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EXECUTIVE SUMMARY

The European Union Agency for Railways would like to thank all national safety authorities BXCBAS)
Certification Bodies (ECMSLBnd assessmeritodies (ASBOshich actively took part to the elaboration of
this report and permitted to build a picturd the experience of the EU railway sector with the CSNidhr
assessment

The (EU) RegulatictD2/2013on the CSM forisk assessment (amended Bggulation 2015/1136) must be
applied when making any change to the railway system in a Member. Stad¢ Regulation requires: 1°) the
European Union Agency for Railways (here after the Agency) to produce a report analysing the effectivenes
of that CSM md the experience of railway stakeholders with its ws&d, where necessaryto make
recommendations to the Commissidar revising the CSM2°)the NSAs and ECM Certification Bodies to
support the Agency in collecting the necagsinformationfrom the stakeholderdor that work.

The presenteport contains the Agency analysis of the NE&M Certification Bodgnd ASBGnputs and
the recommendations for improving the understanding and helping with the implementation of the CSM.

Basically, at this momerit is not possible to provideraaccurate picture forevery country and every
category of stakeholdersThe levels of understaing applicationand implementation of that CSM differ
lot across the EU

1 Only asmallminority of companiegespecially thosenore mature with the risk management concepts
including IMs, RU&CMsandbig manufacturersvell undestandsand correctlyapplythe method

1 Alargemajority of companiesacross the EWusually more familiar with the application of rules rather
than with risk management RUs, ECMs and a few IMsill face difficulties in understanding and
correctlyapplyingthe method. Their experience is still negative or insufficient to show a reliable picture;

1 Anumber of countries ocompanieshave neither understod norappliedthe methodyet.

Less than 5% of changes are considered significanaanllylead to the application of th€SM.Asthe

railway legislatiorrequiresthe use of arisk based approach at different levels of the railway sector, the
demand or professionals in risk assessment and risk management, with railway knowledge and expertise, is
quite high. However,the real marketoffer of such expertise remains insufficieffthis difficultyto find
qualified and competent experts for taking oviaternally the full responsibility of the correct implementa

tion of the CSMcan only encourage companies to keep classifying safety related changessigmboant

The positive experience of the first category of stakeholders proves that the CSfidkfassessmenis
effective for achieving the objectives set out in its Artitlend Articlel5(5) Thereby, the Agency has not
identified anyobjective justification which would requithe urgentrevision of the CSM.

Many stakeholders have not yet realyplied the method over a period sufficiently long 2 & f S Ny
R2AYy 3¢ | YR AYLINR @S the kvl odegripfaNdniih thyeROSM B avoigl &hjustified

' YSYRYSylGa 2F GKS /{aX Al Aa vy siSatonsiibeal weakneddesi K S|
and problemswith the method. [0 See Agency recommendations on next pade]
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TheAgency recommendthus to :

T

=)

9 collectagainthe return of experienceof both CSMsfter the disseminatiorusing the same process;

put in placean agreed dissemination or training programme to increase the sector awareness wi
risk management and risk moniiag concepts and help them achieving full compliance with the CS

take strategic decisions and initiatives with the Member States in terms of education and tr
solutionsin order to, on one side compensate the current lack of expertise on the markie¢ railway
risk assessmerield, and on the other side to anticipate the growing loss of railway expertise w|
continually increasing number of employees reaching the age of retirement;

combine the measurement of the return of experience of béttK S &/ { a F2 NJ N&R 3

402/2013 and 2015/11368) Y R a4/ {a TF2NJ Y2y A (i aihck yicdeffectivendsawith thagn T y

implementation of each of these two CSMs depends on the correct implementation of the other C

based on moreeliable andrepresentative information decide whethéne amendment ofone of these

th the
M;

aining
th a
1 1

S5M

two CSMis actually justifiecdind the areas where improvementsight beneeded
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1. Whyisl  w S L2 NIReti2nyof Bxgerencé (REX)ecessary?
1.1. Legal obligations

1.1.1. In line with the overall neessityfor monitoring the effectiveness of EU railway legislation
Article 18Y of the (EU) Regulation N®2/2013 on the CSM forisk assessmenequires:

(@ GKS | IS g6 all iff@matiah on the experience of the application é ¢ 2T GK
w S 3 dzf lé Uahd2wfien riecessary, ¢é ¢  (E2maké& recommendations to the Commi s-
sionwith aviewto improving é¢ (G KS wS3dzZ F GA2y T

(b) the national safety authorities and ECM Certification Bodiessupport the Agency in
collectingthe informationrequiredfor achievinghat work.

(c) G KS ! 3 Syb@itdo thdiIcABmmision a report analysing  the effectiveness of the method
and the experience of railway stakeholders € @A UK AU0a dzaST

1.1.2. Indeed,the analysis of theeturn of experience with EU railway legislation is of prime importance
to decidewhetherthe amendment or revisiownf the legislations justified and neded:

(@) Article6(4) of Safety Directive 2004/485 Ij dzA NIh&csk Ehall te revised at regular
i nt er v adkisg,into@ccount the experience gained from their application ET

(b) Article 6(2) of the recast of Safety Ditiee 2016/798 of the & Railway Packageinforces
further the obligation for the Agencto amend or revise existing CSMs aodmake the
relevantNB O2 YYSY RI GGA 2 Yy & br2he asié G a tledr Yisfidagordofthg Y A
need for € an amend ed CSM é € @

1.2. Technical argumentsContinual improvement

1.2.1. Independently of the legal obligations, it must be kept in mind that@sM forisk assessmeris
a harmonisedmethod to be used for areffective and safemanagement ofthangesduring the
operation and maintenance of the railway systdtristo be usedor the systematic identification
of all reasonablerisks that can arise from the changeand for the definition of appropriate

@ According to Article 18 of Regulation 402/2013

(1) Article 18(5) : othe Agency shall coll ect al | information
this Regulation and shall, when necessary, make recommendations to the Commission with a
view to i mproving this Regulationo;

(2) Article 18(6) : 0 Thatienal safety authorities shall support the Agency in collecting such
information 6 ;

(3) Article 18(3) : 0The annual mai nt enance ged mamehance Df fraghtt i t i e s
wagonsé shall include information about the experie
applying this Regulation. The Agency shall gather this information in_coordination with the
respective certification bodies 6 ;

(4) Article 186) , o0t he Agency shall s wabeporttcontaioingt @@ : Commi ssi on
(@) an analysis of the experience with the application of this Regulation, é;

(b) an analysis of the experience of proposers concerning decisions on the Ievel of significance
of changes;

(c) an analysis of the cases where codes of practice have been used as set out in point 2.3.8 of
Annex I;

(d) an analysis of the experience with the accreditation and recognition of assessment bodies;

(e) an analysis of the overall effectiveness of this Regulation o}
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2.1.1.

