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Level of Involvement — What is it?

<< selection of the compliance demonstration
activities and data that the Agency will investigate
and the depth of these investigations during the
certification process >>

h DOA oversight

¢ demonstration of
airworthiness of

product ¢ demonstration of capabilities
* In particular compliance (organisation, procedures,
with certification basis competencies and resources)
* also providing a picture of
performance of the
organisation

certification

project \
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LOIl — The current situation

» Today, LOl is applied in all certification projects

» However,
» no criteria set forth in Part-21;
» limited guidance is available; and
» application of LOI is not necessarily consistent

» Proposal in Opinion 7/2016 aims at improving
this
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Level of Involvement — What is changing?

» Ix; new approach towards LOI

v standardising the way we determine
our LOI

v focussing our involvement in high
risk areas

Risk based, systematic approach
on Lol determination
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What is the risk based approach?

Dictionary meaning:

RISK = the probability of occurrence of an

unwanted event multiplied by the consequence
of the event.

linpast

Application in product certification:

» Applicant demonstrates compliance
(21.A.21) [and independently checks
it (21.A.239)]

» EASA, before issuing the TC, needs be
convinced that compliance has been
demonstrated and verified (21.A.21):
i.e. involvement

» Where to be involved will have to be
decided on a risk-based approach

RISK = the prediction of how likely a non-compliance with

a part of the certification basis is, in combination with the

potential impact of it on product safety or associated with
the environment
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Why we are changing approach to LOI?

» |Introduction into Part-21 of a
risk-based approach to

Agency’s compliance verification

» Focus of resources to aspects of certification projects
posing higher risk

» |nitiate the implementation of safety risk management
standards of ICAO Annex 19

» Development of objective criteria and transparent
processes and information of the Agency’s
involvement to the applicant
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» RMT.0262 Level of Involvement

» EASA issued its opinion with a proposal for
amendment of Part-21 in May 2016

» European Commission is preparing the
legislative proposal for adoption

» Adoption expected soon

» Applicability currently foreseen for February
2018

EASA 2017 STC Workshop 10



. p
Sep Dec | Jan | Feb | Mar | Apr | May | Jun | Jul | Aug | Sep | Oct | Nov | Dec Feb
16 16 17 17 17 17 17 17 17 17 17 17 17 17 18

Part-21 Written Part-21 Transition period up to
Amendment as procedure @ obeas 1 Feb 2018 (tbe)
per Op 07/2016 EASA Committee HUCRLE

Certification cM
Memo on LOI adopted
NPA Public
AMC/GM to RMT.0262 Phase Il — drafting phase of AMC/GM consultation
Part-21 (3 months)

application

Advanced application by 12 volunteering DOAs Sl

Advanced
application of
new LOI concept
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Available rule proposal: The Opinion

» Opinion 7/2016 proposes to the European
Commission the changes necessary to introduce
LOI into Part-21

» i.e. the — mandatory — regulatory _ _ -
provisions (rights and obligations) e

European Aviation Safety Agency

Opinion No 07/2016

and repairs thereto in accordance with Part-21 [annex | to Regulation (EU] No 748/2012).

» Currently under discussion within e e

werification part of these processes by the European Aviation Safety Agency (hereinafter referred 1o as ‘the Agency) in
particular, so that their safety and enviranmental goals are consistently met in an effective and efficient manner. This
will be achieved by introducing into Part-21 the new rules accommodating a risk-based approach ta compiiance

the European Commission and T e T

prone than others to risk with regard to safety and environmental protection. This will allow the Agency to focus its

centification resources primarily o m:.mm»ea a direct and high Lol in order to thoroughly verify that
compiiance has been demonstrated by applicants. In other certification areas, where the risk to product safety or

between European Commission S e e

to become ‘per isations may obtain new de pproval

{Dud}mi:aﬁ certify certain major changes to type-certificates (TCs), supplemental type-certificates (STCs), and/ar
‘mjor repair designs without the Agency's imvalvement, but only in technical domains where they demonstrate to the

and the Member States e

A further proposal to amend Part-21 in accordance with the ICAQ safety management system (S standards for
ngng. ind production organisations, State Safety ;muhm, ;aleqmman
system for the competent authorities (Cas], including the Agency, is being established by the Agency in a separat
rulemaking task (RMT).

ini inion-072016 | :“"’m "”, ”E:“'x“m =
: jons/opinio gy B g
ropa.eu /document—hbrary/opm e U
. easa.europa N S i
https://WWW- == -
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Contents of the Opinion

» Opinion 7/2016, proposal for amendment of
Part-21

e Level of Involvement 9

B coniseniesdaei oo
== New privilege to approve certain major changes/repair
B conences e o e sae
WMo

(proposals limited to Subparts B, D, E, J, M and O)
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How is risk-based approach (Lol) introduced in Part-217

Proposal by the
applicant of
adequate compliance
demonstration items
and of Agency’s Lol

Determination by the
Agency on an
assessment of the
~applicant’s proposal

Considering ..

