment Summary E8 . . substantive/
. resolution observation/ ~ "
figure objection

suggestion*

"All natural or legal
persons who hold or

. Add: "
who have applied for
o approval
a type certificate, of
restricted type
o change to
certificate,
a type
supplemental type certificate
NPA 2019- Page certificate, ETSO "
05 (B) & authorisation, major No Yes
16 . . remove
21.A5 repair design "maior”
approval, permit to . J.
. within
fly, production IV
organisation approval repair
or letter of agreement deF;i N
under this Annex 5 rgoval"
shall...” PP
Record keeping for
Rath TE.RPR0O.00064-006 © European Union Aviation Safety Agency. All rights reserved. ISO 9001 certified.

3 o Proprietary document. Copies are not controlled. Confirm revision status through the EASA intranet/internet.  Page 135 of 1387

* *
* gk

An agency of the European Union



European Union Aviation Safety Agency

CRD to NPA 2019-05

6.2. Appendix Il — Comments related to NPA 2019-05 (B) (Part 21)

(comments without responses)

NPA 2019-
05 (B),
21.A5
point (a)
and (b)(1)

Page
16

NPA 2019-
05 (B)
21.A5
(b)(2)

Page
16

response | See Section 1.

comment | 1465

Within the sentence "all details of the work carried out” the word "all"

minor and major
changes to

TC (transferred from
the former 21.A.105
which is removed) as
well as for minor

repair design approval

(transferred from
former 21.A.447) are
missing in the
statement above.

The wording 'to
ensure the continued
airworthiness' is
misleading. Data to
ensure continued
airworthiness of an
aircraft is primarily
under the control of
the State of Registry
(ICAO Annex 8) and

includes more than TC

Holder and
Production data.

Within the sentence
"all details of the
work carried out" the
word "all" is too
restrictive. It should
be removed and/or a
limitations to "all"
should be defined.

Delete 'to
ensure'
and
replace by
'to
support'.

Yes

change the
wording as
follows:

"ail
relevant
details of
the work
carried
out"

No Yes

comment by: Thales

is too

inclusive. It should be removed and/or a limitations to "all” should be defined.

Suggested resolution: change the wording as follows: "e-relevant details of the

work carried out"

response | See Section 1.

**
* *
* *
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21.A.9 Investigations p. 17

comment

69 comment by: General Aviation Manufacturers Association

Section 21.A.9(b): Remove the statement “...and to inspect the technical data files.”.
This statement is redundant, with no added value following “..to review any
report...”.

response | See Section 1.

comment | 119 comment by: FAA
Page 17
Para 21.A.9(a)
Referenced Text: All organisations shall make arrangements that allow the
competent authority to make any investigations, including investigations of partners,
supplier and subcontractors, that are necessary to determine the compliance and the
continued compliance of the organisation with the applicable requirements of this
Annex."
Comment: This requirement does not reconcile with the third-country POAs located
in non-EU countries. The power of investigation is only in name in such instances
because EASA lacks jurisdictional authority over such POA entitities, especially when
there is no POA linkage to a EU based POA (such as there would be in a PC extension
manufacturing arrangement)
Proposed Resolution: Clarify scope of investigatory powers for entities holding POAs
outside of the EU member countries

response | See Section 1.

comment | 181 comment by: Safran Engineering Services

21.A.9(a): for sake of clarity, compliance should cover initial and continued
compliance.

It is suggested to change as: "

that are necessary to determine the initial eempliance and the continued
compliance of the organisation with the applicable requirements of this Annex."

response | See Section 1.

comment | 182 comment by: Safran Engineering Services

**

*

*

* *
* gk
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21.A.9 (b)
the wording "... and to inspect the technical data files." does not bring added value
on the top of the wording " to review any report"

TE.RPR0O.00064-006 © European Union Aviation Safety Agency. All rights reserved. ISO 9001 certified.
Proprietary document. Copies are not controlled. Confirm revision status through the EASA intranet/internet.  Page 137 of 1387



European Union Aviation Safety Agency CRD to NPA 2019-05

6.2. Appendix Il — Comments related to NPA 2019-05 (B) (Part 21)

(comments without responses)

**

*

*

* *
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It is suggested to change the wording as follows:
Design and production organisations and applicants for, or holders of, permits to fly
or ETSO authorisations shall allow the competent authority to review any report or
data file and make any inspection and perform or witness any test that is necessary
to check the compliance of the organisation with this Annex, and-te—inspectthe

response | See Section 1.

comment | 264 comment by: Safran Landing Systems

that are necessary to determine the
initial eemphanece and the continued
compliance of the organisation with
the applicable requirements of this
Annex.

for sake of clarity,
compliance should
cover initial and
continued compliance.

21.A.9(a) 17/272

response | See Section 1.

comment | 265 comment by: Safran Landing Systems

It is suggested to change the wording as
follows:

Design and production organisations and
applicants for, or holders of, permits to fly
or ETSO authorisations shall allow the
competent authority to review any report
or data file and make any inspection and
perform or witness any test that is
necessary to check the compliance of the

the wording "... and
to inspect the
technical data files."
21.A9 does not bring
(b) 17/272 added value on the
top of the wording "
to review any

report organisation with this Annex, and-te-inspeet
response | See Section 1.
comment | 482 comment by: Safran HE

21.A.9(a)
for sake of clarity, compliance should cover initial and continued compliance.

Suggested resolution:
that are necessary to determine the initial compliance and the continued compliance
of the organisation with the applicable requirements of this Annex.
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response | See Section 1.

comment | 483 comment by: Safran HE
21.A.9 (b)
the wording "... and to inspect the technical data files." does not bring added value
on the top of the wording " to review any report"
Suggeted resolution:
It is suggested to change the wording as follows:
Design and production organisations and applicants for, or holders of, permits to fly
or ETSO authorisations shall allow the competent authority to review any report or
data file and make any inspection and perform or witness any test that is necessary
to check the compliance of the organisation with this Annex, and-te—inspectthe
technical-datafiles:

response | See Section 1.

comment | 877 comment by: SAFRAN AEROSYSTEMS
21.A.9 (b)
the wording "... and to inspect the technical data files." does not bring added value
on the top of the wording " to review any report"
It is suggested to change the wording as follows:
Design and production organisations and applicants for, or holders of, permits to fly
or ETSO authorisations shall allow the competent authority to review any report or
data file and make any inspection and perform or witness any test that is necessary
to check the compliance of the organisation with this Annex, and-te—inspectthe
technical-datafiles:

response | See Section 1.

comment | 994 comment by: ASD

that are necessary to determine the
initial eomphance and the continued
compliance of the organisation with
the applicable requirements of this
Annex.

for sake of clarity,
compliance should
cover initial and
continued compliance.

21.A.9(a) 17/272

response | See Section 1.

comment | 995 comment by: ASD

*

**

*
*

* *
* gk
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21.A9

(b)

response | See Section 1.

comment | 1300

Section,

the wording "... a

to inspect the

technical data files."

does not bring

added value on the
top of the wording "

to review any
report"

It is suggested to change the wording as

follows:

nd

Design and production organisations and

applicants for, or holders of, permits to fly
or ETSO authorisations shall allow the
competent authority to review any report
or data file and make any inspection and
perform or witness any test that is

necessary to check the compliance of the

organisation with this Annex, and-te-inspeet

comment by: Rolls-Royce plc

Comment is .
Comment is

Comment Suggested an .
table, Page g8 . . substantive/
. Summary resolution observation/ ~ "
figure ., objection
suggestion
that are necessary
for sake of to determine the
clarity, initial comphance
NPA 2019- compliance  and the continued
05 (B) should cover compliance of the Yes No
21.A.9(a) initial and organisation with
continued the applicable
compliance. requirements of
this Annex.
Change the wording
as follows:
Design an
the wording esl a' d
" production
...and to L
. organisations and
inspect the .
. applicants for, or
technical data .
files." does holders of, permits
NPA 2019- e not 'brin to fly or ETSO
05 (B) & authorisations shall Yes No
added value
21.A.9 (b) allow the
on the top of
the competent
- authority to review
wording "to
. any report or data
review any )
" file and make any
report . .
inspection and
perform or witness
any test that is
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necessary to check
the compliance of
the organisation
with this Annex,

and-to-inspectthe
response | See Section 1.
21.A.109 Obligations and EPA marking p. 19
comment | 121 comment by: FAA
Page 19
Para (a)

Reference Text: Undertake the obligations laid down in points 21.A.4, 21.A.105,
21.A.5,21.A.9, 21.A.107 and 21.A.108;

Comment: as Minor changes to type certificates are still changes and could have an
impact on safety, it would be recommend to have these holders also monitor their
changes and report as needed. Agree that by nature minor changes should not
impact safety, but the possibility does exist that an interaction that was not forseen
could occur and be missed due to lack of reporting requirements.

Proposed Resolution: Include 21.A.3A in the obligations.

response | See Section 1.

21.A.124A Alternative means of compliance p.21

comment |11 comment by: CAA-NL

* *
* ok

An agency of the European Union

Section A, Subpart F

We suggest including a new point to introduce an accountable manager within this
organisation. Although it is a product oriented organisation and the requirements
are also product oriented, we are of the opinion that an accountable person
responsible for the organisation to stay in compliance and a contact point for the
authority is an added value.

21.A.124(c)

The application shall be made by the accountable manager of the production
organisation, who is accountable to the competent with authority to ensure that all
production is performed to the required standards and that the production
organisation is continuously in compliance with the requirements of this annex.
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response

comment

* *
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See Section 1.

70 comment by: General Aviation Manufacturers Association

Section 21.A.124A: Alt MoC is too complex and an administrative burden. Alt MoC is
too complex and an administrative burden. This effectively makes AMC material
previously seen as "soft law" now "hard law" as deviation from AMC is only permitted
subject to the Competent Authority approval based on an AltMOC application.

Currently, Acceptable Means of Compliance (AMC) published by the Agency are
legally non-binding on the Applicant, and binding only on the Competent Authority.
They represent 'a means, but not the only means' to comply with a regulation; they
act as a convenient mechanism for organisations to follow, with the effect that
compliance with the regulations is a given and convenience for the CA too. They
cannot, however, cover all the possibilities for compliance for the wide variety of
organisational structures and practices that exist, and have never been offered as
such. Any AMC may be proposed to a regulation, provided that the CA satisfied. No
detailed treatment of the specific deviations from any given AMC is needed - the CA
is able to judge the overall effectiveness of the organisation's systems. This new
provision has the effect of making AMC binding - in the absence of a formal
agreement of a deviation, it will be possible to make a finding of non-compliance
against a non-compliance with the AMC. This is unacceptable position.

It is not the basis on which AMC has been created to date, and will have the effect
that every future piece of AMC needs to be scrutinised as if it is rule - it will not be
acceptable to offer the response 'it's only AMC'. The retrospective nature of Part 21
also means that every current piece of AMC will have to be re-examined, and formal
agreement obtained, for those organisations currently declared by their CA as
compliant, as any deviation from AMC will automatically make these compliant
organisations non-compliant. It is not sufficient to argue that AMC is not binding if
an alternate AMC can be formally defined by the Regulator - this is the same as saying
that a rule is not binding, because a new rule can be created.

Industry has lobbied for the transfer of prescriptive regulation into AMC precisely
because this has the effect of leaving a more performance-based rule, and the means
of compliance can be judged on its effectiveness. This regulation will have one of two
effects - it will either increase the administrative burden for both applicants and
competent authorities, as compliant mechanisms have to be defined in detail, and
an assessment of the effect of deviating from the AMC has to be proposed and
formally agreed, or it will have the effect of stifling the creation of compliant
mechanisms due to the reluctance of organisations and competent authorities to
engage in detailed discussion of the precise intent of a particular AMC, including
what risks it was originally intended to address (and in reality, most AMC is defined
around a particular rulemaking group's preferred way of organising compliance, and
does not contain an explanation of what risks the choice of mechanism in the AMC
is addressing). The risks will have to be presumed, or guessed. Both of these
outcomes result in an increased burden in showing compliance with prescriptive
mechanisms. It is ironic that this rule is being offered as part of an NPA delivering
SMS, as SMS is meant to be performance-based, and moving away from compliance-
only oversight, and this requirement is moving in exactly the opposite direction.

Rath TE.RPR0O.00064-006 © European Union Aviation Safety Agency. All rights reserved. ISO 9001 certified.
3 o Proprietary document. Copies are not controlled. Confirm revision status through the EASA intranet/internet.  Page 142 of 1387



European Union Aviation Safety Agency

CRD to NPA 2019-05

6.2. Appendix Il — Comments related to NPA 2019-05 (B) (Part 21)

(comments without responses)

**

*

*

* *
* ok

response | See Section 1.

266

This effectively makes AMC material
previously seen as "soft law" now "hard
law" as deviation from AMC is only
permitted subject to the Competent
Authority approval based on an AltMOC
application.

Currently, Acceptable Means of
Compliance published by the Agency are
legally non-binding on the applicant, and

binding only on the competent authority.

They represent 'a means, but not the
only means' to comply with a regulation.
They act as a convenient mechanism for
organisations to follow, with the effect
that compliance with the regulations is a
given - a convenience for the competent
authority also. They cannot, however,
cover all the possibilities for compliance
for the wide variety of organisational
structures and practices that exist, and
have never been offered as such. Any
means of compliance may be proposed
to a regulation, provided that the
competent authority is satisfied, as
shown by the award of an approval. No
detailed treatment of the specific
deviations from any given AMC is
needed - the competent authority is able
to judge the overall effectiveness of the
organisation's systems. This new
provision has the effect of making AMC
binding - in the absence of a formal
agreement of a deviation, it will be
possible to make a finding of non-
compliance against a non-compliance
with the AMC. This is unacceptable. It is
not the basis on which AMC has been
created to date, and will have the effect
that every future piece of AMC needs to

be scrutinised as if it is rule - it will not be

acceptable to offer the response 'it's
only AMC'. The retrospective nature of
Part 21 also means that every current
piece of AMC will have to be re-
examined, and formal agreement
obtained, for those organisations

comment by: Safran Landing Systems

This section should be deleted,
awaiting a cross-domain review of its
effectiveness and suitability in the
domains in which it already exists,
before any attempt is made to make it
more widely applicable. Other ways of
ensuring level-playing field, while
maintaining flexibility, should be
explored instead. For example,
standardization of the interpretation of
AMCs could be achieved through a
forum for competent authorities to
review means of compliance with EASA
in broad terms (not through the
systematic submission of numerous
alternative means of compliance), A
mechanism for applicants to raise any
concerns with EASA should also be
provided, and it is recommended that
EASA use a mechanism similar to the
JAA Temporary Guidance Leaflets
(suitably balloted) to identify
interpretations and good practice of
general applicability in a timely manner
ahead of using them in future Decisions
and Opinions.
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currently declared by their competent
authority as compliant, as any deviation
from AMC will automatically make these
compliant organisations non-compliant.
It is not sufficient to argue that AMC is
not binding if an alternate AMC can be
formally defined by the regulator - this is
the same as saying that a rule is not
binding, because a new rule can be
created. Industry has lobbied for the
transfer of prescriptive regulation into
AMC precisely because this has the
effect of leaving a more performance-
based rule, and the means of compliance
can be judged on its effectiveness. This
regulation will have one of two effects -
it will either increase the administrative
burden for both applicants and
competent authorities, as compliant
mechanisms have to be defined in detail,
and an assessment of the effect of
deviating from the AMC has to be
proposed and formally agreed, or it will
have the effect of stifling the creation of
compliant mechanisms due to the
reluctance of organisations and
competent authorities to engage in
detailed discussion of the precise intent
of a particular AMC, including what risks
it was originally intended to address (and
in reality, most AMC is defined around a
particular rulemaking group's preferred
way of organising compliance, and does
not contain an explanation of what risks
the choice of mechanism in the AMC is
addressing). The risks will have to be
presumed, or guessed. Both of these
outcomes result in an increased burden
in showing compliance with prescriptive
mechanisms. It is ironic that this rule is
being offered as part of an NPA
delivering SMS, as SMS is meant to

be performance-based, and moving
away from compliance-only oversight,
and this requirement is moving in exactly
the opposite direction.

response | See Section 1.

**

*

*

* *
* ok
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comment | 484 comment by: Safran HE
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This effectively makes AMC material previously seen as "soft law" now "hard law" as
deviation from AMC is only permitted subject to the Competent Authority approval
based on an AltMOC application.
Currently, Acceptable Means of Compliance published by the Agency are legally non-
binding on the applicant, and binding only on the competent authority. They
represent 'a means, but not the only means' to comply with a regulation. They act as
a convenient mechanism for organisations to follow, with the effect that compliance
with the regulations is a given - a convenience for the competent authority also. They
cannot, however, cover all the possibilities for compliance for the wide variety of
organisational structures and practices that exist, and have never been offered as
such. Any means of compliance may be proposed to a regulation, provided that the
competent authority is satisfied, as shown by the award of an approval. No detailed
treatment of the specific deviations from any given AMC is needed - the competent
authority is able to judge the overall effectiveness of the organisation's systems. This
new provision has the effect of making AMC binding - in the absence of a formal
agreement of a deviation, it will be possible to make a finding of non-compliance
against a non-compliance with the AMC. This is unacceptable. It is not the basis on
which AMC has been created to date, and will have the effect that every future piece
of AMC needs to be scrutinised as if it is rule - it will not be acceptable to offer the
response 'it's only AMC'. The retrospective nature of Part 21 also means that every
current piece of AMC will have to be re-examined, and formal agreement obtained,
for those organisations currently declared by their competent authority as
compliant, as any deviation from AMC will automatically make these compliant
organisations non-compliant. It is not sufficient to argue that AMC is not binding if
an alternate AMC can be formally defined by the regulator - this is the same as saying
that a rule is not binding, because a new rule can be created. Industry has lobbied
for the transfer of prescriptive regulation into AMC precisely because this has the
effect of leaving a more performance-based rule, and the means of compliance can
be judged on its effectiveness. This regulation will have one of two effects - it will
either increase the administrative burden for both applicants and competent
authorities, as compliant mechanisms have to be defined in detail, and an
assessment of the effect of deviating from the AMC has to be proposed and formally
agreed, or it will have the effect of stifling the creation of compliant mechanisms due
to the reluctance of organisations and competent authorities to engage in detailed
discussion of the precise intent of a particular AMC, including what risks it was
originally intended to address (and in reality, most AMC is defined around a particular
rulemaking group's preferred way of organising compliance, and does not contain an
explanation of what risks the choice of mechanism in the AMC is addressing). The
risks will have to be presumed, or guessed. Both of these outcomes result in an
increased burden in showing compliance with prescriptive mechanisms. It is ironic
that this rule is being offered as part of an NPA delivering SMS, as SMS is meant to
be performance-based, and moving away from compliance-only oversight, and this
requirement is moving in exactly the opposite direction.

Suggested resolution:

This section should be deleted, awaiting a cross-domain review of its effectiveness
and suitability in the domains in which it already exists, before any attempt is made
to make it more widely applicable. Other ways of ensuring level-playing field, while
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response

comment

* *
* ok

An agency of the European Union

maintaining flexibility, should be explored instead. For example, standardization of
the interpretation of AMCs could be achieved through a forum for competent
authorities to review means of compliance with EASA in broad terms (not through
the systematic submission of numerous alternative means of compliance), A
mechanism for applicants to raise any concerns with EASA should also be provided,
and it is recommended that EASA use a mechanism similar to the JAA Temporary
Guidance Leaflets (suitably balloted) to identify interpretations and good practice of
general applicability in a timely manner ahead of using them in future Decisions and
Opinions.

See Section 1.

878 comment by: SAFRAN AEROSYSTEMS

21.A.124A

This effectively makes AMC material previously seen as "soft law" now "hard law" as
deviation from AMC is only permitted subject to the Competent Authority approval
based on an AltMOC application.

Currently, Acceptable Means of Compliance published by the Agency are legally non-
binding on the applicant, and binding only on the competent authority. They
represent 'a means, but not the only means' to comply with a regulation. They act as
a convenient mechanism for organisations to follow, with the effect that compliance
with the regulations is a given - a convenience for the competent authority also. They
cannot, however, cover all the possibilities for compliance for the wide variety of
organisational structures and practices that exist, and have never been offered as
such. Any means of compliance may be proposed to a regulation, provided that the
competent authority is satisfied, as shown by the award of an approval. No detailed
treatment of the specific deviations from any given AMC is needed - the competent
authority is able to judge the overall effectiveness of the organisation's systems. This
new provision has the effect of making AMC binding - in the absence of a formal
agreement of a deviation, it will be possible to make a finding of non-compliance
against a non-compliance with the AMC. This is unacceptable. It is not the basis on
which AMC has been created to date, and will have the effect that every future piece
of AMC needs to be scrutinised as if it is rule - it will not be acceptable to offer the
response 'it's only AMC'. The retrospective nature of Part 21 also means that every
current piece of AMC will have to be re-examined, and formal agreement obtained,
for those organisations currently declared by their competent authority as
compliant, as any deviation from AMC will automatically make these compliant
organisations non-compliant. It is not sufficient to argue that AMC is not binding if
an alternate AMC can be formally defined by the regulator - this is the same as saying
that a rule is not binding, because a new rule can be created. Industry has lobbied
for the transfer of prescriptive regulation into AMC precisely because this has the
effect of leaving a more performance-based rule, and the means of compliance can
be judged on its effectiveness. This regulation will have one of two effects - it will
either increase the administrative burden for both applicants and competent
authorities, as compliant mechanisms have to be defined in detail, and an
assessment of the effect of deviating from the AMC has to be proposed and formally
agreed, or it will have the effect of stifling the creation of compliant mechanisms due
to the reluctance of organisations and competent authorities to engage in detailed
discussion of the precise intent of a particular AMC, including what risks it was
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originally intended to address (and in reality, most AMC is defined around a particular
rulemaking group's preferred way of organising compliance, and does not contain an
explanation of what risks the choice of mechanism in the AMC is addressing). The
risks will have to be presumed, or guessed. Both of these outcomes result in an
increased burden in showing compliance with prescriptive mechanisms. It is ironic
that this rule is being offered as part of an NPA delivering SMS, as SMS is meant to
be performance-based, and moving away from compliance-only oversight, and this
requirement is moving in exactly the opposite direction.