2.1.2.

2.1.3.
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measuredhat control those risks to an acceptabel. Themeasurement othe effectivenessof
the CSMin fulfilling thoseobjectivesis fundamental to be abléo decide on the apprpriateness
of revisirgthe CSMn caseof detection of seriousleficiencieswithin the method

To do this it isthus essential to gather thectualNI A f 61 & & feddhackér 2xXpdriéndeh O
[i.e.to monitorthe SELISNA Sy OS 2 NJ acowR G 2 deNI] Wi yikaJsfddk SSMO S
andthe potential problemsand weaknesses of the methdle sed¢or may encounter

The driving motivations for revisinge CSMfor risk assessmerghouldthus only be correction of
problems and weaknessegthin the CSMor the overall improvement and simplification of the
EU railway legislation. The nonrobservation of those principles would create additional
administrative burdencomplexity and misunderstandingf the successive amendments tfe
legislationwhereas the railway sector is trying to implement correctly the exispieres of
legislation,to$ I Ny YR AYLINR@S o6& R2Ay3a YR G2 asSi
very complex environment.

Collection of the return of experience [REX] with the CSM

Method for collectingthe return of experience REXand crosscheckof the content

In order tobuild arepresentativeoverview d the sectorexperiencewith the use of the CSMt is

not necessary taonsultevery individualRU, IM ECMor manufacturerin the EU.Thereby, in
compliance withArticle18(6) and Article 18(3) of the CSM forisk assessmentthe Agency
requested support from the NSAsand ECM Certification BodiesThey have the necessary
information through the certification and supervision/surveillance activities of the RU/IM/ECM
management system The Agencyconsulted also all accreditedcognised CSM Assessment
Bodies (ASBOs2gistered in the ERADIS databa3#de ASBOs are in charge of thdependent
assessmenodf the correct application by the proposer of the risk assessmentge® of the CSM
and of the suitability of the results from that proce3® do this

(a) the Agencyproduceda supportingquestionnaire on the CSM foisk assessment

(b) the questionnairewas sent for action to all NSAs 30/11/2017 andon 04/12/2017 to all
ECM Certification Bodiesd ASBOs registered in the ERADIS databagequestionnaire is
contained inANNE B below.

The final report was planned to be deio the European Commission befosemmer2018. So,
the consulted entities were given four months for providing the inputs. The initial planning was

(a) deadline for returning the inputs 31 March 2018;

(b) Agency analysis of the inpuasd writing the draft reprt by end of April 2018;

(c) checkof the draft reportby the NSAs, ECM Certification Bodies and ASB®sharing of
views with them at the meetings with

(1) NSA Network on 29 May 2018;
(2) Cooperation of CSM Assessment Bodies on 6 June 2018;
(3) Cooperation of ECM @#ication Bodies on 27 June 2018;

(d) Agencyupdates the draft report based on those comments on the draft report
(e) Agency sends the final report to the European Commission at latest on 15 July 2018

Given the low reply rate by end of March1E) the Agency extended several timtbat deadline
for returning comments. The latest deadline was emd September 2018. This milestone
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extension permitted to increase a little bit the reply rate but could not reach%06f replies.
Although the NSAs @nECM Certification Bodies are legally obliged to support the Agency in this
survey §eeto section 81.1.1.above, about 50% of NSAs and B of ECM Certifications Bodies
did not return any input(see section 2.2.below); they did neither ask for extra time for giving a
consolidated picture of their experience withetmethod. Although the ASBOs were not legally
obliged to take part to the survey, 36 of consulted ASB@sok actively part to building this
report.

2.1.4. Asthe Agency does not have enforcement power to obhf&@As and ECM Certification Bodi@s
comply with theirlegalobligations in Articld8 of Regulation 402/2018)e Agencydecided:

(a) not to postpone further the delivery of the present report;

(b) draft the report and a picture of the sector experience based on the received inputs;

(c) send the dr# report to thosewho wereasked to provide inputs and cross check with them
the reliability of the gathered inputs and sector experience. The report was shared with

(1) the Cooperation of CSM Assessment Bodies on the meeting of 8 November 2018;
(2) the NSA Netvork meeting on 20 November 2018;
(3) the ECM Certification Bodies, using a written consultation;

(d) update the final report based on the received comments;
(e) send the final report to the European Commission by end of 2018.

2.2. Participation rateof NSAs ECM Certification Bodieand ASBO# the collection of the
return of experiencgREX]

2.2.1.  Number of consulted NSASCM Certification Bodiesxd CSM Assessment Bodies (ASBOS)

(@) The Agency consulted all EU NS#swell aghe Swiss and Naregian NS& Taking into
account that 2EUcountries (Cyprus and Malta) do ngperate railways, 28 NSAs wethus
involved inthe study,

(b) From the4l ECM Certification Bodigsgistered in the ERADIS databaseler the ECM
Regulation 445/201, there are:

(1) 19 NSAs acting as ECM Certification Bodies;
(2) 22ECM Certification Bodi€¢&5 accredited and recaynisedones)

(c) The Agency consulted &5BOs (65 companies) registered in ERADIS at the end of 2017.

2.2.2. Sq taking into account that 19 NSAs atdcas ECM Certification Bodies, the Agency consulted in
total 115 different entities [28 NSA22 ECM CHwhich are not NSAsnd 65 ASBQs

2.2.3.  Among tlose 115 consultedentities, the 38 entities belowtook part to the scrutiny and provided
inputsto the Agency The participation rate is therefore of abous %6 of the consulted entities

(a) 8 NSAsactingalsoas ECM CGB

(1) Danish NSA
(2) Dutch NSA;
(3) GermanNSA,;
(4) HungarianNSA;
(5) Polish NSA;
(6) RomaniarNSA,;
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(7) Swedish NSA;
(8) Swiss NSA,;

(b) 4 NSAsot acting as ECB:

(1) Norwegian NSA;
(2) Slovak NSA;
(3) Slovenian NSA;
(4) Spanish NSA,;

(c) 5ECM Certification Bodies (which are not N$As 3 of them are also ASBOs

(1) Bureau Veritas Italia S.p.A;

(2) SconraiAG;

(3) Swiss Association for Quality and Management Systems (SQS);

(4) TuV Rheinladh Rail Certification B.V. & TuV Riend UK Ltd (Germany & UK);
(5) Universityof Zilina;

(d) 21 CSM Assessment Bodi@sSBO)

(1) AIRTREN (Spain);

(2) AlboldConsulting GmbH (German);

(3) AuxiTec (Spain);