EASA 2017 STC Workshop

... the likelihood that for a
specific CDI the applicant
does not comply with
certification basis

... and its impact on the
safety of the product or on
the environment

... taking into account

novelty
complexity
criticality

DO performance




Available guidance: The CM on LOI

» CM on LOI provides guidance on

» the four criteria of 21.B.100 for LOIl determination;
» the relation and application of these criteria; and

» the LOI determination s

) fo r Notification of a Proposal to issue a

Certification Memorandum

Criteria for the determination of the

) t h e a p p I i Ca n t - i n O rd e r to Agency's level of involvement in product certification

EASA Proposed CM No.: Proposed CM-21.A21.8-001 Issue 01 issued 23 January 2017

Regulatory requi menlﬂ I-M(ll}anll lKIll (LH-A-IHIIZ‘IBJM

make its LOI proposal e ——

procedural guid , the European
Aviation Safety Agency proposes to issue a EASACE ification Memorandum : ) n the subject
identified above. All interested persons a\rser\dm r comments, referes r\gm EASAPmpas
CMN mber above, to hEE—maI address specified in the “Remarks” section, prior to the indicated
mmmmmmmmmmmmmmmm

» the Agency - in order to e
determine LOI 5
ed-cm- 21021’0 001 emone repu oy requiremant, bt ey may 250 propose 1o comply drferency

/pub”C_Consultations/propos :::gotr:‘emﬁmm Memoranda are living docume: Slsl::,m which either additional criteria or

al issues can be |ru:nrpolaled &5 S00N &5 @ Ne entified by EASA.

t
easa.europa.eu/documen

EASA 2017 STC Workshop



Table of Contents

= |ntrocduction to LOI
= The rulemaking activities anc Roadmap

» Overview to the availanle material

= What is changing from practical stand point?

EASA 2017 STC Workshop 17




Y. The ‘new’ Certification Process
S anges in green

Informs EASA'in

APPLICANT case of difficulty

Makes a r===="
|
Files it Makesa Provides proposal | Demonstrates Declares
(complemented proposal (Pased on | compliance compliance
with a first draft risk I
of the assessment) I
certification |
programme) I
|
I
— | | | ] + |
Env. Prot. — i> I
0SDCB I
Application P CDI LOI ! : .
, Certification DI I Compliance Compliance
TCbasis | pnrogramme (per CDI) | demonstration  declaration
Env. Prot. | and
OSD CB | verification
. : - Verifies
Accepts Establishes  Accepts Determines | Verifies :
and notifies and notifies ! compliance declaration and
A I that 21.A.21 is
|

complied with

|
: [
EASA : May adj‘tst LOI :
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Overview on CDI

o The Certification Program proposed by the applicant during Tech Fam and
establishment of TC basis should:

N e

I I v ldentify all the CDIs
“ v ldentify the affected panels for each CDI
m v justify the proposed classification of CDI

v include a proposal of LOI for each CDI

What is CDI (compliance demonstration item)?

I New Term but no new concept !

CDI is a meaningful group of compliance demonstration activities
and data taken from the certification programme, which can be
considered in isolation for the purpose of demonstrating

compliance.
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LOI proposal —the concept

The applicant proposal shall be made using the Risk-Based approach
introduced in the Part-21 and further explained in the CM on LOI, it
considers the following criteria:

| Step 1: Likelihood of an unidentified non-compliance
—_ (- 8 no novel or no novel, but complex novel
< N ove Ity ..,i c complex aspects olr novel, but no and
o S aspects complex aspects complex
. —
+» Complexity — 3 s S aspects
S QL E High Very low Low Medium
< ‘= O [Medium Low Medium :
@ DOA performance__ E .'E : Low / unknown Medium
5 238
S X
Q B = Step 2: Risk classes
S & <
. T G QJ
o Seve rlty S _: s Very low Medium High
..|: U :
c ,g 8 Non-Critical class 2 class 3
- 3 QS S Critical class 2 class 3
O « C
QA Q o

The last step of the proposal is the identification of the activities
and/or data which should be retained by EASA.
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LOI proposal —the concept

|

2) Determination C Defir}i'fionfOf - b
4 Risk classes activities, for whic
* Novelty Agency will be
° i involved
Compl.exrc.y e Assessment of ,
° Orgamsaﬂon Severity ¢ Based qn risk class
performance e Determination of risk deterrﬁme(-j o
based on likelihood & e Specific guidelines in
1) Assessment \ Severity / attaChmentS tO CM

Likelihood 3) List of Activities

and data
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LOI proposal — list of activities

» Agency’s compliance verification
activities as a consequence of
the risk class determined

Applicant's compliance

I demonstration activities and data

Analysis
Tests )
Class 1: no further involvement after C.P. agreement
Audits —
Description Class 2: review of few documents; low participation
d| | to compliance activities (tests, audits, etc)
Inspections =
Qualification ‘ Class 3: class 2 “plus” more documents/participation
etc. i‘ v .
‘ Class 4: class 3 “plus” more documents/participation
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To be noted!

» Lol is proposed as part of the cert. programme
» Agency determines Lol

» after familiarisation

» on the basis of the accepted certification programme
» sufficiently detailed means and methods of compliance
» before applicant starts compliance demonstration
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Consequences on Design Assurance System

[ TC/STC holders ]

[ Minor repair/changes ]

™~

‘S \

Application for significant changes in

the DAS to be submitted and accepted Application for significant changes

before a new certification project is in the DAS is NOT needed.
launched after the transition period

The application shall cover the
implementation of the new elements
introduced by 21.A.15 and 21.A.20.

DOA procedures may be adapted to
incorporate the new LOI concept

, ! Exceptions may be done for DOAs already having LOI in their procedures
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Implementation of Lol

» AMC/GM will be developed in Phase 2 of this RMT

AT e an
ey sy
» In the meantime, a CM will provide guidance in

order to support industry in preparing for the
application of Lol, namely on

» the four criteria of 21.B.100 for LOI determination;
» the relation and application of these criteria; and

» the LOI determination

» Guidance will be tested while being developed (via
advanced application projects)
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» Draft CM was published on 23 January 2017
» Consultation period ended 6 March 2017

» 87 comments received from 9 commentators

» EASA is reviewing the comments and finalising
the CM for adoption

» CM planned to be adopted upon publication /
entry into force of the Part-21 amendment
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