This section should be deleted, awaiting a cross-domain review of its effectiveness
and suitability in the domains in which it already exists, before any attempt is made
to make it more widely applicable. Other ways of ensuring level-playing field, while
maintaining flexibility, should be explored instead. For example, standardization of
the interpretation of AMCs could be achieved through a forum for competent
authorities to review means of compliance with EASA in broad terms (not through
the systematic submission of numerous alternative means of compliance), A
mechanism for applicants to raise any concerns with EASA should also be provided,
and it is recommended that EASA use a mechanism similar to the JAA Temporary
Guidance Leaflets (suitably balloted) to identify interpretations and good practice of
general applicability in a timely manner ahead of using them in future Decisions and
Opinions.

response | See Section 1.

comment | 996 comment by: ASD

This section should be
deleted, awaiting a cross-
domain review of its
effectiveness and suitability
in the domains in which it
already exists, before any

This effectively makes AMC
material previously seen as
"soft law" now "hard law" as
deviation from AMC is only
permitted subject to the
Competent Authority approval
based on an AltMOC attempt is made to make it
application. more widely applicable.
Currently, Acceptable Means of Other ways of ensuring level-

**

*

*

* *
* ok

21.A.124A 21/272

Compliance published by the
Agency are legally non-binding
on the applicant, and binding
only on the competent
authority. They represent 'a
means, but not the only
means' to comply with a
regulation. They act as a
convenient mechanism for
organisations to follow, with
the effect that compliance with
the regulations is a given - a
convenience for the competent
authority also. They cannot,
however, cover all the

playing field, while
maintaining flexibility, should
be explored instead. For
example, standardization of
the interpretation of AMCs
could be achieved through a
forum for competent
authorities to review means
of compliance with EASA in
broad terms (not through the
systematic submission of
numerous alternative means
of compliance), A mechanism
for applicants to raise any
concerns with EASA should
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possibilities for compliance for
the wide variety of
organisational structures and
practices that exist, and have
never been offered as such.
Any means of compliance may
be proposed to a regulation,
provided that the competent
authority is satisfied, as shown
by the award of an approval.
No detailed treatment of the
specific deviations from any
given AMC is needed - the
competent authority is able to
judge the overall effectiveness
of the organisation's systems.
This new provision has the
effect of making AMC binding -
in the absence of a formal
agreement of a deviation, it
will be possible to make a
finding of non-compliance
against a non-compliance with
the AMC. This is unacceptable.
It is not the basis on which
AMC has been created to date,
and will have the effect that
every future piece of AMC
needs to be scrutinised as if it
is rule - it will not be
acceptable to offer the
response 'it's only AMC'. The
retrospective nature of Part 21
also means that every current
piece of AMC will have to be
re-examined, and formal
agreement obtained, for those
organisations currently
declared by their competent
authority as compliant, as any
deviation from AMC will
automatically make these
compliant organisations non-

compliant. It is not sufficient to

argue that AMC is not binding
if an alternate AMC can be
formally defined by the
regulator - this is the same as
saying that a rule is not
binding, because a new rule

An agency of the European Union

also be provided, and it is
recommended that EASA use
a mechanism similar to the
JAA Temporary Guidance
Leaflets (suitably balloted) to
identify interpretations and
good practice of general
applicability in a timely
manner ahead of using them
in future Decisions and
Opinions.
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can be created. Industry has
lobbied for the transfer of
prescriptive regulation into
AMC precisely because this has
the effect of leaving a more
performance-based rule, and
the means of compliance can
be judged on its effectiveness.
This regulation will have one of
two effects - it will either
increase the administrative
burden for both applicants and
competent authorities, as
compliant mechanisms have to
be defined in detail, and an
assessment of the effect of
deviating from the AMC has to
be proposed and formally
agreed, or it will have the
effect of stifling the creation of
compliant mechanisms due to
the reluctance of organisations
and competent authorities to
engage in detailed discussion
of the precise intent of a
particular AMC, including what
risks it was originally intended
to address (and in reality, most
AMC is defined around a
particular rulemaking group's
preferred way of organising
compliance, and does not
contain an explanation of what
risks the choice of mechanism
in the AMC is addressing). The
risks will have to be presumed,
or guessed. Both of these
outcomes result in an
increased burden in showing
compliance with prescriptive
mechanisms. It is ironic that
this rule is being offered as
part of an NPA delivering SMS,
as SMS is meant to

be performance-based, and
moving away from compliance-
only oversight, and this
requirement is moving in
exactly the opposite direction.

An agency of the European Union
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response | See Section 1.

comment | 1310

Section,
table,
figure

NPA 2019-
05 (B)
21.A.124A

**

*

*

* *
* ok

An agency of the European Union

Page

Page

21

Comment
Summary

This effectively
makes AMC
material
previously seen as
"soft law" now
"hard law" as
deviation from
AMC is only
permitted subject
to the Competent
Authority
approval based on
an AltMOC
application.
Currently,
Acceptable Means
of Compliance
published by the
Agency are legally
non-binding on
the applicant, and
binding only on
the competent
authority. They
represent 'a
means, but not
the only means'
to comply with a
regulation. They
actasa
convenient
mechanism for
organisations to
follow, with the
effect that
compliance with
the regulations is
agiven-a
convenience for

comment by: Rolls-Royce plc

Comment is

Suggested
resolution

an

This section
should be
deleted,
awaiting a cross-
domain review
of its
effectiveness
and suitability in
the domains in
which it already
exists, before
any attempt is
made to make it
more widely
applicable.
Other ways of
ensuring level-
playing field,
while
maintaining
flexibility,
should be
explored
instead. For
example,
standardization
of the
interpretation of
AMCs could be
achieved
through a
forum for
competent
authorities to
review means of
compliance with
EASA in broad
terms (not
through the

No

observation/
suggestion*

Comment is
substantive/
objection**

Yes
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the competent
authority also.
They cannot,
however, cover all
the possibilities
for compliance for
the wide variety
of organisational
structures and
practices that
exist, and have
never been
offered as such.
Any means of
compliance may
be proposed to a
regulation,
provided that the
competent
authority is
satisfied, as
shown by the
award of an
approval. No
detailed
treatment of the
specific deviations
from any given
AMC is needed -
the competent
authority is able
to judge the
overall
effectiveness of
the organisation's
systems. This new
provision has the
effect of making
AMC binding - in
the absence of a
formal agreement
of a deviation, it
will be possible to
make a finding of
non-compliance
against a non-
compliance with
the AMC. This is
unacceptable. It is
not the basis on

systematic
submission of
numerous
alternative
means of
compliance), A
mechanism for
applicants to
raise any
concerns with
EASA should
also be
provided, and it
is recommended
that EASA use a
mechanism
similar to the
JAA Temporary
Guidance
Leaflets
(suitably
balloted) to
identify
interpretations
and good
practice of
general
applicability in a
timely manner
ahead of using
them in future
Decisions and
Opinions.
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*

*
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which AMC has
been created to
date, and will
have the effect
that every future
piece of AMC
needs to be
scrutinised as if it
is rule - it will not
be acceptable to
offer the response
'it's only AMC'.
The retrospective
nature of Part 21
also means that
every current
piece of AMC will
have to be re-
examined, and
formal agreement
obtained, for
those
organisations
currently declared
by their
competent
authority as
compliant, as any
deviation from
AMC will
automatically
make these
compliant
organisations
non-compliant. It
is not sufficient to
argue that AMC is
not binding if an
alternate AMC
can be formally
defined by the
regulator - this is
the same as
saying that a rule
is not binding,
because a new
rule can be
created. Industry
has lobbied for
the transfer of

An agency of the European Union
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prescriptive
regulation into
AMC precisely
because this has
the effect of
leaving a more
performance-
based rule, and
the means of
compliance can
be judged on its
effectiveness. This
regulation will
have one of two
effects - it will
either increase
the administrative
burden for both
applicants and
competent
authorities, as
compliant
mechanisms have
to be defined in
detail, and an
assessment of the
effect of deviating
from the AMC has
to be proposed
and formally
agreed, or it will
have the effect of
stifling the
creation of
compliant
mechanisms due
to the reluctance
of organisations
and competent
authorities to
engage in detailed
discussion of the
precise intent of a
particular AMC,
including what
risks it was
originally
intended to
address (and in
reality, most AMC
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response | See Section 1.

comment | 1469

is defined around
a particular
rulemaking
group's preferred
way of organising
compliance, and
does not contain
an explanation of
what risks the
choice of
mechanism in the
AMC is
addressing). The
risks will have to
be presumed, or
guessed. Both of
these outcomes
resultin an
increased burden
in showing
compliance with
prescriptive
mechanisms. It is
ironic that this
rule is being
offered as part of
an NPA delivering
SMS, as SMS is
meant to

be performance-
based, and
moving away
from compliance-
only oversight,
and this
requirement is
moving in exactly
the opposite
direction.

comment by: Thales

This effectively makes AMC material previously seen as "soft law" now "hard law" as
deviation from AMC is only permitted subject to the Competent Authority approval

based

on an

application.

Currently, Acceptable Means of Compliance represent 'a means, but not the only

* gk
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means' to comply with a regulation. They act as a convenient mechanism for
organisations to follow, with the effect that compliance with the regulations is a
given - a convenience for the competent authority also. They cannot, however, cover
all the possibilities for compliance for the wide variety of organisational structures
and practices that exist, and have never been offered as such. Any means of
compliance may be proposed to a regulation, provided that the competent authority
is satisfied, as shown by the award of an approval. No detailed treatment of the
specific deviations from any given AMC is needed - the competent authority is able
to judge the overall effectiveness of the organisation's systems. This new provision
has the effect of making AMC binding - in the absence of a formal agreement of an
alternative, it will be possible to make a finding of non-compliance against a non-
compliance with the AMC. This is unacceptable. It is not the basis on which AMC has
been created to date, and will have the effect that every future piece of AMC needs
to be scrutinised as if it is rule - it will not be acceptable to offer the response 'it's
only AMC'. The retrospective nature of Part 21 also means that every current piece
of AMC will have to be re-examined, and formal agreement obtained, for those
organisations currently declared by their competent authority as compliant, as any
deviation from AMC will automatically make these compliant organisations non-
compliant. It is not sufficient to argue that AMC is not binding if an alternate AMC
can be formally defined by the regulator - this is the same as saying that a rule is not
binding, because a new rule can be created. Industry has lobbied for the transfer of
prescriptive regulation into AMC precisely because this has the effect of leaving a
more performance-based rule, and the means of compliance can be judged on its
effectiveness. This regulation will have one of two effects - it will either increase the
administrative burden for both applicants and competent authorities, as compliant
mechanisms have to be defined in detail, and an assessment of the effect of deviating
from the AMC has to be proposed and formally agreed, or it will have the effect of
stifling the creation of compliant mechanisms due to the reluctance of organisations
and competent authorities to engage in detailed discussion of the precise intent of a
particular AMC, including what risks it was originally intended to address (and in
reality, most AMC is defined around a particular rulemaking group's preferred way
of organising compliance, and does not contain an explanation of what risks the
choice of mechanism in the AMC is addressing). The risks will have to be presumed,
or guessed. Both of these outcomes result in an increased burden in showing
compliance with prescriptive mechanisms. It is ironic that this rule is being offered
as part of an NPA delivering SMS, as SMS is meant to be performance-based, and
moving away from compliance-only oversight, and this requirement is moving in
exactly the opposite direction.

Suggested resolution: delete 21.A.124A

response | See Section 1.

21.A.125B Findings p. 21-22

comment | 12 comment by: CAA-NL

* *
* ok

An agency of the European Union

21.A.125B(a)(2)
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We suggest to delete the level 3 findings as there is no non-compliance yet and no
immediate action is required. See further comments on level 3 in section B

response | See Section 1.
comment | 18 comment by: CAA-NL
21.A.158, We suggest to use the wording of 145.A.95 which is clear and simple.
(a) After the receipt of a notification of findings according to point 21.B.255, the
organisation shall:
(1) identify the root cause or causes of, and contributing factors to, the non-
compliance;
(2) define a corrective action plan;
(3) demonstrate the implementation of corrective action to the satisfaction of the
competent authority.
(b) The actions referred to in points (a)(1), (a)(2) and (a)(3) shall be performed within
the period agreed with that competent authority as defined in point 21.B.255.
For further suggestion on findings see section B
response | See Section 1.
comment | 691 comment by: UK CAA
Page No: 22;42;61;67/68; 77
Paragraph No: 21.A.125B Findings (2); 21.A.258 Findings (2); 21.B.125 Findings and
corrective actions (3); 21.B.225 Findings and corrective actions (d) and (f)(3);
21.B.433 Findings and corrective actions (d) and (f)(currently incorrectly numbered
(d)(3).
Comment: Level 3 finding still remains in Part 21 although it is only an observation.
It does not feature in Part 145.
Justification: Raising or not raising a level 3 finding should be made uniform across
Part 21 and Part 145.
Proposed Text: We recommend that the corresponding text to level 3 finding
should be deleted.
In addition, please note the paragraph numbered (d) beginning “The competent
authority shall ...” should be renumbered to paragraph (f)
response | See Section 1.
comment | 703 comment by: SAFRAN TRANSMISSION SYSTEMS
. Comment is Comment
Section .
Comment suggested an is
Table Page . . .
Figure summary resolution observation substantive

**

*

*

* *
* gk
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(suggestion) (objection)
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21.A.124A 21/272

This effectively
makes AMC
material
previously seen as
"soft law" now
"hard law" as
deviation from
AMC is only
permitted subject
to the Competent
Authority
approval based
on an AltMOC
application.
Currently,
Acceptable
Means of
Compliance
published by the
Agency are legally
non-binding on
the applicant, and
binding only on
the competent
authority. They
represent 'a
means, but not
the only means'
to comply with a
regulation. They
actasa
convenient
mechanism for
organisations to
follow, with the
effect that
compliance with
the regulations is
agiven-a
convenience for
the competent
authority also.
They cannot,
however, cover all
the possibilities
for compliance for
the wide variety
of organisational
structures and
practices that

This section
should be
deleted,
awaiting a
cross-domain
review of its
effectiveness
and suitability in
the domains in
which it already
exists, before
any attempt is
made to make it
more widely
applicable.
Other ways of
ensuring level-
playing field,
while
maintaining
flexibility,
should be
explored
instead. For
example,
standardization
of the
interpretation
of AMCs could
be achieved
through a
forum for
competent
authorities to
review means of
compliance with
EASA in broad
terms (not
through the
systematic
submission of
numerous
alternative
means of
compliance), A
mechanism for
applicants to
raise any
concerns with
EASA should
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*

*
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exist, and have
never been
offered as such.
Any means of
compliance may
be proposed to a
regulation,
provided that the
competent
authority is
satisfied, as
shown by the
award of an
approval. No
detailed
treatment of the
specific deviations
from any given
AMC is needed -
the competent
authority is able
to judge the
overall
effectiveness of
the organisation's
systems. This new
provision has the
effect of making
AMC binding - in
the absence of a
formal agreement
of a deviation, it
will be possible to
make a finding of
non-compliance
against a non-
compliance with
the AMC. This is
unacceptable. It is
not the basis on
which AMC has
been created to
date, and will
have the effect
that every future
piece of AMC
needs to be
scrutinised as if it
is rule - it will not
be acceptable to

also be
provided, and it
is
recommended
that EASA use a
mechanism
similar to the
JAA Temporary
Guidance
Leaflets
(suitably
balloted) to
identify
interpretations
and good
practice of
general
applicability in a
timely manner
ahead of using
them in future
Decisions and
Opinions.
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offer the

response 'it's only

AMC'. The

retrospective
nature of Part 21
also means that
every current
piece of AMC will
have to be re-
examined, and
formal agreement

obtained, for
those

organisations
currently declared

by their
competent
authority as

compliant, as any
deviation from

AMC will

automatically

make these
compliant

organisations
non-compliant. It
is not sufficient to
argue that AMC is
not binding if an
alternate AMC
can be formally
defined by the
regulator - this is

the same as

saying that a rule
is not binding,
because a new

rule can be

created. Industry
has lobbied for
the transfer of

prescriptive

regulation into
AMC precisely
because this has

the effect of

leaving a more
performance-
based rule, and

the means of
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*

*

* *
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compliance can
be judged on its
effectiveness. This

regulation will

have one of two

effects - it will
either increase

the administrative
burden for both

applicants and
competent
authorities, as
compliant

mechanisms have
to be defined in

detail, and an

assessment of the
effect of deviating
from the AMC has
to be proposed

and formally

agreed, or it will
have the effect of

stifling the
creation of
compliant

mechanisms due
to the reluctance
of organisations
and competent

authorities to

engage in detailed
discussion of the
precise intent of a
particular AMC,

including what
risks it was
originally
intended to

address (and in
reality, most AMC
is defined around

a particular
rulemaking

group's preferred
way of organising
compliance, and

does not contain
an explanation of

what risks the
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*

*

* *
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response | See Section 1.

comment | 1566

choice of
mechanism in the
AMC is
addressing). The
risks will have to
be presumed, or
guessed. Both of
these outcomes
result in an
increased burden
in showing
compliance with
prescriptive
mechanisms. It is
ironic that this
rule is being
offered as part of
an NPA delivering
SMS, as SMS is
meant to

be performance-
based, and
moving away
from compliance-
only oversight,
and this
requirement is
moving in exactly
the opposite
direction.

comment by: MARPA

21.A.125B, among many other sections, eliminates the descriptions of level 1, level
2, and level 3 findings, which have been relocated to the correlative provisions of
Section B. Although the text references, e.g., 21.B.125, it may be useful and clarifying
to clearly state that the degrees of findings are described in the relevant Section B

provision.

response | See Section 1.

21.A.125C Duration and continued validity

p. 22

* *

* *
* ok

An agency of the European Union
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comment |13 comment by: CAA-NL
21.A.125C(a)(5)
We are of the opinion that ‘suspension’ needs to be included here as it is mentioned
as an option in the NBR, to be included in the implementing rules.
(54.) the letter of agreement has been suspended, or surrendered,revoked under
point 23-B-345, 21.B.65, surrendered or has expired.

response | See Section 1.

comment | 122 comment by: FAA
Page: 22 Para: 21.A.125C(a)(2)
Referenced Text: "the competent authority is preventd by the holder or any of its
partners or subcontractors from performing the investigations in accordnaces with
point 21.A.9;"
Comment: Although this language seems to alleviate the concern with right of access
during an investigation of a holder of a certificate, the definition of "competent
authority" remains confounding since EASA has no jurisdictional authority or
standing over entities with POAs in non-EU countries
Proposed Resolutions: Define scope of "competent authority" for jurisdictional issues
concerning non-EU third country POAs

response | See Section 1.

21.A.129 Obligations of the manufacturer p. 24-25

comment | 14 comment by: CAA-NL
21.A.129(e)
For clarity we suggest to include ‘section A’ in this point:
(e) comply with Subpart A of Section A of this Annex.

response | See Section 1.

comment |47 comment by: Duane Kritzinger
Delete "of" in the folowing sentence: "Each organisation producing of a product,
part or appliance being manufactured under this Subpart shall".
Note the new BR does not distinguish between "parts" and "appliances".

response | See Section 1.

comment | 72 comment by: General Aviation Manufacturers Association
Replace “Each organisation producing manufacturer of a product, part or appliance
being manufactured under this Subpart shall:” with “Each organisation producing
manufacturerof a product, part or appliance beirgmanufactured under this Subpart
shall:”.
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response

comment

response

comment

response

comment

response

comment

**

*

*
*
* *
* gk

An agency of the European Union

See Section 1.

183 comment by: Safran Engineering Services
21.A.129

The word "of" should be removed.
The wording "being manufactured" should be removed.

Wording should be changed as follows:

"Each organisation producing menufacturer-of a product, part or appliance being
manufactured under this Subpart shall:..."

See Section 1.

267 comment by: Safran Landing Systems

The word "of" should be
removed.

The wording "being
manufactured" should be
removed.

Wording should be changed as follows:

"Each organisation producing menufacturer of a

product, part or appliance-being-ranufactured
under this Subpart shall:..."

See Section 1.

485 comment by: Safran HE

The word "of" should be removed.
The wording "being manufactured" should be removed.

Suggested resolution:

Wording should be changed as follows:
"Each organisation producing manufacturer—of a product, part or appliance being
manufactured under this Subpart shall:..."

See Section 1.

704 comment by: SAFRAN TRANSMISSION SYSTEMS
. Commentis Comment
Section .
Comment suggested an is
Table Page . . .
. summary resolution observation substantive
Figure . —
(suggestion) (objection)
The word Wording should
"manufacturer be changed as
21.A.129 24/272 of" should be follows: X
removed. "Each
The wording organisation
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"being producing

manufactured" manufacturer of a

should be product, part or

removed. appliance-being
manufactured
under this Subpart
shall...."

response | See Section 1.
comment | 880 comment by: SAFRAN AEROSYSTEMS

The word "of" should be removed.
The wording "being manufactured" should be removed.

Wording should be changed as follows:
"Each organisation producing manufacturer—ef-a product, part or appliance being
manufactured-under this Subpart shall:..."

response | See Section 1.

comment | 997 comment by: ASD

The word "of" should Wording should be changed as

follows:
be removed. "Each organisation producin
21.A.129 24/272 The wording "being g of ioduct gart o
n ‘” E”EHEIEGE“Ei 4
manufactured" should . . P p
appliance-being-meantfactured under
be removed.

this Subpart shall...."

response | See Section 1.

comment | 1315 comment by: Rolls-Royce plc

Comment is

Section, Comment is
Comment Suggested an .
table, Page . . substantive/
. Summary resolution observation/ " 0
figure ., Objection
suggestion
Editorial Wording should
NPA 2019- ) 8
Page correction: be changed as
05 (B) " en Yes No
21.A.129 24  The word "of" follows:
o should be "Each
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removed. organisation
The wording producing
"being manufacturer of
manufactured" a product, part
should be or appliance
removed. being
manufactured

under this
Subpart shall:..."

response | See Section 1.

comment

response

1567 comment by: MARPA

21.A.129 revised introductory paragraph is amended to read "Each organisation
producing of [sic] a product, part or applieance being manufacturered under this
Subpart shal...." The type should be corrected, or in the alternative the word
"manufacturer" should be retained. It is unclear what safety benefit or interpretive
benefit is gained by changing "manufacturer” to "organisation producing."

See Section 1.

21.A.134A Alternative means of compliance p. 25

comment

* *
* ok

An agency of the European Union

71 comment by: General Aviation Manufacturers Association

Alt MoC is too complex and an administrative burden. This effectively makes AMC
material previously seen as "soft law" now "hard law" as deviation from AMC is only
permitted subject to the Competent Authority approval based on an AltMOC
application.

Currently, Acceptable Means of Compliance (AMC) published by the Agency are
legally non-binding on the Applicant, and binding only on the Competent Authority.
They represent 'a means, but not the only means' to comply with a regulation; they
act as a convenient mechanism for organisations to follow, with the effect that
compliance with the regulations is a given and convenience for the CA too. They
cannot, however, cover all the possibilities for compliance for the wide variety of
organisational structures and practices that exist, and have never been offered as
such. Any AMC may be proposed to a regulation, provided that the CA satisfied. No
detailed treatment of the specific deviations from any given AMC is needed - the CA
is able to judge the overall effectiveness of the organisation's systems. This new
provision has the effect of making AMC binding - in the absence of a formal
agreement of a deviation, it will be possible to make a finding of non-compliance
against a non-compliance with the AMC. This is unacceptable position.

It is not the basis on which AMC has been created to date, and will have the effect
that every future piece of AMC needs to be scrutinised as if it is rule - it will not be
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response

comment

* *
* ok

An agency of the European Union

acceptable to offer the response 'it's only AMC'. The retrospective nature of Part 21
also means that every current piece of AMC will have to be re-examined, and formal
agreement obtained, for those organisations currently declared by their CA as
compliant, as any deviation from AMC will automatically make these compliant
organisations non-compliant. It is not sufficient to argue that AMC is not binding if
an alternate AMC can be formally defined by the Regulator - this is the same as saying
that a rule is not binding, because a new rule can be created.

Industry has lobbied for the transfer of prescriptive regulation into AMC precisely
because this has the effect of leaving a more performance-based rule, and the means
of compliance can be judged on its effectiveness. This regulation will have one of two
effects - it will either increase the administrative burden for both applicants and
competent authorities, as compliant mechanisms have to be defined in detail, and
an assessment of the effect of deviating from the AMC has to be proposed and
formally agreed, or it will have the effect of stifling the creation of compliant
mechanisms due to the reluctance of organisations and competent authorities to
engage in detailed discussion of the precise intent of a particular AMC, including
what risks it was originally intended to address (and in reality, most AMC is defined
around a particular rulemaking group's preferred way of organising compliance, and
does not contain an explanation of what risks the choice of mechanism in the AMC
is addressing). The risks will have to be presumed, or guessed. Both of these
outcomes result in an increased burden in showing compliance with prescriptive
mechanisms. It is ironic that this rule is being offered as part of an NPA delivering
SMS, as SMS is meant to be performance-based, and moving away from compliance-
only oversight, and this requirement is moving in exactly the opposite direction.

See Section 1.