(4) Belgorail CERTIFER (Belgium and France);

(5) Bureau Veritas (Spain);

(6) DBSystemtechnik GmbH (Germany);

(7) DEKRA Rail bv (The Netherlands);

(8) Exceltic (Spain);

(9) Faculty of Transport Warsaw University of Technology (Poland);
(10) IK Instytut Kolejnictwa (Poland);

(11) Ineco (Spain);

(12) Safety Advisor Oy (Finland)

(13) Schieneninfrastruktubienstleistungsgesellschaft mbH (Austrian);
(14) Siemens Mobility GmbH SAC Braunschweig (Germany);
(15) Siemens Mobility GmbH SAC Erlangen (Germany);

(16) TINSA Ltd. (Bulgaria);

(17) Tor Audytor (Poland);

(18) Transportowy Doz6r Techniczny (Poland);

(19) TUV NORD Systems GmbH & Co. KG (Germany);
(20) VR Track Oy (Finland);

(21) VUKV a.gCzech Republik);

2.2.4. The NSAs of the countries not included in the list above, the ECM Certification Bodies which are

not NSAs and the ASBOs not mentioned in the list above did not provide any information.

2.3. Summary ofall receivedanswersto the survey questionnaire

2.3.1. For readability purposes of this report, the details of the NSBM Certification Bodgnd ASBO
answers to thesurveyquestionnaire(availablein ANNEB) are contained irANNE)A below.
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3. Analysis of thecollectedresults

3.1. Analysisof the sector experience with the@pplication of the CSM
3.1.1. Introduction

3.1.1.1. 33% of contacted participants tockctivelypart to the collection ofi KS dawS G dzNy 2 F
on the use of the CSML2 NSAs5 ECM Certification Bodies (which are not NSAs) alEBOs

3.1.1.2. Forsignificantchanges, including those managed by manufacturers, the CSM reqaitdsSBO to
independenty assesghe correct application of the risk assessment process and the suitability of
the resultsfrom this processAs the ASBs are also invaled in thecollection of the present
return of experiencethe collected resultsire representative of the experience of RUs, IMs, ECMs
and manufacturers with the use, application and implementation of the CSM for risk assessment.

3.1.1.3. Considenng the conditions of thisurvey(see sections 8.1.and §2.2.above) :

(a) the detailed analysis of the results containedANNEXA below does not lead to a commo
experience of all stakeholders across the EU;

(b) the level of understanding and diffitidls faced with the application of the CSM for r
assessment vary a lot from country to country, from company to company in a countr|
even from project team to project team in a company;

(c) anyway, the objective of the work is not to get the return aperience of every individug
country or of every individual company. The survey and average experience reflected
report cannot be considered as a general picture for every RU, IM, ECM or manufacty

(d) the survey aims at looking for an overall piet of the situation and of the experience wi
the understanding and application of the method. It is thus possible that an NSA, ar
Certification Body or an ASBO does not fully recognise the inputs it provided to the Ag

(e) considering a participatiorate of 33% (see section 8.2.above, the picture shown in thig
report is based on the inputs collected from the consulted entities raflects at least the
overall picture in the respective countries. However, the Agency has not foureteived
anyevidence that would allow thirnikgthat the situation is much different in countries th
did not take part to the presergurvey;

() atthe ASBO Cooperation meeting of 8 November 2018 and the NSA Network meeting
November 2018, the ASBOs and NSAs acknowledged the overall sector experience r
in the report. SomeNSAsand ASBOsstimatedeventhe picture and experience of big |
or RUcompanies (including incumbent ones) being represented nicer thbhat they
actuallyobserve The NSAs of amtries havingnot provided inputsdid not disapprove the
content of thereport. On the contrarysomeof them expressed thatalthough they did nol
give feedbackthe sectorexperience in their countrig not different from thereported one

3.1.2. Overall trends

3.1.2.1. Thefollowing threemain trends emerge in the replie®ntainedin ANNEXA. Theyare onsistent
throughout the different questionsThey arerepresentative otthe experience of RUs, IMand
ECMsg(althoughthese later ones ar@ot systematicallydifferentiated in the replies, unlesshe
experience was actually differérdand manufacturers
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(a) Stakeholders having well understood and correctly implemented the CSM;

(b) Stakeholders for whom the understanding, the application and implementation of the
GSNBE OKIffSy3aAay3 odzi GKS& INB afSENYyAyY

(c) Stakeholdes having not (yet) well understood or not understood at all the CSM and
having not correctly implemented, or not implemented at all, the CSM.

3.1.2.2. Some reasons fahose differences among the stakeholdeen be found in

(a) a different higorical and safety culture background of the country (e.g. countrniese
familiar with the application ofulesrather than with risk managemenor vice versa);

(b) a difference in the type and extent of the company operations [type of séfvarel volume
of goods/passengers transported];

(c) adifference in the size of the company and in particular in the number of employees;

(d) a differentcomplexity of theorganisationaktructureof every company

(e) although RUs, IMs and ECMs have a certified management systera,dan still be lack of
a structured and clear description of the allocation of roles and responsibilities throughout
the structural organisation of the companieoncerning the risk assessment and risk
management activities

(f) alack of sharing of infaration and experience between the different teams in the company

3.1.2.3. Although those differences might justify partially tgeadation ofdifficulties thestakeholdersare
facing the main reason for those difference$ understanding and diifulties in correcthapply
ingthe CSM forisk assessmens at  O1 2F GAYS (2 FOldzrtte afSl
352/2009 on the CSM for risk assessment was applicable to technical ctieorgekily2010 and
to alltypes ofchangedrom July2012. Regulation 402/2013 is applicable since May 2015.

3.1.2.4. For many stakeholders, and in particular for those not yet fully familiar with the risk manage
ment, (safety) management system and continuous improvement concéiis,is not long
ey2dAK (2 o6S lofS G2 dzyRSNBRUIYR ¢Sttt (GKS [/ {
R2AYy 3¢ YR (2 AYLINE @S byitiedseNesS & ihugh fheikddpenddRiA & O
safety assessment activities by ASBU®se are reasons for differences tine experience and
0KS adl]1SK2t RSNR QfthéEIMdzNA & A GK (GKS dza$S

3.1.3. Main differences in the experience vs. the category of stakeholders

3.1.3.1. Although anaccurate classificationf all stakeholders across the EB& not possite, the dif
ferences below are observed.

(a) Stakeholderswvhich have not (yet) well understood, or have not understood at all the GSM

This category of stakeholdéas not correctly implemented, or ot implemented at all, the
CSMt faces the greatest diffidties with the understanding and ¢éh(correct)applicationof
the method.

(b) Usually (big IMs, big RUs(in general in the countries where the railway sector is more
mature with the risk management concepend usuallybig manufacturers:

@) The main "types of service" are "passenger transport”, including/excluding high -speed services, "freight
transport”, including/excluding dangerous goods services, and "shunting only".
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(1) in general, theydemonstrate a better understanding and more correct implementation
of the requirements in the CSM forisk assessmentBig manufacturersgained
experience on risk assessment and risk management through the application of the
CENELEC 50126 standard in th&t;pa

(2) usually theCSM for risk assessment is an integrated part of their quality and safety
management processes for the safe management of changes. So, the method is used
proactively from the beginning of projects in order to identify the possible riskscéna
arise from changes and to define appropriate measudoesontrolling those risks to an
acceptable level;

(3) riskassessment and risk managemexttivities are better documented witrespect to
the requirement of the CSM

(4) enoughresources are allocate risk assessment and risk management activitidsey
are usually under the responsibility of a Safety Department in the company

(5) the understandingof the CSM is continually improvingased on theresults and
experience gained through thgrevious projets where the method was used

(c) ECMs: given thatthis category of stkeholders was noparticularlydifferentiated ina most
of the received repliesit is difficult to give a reliable feedbackrfthem. Although some
ECMs seem to understand and apply cotlethe CSM, the otheECMs face difficulties with
GKS GNR&|1 olFaSR GKAYlAy3Ié YR GKS dzyRSNAE
understanding and correct application of the CSM

(d) SmallRUsand RUs irthe countries more familiar with the applidan of rules raher than
with risk management

(1) theyhave more difficultieso understand the CSM artd apply itcorrectly;

(2) resourcesfor risk assessment and risk management activittgse tight As those
companies perform a limited number of changeseyhcannot afford having a
permanent safety staff only in charge of the risk assessment and risk management
activities. Usuallythis isunder the single responsibility of a persam charge also of
many other operational tasks in the compa®o, theyoften use subcontracting

(3) afew yearperiod is too short to measure a visible improvement of miguwith the
CSM forisk assessment

3.1.3.2. Overall differencesdetween big and small companiesith the understanding andpplicationof
the CSM

Although big companies can afford allocating more resourcegith assessment and risk
managemenctivities than the small companies, the size of the company is not always the (only)
determining parameter;

(a) Big companies

(1) usually big companies have complexganisational structureswith many internal
interfaces.As they performmore changesthe needs for risk assessment and risk
management ardénigher and require the proper involvement artlde sharing of safety
related informationthroughout theorganisationastructure of thecompany;

(2) theycan afford allocatingufficient resources toisk assessment and risk management
activities Usuallya dedicated Safety Departmeid responsible for its management
and correct implementation througlout the companyorgansational structure (e.qg.
central companywvith regional units);
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(3) they have a higher knowledge of the risk concepgts particularbig manufacturers
¢CKS8& INB Y2NB FIFYAEAINI gA0K GKS AaLINROSa
top-down approach to ris management. So, they understand better the CSM for risk
assessment and apply it proactiveljrom the very beginning of the change
management However, being dispersed (e.g. a central company with regional units),
they are facing different challenges due the complexity of their organisatioresnd
internal interfacesand therefore havemore complex management systems. So, they
arestilat SFNYyAy3 o6& R2AYy3IE lagpReatiomdiyhé ESMdzl £ &

(4) as they implement a higher number of signditt changes, they have a higher
2LIR NI dzyAGe (G2 afSEFENYy o6& R2AYy3IED

(b) Small companies

(1) theytake longer to react to changes of legislation and need more to time to adapt;

(2) usuallythey have smaller needs fochanges. Consequentlgs he method is applied
less often, they K @S f S&da 2L NIdzyAdArsSa G2 at St
experience to improve the weaknesses they encounter

(3) frequently, smallcompaniesface more problems regarding the resources they are
capable to allocate to theisk assessment andsk managemenactivities As they
cannot afford having permanent staff responsible only fleose activities, usually
when done internallyrisk assessment and risk managementarried out directly by
the operational staff responsible also for othesti@ities within the company;

(4) they sub-contract more often the application of the CSM for riskssessment to
external companiesConsequently, tis reduceseven furtherthe opportunities to
aft SI NY 0 @to gath sufiiiént ekpgrience to become altitecarry outalone
risk assessmenter future changes

(5) however, some small companies ardlexible and able to implemensometimes
smarter solutionsTheytend to better capture the essence of the CSM for risk asses
sment. Theycanalsocarry out the riskassessment in a very comprehensive manner
with very good resultsfocussing on the necessary demonstrations, Wwithout being
overwhelmed by unnecessary paperwprk

(6) incase of deficiencies, they tend to solve the problems instead of debating om the

3.1.3.3. Differences between former incumbent and newcomer railway companies

The comparison between these two categories of railway companies is difficult. Many replies
report the lack of experience or availability of information

(a) Former incumbent rdivay companies

(1) they are more resistant to change and to the application of new, in particular if they feel
the method requires more resource. They prefer to continue thinking in former
processes and solutions;

(2) they have more rigid ways of thinking, mamnag solving issues, etc. usually based on
the CENELEC 5012x guidelines. So they consider the CSM as unnecessary duplication
CENELEC (which is well understood);

(3) they have more resources and railway experience for being able to apply the CSM for
risk asessment, even if they do not completely understand the necessity of doing it;

(b) Newcomer railway companies

(1) as they have often a very flat organisation, they have less resources and statly
competent in risk assessment and risk management;
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(2) when necessg, often they hire externally supporting staff or sabntract completely
the application of the CSM for risk assessment;

(3) they are capable adapting faster to the terminology used in the CSM;

(4) they are flexible and can change easier their way of thinkirggritore constructive way.
They tend to be proactive and implement the CSM for staying on the market;

(c) In countries more familiar with the application of rules rather than with risk management

(1) newcomer RUs seem to have even more difficulties than the foineimbent railways
in understanding and implementingccording to their sayingabstract and theoretical
requirements of the CS#8Into a practicahnd safemanagement of changes

(2) although the newcomer RUs are trying to learn from the experience gdipdle state
railways, they face difficulties in actually understanding the requirements in the CSM.
Some of them even miss the underlying purpose of the CSM;

(d) In some countries more mature with risk management, big differences in knowledge,
understanding ad applicationof the CSM have not been observed

3134.a2NB RSGIFAf&a l02dzi GKS RAFTFSNByOSa 2F GKS NJ
found inANNEXA below.