184 comment by: Safran Engineering Services

21.A.134A

This effectively makes AMC material previously seen as "soft law" now "hard law" as
deviation from AMC is only permitted subject to the Competent Authority approval
based on an AltMOC application.
Currently, Acceptable Means of Compliance published by the Agency are legally non-
binding on the applicant, and binding only on the competent authority. They
represent 'a means, but not the only means' to comply with a regulation. They act as
a convenient mechanism for organisations to follow, with the effect that compliance
with the regulations is a given - a convenience for the competent authority also. They
cannot, however, cover all the possibilities for compliance for the wide variety of
organisational structures and practices that exist, and have never been offered as
such. Any means of compliance may be proposed to a regulation, provided that the
competent authority is satisfied, as shown by the award of an approval. No detailed
treatment of the specific deviations from any given AMC is needed - the competent
authority is able to judge the overall effectiveness of the organisation's systems. This
new provision has the effect of making AMC binding - in the absence of a formal
agreement of a deviation, it will be possible to make a finding of non-compliance
against a non-compliance with the AMC. This is unacceptable. It is not the basis on
which AMC has been created to date, and will have the effect that every future piece
of AMC needs to be scrutinised as if it is rule - it will not be acceptable to offer the
response 'it's only AMC'. The retrospective nature of Part 21 also means that every
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current piece of AMC will have to be re-examined, and formal agreement obtained,
for those organisations currently declared by their competent authority as
compliant, as any deviation from AMC will automatically make these compliant
organisations non-compliant. It is not sufficient to argue that AMC is not binding if
an alternate AMC can be formally defined by the regulator - this is the same as saying
that a rule is not binding, because a new rule can be created. Industry has lobbied
for the transfer of prescriptive regulation into AMC precisely because this has the
effect of leaving a more performance-based rule, and the means of compliance can
be judged on its effectiveness. This regulation will have one of two effects - it will
either increase the administrative burden for both applicants and competent
authorities, as compliant mechanisms have to be defined in detail, and an
assessment of the effect of deviating from the AMC has to be proposed and formally
agreed, or it will have the effect of stifling the creation of compliant mechanisms due
to the reluctance of organisations and competent authorities to engage in detailed
discussion of the precise intent of a particular AMC, including what risks it was
originally intended to address (and in reality, most AMC is defined around a particular
rulemaking group's preferred way of organising compliance, and does not contain an
explanation of what risks the choice of mechanism in the AMC is addressing). The
risks will have to be presumed, or guessed. Both of these outcomes result in an
increased burden in showing compliance with prescriptive mechanisms. It is ironic
that this rule is being offered as part of an NPA delivering SMS, as SMS is meant to
be performance-based, and moving away from compliance-only oversight, and this
requirement is moving in exactly the opposite direction.

This section should be deleted, awaiting a cross-domain review of its effectiveness
and suitability in the domains in which it already exists, before any attempt is made
to make it more widely applicable. Other ways of ensuring level-playing field, while
maintaining flexibility, should be explored instead. For example, standardization of
the interpretation of AMCs could be achieved through a forum for competent
authorities to review means of compliance with EASA in broad terms (not through
the systematic submission of numerous alternative means of compliance), A
mechanism for applicants to raise any concerns with EASA should also be provided,
and it is recommended that EASA use a mechanism similar to the JAA Temporary
Guidance Leaflets (suitably balloted) to identify interpretations and good practice of
general applicability in a timely manner ahead of using them in future Decisions and
Opinions.

response | See Section 1.

comment | 268 comment by: Safran Landing Systems
This effectively makes AMC material This section should be deleted,
previously seen as "soft law" now "hard awaiting a cross-domain review of its
law" as deviation from AMC is only effectiveness and suitability in the
permitted subject to the Competent domains in which it already exists,
Authority approval based on an AItMOC before any attempt is made to make it
application. more widely applicable. Other ways of
Currently, Acceptable Means of ensuring level-playing field, while

* *
* ok

An agency of the European Union

Compliance published by the Agency are maintaining flexibility, should be
legally non-binding on the applicant, and explored instead. For example,
binding only on the competent authority. standardization of the interpretation of
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They represent 'a means, but not the
only means' to comply with a regulation.
They act as a convenient mechanism for
organisations to follow, with the effect
that compliance with the regulations is a
given - a convenience for the competent
authority also. They cannot, however,
cover all the possibilities for compliance
for the wide variety of organisational
structures and practices that exist, and
have never been offered as such. Any
means of compliance may be proposed
to a regulation, provided that the
competent authority is satisfied, as
shown by the award of an approval. No
detailed treatment of the specific
deviations from any given AMC is
needed - the competent authority is able
to judge the overall effectiveness of the
organisation's systems. This new
provision has the effect of making AMC
binding - in the absence of a formal
agreement of a deviation, it will be
possible to make a finding of non-
compliance against a non-compliance
with the AMC. This is unacceptable. It is
not the basis on which AMC has been
created to date, and will have the effect
that every future piece of AMC needs to

be scrutinised as if it is rule - it will not be

acceptable to offer the response 'it's
only AMC'. The retrospective nature of
Part 21 also means that every current
piece of AMC will have to be re-
examined, and formal agreement
obtained, for those organisations
currently declared by their competent
authority as compliant, as any deviation
from AMC will automatically make these
compliant organisations non-compliant.
It is not sufficient to argue that AMCiis
not binding if an alternate AMC can be
formally defined by the regulator - this is
the same as saying that a rule is not
binding, because a new rule can be
created. Industry has lobbied for the
transfer of prescriptive regulation into
AMC precisely because this has the
effect of leaving a more performance-
based rule, and the means of compliance

**

*

*

* *
* ok

An agency of the European Union

AMCs could be achieved through a
forum for competent authorities to
review means of compliance with EASA
in broad terms (not through the
systematic submission of numerous
alternative means of compliance), A
mechanism for applicants to raise any
concerns with EASA should also be
provided, and it is recommended that
EASA use a mechanism similar to the
JAA Temporary Guidance Leaflets
(suitably balloted) to identify
interpretations and good practice of
general applicability in a timely manner
ahead of using them in future Decisions
and Opinions.
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can be judged on its effectiveness. This
regulation will have one of two effects -
it will either increase the administrative
burden for both applicants and
competent authorities, as compliant
mechanisms have to be defined in detail,
and an assessment of the effect of
deviating from the AMC has to be
proposed and formally agreed, or it will
have the effect of stifling the creation of
compliant mechanisms due to the
reluctance of organisations and
competent authorities to engage in
detailed discussion of the precise intent
of a particular AMC, including what risks
it was originally intended to address (and
in reality, most AMC is defined around a
particular rulemaking group's preferred
way of organising compliance, and does
not contain an explanation of what risks
the choice of mechanism in the AMC is
addressing). The risks will have to be
presumed, or guessed. Both of these
outcomes result in an increased burden
in showing compliance with prescriptive
mechanisms. It is ironic that this rule is
being offered as part of an NPA
delivering SMS, as SMS is meant to

be performance-based, and moving
away from compliance-only oversight,
and this requirement is moving in exactly
the opposite direction.

response | See Section 1.

comment | 493 comment by: Safran HE

* *
* gk

An agency of the European Union

This effectively makes AMC material previously seen as "soft law" now "hard law" as
deviation from AMC is only permitted subject to the Competent Authority approval
based on an AltMOC application.
Currently, Acceptable Means of Compliance published by the Agency are legally non-
binding on the applicant, and binding only on the competent authority. They
represent 'a means, but not the only means' to comply with a regulation. They act as
a convenient mechanism for organisations to follow, with the effect that compliance
with the regulations is a given - a convenience for the competent authority also. They
cannot, however, cover all the possibilities for compliance for the wide variety of
organisational structures and practices that exist, and have never been offered as
such. Any means of compliance may be proposed to a regulation, provided that the
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competent authority is satisfied, as shown by the award of an approval. No detailed
treatment of the specific deviations from any given AMC is needed - the competent
authority is able to judge the overall effectiveness of the organisation's systems. This
new provision has the effect of making AMC binding - in the absence of a formal
agreement of a deviation, it will be possible to make a finding of non-compliance
against a non-compliance with the AMC. This is unacceptable. It is not the basis on
which AMC has been created to date, and will have the effect that every future piece
of AMC needs to be scrutinised as if it is rule - it will not be acceptable to offer the
response 'it's only AMC'. The retrospective nature of Part 21 also means that every
current piece of AMC will have to be re-examined, and formal agreement obtained,
for those organisations currently declared by their competent authority as
compliant, as any deviation from AMC will automatically make these compliant
organisations non-compliant. It is not sufficient to argue that AMC is not binding if
an alternate AMC can be formally defined by the regulator - this is the same as saying
that a rule is not binding, because a new rule can be created. Industry has lobbied
for the transfer of prescriptive regulation into AMC precisely because this has the
effect of leaving a more performance-based rule, and the means of compliance can
be judged on its effectiveness. This regulation will have one of two effects - it will
either increase the administrative burden for both applicants and competent
authorities, as compliant mechanisms have to be defined in detail, and an
assessment of the effect of deviating from the AMC has to be proposed and formally
agreed, or it will have the effect of stifling the creation of compliant mechanisms due
to the reluctance of organisations and competent authorities to engage in detailed
discussion of the precise intent of a particular AMC, including what risks it was
originally intended to address (and in reality, most AMC is defined around a particular
rulemaking group's preferred way of organising compliance, and does not contain an
explanation of what risks the choice of mechanism in the AMC is addressing). The
risks will have to be presumed, or guessed. Both of these outcomes result in an
increased burden in showing compliance with prescriptive mechanisms. It is ironic
that this rule is being offered as part of an NPA delivering SMS, as SMS is meant to
be performance-based, and moving away from compliance-only oversight, and this
requirement is moving in exactly the opposite direction.

Suggested resolution:

This section should be deleted, awaiting a cross-domain review of its effectiveness
and suitability in the domains in which it already exists, before any attempt is made
to make it more widely applicable. Other ways of ensuring level-playing field, while
maintaining flexibility, should be explored instead. For example, standardization of
the interpretation of AMCs could be achieved through a forum for competent
authorities to review means of compliance with EASA in broad terms (not through
the systematic submission of numerous alternative means of compliance), A
mechanism for applicants to raise any concerns with EASA should also be provided,
and it is recommended that EASA use a mechanism similar to the JAA Temporary
Guidance Leaflets (suitably balloted) to identify interpretations and good practice of
general applicability in a timely manner ahead of using them in future Decisions and
Opinions.

response | See Section 1.

* *
* ok

An agency of the European Union
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comment | 705

Section
Table
Figure

Page

21.A.134A 25/272

comment by: SAFRAN TRANSMISSION SYSTEMS

Comment
summary

This effectively
makes AMC
material
previously seen as
"soft law" now
"hard law" as
deviation from
AMC is only
permitted subject
to the Competent
Authority
approval based
on an AltMOC
application.
Currently,
Acceptable
Means of
Compliance
published by the
Agency are legally
non-binding on
the applicant, and
binding only on
the competent
authority. They
represent 'a
means, but not
the only means'
to comply with a
regulation. They
actasa
convenient
mechanism for
organisations to
follow, with the
effect that
compliance with
the regulations is
agiven-a
convenience for
the competent
authority also.
They cannot,

Comment is Comment

suggested an

resolution

is
observation substantive

(suggestion) (objection)

This section
should be
deleted,
awaiting a
cross-domain
review of its
effectiveness
and suitability in
the domains in
which it already
exists, before
any attempt is
made to make it
more widely
applicable.
Other ways of
ensuring level-
playing field,
while
maintaining
flexibility,
should be
explored
instead. For
example,
standardization
of the
interpretation
of AMCs could
be achieved
through a
forum for
competent
authorities to
review means of
compliance with
EASA in broad
terms (not
through the
systematic
submission of
numerous
alternative
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however, cover all
the possibilities
for compliance for
the wide variety
of organisational
structures and
practices that
exist, and have
never been
offered as such.
Any means of
compliance may
be proposed to a
regulation,
provided that the
competent
authority is
satisfied, as
shown by the
award of an
approval. No
detailed
treatment of the
specific deviations
from any given
AMC is needed -
the competent
authority is able
to judge the
overall
effectiveness of
the organisation's
systems. This new
provision has the
effect of making
AMC binding - in
the absence of a
formal agreement
of a deviation, it
will be possible to
make a finding of
non-compliance
against a non-
compliance with
the AMC. This is
unacceptable. It is
not the basis on
which AMC has
been created to
date, and will

means of
compliance), A
mechanism for
applicants to
raise any
concerns with
EASA should
also be
provided, and it
is
recommended
that EASA use a
mechanism
similar to the
JAA Temporary
Guidance
Leaflets
(suitably
balloted) to
identify
interpretations
and good
practice of
general

applicability in a

timely manner
ahead of using
them in future
Decisions and
Opinions.
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have the effect
that every future
piece of AMC
needs to be
scrutinised as if it
is rule - it will not
be acceptable to
offer the
response 'it's only
AMC'. The
retrospective
nature of Part 21
also means that
every current
piece of AMC will
have to be re-
examined, and
formal agreement
obtained, for
those
organisations
currently declared
by their
competent
authority as
compliant, as any
deviation from
AMC will
automatically
make these
compliant
organisations
non-compliant. It
is not sufficient to
argue that AMC is
not binding if an
alternate AMC
can be formally
defined by the
regulator - this is
the same as
saying that a rule
is not binding,
because a new
rule can be
created. Industry
has lobbied for
the transfer of
prescriptive
regulation into
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AMC precisely
because this has
the effect of
leaving a more
performance-
based rule, and
the means of
compliance can
be judged on its
effectiveness. This
regulation will
have one of two
effects - it will
either increase
the administrative
burden for both
applicants and
competent
authorities, as
compliant
mechanisms have
to be defined in
detail, and an
assessment of the
effect of deviating
from the AMC has
to be proposed
and formally
agreed, or it will
have the effect of
stifling the
creation of
compliant
mechanisms due
to the reluctance
of organisations
and competent
authorities to
engage in detailed
discussion of the
precise intent of a
particular AMC,
including what
risks it was
originally
intended to
address (and in
reality, most AMC
is defined around
a particular
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rulemaking
group's preferred
way of organising
compliance, and
does not contain
an explanation of
what risks the
choice of
mechanism in the
AMCiis
addressing). The
risks will have to
be presumed, or
guessed. Both of
these outcomes
resultin an
increased burden
in showing
compliance with
prescriptive
mechanisms. It is
ironic that this
rule is being
offered as part of
an NPA delivering
SMS, as SMS is
meant to

be performance-
based, and
moving away
from compliance-
only oversight,
and this
requirement is
moving in exactly
the opposite
direction.

response | See Section 1.

comment | 879 comment by: SAFRAN AEROSYSTEMS

This effectively makes AMC material previously seen as "soft law" now "hard law" as
deviation from AMC is only permitted subject to the Competent Authority approval
based on an AltMOC application.
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An agency of the European Union

Currently, Acceptable Means of Compliance published by the Agency are legally non-
binding on the applicant, and binding only on the competent authority. They
represent 'a means, but not the only means' to comply with a regulation. They act as
a convenient mechanism for organisations to follow, with the effect that compliance
with the regulations is a given - a convenience for the competent authority also. They
cannot, however, cover all the possibilities for compliance for the wide variety of
organisational structures and practices that exist, and have never been offered as
such. Any means of compliance may be proposed to a regulation, provided that the
competent authority is satisfied, as shown by the award of an approval. No detailed
treatment of the specific deviations from any given AMC is needed - the competent
authority is able to judge the overall effectiveness of the organisation's systems. This
new provision has the effect of making AMC binding - in the absence of a formal
agreement of a deviation, it will be possible to make a finding of non-compliance
against a non-compliance with the AMC. This is unacceptable. It is not the basis on
which AMC has been created to date, and will have the effect that every future piece
of AMC needs to be scrutinised as if it is rule - it will not be acceptable to offer the
response 'it's only AMC'. The retrospective nature of Part 21 also means that every
current piece of AMC will have to be re-examined, and formal agreement obtained,
for those organisations currently declared by their competent authority as
compliant, as any deviation from AMC will automatically make these compliant
organisations non-compliant. It is not sufficient to argue that AMC is not binding if
an alternate AMC can be formally defined by the regulator - this is the same as saying
that a rule is not binding, because a new rule can be created. Industry has lobbied
for the transfer of prescriptive regulation into AMC precisely because this has the
effect of leaving a more performance-based rule, and the means of compliance can
be judged on its effectiveness. This regulation will have one of two effects - it will
either increase the administrative burden for both applicants and competent
authorities, as compliant mechanisms have to be defined in detail, and an
assessment of the effect of deviating from the AMC has to be proposed and formally
agreed, or it will have the effect of stifling the creation of compliant mechanisms due
to the reluctance of organisations and competent authorities to engage in detailed
discussion of the precise intent of a particular AMC, including what risks it was
originally intended to address (and in reality, most AMC is defined around a particular
rulemaking group's preferred way of organising compliance, and does not contain an
explanation of what risks the choice of mechanism in the AMC is addressing). The
risks will have to be presumed, or guessed. Both of these outcomes result in an
increased burden in showing compliance with prescriptive mechanisms. It is ironic
that this rule is being offered as part of an NPA delivering SMS, as SMS is meant to
be performance-based, and moving away from compliance-only oversight, and this
requirement is moving in exactly the opposite direction.

This section should be deleted, awaiting a cross-domain review of its effectiveness
and suitability in the domains in which it already exists, before any attempt is made
to make it more widely applicable. Other ways of ensuring level-playing field, while
maintaining flexibility, should be explored instead. For example, standardization of
the interpretation of AMCs could be achieved through a forum for competent
authorities to review means of compliance with EASA in broad terms (not through
the systematic submission of numerous alternative means of compliance), A
mechanism for applicants to raise any concerns with EASA should also be provided,
and it is recommended that EASA use a mechanism similar to the JAA Temporary
Guidance Leaflets (suitably balloted) to identify interpretations and good practice of
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general applicability in a timely manner ahead of using them in future Decisions and

Opinions.

response | See Section 1.

comment | 998

* *

* *
* ok

An agency of the European Union

21.A.134A 25/272

This effectively makes AMC
material previously seen as
"soft law" now "hard law" as
deviation from AMC is only
permitted subject to the
Competent Authority approval
based on an AltMOC
application.

Currently, Acceptable Means of

Compliance published by the
Agency are legally non-binding
on the applicant, and binding
only on the competent
authority. They represent 'a
means, but not the only
means' to comply with a
regulation. They act as a
convenient mechanism for
organisations to follow, with

the effect that compliance with

the regulations is a given - a

convenience for the competent

authority also. They cannot,
however, cover all the
possibilities for compliance for
the wide variety of
organisational structures and
practices that exist, and have
never been offered as such.
Any means of compliance may
be proposed to a regulation,
provided that the competent
authority is satisfied, as shown
by the award of an approval.
No detailed treatment of the
specific deviations from any
given AMC is needed - the
competent authority is able to
judge the overall effectiveness
of the organisation's systems.
This new provision has the
effect of making AMC binding -
in the absence of a formal

comment by: ASD

This section should be
deleted, awaiting a cross-
domain review of its
effectiveness and suitability
in the domains in which it
already exists, before any
attempt is made to make it
more widely applicable.
Other ways of ensuring level-
playing field, while
maintaining flexibility, should
be explored instead. For
example, standardization of
the interpretation of AMCs
could be achieved through a
forum for competent
authorities to review means
of compliance with EASA in
broad terms (not through the
systematic submission of
numerous alternative means
of compliance), A mechanism
for applicants to raise any
concerns with EASA should
also be provided, and it is
recommended that EASA use
a mechanism similar to the
JAA Temporary Guidance
Leaflets (suitably balloted) to
identify interpretations and
good practice of general
applicability in a timely
manner ahead of using them
in future Decisions and
Opinions.

Rath TE.RPR0O.00064-006 © European Union Aviation Safety Agency. All rights reserved. ISO 9001 certified.
Proprietary document. Copies are not controlled. Confirm revision status through the EASA intranet/internet.

Page 177 of 1387



European Union Aviation Safety Agency

CRD to NPA 2019-05
6.2. Appendix Il — Comments related to NPA 2019-05 (B) (Part 21)

(comments without responses)

**

*

*

* *
* ok

agreement of a deviation, it
will be possible to make a
finding of non-compliance
against a non-compliance with
the AMC. This is unacceptable.
It is not the basis on which
AMC has been created to date,
and will have the effect that
every future piece of AMC
needs to be scrutinised as if it
is rule - it will not be
acceptable to offer the
response 'it's only AMC'. The
retrospective nature of Part 21
also means that every current
piece of AMC will have to be
re-examined, and formal
agreement obtained, for those
organisations currently
declared by their competent
authority as compliant, as any
deviation from AMC will
automatically make these
compliant organisations non-
compliant. It is not sufficient to
argue that AMC is not binding
if an alternate AMC can be
formally defined by the
regulator - this is the same as
saying that a rule is not
binding, because a new rule
can be created. Industry has
lobbied for the transfer of
prescriptive regulation into
AMC precisely because this has
the effect of leaving a more
performance-based rule, and
the means of compliance can
be judged on its effectiveness.
This regulation will have one of
two effects - it will either
increase the administrative
burden for both applicants and
competent authorities, as
compliant mechanisms have to
be defined in detail, and an
assessment of the effect of
deviating from the AMC has to
be proposed and formally
agreed, or it will have the

An agency of the European Union
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effect of stifling the creation of
compliant mechanisms due to
the reluctance of organisations
and competent authorities to
engage in detailed discussion
of the precise intent of a
particular AMC, including what
risks it was originally intended
to address (and in reality, most
AMC is defined around a
particular rulemaking group's
preferred way of organising
compliance, and does not
contain an explanation of what
risks the choice of mechanism
in the AMC is addressing). The
risks will have to be presumed,
or guessed. Both of these
outcomes result in an
increased burden in showing
compliance with prescriptive
mechanisms. It is ironic that
this rule is being offered as
part of an NPA delivering SMS,
as SMS is meant to

be performance-based, and
moving away from compliance-
only oversight, and this
requirement is moving in
exactly the opposite direction.

response | See Section 1.

comment | 1312 comment by: Safran Aero Boosters

This effectively makes AMC material previously seen as "soft law" now "hard law" as
deviation from AMC is only permitted subject to the Competent Authority approval
based on an AltMOC application.

Currently, Acceptable Means of Compliance published by the Agency are legally non-
binding on the applicant, and binding only on the competent authority. They
represent 'a means, but not the only means' to comply with a regulation. They act as
a convenient mechanism for organisations to follow, with the effect that compliance
with the regulations is a given - a convenience for the competent authority also. They
cannot, however, cover all the possibilities for compliance for the wide variety of
organisational structures and practices that exist, and have never been offered as
such. Any means of compliance may be proposed to a regulation, provided that the
competent authority is satisfied, as shown by the award of an approval. No detailed
treatment of the specific deviations from any given AMC is needed - the competent
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authority is able to judge the overall effectiveness of the organisation's systems. This
new provision has the effect of making AMC binding - in the absence of a formal
agreement of a deviation, it will be possible to make a finding of non-compliance
against a non-compliance with the AMC. This is unacceptable. It is not the basis on
which AMC has been created to date, and will have the effect that every future piece
of AMC needs to be scrutinised as if it is rule - it will not be acceptable to offer the
response 'it's only AMC'. The retrospective nature of Part 21 also means that every
current piece of AMC will have to be re-examined, and formal agreement obtained,
for those organisations currently declared by their competent authority as
compliant, as any deviation from AMC will automatically make these compliant
organisations non-compliant. It is not sufficient to argue that AMC is not binding if
an alternate AMC can be formally defined by the regulator - this is the same as saying
that a rule is not binding, because a new rule can be created. Industry has lobbied
for the transfer of prescriptive regulation into AMC precisely because this has the
effect of leaving a more performance-based rule, and the means of compliance can
be judged on its effectiveness. This regulation will have one of two effects - it will
either increase the administrative burden for both applicants and competent
authorities, as compliant mechanisms have to be defined in detail, and an
assessment of the effect of deviating from the AMC has to be proposed and formally
agreed, or it will have the effect of stifling the creation of compliant mechanisms due
to the reluctance of organisations and competent authorities to engage in detailed
discussion of the precise intent of a particular AMC, including what risks it was
originally intended to address (and in reality, most AMC is defined around a particular
rulemaking group's preferred way of organising compliance, and does not contain an
explanation of what risks the choice of mechanism in the AMC is addressing). The
risks will have to be presumed, or guessed. Both of these outcomes result in an
increased burden in showing compliance with prescriptive mechanisms. It is ironic
that this rule is being offered as part of an NPA delivering SMS, as SMS is meant to
be performance-based, and moving away from compliance-only oversight, and this
requirement is moving in exactly the opposite direction.