3.2. Analysis of the experience of proposers with the decisions on the significance of changes

3.2.1. As reportal in the sections above, theSM for risk assessmdatargelyperceived agnunneces
sary, heavy andcostly legal obligation that does at add value Thereby, the concepbf
GaAIYATFAOI-FXAY AFARO iy edby carpletglyfiSused. Instead of checking
whether the independent pair of eyes of an ASBO provides assuthateisks arsing from a
safety related changare well icentified and correctly controlledArticle4 of the CSM iactually
being usedto justify the nonsignificance of change#lmost all changes are classified as non
significant just to avoid applying the formal risk assessment process of the CSM andiagpoint
independent ASBO.

3.2.2. Anyhow the need toappoint an ASBO foassessing independentls significant changes
considered as an obligation rather than an external advisory suppdrereby the role and cost
of having an ASBQiscourage dot of companies from deciding tha change is significant.
Although the ASBO is bound by confidentiality obligations and must not disclose any information,
manycompaniedearalsoi 2 Y 1S §( KSA NJ visibibautSidel/ | £ ¢ LINRPOf SYa

3.2.3. Howeve, asU KS -&¥3YATFTAOIFIyOSé¢ 27F &nhoFeadlydhe dedondirateb R O
without proper risk assessmeiincluding the identificatiorand correct controbf all associated
risks) alarge majority of proposerstatesthat the assessment of theignificance of changes is
complexand poses difficulties to arrive at the right decisi@f course,such a statement is
motivated bythe reasons explained abovenerethe objective is usually to demonstrate the non
significance of the change.

3.2.4. Only 2 to 5% oé&ll changes are considered significant, independently on whether the countries
I NS aNdHzZ S oFaSRéE 2N FFEYAEAFNI 6AGK GKS AaNRaj
ofd i S O Mgfured B the experience with the risk asssment of significariechnicalchanges
ismuchbetter than for operational and organisational changes.
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¢tKS /{a Aa tS&daa dzyRSNE(G22R IyR fSaa I ITheéf A SR
companies do not know how to use the Gteria of Article 4(2) of the CSM for deciding on the
significance ofhosechange. So, the decisions on their significance are even more difficult than
for the technical changes.

GhLISNI GAZ2Y It | YR aFEihel subjdctiioitt yide istandatik ang @&ea of
practice especially for justifying the nesignificance of a safety related changeijthout
necessarilyhavingformal and documened evidence of it.Therefore theAgency wonders if this

kind of changes should be better managed witlthe framework of the certification and
supervision by the NSA of the RUs/IMs S&Ser to sectios § 3.4.2.10 below.

The2dza G A TAOI 8BV 2NEA CITY OBy 22yF OK I y 3 & Jdnexistttdd Thiza dzl f
Y S| y A Yidep a@efuateCtiocumentation to justify the decisions € Ad YAadzy RSNAI
rather considereby manyt & I GLISN¥YA&daAzy (2 R2 y20KAy3¢&o
When a justification exists, it is a rghu preliminary hazard analysis or a kind of form/table where

the 6 criteria of Article 4(2) of the CSM are covered with a few explanations. But the assessment
of the significance does not seem to formally identify, assess and accept the risks -of non
signifcant safety related changesThere is thus no assurance that appropriate risk control
measures are systematically identified and actually put in place for controlling the risks arising
from nonsignificant safetyrelated changes Even therisks controkkd to an acceptable level by
provisions of theRU/IM SMSare poorly documented, and sometim#sey areeven notlinked to

the relevant SMS processes/procedures.

The decision on the significance of changeal$® strongly dependent on prevus experience of
people/teams in charge of the assessment. Consequently, for the same change in the same
company or in the same country, different people can arrive at different decisions with proper or
poor justifications of a correct control of riskssasiated to the nossignificantchange.

Although the processes for Change Managem@ahtroland Risk Management are part of the
RU/IM/ECM management system, some NSAs and ECM Certification Bodies report that they do
not know how the propoars assess and control the risks associated to safety relatessigon

ficant changes. As NSAs and ECM Certification Bodies are certifipegvisingand surveying the
RU/IM/ECM management system, they should have an insight on how it is done inaractic

Some NSAs explicitly report nt include in their supervision activities of the RU/IM SMS the
check of the application of the CSM for risk assessment.

Agency recommendation

In the Safety Directive 2004/49, thissk based approachnd risk assessment amdrnerstones of
the certification and supervisioy the NSAof the RU/IMsafety managemensystem In the
scope of the # Railway Package activitieanong otherghe European Union Agency for railways
will monitor the NSA supervi activiies. Ths NSA monitoringheeds thus tdake particularcare
of how theNSAs supervise tHeU/IM Change Manageme@ontrolprocessih principle usinghe
CSM for risk assessmerfRegulation 402/2013and CSM for monitoringRegulation 1078/204)

Analysis of the experience when Codes of Prac{iCePs) are used

The majority of stakeholders estimates that explicit risk estimation requires the highest know
ledge and experience in risk assessment and risk managemneme efforts and leads to higher
costs So, the sector uses rarely explicit risk estimatibrremains neverthelessthe preferred
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principle with the support ofthe CENELEC 50126 standdad,the CCS subystem or for the
assessment of innovative teciwal solutions.

3.3.2.  Although thesector preferably use€odes of Practice andt some extenReference Systemihe
actual experience witltheir useis very poor and unsatisfactory with respect to the requirements
in the CSMAs far as possi®, CoPsare alsoused to justify the nossignificance of changegs
those two risk acceptance principles are considered easier to use, the proposers often forget
linking themin the hazard recortb the hazards they are controlling.

3.3.3. In order to limit the risk assessment efforts, whenevewall-known standard or arailway CoP
exists it is usead without further consideration Theside effect ofthat can bethe implementation
of quite constraining operational risk control measures insteadinbdégrating preventive risk
control measures through technical improvemerni$ the design. In addition to that, the
verification of the achievement of the conditions in poin2.8.2. in Annex of the CSM, in
particular of the relevance of the CoP fhetidentified hazards, is often forgotten.

Likewise when comparison is made to similar reference systems, the verification of the achieve
ment of the condition in point 8.4.2.(a)inAnnek 2F GKS / {a O6A ®%dnasii KS
already been prove n in-use to have an acceptable safety level and would therefore still qualify

for approval in the Member State where the change is to be introduced g0 A& 2F0Sy F2N

3.3.4. As the overall concept of the CSM is misunderstdbd,proposeralso carries outan unneces
sarily detailed hazard identificatiogven if a low level of detail is largely sufficient to match with
the use of CoPs and Reference Systeifisis leads to unnecessary additional work and
unnecessary additional costs for the risks@ssment and risk management of all identified
hazards in thénazard record.