This section should be deleted, awaiting a cross-domain review of its effectiveness
and suitability in the domains in which it already exists, before any attempt is made
to make it more widely applicable. Other ways of ensuring level-playing field, while
maintaining flexibility, should be explored instead. For example, standardization of
the interpretation of AMCs could be achieved through a forum for competent
authorities to review means of compliance with EASA in broad terms (not through
the systematic submission of numerous alternative means of compliance), A
mechanism for applicants to raise any concerns with EASA should also be provided,
and it is recommended that EASA use a mechanism similar to the JAA Temporary
Guidance Leaflets (suitably balloted) to identify interpretations and good practice of
general applicability in a timely manner ahead of using them in future Decisions and
Opinions.

response | See Section 1.

comment | 1314 comment by: Rolls-Royce plc

* *
* ok

An agency of the European Union
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comment

**

*

*
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Section,

table, figure

NPA 2019-
05 (B),
21.A.134A

25

See Section 1.

1316

Section,
table,
figure

NPA 2019-
05 (B)
21.A.134A

Page

Page

25

Comment
Summary

Correctness of

previously seen as
"soft law" now
"hard law" as
deviation from
AMC is only
permitted subject
to the Competent
Authority
approval based on
an AltMOC
application.
Currently,
Acceptable Means
of Compliance
published by the
Agency are legally
non-binding on
the applicant, and
binding only on
the competent
authority. They
represent 'a
means, but not
the only means'
to comply with a
regulation. They
actasa
convenient

Suggested
resolution

Comment isan Comment is

observation/
suggestion*

substantive/
objection**

No

comment by: Rolls-Royce plc

Comment is

suggestion*

Revi
€ footnote to be evise Yes
footnote.
checked.

Comment Suggested an

Summary resolution

This effectively This section

makes AMC should be

material deleted,

awaiting a cross-
domain review
of its
effectiveness
and suitability in
the domains in
which it already
exists, before
any attempt is
made to make it
more widely
applicable.
Other ways of
ensuring level-
playing field,
while
maintaining
flexibility,
should be
explored
instead. For
example,
standardization
of the
interpretation of
AMCs could be
achieved
through a

No

observation/

Comment is
substantive/
objection**

Yes
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mechanism for
organisations to
follow, with the
effect that
compliance with
the regulations is
agiven-a
convenience for
the competent
authority also.
They cannot,
however, cover all
the possibilities
for compliance for
the wide variety
of organisational
structures and
practices that
exist, and have
never been
offered as such.
Any means of
compliance may
be proposed to a
regulation,
provided that the
competent
authority is
satisfied, as
shown by the
award of an
approval. No
detailed
treatment of the
specific deviations
from any given
AMC is needed -
the competent
authority is able
to judge the
overall
effectiveness of
the organisation's
systems. This new
provision has the
effect of making
AMC binding - in
the absence of a
formal agreement
of a deviation, it

forum for
competent
authorities to
review means of
compliance with
EASA in broad
terms (not
through the
systematic
submission of
numerous
alternative
means of
compliance), A
mechanism for
applicants to
raise any
concerns with
EASA should
also be
provided, and it
is recommended
that EASA use a
mechanism
similar to the
JAA Temporary
Guidance
Leaflets
(suitably
balloted) to
identify
interpretations
and good
practice of
general
applicability in a
timely manner
ahead of using
them in future
Decisions and
Opinions.
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*

*

*
* gk

will be possible to
make a finding of
non-compliance
against a non-
compliance with
the AMC. This is
unacceptable. It is
not the basis on
which AMC has
been created to
date, and will
have the effect
that every future
piece of AMC
needs to be
scrutinised as if it
is rule - it will not
be acceptable to
offer the response
'it's only AMC'.
The retrospective
nature of Part 21
also means that
every current
piece of AMC will
have to be re-
examined, and
formal agreement
obtained, for
those
organisations
currently declared
by their
competent
authority as
compliant, as any
deviation from
AMC will
automatically
make these
compliant
organisations
non-compliant. It
is not sufficient to
argue that AMC is
not binding if an
alternate AMC
can be formally
defined by the
regulator - this is
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the same as

saying that a rule

is not binding,
because a new
rule can be

created. Industry

has lobbied for
the transfer of
prescriptive
regulation into
AMC precisely
because this has
the effect of
leaving a more
performance-
based rule, and
the means of
compliance can
be judged on its

effectiveness. This

regulation will
have one of two
effects - it will
either increase

the administrative

burden for both
applicants and
competent
authorities, as
compliant

mechanisms have

to be defined in
detail, and an

assessment of the
effect of deviating
from the AMC has

to be proposed
and formally
agreed, or it will

have the effect of

stifling the
creation of
compliant
mechanisms due

to the reluctance

of organisations
and competent
authorities to

engage in detailed

discussion of the
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*

*
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precise intent of a
particular AMC,
including what
risks it was
originally
intended to
address (and in
reality, most AMC
is defined around
a particular
rulemaking
group's preferred
way of organising
compliance, and
does not contain
an explanation of
what risks the
choice of
mechanism in the
AMC is
addressing). The
risks will have to
be presumed, or
guessed. Both of
these outcomes
resultin an
increased burden
in showing
compliance with
prescriptive
mechanisms. It is
ironic that this
rule is being
offered as part of
an NPA delivering
SMS, as SMS is
meant to

be performance-
based, and
moving away
from compliance-
only oversight,
and this
requirement is
moving in exactly
the opposite
direction.
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response | See Section 1.

21.A.139 Quality Production management Ssystem p. 25-28

comment

response

comment

response

comment

response

comment

response

comment

* *
* gk

An agency of the European Union

48 comment by: Duane Kritzinger

| would recommend that the "Management System" wording in 21.A.139(a) be
harmonised with ORO.GEN.200 and 145.A.200 (in particular). Will impact
subsequent references to the "Management System" as well as the Management
System in 21.A.239

See Section 1.

73 comment by: General Aviation Manufacturers Association

Section 21.A.139(a): Replace “...a production management system that includes a
safety management system and a quality system with..” with “a production
management system that includes two elements: a safety management system and
a quality management system with...”. Ensure consistency within this Section and the
Design Management System approach.

See Section 1.

74 comment by: General Aviation Manufacturers Association

Section 21.A.139(c)(3)(i): The statement “...all domains of the organization...” is not
appropriate; recommend replacing with ”hazard identification in al-demains-ofthe

erganisation-and its production activities, resulting-from-analysis-of-the-ocecurrences
coHected-according-topoint23-A-3A;” to ensure proactive safety risk management.

The statement would otherwise limit to reactive safety risk management only (e.g.
events that have occurred) and is not consistent with the intent expressed in the
AMC / GM.

See Section 1.

75 comment by: General Aviation Manufacturers Association

Section 21.A.139(c)(3): This statement is unclear — clarification required at to, it’s
intent or retain the original wording.

See Section 1.

76 comment by: General Aviation Manufacturers Association

Section 21.A.139(e): This statement would be better covered in 21.A.143 -
recommend its removal from 21.A.139 and transfer to 21.A.143.
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response

comment

response

comment

response

comment

response

comment
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See Section 1.

77 comment by: General Aviation Manufacturers Association

Section 21.A.139(f): Replace “The production organisation shall include in the
production management system An independent guality—assurance—function to

monitor monitoring of compliance with, and the adequacy of, the production
management system and its documented procedures-efthe—guality—system. This
monitoring shall include a feedback system to the person or group of persons
referred to in point 21.A.145(c)(2) and ultimately to the manager referred to in point
21.A.145(c)(1) to ensure, as necessary, corrective action. Suggest replacing with “the
production organization shall include independent monitoring of compliance with,
the adequacy of, the documented procedures of the production management
system.”.

See Section 1.

78 comment by: General Aviation Manufacturers Association

Section 21.A.139(g): Industry fully support this approach and agree ‘may’ is
appropriate and additional supporting GM is included. It is not appropriate to
become a ‘shall’ or ‘must’.

See Section 1.

185 comment by: Safran Engineering Services

21.A.139(c) (3)(i):

Wording "in all domains of the organisation " is not appropriate.
Not all domains in a production organisation are relevant to safety hazard
identification e.g. finance, accounting, sales, marketing, production activities for non
aeronautical products , military aeronautical products....

Wording should be changed as follows:
"(3) establish, implement and maintain a safety risk management process that
includes:

(i) hazard identification in eH—demeains—ef-the—organisation—and its production
activities, resulting from analysis of the occurrences collected according to point
21.A.3A; and"

See Section 1.

186 comment by: Safran Engineering Services

21.A.139(c)

Referring to following statement :
"(c) As part of the safety management element of the production management
system, the production organisation shall:
(3) establish, implement and maintain a safety risk management process that
includes: (i) hazard identification in all domains of the organisation and its production
activities, resulting from analysis of the occurrences collected according to point
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response

comment

response

comment

response

comment

response

comment
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*
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21.A.3A; and"
is it the intent to limit the SRM process to the analysis of occurences (i.e. an event
has occurred) collected as per 21.A.3A?

See Section 1.

187 comment by: Safran Engineering Services

21.A.139(d)(3)

The wording : "The control procedures need to include specific provisions for any
critical parts in the control procedures for any critical parts." does not provide any
clarity versus the current wording in Part21.

It is suggedted to keep the current wording

See Section 1.

188 comment by: Safran Engineering Services

21.A.139(e)
This requirement is already covered by 21.A.143.
It should be removed.

See Section 1.

189 comment by: Safran Engineering Services

21.A.139(g)
This item is fully supported provided it remains not compulsory, i.e. "may" shall not
become "shall" or "must".

See Section 1.

190 comment by: Safran Engineering Services

21.A.139(g):

"(g) If the organisation holds other organisation certificates that were issued on the
basis of Regulation (EU) 2018/1139 and the delegated and implementing acts
adopted on the basis thereof, the design organisation may integrate the design
management system with the management system that is required for the issuance
of the other certificate(s)."
This is a welcome provision, but it needs to explicitly accomodate approved
organisations that are part of a larger organisation, so that centrally-controlled
(corporate) functions and resources may be used. This precedent is already
established in Part 21.

It is suggest to change as followed :

"(g) If the organisation holds other organisation certificates that were issued on the
basis of Regulation (EU) 2018/1139 and the delegated and implementing acts
adopted on the basis thereof, the design organisation may integrate the design
management system with the management system that is required for the issuance
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of the other certificate(s). This may include the use of central functions when the
approved organisation is part of a larger organisation.

response | See Section 1.

comment | 192 comment by: Safran Engineering Services

21.A.139(f):

The wording : "(f) The production organisation shall include in the production
management system An independent quality assurance function to monitor
monitoring of compliance with, and the adequacy of, the production management
system and its documented procedures of the quality system. This monitoring shall
include a feedback system to the person or group of persons referred to in point
21.A.145(c)(2) and ultimately to the manager referred to in point 21.A.145(c)(1) to
ensure, as necessary, corrective action." is unclear. Requiring independent
monitoring of compliance with a management system makes no sense. Wording
should be improved.

Wording should be changed as follows:

(f) The production organisation shall include in the production management system
An independent guality-assurance—funection—te—meniter monitoring of compliance
with, and the adequacy of the deecumented—procedures—of—the production
management system; and-its-decumented-procedures-ofthegquality-system.

response | See Section 1.

comment | 269 comment by: Safran Landing Systems

wording should be changed
as follows:

"(3) establish, implement
and maintain a safety risk
management process that

Wording "in all domains of the
organisation " is not
appropriate.

Not all domains in a production

organisation are relevant to e
(231).(/;\).139(c) 26/272 safety hazard identification e.g. (i hazarq identification in
. . aH-domains-ofthe
finance, accounting, sales, .. its
organisation-and

marketing, production activities
for non aeronautical products,
military aeronautical

production activities,
resulting from analysis of
the occurrences collected

roducts.... . .
P according to point 21.A.3A;
and"
response | See Section 1.
comment | 270 comment by: Safran Landing Systems
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Referring to following statement :

"(c) As part of the safety management element of the
production management system, the production organisation
shall:

(3) establish, implement and maintain a safety risk
management process that includes: (i) hazard identification
in all domains of the organisation and its production
activities, resulting from analysis of the occurrences collected
according to point 21.A.3A; and"

is it the intent to limit the SRM process to the analysis of
occurences (i.e. an event has occurred) collected as per
21.A3A?

21.A.139(c) 26/272

response | See Section 1.

comment | 271 comment by: Safran Landing Systems

The wording : "The control procedures
need to include specific provisions for any It is suggedted
critical parts in the control procedures for to keep the

21.A.1 27/272
39(d)(3) 27/ any critical parts.” does not provide any  current

clarity versus the current wording in wording
Part21.
response | See Section 1.
comment | 272 comment by: Safran Landing Systems
21.A.139(e This requirement is already covered by 21.A.143. It should
27/273
) be removed.
response | See Section 1.
comment | 273 comment by: Safran Landing Systems

The wording : "(f) The production Wording should be
organisation shall include in the changed as follows:
production management system

2 . . .
An independent quality assurance (f) The production
function to monitor monitoring of organisation shall include
compliance with, and the in the production

21.A.139(f) 27/27
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response | See Section 1.

comment | 274

21.A.139(g) 27/272

response | See Section 1.

comment | 275

21.A.139(g) 27/272

**

* *

* *
* ok

An agency of the European Union

adequacy of, the production
management system and its
documented procedures of the
quality system. This monitoring
shall include a feedback system to
the person or group of persons
referred to in point 21.A.145(c)(2)
and ultimately to the manager
referred to in point 21.A.145(c)(1)
to ensure, as necessary, corrective

management system Ar
independent guelity
assurancefunctionto
meniter monitoring of
compliance with, and the
adequacy of the
documented procedures
of the production
management system;
and-ts-documented

action." is unclear. Requiring
independent monitoring of
compliance with a

procedures-of- the-guahty
system.

management system makes no

sense. Wording should be
improved.

comment by: Safran Landing Systems

This item is fully supported provided it remains not
compulsory, i.e. "may" shall not become "shall" or "must".

comment by: Safran Landing Systems

"(g) If the organisation holds
other organisation certificates
that were issued on the basis
of Regulation (EU) 2018/1139
and the delegated and
implementing acts adopted
on the basis thereof, the
design organisation may
integrate the design
management system with the
management system that is
required for the issuance of
the other certificate(s)."

This is a welcome provision,
but it needs to explicitly
accomodate approved

(g) If the organisation holds
other organisation
certificates that were issued
on the basis of Regulation
(EU) 2018/1139 and the
delegated and implementing
acts adopted on the basis
thereof, the design
organisation may integrate
the design management
system with the management
system that is required for the
issuance of the other
certificate(s). This may
include the use of central
functions when the approved
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organisations that are part of organisation is part of a
a larger organisation, so that larger organisation.
centrally-controlled

(corporate) functions and

resources may be used. This

precedent is already

established in Part 21.

response | See Section 1.

comment

494 comment by: Safran HE
21.A.139(c) (3)(i) - page 26

Wording "in all domains of the organisation is not appropriate.
Not all domains in a production organisation are relevant to safety hazard
identification e.g. finance, accounting, sales, marketing, production activities for non

aeronautical products, military aeronautical products....

Suggested resolution:

wording should be changed as follows:
“(3) establish, implement and maintain a safety risk management process that
includes:

(i) hazard identification in _ its production
activities, resulting from analysis of the occurrences collected according to point
21.A.3A; and"

response | See Section 1.

comment | 495 comment by: Safran HE
21.A.139(c) - page 26
Referring to following statement :
“(c) As part of the safety management element of the production management
system, the production organisation shall:
(3) establish, implement and maintain a safety risk management process that
includes: (i) hazard identification in all domains of the organisation and its production
activities, resulting from analysis of the occurrences collected according to point
21.A.3A; and"
is it the intent to limit the SRM process to the analysis of occurences (i.e. an event
has occurred) collected as per 21.A.3A?

response | See Section 1.

comment | 496 comment by: Safran HE
21.A.139(d)(3) - page 27
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The wording : "The control procedures need to include specific provisions for any
critical parts in the control procedures for any critical parts." does not provide any
clarity versus the current wording in Part21.

Suggested resolution:
It is suggedted to keep the current wording

response | See Section 1.

comment | 497 comment by: Safran HE
21.A.139(e ) - page 27
This requirement is already covered by 21.A.143. It should be removed.

response | See Section 1.

comment | 498 comment by: Safran HE
21.A.139(f) - page 27
The wording : "(f) The production organisation shall include in the production
management system An independent quality assurance function to monitor
monitoring of compliance with, and the adequacy of, the production management
system and its documented procedures of the quality system. This monitoring shall
include a feedback system to the person or group of persons referred to in point
21.A.145(c)(2) and ultimately to the manager referred to in point 21.A.145(c)(1) to
ensure, as necessary, corrective action." is unclear. Requiring independent
monitoring of compliance with a management system makes no sense. Wording
should be improved.
Suggested resolution :
Wording should be changed as follows:
(f) The production organisation shall include in the production management system
. independent monitoring of compliance
with, and the adequacy of the production
management system;

response | See Section 1.

comment | 499 comment by: Safran HE
21.A.139(g) - page 27
This item is fully supported provided it remains not compulsory, i.e. "may" shall not
become "shall" or "must".

response | See Section 1.

comment | 500 comment by: Safran HE
21.A.139(g) - page 27
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"“(g) If the organisation holds other organisation certificates that were issued on the
basis of Regulation (EU) 2018/1139 and the delegated and implementing acts
adopted on the basis thereof, the design organisation may integrate the design
management system with the management system that is required for the issuance
of the other certificate(s)."
This is a welcome provision, but it needs to explicitly accomodate approved
organisations that are part of a larger organisation, so that centrally-controlled
(corporate) functions and resources may be used. This precedent is already
established in Part 21.

Suggested resolution:

(g) If the organisation holds other organisation certificates that were issued on the
basis of Regulation (EU) 2018/1139 and the delegated and implementing acts
adopted on the basis thereof, the design organisation may integrate the design
management system with the management system that is required for the issuance

of the other certificate(s).

response | See Section 1.
comment | 706 comment by: SAFRAN TRANSMISSION SYSTEMS
. Commentis Comment
Section .
Comment suggested an is
Table Page . . .
Fieure summary resolution observation substantive
g (suggestion) (objection)
wording should
. . be changed as
Wording "in all &
domains of the follows:
. ... "(3)establish,
organisation "is .
. implement and
not appropriate. .
. maintain a
Not all domains .
. . safety risk
in a production
o management
organisation are
process that
relevant to .
includes:
safety hazard (i) hazard
21.A.139(c identification . e e
. (c) 26/272 i identification in X
(3)(i) e.g. finance, .
. gl domainsof
accountin
& . the
sales, marketing, L
. organisation
roduction
P o and its
activities for non .
. production
aeronautical s
activities,
products, .
. resulting from
military .
. analysis of the
aeronautical
roducts occurrences
P collected
according to
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response | See Section 1.

comment

* *
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714

Section
Table Page
Figure

21.A.139(c) 26/272

Comment summary

point 21.A.3A;
and"

comment by: SAFRAN TRANSMISSION SYSTEMS

Commentis Comment
suggested an is
resolution observation substantive

(suggestion) (objection)

Referring to following
statement :

"(c) As part of the
safety management
element of the
production
management system,
the production
organisation shall:
(3) establish,
implement and
maintain a safety risk
management process
that includes: (i)

hazard identification
in all domains of the

To clarify X

organisation and its
production activities,
resulting from
analysis of the
occurrences collected
according to point
21.A.3A; and"

is it the intent to limit
the SRM process to
the analysis of
occurences (i.e. an
event has occurred)

collected
21.A.3A?

as per
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response | See Section 1.

comment | 715 comment by: SAFRAN TRANSMISSION SYSTEMS
. Commentis Comment
Section .
Comment suggested an is
Table Page . . .
Figure summary resolution observation substantive

(suggestion) (objection)

The wording :
"The control
procedures need
to include specific
provisions for any

Itis
critical parts in
thlelconﬁt)rol I suggedted
21.A.139(d)(3) 27/272 to keep the X
procedures for
s , current
any critical parts. .
. wording
does not provide
any clarity versus
the current
wording in
Part21.
response | See Section 1.
comment | 716 comment by: SAFRAN TRANSMISSION SYSTEMS
Section Comment is an Fomment
Comment suggested . i
Table Page . observation .
Figure summary resolution (suggestion) substantive
(objection)
This requirement is
21.A.139(e 27/273 already covered by to be
) 21.A.143. It should removed
be removed.
Rath TE.RPR0O.00064-006 © European Union Aviation Safety Agency. All rights reserved. ISO 9001 certified.

* *

Proprietary document. Copies are not controlled. Confirm revision status through the EASA intranet/internet.  Page 196 of 1387

* *
* gk

An agency of the European Union



CRD to NPA 2019-05
6.2. Appendix Il — Comments related to NPA 2019-05 (B) (Part 21)

European Union Aviation Safety Agency

(comments without responses)

response | See Section 1.

comment | 718 comment by: SAFRAN TRANSMISSION SYSTEMS
. Comment is Comment
Section .
Table Page Comment summary suggest.ed an . 'S .
Figure resolution observat.lon sub'star?tlve
(suggestion) (objection)
The wording : "(f)
The production Wording
organisation shall should be
include in the changed as
production follows:
management system
An independent (f) The
quality assurance production
function to monitor organisation
monitoring of shall include
compliance with, and in the
the adequacy of, the production
production management
management system system An
and its documented independent
procedures of the quality
quality system. This assurance
monitoring shall functionto
21.A.139(f) 27/272 include a feedback  menitor X
system to the person monitoring
or group of persons  of
referred to in point  compliance
21.A.145(c)(2) and  with, and the
ultimately to the adequacy of
manager referred to the
in point documented
21.A.145(c)(1) to procedures
ensure, as necessary, of the
corrective action." is production
unclear. Requiring management
independent system; and
monitoring of its
compliance with a documented
management system precedures
makes no sense. of the-quality
Wording should be  system-
improved.
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response | See Section 1.

comment | 719

Section
Table
Figure

Page

21.A.139(g) 27/272

response | See Section 1.

comment | 720

Section
Table
Figure

Page

21.A.139(g) 27/272

**

* *

* *
* gk

An agency of the European Union

comment by: SAFRAN TRANSMISSION SYSTEMS

Comment
summary

This item is fully
supported

provided it remains

not compulsory,

i.e. "may" shall not

Commentis Comment
suggested an is
resolution observation substantive

(suggestion) (objection)

replace
llmayll by
"shall" or
"must

become "shall" or

"must".

comment by: SAFRAN TRANSMISSION SYSTEMS

Comment
summary

“(9) If the
organisation

holds other
organisation
certificates that
were issued on
the basis of
Regulation (EU)
2018/1139 and
the delegated
and
implementing
acts adopted on
the basis
thereof, the
design

Comment is Comment

suggested an is

resolution observation substantive
(suggestion) (objection)

(9) If the

organisation

holds other

organisation

certificates that
were issued on
the basis of
Regulation (EU)
2018/1139 and
the delegated
and
implementing
acts adopted on
the basis
thereof, the
design
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organisation
may integrate
the design
management
system with the
management
system that is
required for the
issuance of the
other
certificate(s)."
This is a
welcome
provision, but it
needs to
explicitly
accomodate
approved
organisations
that are part of
alarger
organisation, so
that centrally-
controlled
(corporate)
functions and
resources may
be used. This
precedent is
already
established in
Part 21.

response | See Section 1.

comment | 881

o 21.A.139(c) (3)(i)

organisation
may integrate
the design
management
system with the
management
system that is
required for the
issuance of the
other
certificate(s).
This may include
the use of
central functions
when the
approved
organisation is
part of a larger
organisation.

comment by: SAFRAN AEROSYSTEMS

Wording "in all domains of the organisation " is not appropriate.

Not all domains in a production organisation are relevant to safety hazard
identification e.g. finance, accounting, sales, marketing, production activities for non
aeronautical products , military aeronautical products....

wording should be changed as follows:

* gk

An agency of the European Union
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"(3) establish, implement and maintain a safety risk management process that
includes:

(i) hazard identification in al—demains—ef—the—organisation—and—its production
activities, resulting from analysis of the occurrences collected according to point
21.A.3A; and"

e 21.A.139(c)

Referring to following statement :

"(c) As part of the safety management element of the production management
system, the production organisation shall:

(3) establish, implement and maintain a safety risk management process that
includes: (i) hazard identification in all domains of the organisation and its production
activities, resulting from analysis of the occurrences collected according to point
21.A.3A; and"

is it the intent to limit the SRM process to the analysis of occurences (i.e. an event
has occurred) collected as per 21.A.3A?

e 21.A.139(d)(3)

The wording : "The control procedures need to include specific provisions for any
critical parts in the control procedures for any critical parts." does not provide any
clarity versus the current wording in Part21.
It is suggedted to keep the current wording

e 21.A.139(e)

This requirement is already covered by 21.A.143. It should be removed.

e 21.A.139(f)

The wording : "(f) The production organisation shall include in the production
management system An independent quality assurance function to monitor
monitoring of compliance with, and the adequacy of, the production management
system and its documented procedures of the quality system. This monitoring shall
include a feedback system to the person or group of persons referred to in point
21.A.145(c)(2) and ultimately to the manager referred to in point 21.A.145(c)(1) to
ensure, as necessary, corrective action." is unclear. Requiring independent
monitoring of compliance with a management system makes no sense. Wording
should be improved.

Wording should be changed as follows:

(f) The production organisation shall include in the production management system

An-independent guality-assurance—function—te—meoniter monitoring of compliance
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with, and the adequacy of the documented procedures of the production

management system; and-ts-decumented-procedures-of-the-quality-systerm—

e 21.A.139(g): Thisitem is fully supported provided it remains not compulsory,
i.e. "may" shall not become "shall" or "must".

This is a welcome provision, but it needs to explicitly accomodate approved
organisations that are part of a larger organisation, so that centrally-controlled
(corporate) functions and resources may be used. This precedent is already
established in Part 21.

(g) If the organisation holds other organisation certificates that were issued on the
basis of Regulation (EU) 2018/1139 and the delegated and implementing acts
adopted on the basis thereof, the design organisation may integrate the design
management system with the management system that is required for the issuance
of the other certificate(s). This may include the use of central functions when the
approved organisation is part of a larger organisation.

response | See Section 1.

comment | 999 comment by: ASD

wording should be changed
as follows:

"(3) establish, implement
and maintain a safety risk
management process that

Wording "in all domains of the
organisation " is not
appropriate.

Not all domains in a production

organisation are relevant to includes:
(231)'(,'?‘)’139“) 26/272 safety hazard identification e.g. (i hazargl identification in
) . al-domains-of-the
finance, accounting, sales, - its
erganisation-and

marketing, production activities
for non aeronautical products,
military aeronautical
products....

production activities,
resulting from analysis of
the occurrences collected
according to point 21.A.3A;
and"

response | See Section 1.

comment | 1000 comment by: ASD

Referring to following statement :

"(c) As part of the safety management element of the
21.A.139(c) 26/272 production management system, the production organisation

shall:

(3) establish, implement and maintain a safety risk

**

*

*

* *
* gk
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management process that includes: (i) hazard identification
in all domains of the organisation and its production
activities, resulting from analysis of the occurrences collected
according to point 21.A.3A; and"

is it the intent to limit the SRM process to the analysis of
occurences (i.e. an event has occurred) collected as per

21.A.3A?
response | See Section 1.
comment | 1001 comment by: ASD
The wording : "The control procedures
need to include specific provisions for any It is suggested
21.A.139(d)(3) 27/272 critica{ ,t?arts in thf controlprocec.!uresfor to keep the
any critical parts." does not provide any  current
clarity versus the current wording in wording
Part21.
response | See Section 1.
comment | 1002 comment by: ASD
21.A.139(e This requirement is already covered by 21.A.143. It should
27/273
) be removed.
response | See Section 1.
comment | 1003 comment by: ASD
The wording : "(f) The production  Wording should be
organisation shall include in the changed as follows:
production management system
An independent quality assurance (f) The production
function to monitor monitoring of organisation shall include
21.A.139(f) 27/272 compliance with, and the in the production
adequacy of, the production management system An
management system and its independent guality
documented procedures of the assurancefunction-to
quality system. This monitoring meniter monitoring of
shall include a feedback system to compliance with, and the
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response | See Section 1.

comment | 1004

21.A.139(g) 27/272

response | See Section 1.

comment | 1005

21.A.139(g) 27/272

* *
* gk

An agency of the European Union

the person or group of persons adequacy of the
referred to in point 21.A.145(c)(2) documented procedures
and ultimately to the manager of the production

referred to in point 21.A.145(c)(1) management system;

to ensure, as necessary, corrective end-its-docuented
action." is unclear. Requiring procedures-of-the-quality
independent monitoring of system-

compliance with a

management system makes no

sense. Wording should be

improved.

comment by: ASD

This item is fully supported provided it remains not
compulsory, i.e. "may" shall not become “shall" or "must".

comment by: ASD

"(g) If the organisation holds
other organisation certificates
that were issued on the basis
of Regulation (EU) 2018/1139
and the delegated and
implementing acts adopted
on the basis thereof, the
design organisation may
integrate the design
management system with the
management system that is
required for the issuance of
the other certificate(s)."

This is a welcome provision,
but it needs to explicitly
accomodate approved
organisations that are part of
a larger organisation, so that
centrally-controlled

(g) If the organisation holds
other organisation
certificates that were issued
on the basis of Regulation
(EU) 2018/1139 and the
delegated and implementing
acts adopted on the basis
thereof, the design
organisation may integrate
the design management
system with the management
system that is required for the
issuance of the other
certificate(s). This may
include the use of central
functions when the approved
organisation is part of a

. larger organisation.
(corporate) functions and g g
resources may be used. This
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precedent is already
established in Part 21.

response | See Section 1.

comment | 1275

comment by: On behalf of Airbus Helicopters PO/DO

Page 26 of NPA 2019_05_B, Part 21.A.139(c)(3)(i)

In deviation from comments provided by European Aerospace organizations
summarized by ASD, the Production Organization of Airbus Helicopters explicitly
welcomes the notation in Part 21.A.139(c)(3)(i), that Hazard Identification shall be
performed in all domains of an organization under subpart G.

response | See Section 1.

comment | 1317

comment by: Rolls-Royce plc

Comment is

Comment is

Sectlon., Page Comment Summary Suggesfed an . substantive/
table, figure resolution observation/ ~ "
., Objection**
suggestion
wording
should be
changed as
follows:
The phrase "in all "(3) establish,
domains of the implement
organisation "is not and maintain
appropriate. a safety risk
Not all domainsina management
production process that
organisation are includes:
21.A139(c) Page rClevanttosafety - (i) hazard
(3)(0) 26 hazar.d identification /.dent/f/cat/on No Yes
e.g. finance, in el
accounting, sales, domains-of
marketing, the
production activities erganisation
for non aeronautical and its
products , military production
aeronautical activities,
products.... resulting
from analysis
of the
occurrences
collected
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NPA 2019-05

(B)
21.A.139(c)

NPA 2019-05

(B)
21.A.139(d)(3)

NPA 2019-05
(B) 21.A.139(e

)

Page

26

Page

27

Page

27

Referring to the
following statement :
“(c) As part of the
safety management
element of the
production
management system,
the production
organisation shall:
(3) establish,
implement and
maintain a safety risk
management process
that includes: (i)
hazard identification
in all domains of the
organisation and its
production activities,
resulting from
analysis of the
occurrences collected
according to point
21.A.3A; and"

is it the intent to limit
the SRM process to
the analysis of
occurences (i.e. an
event has occurred)
collected as per
21.A.3A?

The wording : "Fhe
control-procedures
need-te include
specific provisions for
any critical parts in
the control
procedures for any
critical parts." does
not appear to provide
any clarity versus the
current wording in
Part21.

This requirement is
already covered by

according to
point
21.A.3A;
and"

Reword for

. Yes No
clarity

The current

wording in

Part 21 Yes No
should be

retained.

No Yes
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NPA 2019-05

(B)

21.A139(F) 27

NPA 2019-05

(B)

21.A139(8) 2’

**
* *

* *
* ok

An agency of the European Union

Page

Page

21.A.143. It should be
removed.

The wording : "(f) The
production
organisation shall
include in the
production
management system
an independent
quality assurance
function to monitor
monitoring of
compliance with, and
the adequacy of, the
production
management system
and its documented
procedures efthe
quality-system. This
monitoring shall
include a feedback
system to the person
or group of persons
referred to in point
21.A.145(c)(2) and
ultimately to the
manager referred to
in point
21.A.145(c)(1) to
ensure, as necessary,
corrective action." is
unclear, as it appears
to require
independent
monitoring of
compliance with a
management system.
This should be
improved to show
that it is the
procedures of the
management system
for which compliance
is being assessed.

This item is fully
supported provided it
remains an option for
an organisation, and
is not considered
mandatory to

Wording
should be
changed as
follows:

(f) The
production
organisation
shall include
in the
production
management
system An
independent
qHatity
assuranee
functionte
monitor
monitoring of
compliance
with, and the
adequacy of
the
documented
procedures of
the
production
management
system; and
its
documented
procedures-of
the-quality
system-

No Yes

No Yes
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integrate the
systems. See
additional comment
below.

“(g) If the
organisation holds
other organisation
certificates that were
issued on the basis of
Regulation (EU)
2018/1139 and the
delegated and
implementing acts
adopted on the basis
thereof, the design
organisation may
integrate the design
management system

(g) If the
organisation
holds other
organisation
certificates
that were
issued on the
basis of
Regulation
(EV)
2018/1139
and the
delegated
and
implementing
acts adopted
on the basis
thereof, the

. design
with the or c;qnisation
NPA 2019-05 Page management system mg
(B) 8¢ thatis required for . y No
27 . integrate the
21.A.139(g) the issuance of the ;
o . design
other certificate(s).
. management
In addition to the .
. system with
comment above, this the
provision needs to
. management
explicitly accomodate .
system that is
approved .
. required for
organisations that are )
art of 2 lareer the issuance
P - 8 of the other
organisation, so that oo
certificate(s).
centrally-controlled .
. This may
(corporate) functions |
include the
and resources may be
. use of central
used. This precedent .
. . functions
is already established
. when the
in Part 21.
approved
organisation
is part of a
larger
organisation.
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response | See Section 1.

comment | 1335 comment by: Safran Aero Boosters

21.A.139(c) (3)(i) : Wording "in all domains of the organisation " is not appropriate.
Not all domains in a production organisation are relevant to safety hazard
identification e.g. finance, accounting, sales, marketing, production activities for non
aeronautical products , military aeronautical products....

wording should be changed as follows:
"(3) establish, implement and maintain a safety risk management process that
includes:

(i) hazard identification in its production activities, resulting from analysis of the
occurrences collected according to point 21.A.3A; and"

response | See Section 1.

comment | 1336 comment by: Safran Aero Boosters
21.A.139(c) : Referring to following statement
“(c) As part of the safety management element of the production management
system, the production organisation shall:
(3) establish, implement and maintain a safety risk management process that
includes: (i) hazard identification in all domains of the organisation and its production
activities, resulting from analysis of the occurrences collected according to point
21.A.3A; and"
Is it the intent to limit the SRM process to the analysis of occurences (i.e. an event
has occurred) collected as per 21.A.3A?

response | See Section 1.

comment | 1337 comment by: Safran Aero Boosters
21.A.139(d)(3) : The wording : "The control procedures need to include specific
provisions for any critical parts in the control procedures for any critical parts." does
not provide any clarity versus the current wording in Part21.
It is suggested to keep the current wording

response | See Section 1.

comment | 1338 comment by: Safran Aero Boosters
21.A.139(e ) : This requirement is already covered by 21.A.143. It should be removed.

response | See Section 1.
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comment

response

comment

response

comment

response

comment

* *
* gk
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1339 comment by: Safran Aero Boosters

21.A.139(f) : The wording : "(f) The production organisation shall include in the
production management system An independent quality assurance function to
monitor monitoring of compliance with, and the adequacy of, the production
management system and its documented procedures of the quality system. This
monitoring shall include a feedback system to the person or group of persons
referred to in point 21.A.145(c)(2) and ultimately to the manager referred to in point
21.A.145(c)(1) to ensure, as necessary, corrective action." is unclear. Requiring
independent monitoring of compliance with a management system makes no sense.
Wording should be improved.

Wording should be changed as follows:

(f) The production organisation shall include in the production management system
independent monitoring of compliance with, and the adequacy of the documented
procedures of the production management system.

See Section 1.

1340 comment by: Safran Aero Boosters

21.A.139(g) : This item is fully supported provided it remains not compulsory, i.e.
"may" shall not become "shall" or "must".

See Section 1.

1341 comment by: Safran Aero Boosters

21.A.139(g) : "(g) If the organisation holds other organisation certificates that were
issued on the basis of Regulation (EU) 2018/1139 and the delegated and
implementing acts adopted on the basis thereof, the design organisation may
integrate the design management system with the management system that is
required for the issuance of the other certificate(s)."
This is a welcome provision, but it needs to explicitly accomodate approved
organisations that are part of a larger organisation, so that centrally-controlled
(corporate) functions and resources may be used. This precedent is already
established in Part 21.

(g) If the organisation holds other organisation certificates that were issued on the
basis of Regulation (EU) 2018/1139 and the delegated and implementing acts
adopted on the basis thereof, the design organisation may integrate the design
management system with the management system that is required for the issuance
of the other certificate(s). This may include the use of central functions when the
approved organisation is part of a larger organisation.

See Section 1.

1473 comment by: Thales
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response

comment

response

The wording of 21.A.239(f) is unclear. Requiring independent monitoring of
compliance with a management system makes no sense. Wording should be
improved.

Suggested resolution: Wording should be changed as follows: "(f) The design
organisation shall include in the design management system independent
monitoring of compliance with, and the adequacy of the documented procedures of
the design management system. This monitoring shall include...."

See Section 1.

1568 comment by: MARPA

21.A.139 changes both the title of the provision and the language of the regulation
from the well-known and well-understood "quality system" and replaces it with
"Production Managament System" in the title and "production management system
that includes a safey management system and a quality system" in paragraph (a) and
ensuing text.

MARPA recognizes the benefit of a single, holistic system. However, production
approval holders (aka manufacturers) already maintain qulatiy systems. It is a term
with the the industry is familiar. The provision for Production Management System
appears to create two parallel tracks: one for SMS and one for quality, under the
heading of production managment. Safety management should work in conjunction
with quality, and touch on those systems where relevant. However, not every
element of a quality system will necessarily require a corresponding SMS element.
The systems should work in harmony; thus if a quality system incorporates elements
of SMS there is benefit, but the system should not attempt to force the fit.

We recommend retaining the concept of the quality system and introducing the
complimentary concept of the safety management system. Allowing the systems to
operate in harmony will aid change mangagement as existing quality systems
incorporate  SMS principles, without either trying to force overlay a safety
management system on top of a quality system where it may not fit or placing SMS
on a completely parallel track where it may not touch all the necessary points of the
quality system.

See Section 1.

21.A.143 Exposition p. 28-29

comment

response

* *
* ok

An agency of the European Union

15 comment by: CAA-NL

21.A.143 title

For consistency with other subparts and other regulations, we suggest to change the
title into:

21.A.143 Production Organisation Exposition (POE)

The same terminology and abbreviation is still included in the related AMC/GM.

See Section 1.
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comment | 16 comment by: CAA-NL

21.A.143(a)(11)
It still refers to 21.A.139(b)(1), but because 21.A.139 is changed, reference should be
made towards 21.A.139

response | See Section 1.

21.A.145 Approval requirements Resources p. 29-30

*

**

*
*
* *
* gk

comment |17 comment by: CAA-NL

21.A.145(c)(3)

In line with the changes in (b) we suggest to use the word environmental here:

(3). staff at all levels have been given appropriate authority to be able to discharge
their allocated responsibilities and that there is full and effective coordination within
the production organisation in respect of airworthiness and environmental data
matters;

response | See Section 1.

comment | 194 comment by: Safran Engineering Services

21.A.145(c )(2)

Grammatical issue in the wording.

wording should be changed as follows:
"the-gecountable-manager-shall-neminate a person or group of persons have been

nominated by the accountable manager preoduction-erganisation to ensure that the

organisation is in compliance with the requirements of this Annex | (Part 21),"

response | See Section 1.

comment | 276 comment by: Safran Landing Systems

"with regard to all necessary
airworthiness and environmental, aeise;
fuelventing-and-exhaust-emissions dat
This wording change has not be
implemeted in all relevant instances
within this NPA.

, double chek for all
instances within
the NPA.

21.A.145(b) 29/272

response | See Section 1.

comment | 277 comment by: Safran Landing Systems

TE.RPR0O.00064-006 © European Union Aviation Safety Agency. All rights reserved. ISO 9001 certified.
Proprietary document. Copies are not controlled. Confirm revision status through the EASA intranet/internet.  Page 211 of 1387

An agency of the European Union



European Union Aviation Safety Agency

CRD to NPA 2019-05

6.2. Appendix Il — Comments related to NPA 2019-05 (B) (Part 21)

(comments without responses)

*

*
*
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"with regard to all necessary
airworthiness and

environmental, reise—fuel

GM should clarify twhat is
meant by "all necessary
airworthiness and
environmental data"

All necessary data should be

21.A.145(b) 29/272 venting-and-exhaustemissions
data"
clarified.
response | See Section 1.
comment | 278
Grammatical
21.A.145(c 30/272 issue in the
)2) wordin
g.

response | See Section 1.

comment | 501

Grammatical issue in the wording.

Suggested resolution:
wording

nominated by the

should be

comment by: Safran Landing Systems

wording should be changed as follows:
"the-gccountable-managershall-nomingte a
person or group of persons have been
nominated by the accountable manager
production-erganisation-to ensure that the
organisation is in compliance with the
requirements of this Annex | (Part 21),"

comment by: Safran HE

changed as follows:
a person or group of persons have been
to ensure that the

organisation is in compliance with the requirements of this Annex | (Part 21),"

response | See Section 1.

comment | 527

21.A.145(b)

comment by: Le BLanc

"with regard to all necessary airworthiness and environmental, neisefuelventing

and nvhallct

H n
emissions data

o TATTaos

This wording change has not be implemeted in all relevant instances within this NPA.

Suggested resolution: double chek for all instances within the NPA.

response | See Section 1.
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comment | 528 comment by: Le BLanc

21.A.145(b)

"with regard to all necessary airworthiness and environmental, reisefuel-venting
ard———  exhaust———————emissions data"
All necessary data should be clarified.

Suggested resolution: GM should clarify what is meant by "
airworthiness and environmental data"

all necessary

response | See Section 1.

comment | 721 comment by: SAFRAN TRANSMISSION SYSTEMS

Commentis Comment
Comment suggested an is
summary resolution observation substantive
(suggestion) (objection)

Section
Table Page
Figure

wording should be
changed as follows:
"the-gecountable
manager-shall
nomingte a person
or group of persons
have been
Grammatical nominated by the
30/272 issue inthe accountable X
wording. manager
production
erganisation-to
ensure that the
organisation is in
compliance with the
requirements of this
Annex | (Part 21),"

21.A.145(c
)(2)

response | See Section 1.

comment | 882 comment by: SAFRAN AEROSYSTEMS

21.A.145 (c) 2 :
Within the sentence: "Such person(s) shall act under the direct authority of the
accountable manager". the word "Direct" is subject to interpretation. Futhermore
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this principle may not work in organisations holding multiple approvals with different
accountable managers. AMC/GM already document this provision.

Word "direct" should be removed:
Such person(s) shall act under the direet-authority of the accountable manager

21.A.145(c )(2)
Grammatical issue in the wording.

wording should be changed as follows:
"the-accountablemanagershall-nominate a person or group of persons have been

nominated by the accountable manager preduction-erganisation-to ensure that the
organisation is in compliance with the requirements of this Annex | (Part 21),"

response | See Section 1.

comment | 1007 comment by: ASD

wording should be changed as follows:
"the-gccountable-managershall-nomingte a
Grammatical  person or group of persons have been
30/272 issue in the nominated by the accountable manager
wording. production-erganisation-to ensure that the
organisation is in compliance with the
requirements of this Annex | (Part 21),"

21.A.145(c
)(2)

response | See Section 1.

comment | 1155 comment by: ASD

"with regard to all necessary
airworthiness and environmental, neise;
fuelventing-and-exhaustemissions data"
This wording change has not be
implemeted in all relevant instances
within this NPA.

double chek for all
instances within
the NPA.

21.A.145(b) 29/272

response | See Section 1.

comment | 1156 comment by: ASD

"with regard to all necessary GM should clarify twhat is

21.A.145(b) 25/272 airworthiness and meant by "all necessary
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environmental, neise—fuel airworthiness and
venting-ahd-exhaust-emissions environmental data"
data"
All necessary data should be
clarified.
response | See Section 1.
comment | 1318 comment by: Rolls-Royce plc
. Comment is .
Section, Comment is
Comment Suggested an .
table, Page . . substantive/
. Summary resolution observation/ ~ "
figure ., Objection
suggestion
"with regard to
all necessary
airworthiness
and
environmental,
ne;se.,—fuel ! An editorial
NPA 2019- check is needed
Page exhaust .
05 (B) . , for consistent Yes No
29  emissions data . o
21.A.145(b) . . wording within
This wording
the NPA.
change has not
been
implemeted in
all relevant
instances within
this NPA.
"with regard to
all necessary
. hi
Z;rs/ort iness GM should clarify
environmental, twhat is meant
NPA 2019- . ” by "all necessary
Page neisefuel . .
05 (B) . airworthiness Yes No
21A145(p) 20 vemtmeand
o , environmental
emissions-data "
" data
All necessary
data" should be
clarified.
NPA 2019- . wording should
Grammatical
05 (B) Page issue in the be changed as Ves No
21.A.145(c 30 wording follows:
)(2) ) "the-gccountable
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comment | 1363

managershall
nominate a
person or group
of persons have
been nominated
by the
accountable
manager
production
erganisation-to
ensure that the
organisation is in
compliance with
the requirements
of this Annex |
(Part 21),"

response | See Section 1.

comment by: Safran Aero Boosters

21.A.145(b) : "with regard to all necessary airworthiness and environmental, noise,
fuel venting and exhaust emissions data"
All necessary data should be clarified.

GM should clarify what is meant by "all necessary airworthiness and environmental
data"

response | See Section 1.