3.3.5. As the sectois not yet familiar with the risk based approaethen CoPs are used for controlling
the identified hazards detailed hazard checklists are sometintassused for crosshecking the
completeness of the hazard identification. This is particularly the case when the levels of detail of
the hazard identified by the application of the CSM and the supporting hazard chestkiise
incompatible. Thereis then no assurance that the hazards specific to the change are actually
identified and properly managed, especially if desel of detail of the hazard identification is
influenced by the quality ahe supportinghazardchecHKistsor reference tabls.

3.3.6. Deuviations of the system under assessment with respect to Codes ofdrari usually assessed
using explicit risk estimation. Deviations with respect to ¢irailarreference system are usually
assessedsing Codes of Practice explicitrisk estimations.

3.3.7. Remark on the use of explicit risk estimatian

Explicit risk estimation can be done either qualitatively or quantitatively. Only two replies
mention a ratio of 90% qualitative vs 10% quantitative risk assessments. Aititbagother
replies do not quote any figure, qualitative risk acceptance, based on expert judgement, seems to
be the most often used way within explicit risk estimation.

@ Sometimes the hazards are highly aggregated in the checklists a nd do not contain detailed sub
hazards. Sometimes the hazards are identified in the checklists only at the operational and
maintenance levels whereas itis atechnical change assessed at the design/construction stage.
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Analysis of the experience with the accreditation and recognitionasfsessment bodies
Legal requirements

Short reminder. the CSM for risk assessment requires that

(@) for a significant changéhe correct application of the risk assessment process and the
suitability of the resulting outcomesre independently assessed by ASBO;

(b) the ASBO meets the criteria and requirements in Annex Il of the CSkha#®&BUs either
accredited or recognised according to Articles 7 and 9 of the CSM.

According to recital (15) of the CSM andital (12) of Regulation 765/2008 on the functioning of
G0 KS I OON Riarisdarénk &ofeditatiod, as provided for in Regulation (EC) No
765/2008, should be considered by the national public authorities throughout the Union as

the preferred means of demonstrating the technical competence of those bodies ¢ ®

NeverthelessArticle 7 of the CSMgives the Member States the free choice between the three
optionsbelow, the ASBO shaltle either:

(a) accredited by the national accreditation body €, or;
(b) recognised by the recognition body referred to in Article 13(1) of the CSMor;
(c) the national safety authority.

In order to ensure equivalence between accreditation and recognition, Agi(2) ofthe CSM
requires thatcdhe Agency sha Il organise peer evaluations between the recognition bodies
based on the same principles as set out in Article 10 of Regulation (EC) No 765/2008 £

State with the use of accreditation and recognition

The Tablel below shows the full picture across the EU, Switzerland and Norway on the use of
accreditation and recognitioaf ASBOs

Table 1: Use of accreditation and recognition

N° Use only Use both accreditation and recognitiorf Use only recognition Not yet

accreditation decided
1. |Austria Croatia (recognition by the Ministry) | Bulgaria (by the NSA) |Estonia
2. |Belgium Czech Republigecognition by the NSA Germany (by the NSA) |Hungary
3. |Denmark Norway (recognition by the NSA| Ireland (by the NSA)
4. |Finland Italy (by the NSA)
5. |France Latvia (by the NSA)
6. |Greece Romania (by the Ministry)
7. |Lithuania Slovenia (by the Ministry)
8. |Luxembourg
9. |Poland
10.|Portugal
11.|Slovak Republic | Countries that stopped using recognition and use only accreditation
12.|Spain Belgium (recognition by the NSA| Luxembourg (recognition by NSA
13.|Sweden Spain (recognition by the N9A| The Netherland8 (recognition by N&)
14.| Switzerland
15.| The Netherland®
16. | United Kingdom

BUREAU VERITAS
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3.4.2.2. ® Note: The Netherlands announced the abandon of the use of recognition by the NSA and the
use of accreditation instead of it. However, the decision is not yet offitialilll be
official in the scope of transposition of the 4th Railway Package by The Netherlands.

3.4.2.3. All accredited or recognised ASBOs are registered in the ERADIS database, accessible on tf
Agency web page under the following lIBRADIS European Railway Agency Database of
Interoperability and SafetyAssessment Bodies

3.4.2.4. On 1 December 2018, 86 ASBOs (51 accredited and 35 recognised¢gistered in ERADIS.

3.4.2.5. When appointing an ASBO to a significant change, because of language barriers (i.e. language o
documents and correspondence with the proposer) preference is given to domestic ASBOs, when
they exist. The countries wth do neither use accreditation nor recognition (Estonia and
Hungary) and the countries not having ASBOs in a technical area, appoint ASBOs from abroad.

3.4.2.6. On one hand, some accredited ASBOs consider to be subject to an accreditation aad regul
surveillance process momgorousthan the recognised ASBOs. On the other hand, some NSAs
acting as recognition body consider that the accreditation is not as good as the ASBO recognition.
And finally, some NSAs estimate that the quality of the ASB&pendent assessments is insuf
ficient no matter whether the ASBOs are accredited or recognised.

The Agency takes note of those observations but underlines the lack of sufficiently reliable
information which would permit to actually state on the effectiess of the use of accreditation
and recognition of ASBOs.

The Agency recommends however to coordinate with the European Cooperation for
accreditation the national accreditation and recognition bodies in order to harmonise further the
acknowledgement of th ASBO competence across the whole EU. That coordination has to be
synchronised with the ASBO Cooperation Group where representatives of accreditation and
recognition bodies are regularly invited (refer to sectioB.4.2.9.below).

3.4.2.7. Unnecessary usef too constraining requirements for the recognition of ASBOs

Agiven number of ASBOs repttingdiscriminated by their recognition body compared to other
recognised or ecredited ASBOs. Tinerecognition body imposesadditional and stronger
requirements for recognition than those contained in Annex Il of the CSkiseTASBOs are
obliged to demonstrate the knowledge specificnational rulesbefore beingrecognised and
allowed to work in thecountry whereaghe knowledge ofsuchruleswasexplicitly excluded from

the requirements in Annex Il during the drafting of Regulation 402/2@Bviously, this is
breachingthe principlesof functioning ofthe accreditationas ruled by Regulation 765/2008.
According to Regulation 765/2008, an accredited ASBO shall be allowed to provide its services
across theentire EU without additional demonstrations.

The Agencytakes note of this information. But ibosidersthat the roles and esponsibilitiesare

not clearly separated betweethe DEBO (i.e. thbody designated according tArticle 17 of
Directive 2008/57/Exand the ASBOThe DEBO should know ALL national rules, not just the
technical ones. Tavoidany duplication of independeinassessments betweethose two bodies

the DEBOs verdfation of conformity should not be limitedo Notified National Technical Rules
(NNTRsbut should also includéhe NotifiedNationalSafety Rule@NNSRs)n this way, the ASBO
would not need to asses again the part of checks that was already carried out by the DEBO.