21.A.159 Duration and continued validity p. 32

comment | 19

comment by: CAA-NL

21.A.159(a)(4)

Changed 21.A.159(a)(4) mentions “the production organisation no longer meets the
eligibility requirements of point 21.A.133”. However, 21.A.133 defines eligibility
requirements for applicants, which is not the same as eligibility requirements for
approved organisations. Instead, it is relevant for a production organisation that it
have performed a complete audit program in the last 24 months. It is therefore
proposed to change 21.A.159(a)(4) into:

“the production organisation no longer could perform a complete audit program in
the last 24 months; or”

response | See Section 1.

* *

* *
* gk

An agency of the European Union
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comment | 20 comment by: CAA-NL
21.A.159(a)(5)
We are of the opinion that ‘suspension’ needs to be included here as it is mentioned
as an option in the NBR, to be included in the implementing rules. It is also mentioned
in the similar paragraph of the ANS/ATM regulation (2017/373).
(54.) the certificate has been suspended, or surrendered—revoked under point
21-B-245, 21.B.65, surrendered or has expired.

response | See Section 1.

21.A.165 Obligations of the holder p.32-34

comment |21 comment by: CAA-NL
21.A.165(h)
For clarity we suggest to include ‘section A’ in this point:
(h) comply with Subpart A of Section A of this Annex.

response | See Section 1.

comment | 81 comment by: General Aviation Manufacturers Association
Section 21.A.165(h): Delete this statement, it is too open and not consistent with
previous statements — alternatively, modify to identify applicable and relevant
paragraphs.

response | See Section 1.

comment | 123 comment by: FAA
Page: 33 Para: 21.A.165(c)(4)
Referenced Text: (4) determine that other products, parts or appliances conform to
the applicable data before issuing an EASA Form 1 as a confirmity certificate."
Question: Is "applicable data" intended to mean "approved data" or "non-approved"
for prototype articles? EASA Form 1 block 13 allows for either approved or non-
approved data and does not define applicable data
Proposed Resolution: Change "applicable data" to more accurate term or consider
providing a definition

response | See Section 1.

comment | 195 comment by: Safran Engineering Services
21.A.165(h)

**

*

*
*
* *
* gk

An agency of the European Union
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This requirement (to comply with SubPart A) should follow the same convention as
the rest of Part 21 and identify only the specific provisions of SubPart A that are
required of an approved Design Organisation.

It is suggested to add :

(i) comply with points 21.A.3A (b), (c), (d) and (e), 21.A.5 (b), (c ), (d) and (e) and
21.A.9 of this Annex."

response | See Section 1.

comment | 279 comment by: Safran Landing Systems
This requirement (to comply with (i) comply with
SubPart A) should follow the same points 21.A.3A (b),

convention as the rest of Part 21 and  (c), (d) and (e),

21.A.165(h) 34/272 identify only the specific provisions of 21.A.5 (b), (c), (d)

SubPart A that are required of an and (e) and 21.A.9
approved Design Organisation. of this Annex.
response | See Section 1.
comment | 502 comment by: Safran HE

21.A.165(h) - page 34

This requirement (to comply with SubPart A) should follow the same convention as
the rest of Part 21 and identify only the specific provisions of SubPart A that are
required of an approved Design Organisation.

Suggested resolution:

(i) comply with points 21.A.3A (b), (c), (d) and (e), 21.A.5 (b), (¢ ), (d) and (e) and

of this Annex.

response | See Section 1.

comment | 722 comment by: SAFRAN TRANSMISSION SYSTEMS
. Commentis Comment
Section .
Comment suggested an is
Table Page . . .
. summary resolution observation substantive
Figure . —
(suggestion) (objection)
This requirement (i) compl
(to comply with . p v
SubPart A) should with points
follow the same 21.A.3A (b),
21.A.165(h) 34/272 ) (c), (d)and X
convention as the
(e), 21.A.5
rest of Part 21 and
identify only the (b), (), (d)
and (e) and

specific provisions

*

*
*

*
*

* *
* gk
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of SubPart Athat 21.A.9 of this
are required of an  Annex.
approved Design

Organisation.

response | See Section 1.

comment | 883 comment by: SAFRAN AEROSYSTEMS

21.A.165 (h)

This requirement (to comply with SubPart A) should follow the same convention as
the rest of Part 21 and identify only the specific provisions of SubPart A that are
required of an approved Design Organisation.

Should be read :
(i) comply with points 21.A.3A (b), (c), (d) and (e), 21.A.5 (b), (c ), (d) and (e) and
21.A.9 of this Annex.

response | See Section 1.

comment | 1008 comment by: ASD
This requirement (to comply with (i) comply with
SubPart A) should follow the same points 21.A.3A (b),

convention as the rest of Part 21 and  (c), (d) and (e),

21.A.165(h) 34/272 identify only the specific provisions of  21.A.5 (b), (c), (d)

SubPart A that are required of an and (e) and 21.A.9
approved Design Organisation. of this Annex.
response | See Section 1.
comment | 1319 comment by: Rolls-Royce plc
. Comment is .
Section, Comment is
Comment Suggested an .
table, Page . . substantive/
. Summary resolution  observation/ e kk
figure ., Objection
suggestion
NPA 2019- This reqwren?ent (|)' comply
05 (B) Page (to comply with with points No Yes
21.A.165(h) 34  SubPart A) should 21.A.3A(b),
o follow the same (c), (d) and
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convention as the (e), 21.A.5
rest of Part 21 and (b), (c), (d)
identify onlythe  and (e) and
specific provisions 21.A.9 of this
of SubPart Athat Annex.

are required of an

approved Design

Organisation.

response | See Section 1.

comment | 1366 comment by: Safran Aero Boosters

21.A.165(h) : This requirement (to comply with SubPart A) should follow the same
convention as the rest of Part 21 and identify only the specific provisions of SubPart
A that are required of an approved Design Organisation.

(i) comply with points 21.A.3A (b), (c), (d) and (e), 21.A.5 (b), (c ), (d) and (e) and
21.A.9 of this Annex.

response | See Section 1.

21.A.180 Inspections p. 35

comment | 280 comment by: Safran Landing Systems

Within NPA 2019-05 (A), it is stated that

"The requirement has been moved to

21.A.9".

This is wrong since 21.A.9 requirement Move the content
(within NPA 2019-05 (B)) does not include of 21.A.180 to
the content of the former 21.A.180. 21.A.9 or even
Furthermore, Pat 21 Subpart H being better to Part M.
relevant to individual certificates of

airworthiness, its content should not be

kept in Part 21 but moved to Part M.

21.A.180 35/272

response | See Section 1.

comment | 1232 comment by: AIRBUS
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Section
Table
Figure

21.A.180 35/272

response | See Section 1.

comment | 1320

Section,
table,
figure

NPA 2019-

05 (B)
21.A.180

* *

* *
* ok

An agency of the European Union

e This does not

suggested

Comment summary .
resolution

Within NPA 2019-05
(A), it is stated that
"The requirement has
been moved to
21.A.9".

This is wrong since
21.A.9 requirement
(within NPA 2019-05
(B)) does not include
the content of the
former 21.A.180.
Furthermore, Pat 21
Subpart H being
relevant to individual
certificates of
airworthiness, its
content should not
be kept in Part 21
but moved to Part M.

Move the
content of

21.A900r

even better

to Part M.

Comment
Summary

Suggested
resolution

Within NPA 2019-
05 (A), it is stated
that "The
requirement has
been moved to
21.A.9".

Move the
content of
21.A.180 to
21.A9 or
possibly to
Part M.

appear to be
correct since the
new 21.A.9
requirement
(within NPA 2019-
05 (B)) does not
include the

21.A.180to

Commentis Comment
an is
observation substantive
(suggestion) (objection)

comment by: Rolls-Royce plc

Comment is
an
observation/
suggestion*

Comment is
substantive/
objection**

No Yes
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content of the
former 21.A.180.

response | See Section 1.

21.A.181 Duration and continued validity p. 35

comment

response

22 comment by: CAA-NL

21.A.181(a)(4)

We are of the opinion that ‘suspension’ needs to be included here as it is mentioned
as an option in the NBR, to be included in the implementing rules. It is also mentioned
in the similar paragraph of the ANS/ATM regulation (2017/373).

(4.) the certificate not being suspended, or surrendered—revoked under point
21-B330, 21.B.65, or surrendered.

See Section 1.

**

*

*

* *
* ok

An agency of the European Union

comment | 529 comment by: Le BLanc
21.A.180
Within NPA 2019-05 (A), it is stated that "The requirement has been moved to
21.A.9".
This is wrong since 21.A.9 requirement (within NPA 2019-05 (B)) does not include the
content of the former 21.A.180.
Furthermore, Pat 21 Subpart H being relevant to individual certificates of
airworthiness, its content should not be kept in Part 21 but moved to Part M.
Suggested resolution: Move the content of 21.A.180 to 21.A.9 or even better to Part
M.

response | See Section 1.

21.A.210 Inspections p. 36
comment | 281 comment by: Safran Landing Systems

Within NPA 2019-05 (A), it is stated that "The
requirement has been moved to 21.A.9".

This is wrong since 21.A.9 requirement (within NPA
2019-05 (B)) does not include the content of the
former 21.A.210.

Furthermore, Pat 21 Subpart | being relevant to
individual noise certificates, its content should not be
kept in Part 21 but moved to Part M.

Move the content of
21.A.210to 21.A.9 or even
better to Part M.
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response | See Section 1.

comment | 530

21.A.210

comment by: Le BLanc

Within NPA 2019-05 (A), it is stated that "The requirement has been moved to

21.A.9".

This is wrong since 21.A.9 requirement (within NPA 2019-05 (B)) does not include the

content

of the former 21.A.210.

Furthermore, Pat 21 Subpart | being relevant to individual noise certificates, its
content should not be kept in Part 21 but moved to Part M.
Suggested resolution: Move the content of 21.A.210 to 21.A.9 or even better to Part

M.

response | See Section 1.

comment | 1234

Section
Table
Figure

Page

21.A.210 36/272

response | See Section 1.

**

*
* *

* *
* gk

An agency of the European Union

comment by: AIRBUS

Commentis Comment

suggested an is
Comment summary g8 . . .
resolution observation substantive

(suggestion) (objection)

Within NPA 2019-05

(A), it is stated that

"The requirement

has been moved to

21.A.9".

This is wrong since

21.A.9 requirement

(within NPA 2019-05 Move the
(B)) does not include content of
the content of the  21.A.210to
former 21.A.210. 21.A90or
Furthermore, Pat 21 even better
Subpart | being to Part M.
relevant to

individual noise

certificates, its

content should not

be kept in Part 21

but moved to Part

M.
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comment | 1321 comment by: Rolls-Royce plc
. Comment is .
Section, Comment is
Comment Suggested an .
table, Page . . substantive/
. Summary resolution  observation/ e
figure ., objection
suggestion
Within NPA 2019-
05 (A), it is stated
that "The
requirement has
been moved to
21:A'9 ) Move the
This does not content of
NPA 2019- appear to be
Page 21.A.210to
05 (B) correct, as the No Yes
36 21.A9or
21.A.210 new 21.A.9 .
; ; possibly to
regm.remen Part M.
(within NPA 2019-
05 (B)) does not
include the
content of the
former 21.A.210.
response | See Section 1.
21.A.211 Duration and continued validity p. 36
comment |23 comment by: CAA-NL

21.A.211(a)(4)

We are of the opinion that ‘suspension’ needs to be included here as it is mentioned
as an option in the NBR, to be included in the implementing rules. It is also mentioned
in the similar paragraph of the ANS/ATM regulation (2017/373).

(4.) the certificate not being suspended, or surrendered,—revoked under point
21.B-430, 21.B.65, or surrendered.

response | See Section 1.

21.A.239 Design assurance management system p.37-39

comment |49 comment by: Duane Kritzinger

Replace "design assurance system" with "design management system"
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response | See Section 1.

comment |57 comment by: Duane Kritzinger

21.A.239(g): Why are we refering out to 2018/1139? Part 21 should be self-
contained, or refer out to the specific 2018/1139 paragraph. We suggest removing
the 2018/1139 reference as it might be amended in future.

response | See Section 1.

comment | 82 comment by: General Aviation Manufacturers Association

Section 21.A.239(c)(2): This statement is unclear; we suggest either modifying, as
follows: “appoint key safety personnel in accordance with 21.A.245(b) to perform
the tasks outlined in item 21.A.239(c)(1);” or remove, as the requirement for the
appointment of key personnel is outlined in 21.A.245(b) and therefore, redundant.

response | See Section 1.

comment | 83 comment by: General Aviation Manufacturers Association

Section 21.A.239(c)(3)(i): The statement “...all domains of the organization...” is not
appropriate; recommend replacing with ”hazard identification in al-demains-of-the

erganisation—and its design activities, resulting—from—analysis—of-the—occurrences
coHected-according-to-point23-A-3A;” to ensure proactive safety risk management.

The statement would otherwise limit to reactive safety risk management only (e.g.
events that have occurred) and is not consistent with the intent expressed in the
AMC / GM.

response | See Section 1.

comment | 84 comment by: General Aviation Manufacturers Association

Section 21.A.239(d)(1)(ii): This statement is unclear. We suggest “its responsibilities
are properly discharged in accordance with the appropriate provisions of this Annex
| (Part 21); and the terms of approval issued under point 21.A.251;”.

response | See Section 1.

comment | 85 comment by: General Aviation Manufacturers Association

21.A.239(e): This statement would be better covered in 21.A.243 — recommend its
removal from 21.A.239 and transfer to 21.A.243.

response | See Section 1.

comment | 86 comment by: General Aviation Manufacturers Association

Section 21.A.239(f): The proposed wording is unclear; we suggest the following:
““the design organization shall include independent monitoring of compliance with,
the adequacy of, the documented procedures of the design management system.”.
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response

comment

response

comment

response

comment

response

comment
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*
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See Section 1.

87 comment by: General Aviation Manufacturers Association

Section 21.A.239(g): Industry fully support this approach and agree ‘may’ is
appropriate and additional supporting GM is included. It is not appropriate to
become a ‘shall’ or ‘must’.

See Section 1.

124 comment by: FAA

Page 37
Paras: Thoughout the sections

Referenced Text: Text is interchanged between "System" and "Element" throught
the Design Management System text and associated GM.

Rationale: Interchange Design assurance System with Design Assurance Element and
Safety Management System and Safety Management Element. Using "system" when
it is a sub function of the Design Mgmt System can cause confusion.

Proposed Resolution: Recommned using "Element" in all areas to avoid the confusion
of a system with a sub system and the interchanging of titles.

See Section 1.

221 comment by: Safran Engineering Services

§21.A.239(c )(3)(i):

Wording "in all domains of the organisation is not appropriate.
Not all domains in a design organisation are relevant to safety hazard identification
e.g. finance, accounting, sales, marketing, design activities for non aeronautical
products , military aeronautical products....

wording should be changed as follows:
"(3) establish, implement and maintain a safety risk management process that
includes:

(i) hazard identification in ell-demains-of-the-erganisation-and its design activities,

resulting from analysis of the occurrences collected according to point 21.A.3A; and"

n

See Section 1.

222 comment by: Safran Engineering Services

§21.A.239(c )(3)(i):

Referring to following statement:
"(c) As part of the safety management element of the design management system,
the design organisation shall:

(3) establish, implement and maintain a safety risk management process that
includes: (i) hazard identification in all domains of the organisation and its design
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activities, resulting from analysis of the occurrences collected according to point
21.A.3A; and"

Is it the intent to limit the SRM process to the analysis of occurrences (i.e. an event
has occurred) collected as per 21.A.3A?

response | See Section 1.

comment | 223 comment by: Safran Engineering Services

§ 21.A.239(d)(2)(ii):

Editorial issue in the wording.

Wording should better read: "preperly—discharge its responsibilities are properly
discharged in accordance with...

response | See Section 1.

comment | 224 comment by: Safran Engineering Services

§ 21.A.239(e ):

This requirement for process documentation is already covered by 21.A.243. It
should be removed.
Furthermore, "key processes" introduce the concept of key and therefore non-key
processes, which is unclear.

response | See Section 1.

comment | 225 comment by: Safran Engineering Services

§ 21.A.239(f):

The wording is unclear. Requiring independent monitoring of compliance with a
management system makes no sense. Wording should be improved.

Wording should be changed as follows:

"(f) The design organisation shall include in the design management
system independent monitoring of compliance with, and the adequacy of the
documented procedures of the design management system. This monitoring shall
include...."

response | See Section 1.

comment | 226 comment by: Safran Engineering Services

§ 21.A.239(g):
This item is fully supported provided it remains not compulsory, i.e. "may" shall not
become "shall" or "must".

response | See Section 1.

comment | 227 comment by: Safran Engineering Services
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response

comment

response

comment

response

§ 21.A.239(g):

"(g) If the organisation holds other organisation certificates that were issued on the
basis of Regulation (EU) 2018/1139 and the delegated and implementing acts
adopted on the basis thereof, the design organisation may integrate the design
management system with the management system that is required for the issuance
of the other certificate(s)."
This is a welcome provision, but it needs to explicitly accomodate approved
organisations that are part of a larger organisation, so that centrally-controlled
(corporate) functions and resources may be used. This precedent is already
established in Part 21.

It is proposed to add as below:

(g) If the organisation holds other organisation certificates that were issued on the
basis of Regulation (EU) 2018/1139 and the delegated and implementing acts
adopted on the basis thereof, the design organisation may integrate the design
management system with the management system that is required for the issuance
of the other certificate(s). This may include the use of central functions when the
approved organisation is part of a larger organisation.

See Section 1.

228 comment by: Safran Engineering Services

§ 21.A.239(c) (2):

The following statement should be removed:
"(2) appoint key safety personnel to execute the safety policy in accordance with

point 21.A.245(b),"
rational: the requirement for apointment of key personnel is already the subject of
21.A.245(b), no need as no added value to make a cross reference from 21.A.239( C

)(2)
It is propose to remove the Statement: "(2)-appeintkey-safety-personnelto-execute
s i . l -E! QE.JF 21'4.245Fb".”

See Section 1.

229 comment by: Safran Engineering Services

§ 21.A.239(c) (2):
Key safety personnel is needed to establish, implement and maintain all the elements
of the Safety Management System not limited to the safety policy.

See Section 1.

comment | 282 comment by: Safran Landing Systems

* *
* gk

An agency of the European Union

Wording "in all domains of the wording should be changed
21.A.239(c 37/272 organisation " is not as follows:
)(3)(i) appropriate. "(3) establish, implement
Not all domains in a design and maintain a safety risk
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organisation are relevant to management process that
safety hazard identification e.g. includes:
finance, accounting, sales, (i) hazard identification in

marketing, design activities for al-demains-efthe
non aeronautical products, erganisation-and its design

military aeronautical activities, resulting from
products.... analysis of the occurrences
collected according to point
21.A.3A; and"
response | See Section 1.
comment | 283 comment by: Safran Landing Systems

Referring to following statement :

“(c) As part of the safety management element of the design

management system, the design organisation shall:

(3) establish, implement and maintain a safety risk

management process that includes: (i) hazard identification
37/272 in all domains of the organisation and its design activities,

resulting from analysis of the occurrences collected

according to point 21.A.3A; and"

is it the intent to limit the SRM process to the analysis of

occurences (i.e. an event has occurred) collected as per

21.A.3A?

21.A.239(c
)(3)(i)

response | See Section 1.

comment | 284 comment by: Safran Landing Systems

Wording should better read: “propery

discharge-its responsibilities are
properly discharged in accordance

Editorial issue
21.A.239(d)(1)(ii) 38/272 in the

wording. with...
response | See Section 1.
comment | 285 comment by: Safran Landing Systems
21.A.2 i i ion i
A.239(e 38/272 This requirement for process documentation is already

) covered by 21.A.243. It should be removed.
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Furthermore, "key processes" introduce the concept of key
and therefore non-key processes, which is unclear.

response | See Section 1.

comment | 286 comment by: Safran Landing Systems

Wording should be changed as

follows:
The wording is unclear. "(f) The design organisation
Requiring independent shall include in the design

monitoring of compliance  management

with a management system system independent monitoring

makes no sense. Wording  of compliance with, and the

should be improved. adequacy of the documented
procedures of the design
management system. This
monitoring shall include...."

21.A.239(f) 38/272

response | See Section 1.

comment | 287 comment by: Safran Landing Systems

This item is fully supported provided it remains not

21.A.239(g) 38/272 compulsory, i.e. "may" shall not become "shall" or "must".

response | See Section 1.

comment | 288 comment by: Safran Landing Systems

"(g) If the organisation holds (g) If the organisation holds
other organisation certificates other organisation

that were issued on the basis certificates that were issued
of Regulation (EU) 2018/1139 on the basis of Regulation

and the delegated and (EU) 2018/1139 and the
21.A.239(g) 38/272 implementing acts adopted  delegated and implementing
on the basis thereof, the acts adopted on the basis
design organisation may thereof, the design
integrate the design organisation may integrate

management system with the the design management

**

*

*
*
* *
* gk
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management system that is  system with the management
required for the issuance of  system that is required for

the other certificate(s)." the issuance of the other
This is a welcome provision,  certificate(s). This may

but it needs to explicitly include the use of central
accomodate approved functions when the approved

organisations that are part of organisation is part of a larger
a larger organisation, so that organisation.
centrally-controlled

(corporate) functions and

resources may be used. This

precedent is already

established in Part 21.

response | See Section 1.

comment | 289 comment by: Safran Landing Systems

The following statement should

be removed:

"(2) appoint key safety
personnel to execute the safety Statement sould be
policy in accordance with point removed : 22} appoint-key
21.A.245(b);" safety-personnel-to-execute
rational: the requirement for the-safety-policy-in
apointment of key personnel is aeccordance-with-point

already the subject of 2LA245(b)"
21.A.245(b), no need as no

added value to make a cross
reference from 21.A.239( C)(2)

21.A.239(c

) ) 37/272

response | See Section 1.

comment | 290 comment by: Safran Landing Systems

Key safety personnel is needed to estabish, implement and
37/273 maintain all the elements of the Safety Management System
not limited to the safety policy.

21.A.239(c)
(2)

response | See Section 1.

**
*
*

*
*
* *
* gk
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comment

503 comment by: Safran HE

21.A.239(c )(3)(i) - page 37

Wording "in all domains of the organisation " is not appropriate.
Not all domains in a design organisation are relevant to safety hazard identification
e.g. finance, accounting, sales, marketing, design activities for non aeronautical

products , military aeronautical products....

Suggested resolution:

wording should be changed as follows:
"(3) establish, implement and maintain a safety risk management process that
includes:

(i) hazard identification in _ its design activities,

resulting from analysis of the occurrences collected according to point 21.A.3A; and"

response | See Section 1.

comment | 504 comment by: Safran HE
21.A.239(c )(3)(i) - page 37
Referring to following statement :
“(c) As part of the safety management element of the design management system,
the design organisation shall:
(3) establish, implement and maintain a safety risk management process that
includes: (i) hazard identification in all domains of the organisation and its design
activities, resulting from analysis of the occurrences collected according to point
21.A.3A; and"
is it the intent to limit the SRM process to the analysis of occurences (i.e. an event
has occurred) collected as per 21.A.3A?

response | See Section 1.

comment | 505 comment by: Safran HE
21.A.239(d)(1)(ii) - page 38
Editorial issue in the wording.
Suggested resolution:
Wording should better read: "_its responsibilities _
_ in accordance with...

response | See Section 1.

comment | 506 comment by: Safran HE
21.A.239(e ) - page 38
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This requirement for process documentation is already covered by 21.A.243. It
should be removed.
Furthermore, "key processes" introduce the concept of key and therefore non-key
processes, which is unclear.

response | See Section 1.

comment | 507 comment by: Safran HE
21.A.239(f) - page 38
The wording is unclear. Requiring independent monitoring of compliance with a
management system makes no sense. Wording should be improved.
Suggested resolution:
Wording should be changed as follows:

This monitoring shall

include...."

response | See Section 1.

comment | 508 comment by: Safran HE
21.A.239(g) - page 38
This item is fully supported provided it remains not compulsory, i.e. "may" shall not
become "shall" or "must".

response | See Section 1.

comment | 509 comment by: Safran HE
21.A.239(g)
“(g) If the organisation holds other organisation certificates that were issued on the
basis of Regulation (EU) 2018/1139 and the delegated and implementing acts
adopted on the basis thereof, the design organisation may integrate the design
management system with the management system that is required for the issuance
of the other certificate(s)."
This is a welcome provision, but it needs to explicitly accomodate approved
organisations that are part of a larger organisation, so that centrally-controlled
(corporate) functions and resources may be used. This precedent is already
established in Part 21.
Suggested resolution:
(g) If the organisation holds other organisation certificates that were issued on the
basis of Regulation (EU) 2018/1139 and the delegated and implementing acts
adopted on the basis thereof, the design organisation may integrate the design
management system with the management system that is required for the issuance
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of the other certificate(s).

response | See Section 1.
comment | 510 comment by: Safran HE
21.A.239(c) (2)
The following statement should be removed:
"(2) appoint key safety personnel to execute the safety policy in accordance with
point 21.A.245(b);"
rational: the requirement for apointment of key personnel is already the subject of
21.A.245(b), no need as no added value to make a cross reference from 21.A.239( C
)(2)
Suggested resolution:
Statement sould be removed :
response | See Section 1.
comment | 511 comment by: Safran HE
21.A.239(c)
(2)Key safety personnel is needed to estabish, implement and maintain all the
elements of the Safety Management System not limited to the safety policy.
response | See Section 1.
comment | 723 comment by: SAFRAN TRANSMISSION SYSTEMS
. Commentis Comment
Section .
Comment suggested an is
Table Page . . .
. summary resolution observation substantive
Figure . —
(suggestion) (objection)
Wording "inall  wording should
domains of the  be changed as
organisation "is follows:
not appropriate. "(3) establish,
Not all domains implement and
21.A.239(c in a design maintain a
)(3)(i) 37/272 organisation are safety risk X
relevant to management
safety hazard process that
identification includes:
e.g. finance, (i) hazard
accounting, identification in
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sales, marketing, eH-demeains-of
design activities the-organisation

for non and its design
aeronautical activities,
products , resulting from
military analysis of the
aeronautical occurrences
products.... collected

according to
point 21.A.3A;
and"

response | See Section 1.

comment | 724 comment by: SAFRAN TRANSMISSION SYSTEMS

Commentis Comment
suggested an is
resolution observation substantive

(suggestion) (objection)

Section
Table Page Comment summary
Figure

Referring to following
statement :
“(c) As part of the
safety management
element of the design
management system,
the design
organisation shall:
(3) establish,
implement and
maintain a safety risk
management process
37/272 that includes: (i) To clarify X
hazard identification
in all domains of the
organisation and its
design activities,
resulting from analysis
of the occurrences
collected according to
point 21.A.3A; and"
is it the intent to limit
the SRM process to
the analysis of
occurences (i.e. an

21.A.239(c
)(3)(0)
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event has occurred)
collected as per

21.A.3A7
response | See Section 1.
comment | 725 comment by: SAFRAN TRANSMISSION SYSTEMS
. Commentis Comment
Section .
Comment suggested an is
Table Page . . .
. summary resolution observation substantive
Figure . —
(suggestion) (objection)
Wording should
better read:
Editorial '[. ; fits

issue in

21.A.239(d)(1)(ii) 38/272 the responsibilities X

are properly

ording. . .
wording discharged in
accordance
with...
response | See Section 1.
comment | 726 comment by: SAFRAN TRANSMISSION SYSTEMS
. Commentis Comment
Section suggested an is
Table Page Comment summary g8 . . .
. resolution observation substantive
Figure . —
(suggestion) (objection)
This requirement for
process
documentation is
21.A.239(e already covered by .
38/272 to clarif X
) 1272 51 n243. 1t should O Clarify
be removed.
Furthermore, "key
processes" introduce
Rath TE.RPR0O.00064-006 © European Union Aviation Safety Agency. All rights reserved. ISO 9001 certified.

* *

Proprietary document. Copies are not controlled. Confirm revision status through the EASA intranet/internet.  Page 236 of 1387

* *
* gk

An agency of the European Union



European Union Aviation Safety Agency

CRD to NPA 2019-05

6.2. Appendix Il — Comments related to NPA 2019-05 (B) (Part 21)

(comments without responses)

response | See Section 1.

comment

727

Section
Table
Figure

Page

21.A.239(f) 38/272

response | See Section 1.

comment

**

*
* *
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728

the concept of key

and therefore non-

key processes, which

is unclear.

Comment summary

The wording is

unclear. Requiring
independent
monitoring of
compliance with a

management system

makes no sense.

Wording should be

improved.

comment by: SAFRAN TRANSMISSION SYSTEMS

suggested
resolution

Wording should be
changed as follows:

"(f) The design
organisation shall
include in the design
management
system independent
monitoring of
compliance with,
and the adequacy of
the documented
procedures of the
design management
system. This
monitoring shall
include...."

Comment is Comment
an is
observation substantive
(suggestion) (objection)

comment by: SAFRAN TRANSMISSION SYSTEMS

TE.RPR0O.00064-006 © European Union Aviation Safety Agency. All rights reserved. ISO 9001 certified.
Proprietary document. Copies are not controlled. Confirm revision status through the EASA intranet/internet.

Page 237 of 1387



European Union Aviation Safety Agency CRD to NPA 2019-05
6.2. Appendix Il — Comments related to NPA 2019-05 (B) (Part 21)

(comments without responses)

Commentis Comment

Section )
Comment suggested an is
Table Page . . .
Figure summary resolution observat.lon sub.star]tlve
(suggestion) (objection)
This item is fully
supported to clarify
provided it "may" shall
21.A.239(g) 38/272 remains not _ lrlwt bfcome X
compulsory, i.e. shall" or
"may" shall not "must".
become "shall" or
"must".
response | See Section 1.
comment | 729 comment by: SAFRAN TRANSMISSION SYSTEMS
. Comment is Comment
Section )
Comment suggested an is
Table Page . . .
Figure summary resolution observat.lon sub.star_mve
(suggestion) (objection)
“(g) If the (9) If the
organisation organisation
holds other holds other
organisation organisation
certificates that certificates that
were issued on  were issued on
the basis of the basis of
Regulation (EU) Regulation (EU)
2018/1139 and 2018/1139 and
the delegated  the delegated
and and
21.A.239(g) 38/272 implementing  implementing X
acts adopted on acts adopted on
the basis the basis
thereof, the thereof, the
design design
organisation organisation
may integrate  may integrate
the design the design
management management
system with the system with the
management management
system that is system that is
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required for the
issuance of the
other
certificate(s)."
Thisis a
welcome
provision, but it
needs to
explicitly
accomodate
approved
organisations
that are part of
a larger
organisation, so
that centrally-
controlled
(corporate)
functions and
resources may

required for the
issuance of the
other
certificate(s).
This may include
the use of
central functions
when the
approved
organisation is
part of a larger
organisation.

be used. This
precedent is
already
established in
Part 21.
response | See Section 1.
comment | 730 comment by: SAFRAN TRANSMISSION SYSTEMS
. Commentis Comment
Section .
Comment suggested an is
Table Page . . .
Figure summary resolution observat.lon sub.star.mtlve
(suggestion) (objection)
The following
statement Statement
should be sould be
removed: removed : 52}
"(2) appoint key appointkey
21.A.239(c safety personnel seafety-personnel
) (2) 37/272 to execute the to-execute-the X
safety policy in  safety-policy-in
accordance with aecordance-with
point point
21.A.245(b);" -~
rational: the
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requirement for
apointment of
key personnel is
already the
subject of
21.A.245(b), no
need as no
added value to
make a cross
reference from
21.A.239( C)(2)

response | See Section 1.

comment | 731 comment by: SAFRAN TRANSMISSION SYSTEMS

Commentis Comment

Section suggested an is

Table Page Comment summary g8 . . .

Fieure resolution observation substantive

& (suggestion) (objection)

Key safety personnel
is needed to
estabish, implement

21.A.239(c and maintain all the .

) (2) 37/273 clements of the to clarify X
Safety Management
System not limited to
the safety policy.

response | See Section 1.
comment | 884 comment by: SAFRAN AEROSYSTEMS

e 21.A.239(c)(2)

The following statement should be removed:
"(2) appoint key safety personnel to execute the safety policy in accordance with
point 21.A.245(b);"
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rational: the requirement for apointment of key personnel is already the subject of
21.A.245(b), no need as no added value to make a cross reference from 21.A.239( C

)(2)

Key safety personnel is needed to estabish, implement and maintain all the elements
of the Safety Management System not limited to the safety policy.

e 21.A.239(d)(1)(ii)
Editorial issue in the wording.

Wording should better read: "properly discharge its responsibilities are properly
discharged in accordance with...

e 21.A.239(e)

This requirement for process documentation is already covered by 21.A.243. It
should be removed.

Furthermore, "key processes" introduce the concept of key and therefore non-key
processes, which is unclear.

e 21.A.239(f)

The wording is unclear. Requiring independent monitoring of compliance with a
management system makes no sense. Wording should be improved.

Wording should be changed as follows:

“(f) The design organisation shall include in the design management
system independent monitoring of compliance with, and the adequacy of the
documented procedures of the design management system. This monitoring shall
include...."

e 21.A.239(g)

This item is fully supported provided it remains not compulsory, i.e. "may" shall not
become "shall" or "must".

This is a welcome provision, but it needs to explicitly accomodate approved
organisations that are part of a larger organisation, so that centrally-controlled
(corporate) functions and resources may be used. This precedent is already
established in Part 21.

(g) If the organisation holds other organisation certificates that were issued on the
basis of Regulation (EU) 2018/1139 and the delegated and implementing acts
adopted on the basis thereof, the design organisation may integrate the design
management system with the management system that is required for the issuance
of the other certificate(s). This may include the use of central functions when the
approved organisation is part of a larger organisation.

response | See Section 1.

* *
* ok
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comment | 971 comment by: Collins Aerospace (Ratier-Figeac) - Frédéric RAMBLIERE

21.A.239 (g) "If the organisation holds other organisation certificates that were
issued on the basis of Regulation (EU) 2018/1139 and the delegated and
implementing acts on the basis thereof (...)"

This requirement shall not be limited to "certificates that were issued on the basis of
Regulation (EV) 2018/1139".
Suggest to delete " that were issued on the basis of Regulation (EU) 2018/1139 and
the delegated and implementing acts on the basis thereof"

response | See Section 1.

comment | 1009

Wording "in all domains of the
organisation " is not
appropriate.

Not all domains in a design
organisation are relevant to
safety hazard identification e.g.
finance, accounting, sales,
marketing, design activities for
non aeronautical products,
military aeronautical
products....

21.A.239(c

@ 72

response | See Section 1.

comment | 1010

comment by: ASD

wording should be changed
as follows:

"(3) establish, implement
and maintain a safety risk
management process that
includes:

(i) hazard identification in
all-demains-of the
erganisation-and its design
activities, resulting from
analysis of the occurrences
collected according to point
21.A.3A; and"

comment by: ASD

Referring to following statement :

"(c) As part of the safety management element of the design
management system, the design organisation shall:

(3) establish, implement and maintain a safety risk

21.A.239(c

@ 3772

management process that includes: (i) hazard identification
in all domains of the organisation and its design activities,
resulting from analysis of the occurrences collected

according to point 21.A.3A; and"
is it the intent to limit the SRM process to the analysis of
occurences (i.e. an event has occurred) collected as per

21.A3A?

**

*
* *
* *
* oy
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response | See Section 1.

comment | 1011 comment by: ASD

Editorial issue Wording should better read: "properly

21.A.239(d)(1)(ii) 38/272 in the aischarge-its responsibilities are
. properly discharged in accordance
wording. with

response | See Section 1.

comment | 1012 comment by: ASD

This requirement for process documentation is already
21.A.239(e 38/272 covered by 21.A.243. It should be removed.
) Furthermore, "key processes" introduce the concept of key
and therefore non-key processes, which is unclear.

response | See Section 1.

comment | 1013 comment by: ASD

Wording should be changed as

follows:
The wording is unclear. "(f) The design organisation
Requiring independent shall include in the design

monitoring of compliance  management

with a management system system independent monitoring

makes no sense. Wording  of compliance with, and the

should be improved. adequacy of the documented
procedures of the design
management system. This
monitoring shall include...."

21.A.239(f) 38/272

response | See Section 1.
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comment | 1014

21.A.239(g) 38/272

response | See Section 1.

comment | 1015

21.A.239(g) 38/272

response | See Section 1.

comment | 1016

21.A.239(c

) (2) 37/272

**

*
* *
* *
* oy

An agency of the European Union

comment by: ASD

This item is fully supported provided it remains not
compulsory, i.e. "may" shall not become "shall" or "must".

comment by: ASD

"(g) If the organisation holds
other organisation certificates
that were issued on the basis
of Regulation (EU) 2018/1139
and the delegated and
implementing acts adopted
on the basis thereof, the
design organisation may
integrate the design
management system with the
management system that is
required for the issuance of
the other certificate(s)."

This is a welcome provision,
but it needs to explicitly
accomodate approved
organisations that are part of
a larger organisation, so that
centrally-controlled
(corporate) functions and
resources may be used. This
precedent is already
established in Part 21.

(g) If the organisation holds
other organisation
certificates that were issued
on the basis of Regulation
(EU) 2018/1139 and the
delegated and implementing
acts adopted on the basis
thereof, the design
organisation may integrate
the design management
system with the management
system that is required for the
issuance of the other
certificate(s). This may
include the use of central
functions when the approved
organisation is part of a
larger organisation.

comment by: ASD

The following statement should
& Statement sould be

be removed: no) -y
"(2) appoint key safety rems oved : !
personnel to execute the safety ! ; lipws i
policy in accordance with point , Ll
21.A.245(b);" o

rational: the requirement for
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response | See Section 1.

comment | 1017

21.A.239(c)
(2)

response | See Section 1.

comment | 1147

apointment of key personnel is
already the subject of
21.A.245(b), no need as no

added value to make a cross

reference from 21.A.239( C)(2)

comment by: ASD

Key safety personnel is needed to estabish, implement and

not limited to the safety policy.

37/273 maintain all the elements of the Safety Management System

comment by: LHT DO

239(a)(2) - It is not realistic to establish the whole System under the direct
accountability of a single manager since the Head of Design Organisation is not
always the CTO or COO. We agree that the system has to be established under the
accountability of one manager, but please delete "direct".

response | See Section 1.

comment | 1322

Section, table,
figure

NPA 2019-05
(B), 21.A.239
point (b)(2)

**

*

*
*
* *
* gk
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Page

Pa
37

ge

Comment Summary

The reference to
21.A.245(a) might be
understood that the
'head of design
organisation' must be
the 'single manager'
mentioned in point
(b)(2). But for
companies with
multiple approvals,
the SMS direct
accountable person

Suggested
resolution

Delete the
reference to
21.A.245(a).

comment by: Rolls-Royce plc

Comment is .
an Comment is

. substantive
observation/ ~ " **/

., oObjection
suggestion

Yes No
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might not be the HDO
(see GM1
21.A.239(c).

The following
statement should be
removed:

"(2) appoint key
safety personnel to
execute the safety
policy in accordance

Statement sould be

with point remoyed 2
" appeint-key-safety
21.A.245(b);
yfﬁ,zzgg(gc-())!(sz()m Page37 ratio.naI: the personnelto ; No Yes
requirement for o
. policy-in-accordance
appointment of key b i
personnel is already "
the subject of iRt
21.A.245(b), so it
appears that there is
no need to cross
reference from
21.A.239(c)(2)
Recognising the point
above about not
prescribing
organisational roles in
law, the roles
considered key safety
personnel would
glf_i_zzgg(gc_??z()m ;;ge include those needed Yes No
to establish,
implement and
maintain all the
elements of the
Safety Management
System (not limited
to the safety policy).
The phrase "in all wording should be
domains of the changed as follows:
organisation "is not  "(3) establish,
appropriate. implement and
Not all domainsina maintain a safety
NPA 2019-05 (B) Page design organisation  risk management No Ves
21.A.239(c )(3)(i) 37 are relevant to safety process that
hazard identification includes:
e.g. finance, (i) hazard
accounting, sales, identification in e#
marketing, design domains-of-the
activities for non oerganisation-and its
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NPA 2019-05 (B) Page
21.A.239(c )(3)(i) 37

NPA 2019-05 (B) Page
21.A.239(d)(1)(ii) 38

NPA 2019-05 (B) Page
21.A.239(e) 38

**

*

*

* *
* ok

An agency of the European Union

aeronautical products design activities,

, military aeronautical resulting from

products.... analysis of the
occurrences
collected according
to point 21.A.3A;
and"

Referring to the
following statement :
“(c) As part of the
safety management
element of the design
management system,
the design
organisation shall:
(3) establish,
implement and
maintain a safety risk
management process
that includes: (i)
hazard identification
in all domains of the
organisation and its
design activities,
resulting from
analysis of the
occurrences collected
according to point
21.A.3A; and"

is it the intent to limit
the SRM process to
the analysis of
occurences (i.e. an
event has occurred)
collected per
21.A.3A?

Reword for clarity

Wording should
better read:

its responsibilities
are properly
discharged in
accordance with...

Editorial issue in the
wording.

This requirement for
process
documentation is
already covered by
21.A.243. It should be
removed.

Remove
requirement
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NPA 2019-05 (B) Page

21.A.239(f) 38
NPA2019-05
(B),21.A239 8g
point (f)

NPA 2019-05 (B) Page
21.A.239(g) 38

**
* *

* *
* ok

An agency of the European Union

Furthermore, "key
processes" introduce
the concept of key
and therefore non-
key processes, which
is unclear.

The wording is
unclear, as it appears
to require
independent
monitoring of
compliance with a

management system.

This should be
improved to show
that it is the
procedures of the
management system
for which compliance
is being assessed.

Paragraph concerning
feed-back loop is to
prescriptive. The new
text in point (f)
requires by reference
to point 21.A.245(a)
and (b) the HDO,
Airworthiness Office,
Independent
Monitoring and
others 'to ensure'
corrective action
takes place. This level
of details may not
allow company
specific roles for that
corrective action
anymore.

This item is fully
supported provided it
remains an option for
an organisation, and
is not considered
mandatory to
integrate the
systems.

Wording should be
changed as follows:

"(f) The design
organisation shall
include in the design
management
system independent
monitoring of
compliance with,
and the adequacy of
the documented
procedures of the
design management
system. This
monitoring shall
include...."

No

Wording change as
follows: 'This
monitoring shall
include a feed-back
to a person or a
group of person
having the
responsibility to
ensure corrective
actions and to
persons referred to
in point 21.A.245(a)
and (b).

No

No
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"(g) If the

organisation holds

other organisation

certificates that were (g) If the

issued on the basis of organisation holds

Regulation (EU) other organisation
2018/1139 and the  certificates that
delegated and were issued on the

implementing acts basis of Regulation

adopted on the basis (EU) 2018/1139 and

thereof, the design the delegated and
organisation may implementing acts
integrate the design  adopted on the
management system basis thereof, the

with the design organisation

NPA 2019-05 (B) Page management system may integrate the

21.A.239(g) 38 that.is required for design mqnagement No
the issuance of the system with the
other certificate(s)." management
This is a welcome system that is
provision, but it required for the
needs to explicitly issuance of the
accomodate other certificate(s).
approved This may include the
organisations that are use of central
part of a larger functions when the
organisation, so that approved
centrally-controlled  organisation is part
(corporate) functions of a larger
and resources may be organisation.
used. This precedent
is already established
in Part 21.
response | See Section 1.
comment | 1569 comment by: MARPA
The creation of a design managment system seems duplicative of what the
regulations already require with respect to ensuring compliance to the regulations.
It appears that overlaying a design management system simply adds expense to the
cost of design and the approval process that already exists. Imposing a design
managmenet system appears to impose a burden on industry without a
corresponding safety benefit, because industry is already required to ensure its
products or articles conform to the regulations in order to receive a design approval.
response | See Section 1.
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21.A.243 Data Handbook p. 39-40
comment | 24 comment by: CAA-NL
21.A.243 title
For consistency with other subparts and other regulations, we suggest to change the
title into:

21.A.243 Design Organisation Exposition (DOE)
The references to ‘Handbook’ in the rest of the text as well as in the related AMC/GM
need to be amended also.

response | See Section 1.

comment | 50 comment by: Duane Kritzinger

Why do you refer to a "Handbook" for a DO when all other approved organisations
have "Expositions". See also my comment to AMC1 21.A.239(e )(a)

response | See Section 1.

comment | 88 comment by: General Aviation Manufacturers Association

Section 21.A.243(a): The statement “...the products or changes to products to be
designed...” is unclear. We suggest: “...that describe the products and existing
capabilities being performed under the approval...”.

response | See Section 1.

comment | 230 comment by: Safran Engineering Services

§21.A.243(a)

The DOA Handbook should not describe the product or changes to products to be
designed but the technical domains where design activities are carried out under the
DOA.

response | See Section 1.

comment | 291 comment by: Safran Landing Systems

The DOA Handbook should not describe the product or changes to products to be
designed but the technical domains where design activities are carried out under the
DOA.

response | See Section 1.

comment | 293 comment by: Safran Landing Systems

Within the sentence: “(1) act under the  Word "direct"
40/272 direct authority of the head of the design should be
organisation" the word "Direct" is subject removed:

21.A.245(c
)(1)

**

*

*
*
* *
* gk
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to interpretation. Futhermore this (c) The person or
principle may not work in organisations  group of persons
holding multiple approvals with different identified in point
accountable managers. AMC/GM already (b) shall:
document this provision. (1) act under the
direet-authority of
the head of the
design
organisation;

response | See Section 1.

comment | 512 comment by: Safran HE

The DOA Handbook should not describe the product or changes to products to be
designed but the technical domains where design activities are carried out under the
DOA.

response | See Section 1.

comment | 732 comment by: SAFRAN TRANSMISSION SYSTEMS
. Commentis Comment
Section suggested an is
Table Page Comment summary g8 . . .
. resolution observation substantive
Figure . N
(suggestion) (objection)
The DOA Handbook
should not describe
the product or
21.A.243(a changes to products to

be designed but the X
technical domains

where design activities

are carried out under

)

the DOA.
response | See Section 1.
comment | 733 comment by: SAFRAN TRANSMISSION SYSTEMS
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Section
Table
Figure

Page

Comment
summary

The rule (hard law)
shall not require

that specific

managers (i.e chief

of office of
airworthiness,
chief of
independent
monitoring or

other chiefs of) are
nominated. Only
the appointment
of an accountable

manager for the
whole approved
design

organisation shall

be required

through the rule

suggested
resolution

Wording
should be
changed as
follows:

“(b)
Depending on
the size of the
organisation
and on the
nature and
complexity of
its activities,
the head of
the design
organisation
shall
nominate and
identify,
together with
the extent of
their

Comment is Comment
an is
observation substantive
(suggestion) (objection)

and he/she shall  authority:
21.A.245(b) 40/272 be required to -achiefof X
appoint key theoffice-of
personnels or airworthiness;
groups of persons {2}-a-chiefof
to discharge the
his/her independent
responsibilities. monitering-of
examples of key  compliance
personnels should end-adegquaey
be given in the function-and
GM/AMC. The {3}-any-ether
purpose is to allow person or
the flexibility group of
required to persons who
consider the are needed to
various sizes of ensure that
design the
organisations and organisation
the vrious nature isin
and complexity in compliance
their activities. with the
requirements
of this Annex."
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response | See Section 1.

comment | 740
Section
Table Page
Figure
21.A.245(c 40/272

)(1)

response | See Section 1.

comment | 885

21.A.243

comment by: SAFRAN TRANSMISSION SYSTEMS

Comment
summary

Within the
sentence: "“(1) act
under the direct
authority of the
head of the design
organisation" the
word "Direct" is
subject to
interpretation.
Futhermore this
principle may not
work in
organisations
holding multiple
approvals with
different
accountable
managers.
AMC/GM already
document this
provision.

suggested
resolution

Word "direct"
should be
removed:

(c) The person
or group of
persons
identified in
point (b)
shall:

(1) act under
the-direct
authority of
the head of
the design
organisation;

Comment is
an

observation
(suggestion)

Comment
is
substantive
(objection)

comment by: SAFRAN AEROSYSTEMS

The DOA Handbook should not describe the product or changes to products to be
designed but the technical domains where design activities are carried out under the

DOA.