The Agencyecommends to have a discussion with the European Commissidimat subjeciand
to clearly separat the roles and responsibilities of DEBOs and ASBOs
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3.4.2.8. In addtion to the issues abovemany stakeholders (NSAs, accreditation bodies, RUs, IMs,
manufacturersbut also ASBOSs) report that the current granularity of the requirements and
criteria in the CSM and the ISO/IEC 17020:2012 standard referenced therein areatbiela
general levelAs different interpretation may be given across the:EU

(a) there is no assurance thaall accreditation and recognition bodies are checking the
compliancewith the same detailed requirements for the differeASBCiechnical areass
meantin point 82 in Annex Il of the CSM;

(b) there is no assurance thall ASBOs understand in the same way the requirements in
Article 6 and in particular in Articl&(2) concerning thie working method,;

(c) there is no assurance thall needed technical arease exhaustively and explicitly included
in point 82 in Annex Il of the CSM,;

(d) etc.

3.4.2.9. In order to discuss and clarify all such issiles2017 the Agency createal Cooperation Group
between all ASBOsThat cooperationincludes all ASBOs regieted in ERADIS but also
representatives from the railway sector (RUs, IMs and manufacturers), NSAs, accreditation and
recognition bodies. Four meetings have taken place so far (until the end of 2018). The
agreements reached in the ASBO Cooperation Grolipeviformalised under Recommendations
For Use [RFUs]; the same process is applied as the one used by NB Rail (the NOBO associatio
The agreed clarifications or RFUs will also be made available to National Accreditation and
Recognition Bodies to help thebetter understanding the needs of Regulation 402/2013 and the
ISO/IEC 17020:2012 standard for the railway sector. Later on, when it will be decided to revise
Regulation 402/2013, those RFUs will certainly be taken as inputs for including any necessary
requirement in the revised text.

3.4.2.10.In relation to sections 8.2.4.and 83.2.5.above considering that
(@ 0KS LINRPLRaSNBR OflFaaiafe fyvyzad Ff{-aRrIBNFAQR
(b) the railway sector and ASBOs have less experience with the risk assessment and independen

safety assessment of operational and organisational changes. Theitynagb significant
changes are related to technical systems;

(c) the operational and organisational changes are usually impacting the management system of
RUs/IMs/ECMs which is by default under the coverage of the certification and supervision/
surveillance i the NSA/ECMertificationBody;

Note: the safety related application conditions/constraints (SRACS) identified by the risk
assessment of a technical system and exported to other actors for the safe
management and control of risks shared with those axtacross the interfaces are
fully managed by the risk assessment of the technical system. The completeness and
appropriateness of those exported constraints are independently assessed by the
ASBO of the technical system.

NSAs and the Agency consider that default the independent assessment of the correct
application of the risk assessment process and suitability of re8uis & 2 LIS NI G A 2y | §
GA2Yy It ORd héBBried outkby the NSA/ECM Certification Bauyhe scope of the
certification and supervision/surveillance of the RU/IM/ECM management system, no matter
whether the change is significant or nesignificant
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Indeed, for points (c), (d), (e) and (f) in Artié{@)? of the CSM it is superfluous to leave the free
choice to the propser to appoint another ASBO and then to oblige the NSA/ECM Certification
Body to mutually recognise the safety assessment report of that ASBO for such types of changes.
Manufacturers which do not deal with such types of changes are not affected by ebainr
mendation.

This separation of independent assessment between the NSAs [for operational and organisational
changes] and ASBOs [for technical changes] could permit to simplify the use of the CSM for risk
assessment, to avoid a misclassification of safetated operational and organisational changes

into nonsignificant ones and to comply more easily with Art&(8)(a) of the CSM, i.e. to avoid
duplication of independent assessment between an ASBO and an NSA/ECM Certification Body

3.4.3. Peer Evaluationshetween the Recognition Bodies

3.4.3.1. Between 2017 and 2018, thgency established a projeaith recognition bodies. The objective
wasto set up a scheméor the Peer Evaluations (called also Peer Reviews in some literature)
between the recognition bodiesThe basic documents.d. Policy Procedure Requirementsor
Peer Evaluato)swere developed and discussed with the relevant natioratognition bodies.
Mid 2018,the Agency organised alsofirst training course fothe Peer Ealuators A pilot Peer
Evaluation was also planned witlvalunteerrecognition body to test those basic documents.

3.4.3.2. At the beginning of tb project (April 2017)14 Member Statesvere usingthe recognition.
Meanwhile(seeTablel abové, four of countrieshave revised their original decision and decided
to abandon the recognition andpplyonly theaccreditation (process ifihe Netherland® is still
on-going).The recognition bodiekave recognised the following numbers of assessment bodies

Table 2: Number of recognised ASBOs.

Number of recognised

Member State . Remarks
assessment bodies
Bulgara 1
Croatia 1 NSA recognised by the Ministry
Czech Republic 5
Germany 14
Ireland 0 No entry in ERADIS
Italy 6
Latvia 1 Assessment body part of the main RU
Norway 0 No entry in ERADIS
Romania 1 NSA recognised by the Ministry
Slovenia 1 NSA reognised by the Ministry
The Netherland® 5 Recognition is being abandoned for accreditati
Total number 35
@ Although points ( c), (d), (e) and (f) in Article 6(4) of the CSM relate specifically to an NSA, by analogy
the same principle applies to ECM Certification Bodies with regard to operational and organisational
changes to the system of maintenance of entities in charge of maintenance of frei ght wagons.
®) The Netherlands announced the abandon of the use of recognition by the NSA and the use of

accreditation instead of it. However, the decision is not yet official. It will be official in the scope of
transposition of the 4 th Railway Package by The Netherlands.
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3.4.3.3. In practice, only the Recognition Bodies of the Czech Republic, Germany, Italy and The
Netherlands have recognised more thameoASBO. For the other countries having recognised just
2yS 1'{.hT (GKS STFFSOUAQYSySaa 2F O2yRdzOiAy3 |
YR LINPOSRdAzNBE& FT2NJ NBO23ayAldAz2yé Aa ljdzAdS R:
particularly applies to countries where thMinistry has recognised the NSA capability to act as
ASBO. In those countries, it is very likely that the respective Ministry carries out the recognition
body task just once over a five year period, excluding the surveilketosties (if any).