**

*

*
*
* *
* gk
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response | See Section 1.

comment | 1018 comment by: ASD

The DOA Handbook should not describe the product or changes to
products to be designed but the technical domains where design
activities are carried out under the DOA.

21.A.243(a
)

response | See Section 1.

comment | 1019 comment by: ASD

Wording should be
changed as follows:
"(b) Depending on the
size of the organisation
and on the nature and
complexity of its
activities, the head of
the design organisation
shall nominate and
identify, together with

The rule (hard law) shall not require
that specific managers (i.e chief of
office of airworthiness, chief of
independent monitoring or other
chiefs of) are nominated. Only the
appointment of an accountable
manager for the whole approved
design organisation shall be

required through the rule and the ext?nt of their
he/she shall be required to appoint authority:

21.A.245(b) 40/272 {1)-a-chiefof the-office
key personnels or groups of . . .
persons to discharge his/her y i /
responsibilities. examples of key {-2—)-a—eh+ef—ef—the[[ o
personnels should be given in the .
GM/AMC. The purpose is to allow ef—eemp#anee—a-nd! fnction:and
the flexibility required to consider (3)-any-ether person or

the various sizes of design
organisations and the vrious
nature and complexity in their

group of persons who
are needed to ensure
that the organisation is

activities. . . )
in compliance with the
requirements of this
Annex."
response | See Section 1.
comment | 1325 comment by: Rolls-Royce plc
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Comment is

Section, Comment is

Comment Suggested an .
table, Page . . substantive/
. Summary resolution observation/ e
figure ., oObjection

suggestion

The DOA Handbook

should not describe

the product or

specific changes to
NPA 2019- Page products to be
05 (B) g designed but the No Yes
21.A.243(a) technical domains

in which design
activities are
carried out under

the DOA.
response | See Section 1.
comment | 1334
Section, Comment Suggested

" a .
table, figure & Summary resolution

NPA 2019-

05 (B), Page Overlap Delete
21.A243 39  with 21.A.5 point (d)
point (d)

response | See Section 1.

comment by: Rolls-Royce plc

Comment is an
observation/
suggestion*

Yes

Comment is
substantive/
objection**

No

21.A.245 Resources Approval requirements

p. 40-41

comment | 51

For 21.A.245(c)(1):

comment by:

Duane Kritzinger

e For an Integrated Management System, a larger organisation with multiple
approvals need the flexibility of the ISM to report to the CEO/Accountable
Manager (i.e. not under the direct authority of the HoD)

e Inconsistent terminology across these paras: "Head of" versus "Chief
of". For consistency across the regulatory framework, consider using the
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response

comment
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term Nomitated Persons or Responsible Managers (e.g. 145.A.30 and
21.A.145

For 21.A.245(d)(1): Suggest that this considers human errors/fatigue management
by reflecting the intent of 145.A.47 (i.e. fatigue risk management).

See Section 1.

89 comment by: General Aviation Manufacturers Association

Section 21.A.245(b): The ‘hard law’ should not require the specific identification of
specific managers e.g. chief of office of airworthiness, chief of independent
monitoring. Only the nomination of the Accountable Manager for the design
organization and SMS are required by the rule, to appoint key personnel or groups
of persons to discharge their responsibilities. Key personnel should be identified
within AMC. This will allow the design organization the flexibility required for the size
and complexity of their activities. We suggest “Depending on the size of the
organisation and on the nature and complexity of its activities, the head of the design
organlsatlon shall nomlnate and |dent|fy, together with the extent of their author|ty,

ef—eem-phm*ee—and—adeq&aey—ﬁwweﬂeﬂ—aﬂd-(%-) any e%he# person or group of persons

who are needed to ensure that the organisation is in compliance with the
requirements of this Annex.”.

See Section 1.

90 comment by: General Aviation Manufacturers Association

Section 21.A.245(c)(1): The term “direct” in “act under the direct authority of the
head of the design organization...” could lead to misinterpretation in a large or
complex organizational structure. We suggest that this term “direct” is removed.

See Section 1.

231 comment by: Safran Engineering Services

§21.A.245(b):

The rule (hard law) shall not require that specific managers (i.e. chief of office of
airworthiness, chief of independent monitoring or other chiefs of) are nominated.
Only the appointment of an accountable manager for the whole approved design
organisation shall be required through the rule and he/she shall be required to
appoint key personnel or groups of persons to discharge his/her responsibilities.
Examples of key personnel should be given in the GM/AMC. The purpose is to allow
the flexibility required to consider the various sizes of design organisations and the
various nature and complexity in their activities.

Wording should be changed as follows:
"(b) Depending on the size of the organisation and on the nature and complexity of
its activities, the head of the design organisation shall nominate and identify,
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together with the extent of their authority:

{3} any ether person or group of persons who are needed to ensure that the
organisation is in compliance with the requirements of this Annex."

response | See Section 1.
comment | 232 comment by: Safran Engineering Services
§ 21.A.245(c )(1):
Within the sentence: "“(1) act under the direct authority of the head of the design
organisation” the word "Direct" is subject to interpretation. Furthermore this
principle may not work in organisations holding multiple approvals with different
accountable managers. AMC/GM already document this provision.
The word "direct" should be removed:
(c) The person or group of persons identified in point (b) shall:
(1) act under the direct-authority of the head of the design organisation;
response | See Section 1.
comment | 292 comment by: Safran Landing Systems
Wording should be
changed as follows:
n D H h
The rule (hard law) shall not require (b) epending o.n t 'e
o . . size of the organisation
that specific managers (i.e chief of
) . . i and on the nature and
office of airworthiness, chief of . .
. o complexity of its
independent monitoring or other L
] . activities, the head of
chiefs of) are nominated. Only the . .
. the design organisation
appointment of an accountable .
shall nominate and
manager for the whole approved . . .
. . identify, together with
design organisation shall be .
> the extent of their
required through the rule and )
he/she shall be required to appoint T
21.A.245(b) 40/272 -a-chiefof theoffice
key personnels or groups of . ;
persons to discharge his/her 2] chictof tf
responsibilities. examples of key . o
. ) independent-meonitoring
personnels should be given in the .
. ofcompliance-and
GM/AMC. The purpose is to allow .
the erx.|b|I|ty. required t'o consider T Sy
the various sizes of design
. . group of persons who
organisations and the vrious
o . are needed to ensure
nature and complexity in their L
o that the organisation is
activities. . . .
in compliance with the
requirements of this
Annex."
Rath TE.RPR0O.00064-006 © European Union Aviation Safety Agency. All rights reserved. ISO 9001 certified.

* *
* ok

An agency of the European Union

3 o Proprietary document. Copies are not controlled. Confirm revision status through the EASA intranet/internet.  Page 257 of 1387



European Union Aviation Safety Agency CRD to NPA 2019-05
6.2. Appendix Il — Comments related to NPA 2019-05 (B) (Part 21)

(comments without responses)

response | See Section 1.

comment | 513 comment by: Safran HE

21.A.245(b)

The rule (hard law) shall not require that specific managers (i.e chief of office of
airworthiness, chief of independent monitoring or other chiefs of) are nominated.
Only the appointment of an accountable manager for the whole approved design
organisation shall be required through the rule and he/she shall be required to
appoint key personnels or groups of persons to discharge his/her responsibilities.
examples of key personnels should be given in the GM/AMC. The purpose is to allow
the flexibility required to consider the various sizes of design organisations and the
vrious nature and complexity in their activities.

Suggested resolution:
Wording should be changed as follows:
"(b) Depending on the size of the organisation and on the nature and complexity of
its activities, the head of the design organisation shall nominate and identify,
together with the extent of their authority:

any person or group of persons who are needed to ensure that the
organisation is in compliance with the requirements of this Annex."

response | See Section 1.

comment | 514 comment by: Safran HE

21.A.245(c )(1)

Within the sentence: "(1) act under the direct authority of the head of the design
organisation" the word "Direct" is subject to interpretation. Futhermore this
principle may not work in organisations holding multiple approvals with different
accountable managers. AMC/GM already document this provision.

Suggested resolution:
Word "direct" should be removed:

(c) The person or group of persons identified in point (b) shall:
(1) act under the- authority of the head of the design organisation;

response | See Section 1.

comment | 692 comment by: UK CAA

Page No: 40

Paragraph No: 21.A.245 Resources
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Comment: There is no reference to accountable manager in 21.A.245 Resources.

Justification: The reference to the accountable manager would help understanding
the organisation structure and relationship with the Head of Design. Additionally, its
omittance makes it inconsistent with the rest of the regulation.

response | See Section 1.

comment | 886 comment by: SAFRAN AEROSYSTEMS
e 21.A.245B

The rule (hard law) shall not require that specific managers (i.e chief of office of
airworthiness, chief of independent monitoring or other chiefs of) are nominated.
Only the appointment of an accountable manager for the whole approved design
organisation shall be required through the rule and he/she shall be required to
appoint key personnels or groups of persons to discharge his/her responsibilities.
examples of key personnels should be given in the GM/AMC. The purpose is to allow
the flexibility required to consider the various sizes of design organisations and the
various nature and complexity in their activities.

Wording should be changed as follows:

"(b) Depending on the size of the organisation and on the nature and complexity of
its activities, the head of the design organisation shall nominate and identify,
together with the extent of their authority:

{1} a-chief of the office of airworthiness:

(3) any ether person or group of persons who are needed to ensure that the
organisation is in compliance with the requirements of this Annex."

o 21.A.245(c)(1)

Within the sentence: "(1) act under the direct authority of the head of the design
organisation" the word "Direct" is subject to interpretation. Futhermore this
principle may not work in organisations holding multiple approvals with different
accountable managers. AMC/GM already document this provision.

Word "direct" should be removed:
(c) The person or group of persons identified in point (b) shall:
(1) act under the direet authority of the head of the design organisation;

response | See Section 1.

comment | 972 comment by: Collins Aerospace (Ratier-Figeac) - Frédéric RAMBLIERE

In § 21.A.245 (c): The direct authority shall be limited to the activities covered by the
Design Approval.
Suggest to modify as follows:

Rath TE.RPR0O.00064-006 © European Union Aviation Safety Agency. All rights reserved. ISO 9001 certified.
3 o Proprietary document. Copies are not controlled. Confirm revision status through the EASA intranet/internet.  Page 259 of 1387

* *
* gk

An agency of the European Union



European Union Aviation Safety Agency

CRD to NPA 2019-05

6.2. Appendix Il — Comments related to NPA 2019-05 (B) (Part 21)

(comments without responses)

**

*

*

* *
* gk

"The person or group of persons identified in point (b) shall: (1) act under the direct
authority of the head of design organisation for the functions identified in point (b);"

response | See Section 1.

comment | 1020

21.A.245(c
)(1)

response | See Section 1.

comment | 1148

40/272

Within the sentence: "(1) act under the
direct authority of the head of the design
organisation" the word "Direct" is subject
to interpretation. Futhermore this
principle may not work in organisations
holding multiple approvals with different
accountable managers. AMC/GM already

document this provision.

comment by: ASD

Word "direct"
should be
removed:

(c) The person or
group of persons
identified in point
(b) shall:

(1) act under the
direct-authority of
the head of the
design
organisation;

comment by: LHT DO

245(c): Please delete "direct" within "direct authority" see 239(a)(2)

Otherwise it might force the Design Organisations to define a HoDO at a position
which has less connection to the design activities. To our view this would not improve
the quality of the design activities.

response | See Section 1.

comment | 1327

Section,

table, Page
figure

NPA 2019- Page
05 (B) 40
21.A.245(b)

Comment Suggested
Summary resolution
The rule (hard law) Wording
should not require should be
that specific changed as
managers (i.e chief follows:

of office of "(b)

airworthiness, chief Depending on
the size of the
organisation

of independent
monitoring or

comment by: Rolls-Royce plc

Comment is .

an Comment is
. substantive

observation/ /

suggestion* objection™*

No Yes

TE.RPR0O.00064-006 © European Union Aviation Safety Agency. All rights reserved. ISO 9001 certified.

Proprietary document. Copies are not controlled. Confirm revision status through the EASA intranet/internet.

An agency of the European Union

Page 260 of 1387



European Union Aviation Safety Agency

CRD to NPA 2019-05

6.2. Appendix Il — Comments related to NPA 2019-05 (B) (Part 21)

(comments without responses)

* *
* ok

An agency of the European Union

other 'chiefs of')
are nominated.
Only the
appointment of the
Head of the Design
Organisation for
the whole
approved design
organisation
should be required
through the rule
and he/she shall be
required to appoint
key personnel or
groups of persons
to discharge
his/her
responsibilities.
examples of key
functions or roles
should be given in
the GM. This is to

and on the
nature and
complexity of
its activities,
the head of
the design
organisation
shall nominate
and identify,
together with
the extent of
their
authority:

H)-a-chiefof

allow the flexibility funretionand

required to
accommodate the
various sizes of
design
organisations and
the varied nature
and complexity of
their activities.

{3)any-ether
person or
group of
persons who
are needed to
ensure that
the
organisation is
in compliance

with the
requirements
of this Annex."
Within th
'thin the " Word "direct"
sentence: "(1) act should be
under the direct removed:
authority of the (0) The r.;rson
head of the design p
A or group of
organisation" the
NPA 2019- word "Direct” is persons
05 (B) Page subiect to identified in No
21.A245(c 40 . point (b) shall:
interpretation.
1) Futhermore this (1) a!ct under
rinciple may not the-a
\F/)vork ﬁ\ y authority of
N the head of
organisations .
. . the design
holding multiple L
. organisation;
approvals with
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response | See Section 1.

comment | 1388

Section,
table,
figure

Page

NPA

2019-05

(B), Page
21.A245 40
point

(c)(1)

response | See Section 1.

different
accountable
managers.
AMC/GM already
document this
provision.

Comment Summary Suggesfed
resolution

Direct authority is too

prescriptive. In bigger

companies group of

person might be

shared between replace

accountable managers 'direct

not all of them directly authority'

reporting to the HDO by

and in case of sub- 'traceable

contracting activities a authority'.

demand for 'direct
authority' is
permitting various
options.

comment by: Rolls-Royce plc

Comment is
an
observation/
suggestion*

Comment is
substantive/
objection**

No Yes

21.A.247 Changes in to the design management assurance system

p.41

comment | 1326

Section, Comment Suggested
table, Page .

. Summary resolution
figure

NPA Page Clarification of Revise the
2019-05 41  State of Design text to read:

**

*

*

* *
* ok
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comment by: Rolls-Royce plc

Comment is
an
observation/
suggestion*

Comment is
substantive/
objection**

Yes
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(B), responsibility. 'of the type
21.A.247 Avoid mixing design of the

responsibilities as  product'
State of Registry.

response | See Section 1.

21.A.258 Findings p. 41-42

comment

response

comment

response

**

*

*

* *
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25 comment by: CAA-NL

21.A.258, We suggest to use the wording of 145.A.95 which is clear and simple.

(a) After the receipt of a notification of findings according to point 21.B.433, the
organisation shall:

(1) identify the root cause or causes of, and contributing factors to, the non-
compliance;

(2) define a corrective action plan;

(3) demonstrate the implementation of corrective action to the satisfaction of the
competent authority.

(b) The actions referred to in points (a)(1), (a)(2) and (a)(3) shall be performed within
the period agreed with that competent authority as defined in point 21.B.433.

See section B for further suggestions on Findings

See Section 1.

691 comment by: UK CAA

Page No: 22;42;61;67/68; 77

Paragraph No: 21.A.125B Findings (2); 21.A.258 Findings (2); 21.B.125 Findings and
corrective actions (3); 21.B.225 Findings and corrective actions (d) and (f)(3);
21.B.433 Findings and corrective actions (d) and (f)(currently incorrectly numbered

(d))(3).

Comment: Level 3 finding still remains in Part 21 although it is only an observation.
It does not feature in Part 145.

Justification: Raising or not raising a level 3 finding should be made uniform across
Part 21 and Part 145.

Proposed Text: We recommend that the corresponding text to level 3 finding
should be deleted.

In addition, please note the paragraph numbered (d) beginning “The competent
authority shall ...” should be renumbered to paragraph (f)

See Section 1.
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21.A.259 Duration and continued validity p. 42

comment

26 comment by: CAA-NL

21.A.259(a)4

Changed 21.A.259(a)(4) mentions “the design organisation no longer meets the
eligibility requirements of point 21.A.233”. However, 21.A.233 defines eligibility
requirements for applicants, which is not the same as eligibility requirements for
approved organisations. Instead, it is relevant for a design organisation that it have
performed a complete audit program in the last 24 months and that it is responsible
for the continued airworthiness of approved designs. It is therefore proposed to
change 21.A.259(a)(4) into:

“the design organisation no longer could perform a complete audit program in the
last 24 months; or” and add 21.A.259(a)(6) “the design organisation is responsible
for the continued airworthiness of approved designs.”

response | See Section 1.

comment | 27 comment by: CAA-NL
21.A.259(a)(5)
We are of the opinion that ‘suspension’ needs to be included here as it is mentioned
as an option in the NBR, to be included in the implementing rules. It is also mentioned
in the similar paragraph of the ANS/ATM regulation (2017/373).
(5.) the certificate has been suspended, or surrendered;—revoked under point
21.B-430, 21.B.65, or surrendered.

response | See Section 1.

comment | 1328 comment by: Rolls-Royce plc

Comment is .
Comment is

Section, table, Comment Suggested an .
. Page . . substantive/
figure Summary resolution observation/ e sk
- objection
suggestion
. Consider t

NPA 2019-05 (B), , _ Repair ini?j:jeer ©
21.A.259 point & scope . . Yes No
(a)(3) 2 missing repair

© design'.

response | See Section 1.
21.A.263 Privileges p. 43-44
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1296

comment by: Pratt@Whitney Rzeszow APUs

The numbering is not consistent. There are two (7) bullets. Propose to change the
numbers of two last bullets - from (7), (8) to (8), (9)

See Section 1.

comment | 1329

Section,
table, Page
figure
NPA
2019-05
(B), Page
21.A.263 43
point
(c)(5)
NPA
2019-05
Page
(B), 44
21.A.263
points not
43
(c)(7) &
(8)
NPA
2019-05
(B), Page
21.A.263 44
point
(c)(7)
NPA Page
2019-
019-05 44

(B),

Comment
Summary

Increased
safety risks
under new
option for
major repair
design
approvals on
products not
holder the TC
or STC.

incorrect
numbering.

Increased
safety risks
under new
option for
major change
design
approvals on
products not
being holder
of the TC or
STC.

AMC missing
for major

comment by: Rolls-Royce plc

Comment is .
Comment is
Suggested an

. . substantive/
resolution observation/ "~
. Objection
suggestion

Add details for risk
mitigations (AMC?)
if non-TC holders
are introducing
'major repair
design'.

Yes

point (7) to become
(8) and (8) to
become (9)

Yes No

Establish new
21.B.3 to ensure
EASA is reflecting
AD scenario of input
demands from TC
holder configuration
in combination with
non-TC Holder
major change
approval holder
inputs. Consider
major design
approvals (non-TC
Holder) to be
covered by STCs.
Ref ICAO Annex 8!

No Yes

Add AMC Yes No
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21.A.263 repairs (non -

point TC Holder)

(c)(5)

NPA .

2019-05 AMC nr-nssmg

(8) Page for major

21 A263 45 design Add AMC Yes No
oint changes (non

P - TC Holder)

(©)(7)

response | See Section 1.

21.A.265 Obligations of the holder

p. 44-45

comment

response

comment

response

comment

response

comment | 294

**

*
* *
* *
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28 comment by: CAA-NL

21.A.265(i)
For clarity we suggest to include ‘section A’ in this point:
(i) comply with Subpart A of Section A of this Annex.

See Section 1.

91 comment by: General Aviation Manufacturers Association

Section 21.A.265(i): Delete this statement, it is too open and not consistent with
previous statements — alternatively, modify to identify applicable and relevant
paragraphs.

See Section 1.

233 comment by: Safran Engineering Services

§ 21.A.265(i)

This requirement (to comply with Subpart A) should follow the same convention as
the rest of Part 21 and identify only the specific provisions of Subpart A that are
required of an approved Design Organisation.

It is propose to add :

(i) comply with points 21.A.3A (a), (c), (d) and (e), 21.A.5 (a), (c ), (d) and (e) and
21.A.9 of this Annex.

See Section 1.

comment by: Safran Landing Systems

(i) comply with
points 21.A.3A (a),

This requirement (to comply with

21.A.265(i) 45/272 SubPart A) should follow the same
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convention as the rest of Part 21 and (c), (d) and (e),
identify only the specific provisions of  21.A.5 (a), (c ), (d)

SubPart A that are required of an and (e) and 21.A.9
approved Design Organisation. of this Annex.
response | See Section 1.
comment | 515 comment by: Safran HE

This requirement (to comply with SubPart A) should follow the same convention as
the rest of Part 21 and identify only the specific provisions of SubPart A that are
required of an approved Design Organisation.

Suggested resolution:
[ comply with points 21.A3A (a), (c), (d) and (e), 2L.AS (a), (¢ ), (d) and (e) and
- of this Annex.

response | See Section 1.

comment | 742 comment by: SAFRAN TRANSMISSION SYSTEMS

Commentis Comment
Comment suggested an is
summary resolution  observation substantive
(suggestion) (objection)

Section
Table Page
Figure

This requirement
(to comply with

SubPart A) should (I). comply
follow the same with points

. 21.A.3A(a),
convention as the
rest of Part 21 and (c), (d) and

21.A.265(i) 45/272 . . (e), 21.A.5 X

identify only the (@), (c), (d)
specific provisions Y
of SubPart A that and () and

. 21.A.9 of this
are required of an

. Annex.
approved Design
Organisation.
response | See Section 1.
comment | 887 comment by: SAFRAN AEROSYSTEMS

*

*
*

*
*

* *
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21.A.265(i)

This requirement (to comply with SubPart A) should follow the same convention as
the rest of Part 21 and identify only the specific provisions of SubPart A that are
required of an approved Design Organisation.

(i) comply with points 21.A.3A (a), (c), (d) and (e), 21.A.5 (a), (c ), (d) and (e) and

21.A.9 of this Annex.

response | See Section 1.
comment | 1021 comment by: ASD
This requirement (to comply with (i) comply with
SubPart A) should follow the same points 21.A.3A (a),
. convention as the rest of Part 21 and (c), (d) and (e),
21.A.2 45/272
65(i) 45/ identify only the specific provisions of  21.A.5 (a), (c), (d)
SubPart A that are required of an <ns1:XMLFault xmlns:ns1="http://cxf.apache.org/bindings/xformat"><ns1:faultstring xmlns:ns1="http://cxf.apache.org/bindings/xformat">java.lang.OutOfMemoryError: Java heap space</ns1:faultstring></ns1:XMLFault>