In addition to those problems, the countries where the Ministry acts as recognition body, the
implementation of peer evaluations raises issues of-norrespondence of functional positions
between the evaluator and the evaluated et ¢ KS ab{! 2F | aSYoSN
situationto crosOK S O] G KS O2NNBOUG NBO23ayAlGAz2Yy o6& G(KS

3.4.3.4. Among the four recognition bodies, which have recogtis®re than one assessment body

(a) The Netherlads® are in the process of revising their decistorgo forthe accreditation;
(b) the Czech Republic so far has not realhpperated in the project.

3.4.3.5. Therearethusonly two Recognition Bodies, which reglyarecognise assessment bodies/renew
the recognition and coperated fully in the projectievelopment: the German and Italian NSAs.

3.4.3.6. Finally, althoughhe peer evaluation project agreed to carry out a pilot test of application of the
Gt SSBI f dzi G A 2 yh phachidé Shé Snitial volunteer withdrew its candidaceveral
Member States expressed their wish to aveisits to Member States fayn-site peer evaluaibns
as far as possibld hey suggested to ugeeferably an offline written peer evaluation process.

3.4.3.7. Considering all those circumstances alidcrepancies with respect to the peer evaluations run
among the national accreditation bodies 4 KS ! 3SyO0é KIF & &ASNRAR2dzA R:
SOt dzI G A 2y & gnitian Badiés ofiokIpthree Sddidtries can actually lead to a reasonable
level of control of the effectiveness of functioning of the recognition of ASBOs. The Agency
recommends then to put the project in the standby mode and to have a discussion with the
European Commission in order to decide on the next steps forward.

3.4.4. Peer Evaluations between National Accreditation Bodies

3.4.4.1. The peer evaluationbetween National Accreditation Bodies dmmally organised with on-site
and witnessing visitsand managed bthe European Goperation for Accreditation (EA). National
Accreditation Bodies which do not take appropriate action plans to addresscomiormities
identified by the peer evaluations are withdrawn from thtlti-LateralAgreement (MLA) of EA.

3.4.4.2. In the scope of the ASBO Cooperation Group mentioned in the sections above, the Agency
foresees to coordinate with EA for improving the common understanding of the requirements to
be fulfilled by the ASBO
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3.5. Analysis of theoverall effectiveness of the CSM

3.5.1. The EU railway legislatihhas introduced a totally new concept for many European railway
stakeholders the use of a risk based approach for the safe management of railway astivitie
the past, in order to operate, it was sufficient for the railway companies to comply with well
established national rules and (national) standards. The EU railway legislation requires now the
railway companies tase harmonised methods ard think proactivelyin terms of risksn order
to identify all risks arising from the operation and maintenance of railwayd to implement
preventive measures that control those risks to an acceptable.level

352. ¢KS lylLtéeara 2FOBKISNESPOSHN) awSKdzKS2F{a FT2NJ
GO2yOSLIi 2F NRalé YR aGKAYlAYy3I Ay (GSNk¥xa 27
understood, and therefore not well appliedy a large majority of stakeholders

3.5.3.  Ony a small minority of companies general those more mature with risk management (refer to
section §3.1.above, understand well the CSM aragply the method correctly. Thé return of
experience on theveralleffectiveness of the CSM is positiidsually bignanufacturers, whan
the pastfollowed the risk assesnent process of the CENELEC 50126 standard, do not face special
difficulties with the understading and application of the CSM. Usually they also document better
the evidence from the correct application of the CSM.

Based on the level of detail of collected replies, the Agency cannot give with sufficient
confidence an accurate estimation of the imbf stakeholders whiave a positive experienge
with the CSM anactually understand and implement correctly threethod. However not morej
OKF Y2 divr mp2é 2F w! 43X Laa IFyR 9/aa FlLift |[Ay (
For manufacturers, more familiar with the CENELEC®&Gtandard and risk management

concepts, this ratio is probably much higher.

Inthose companieswith positive experience

(@) The CSM for risk assessment is an integrated part of their quality and safety management
processes for the safe management of chasge

(b) The methodis used proactively from the beginning of the project in order to identify the
possible risks that can arise from changes they intend to undertalagefineand implement
in the desigrappropriate measurefor controllingthose risks to anaeptable level,

(c) Enough resources (usually specialised safety people) are allocated to the management and
applicationof the CSM. The roles and responsibilities are better understood;

(d) The other actors involved acroi®e interfaces are better involved irhe risk identification,
risk assessment and risk management of the risks that are shared between several actors
across those interfaces;

(e) Although achieved in different ways and continually improving (e.g. paper documents,
electronic files or dedicated datases depending on the size, organisational complexity of
the company and the type and extent of operation), the risk assessment and risk
management are better documented;

©) Safety Directive 2004/49, the CSM for conformity assessment [Regulations 1158/2010 (RUs) and
1169/2010 (IMs)], the ECM Regulation 445/2011, Regulation 402/2013 on the CSM for risk
assessment and Regulation 1078/2012 on the CSM for monitoring .
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Based on the experience of this category of stakeholders, there is no sufficiedt@sjective
evidence which would show that the CSM for risk assessment is not effective for achieving the
objectives that are set out in Articld® and Article15(5)® of the (EU) Regulation 402/2013 agn
the CSM for risk assessment.

3.5.4. Conerningthe other categories of stakeholders in sectio3.8.2.1, in general less advanced
with risk managementonceptsjt resultsthat :

(a) for alargemajority of stakeholdersthe period of applicationof the CSMs not long enough
to be able to understand well the CSM requirementsapplythem correcthz G2 af S| |
R2AYy 3¢ yR (2 AY tisypigbverdr khGse rRpdried Iy xhS ¥SBO Suiing
the independent safety assessment activitiéstee correct application of the CSM

(b) the main problem is the lack of understandingtioé risk based concepishich hindersthe
correct application of theCSM They faito make a link between the requirements of the
CSM and theisks that arise from thehanges they intend to undertake. Very often, they do
not notice that some risks are already controlled to an acceptable level bynthenal
operational processes, procedures and risk control measures they have in place in their
management system

(c) the lack of sufficient application of the CSM cannot be interpreted as ineffectiveness of the
method but insufficient experience with the method of the concerned categories of
stakeholders;

(d) therefore, there is ngyet any objective evidence showing that the CSiM fisk assessmeris
not effective

3.5.5. Based on the analysis in sectio3.8.aboveof the railway sector experience with the use of the
CSMandof its overalleffectivenessit can be concludethat the method is effective for achieving
the objectives that are set out iits Article 1) And Article15(5)® of the CSM.

3.6. Main concernswith respect tothe correctapplication of the CSM

3.6.1. The analysis of inputs in sectior88.aboveshowsthat the level of understanding and difficulties
faced with the application of the CSM for risk assessnsantot be generalised tall companies
of the EU railway sectorespecially considering that the NSAs did not all answer to the survey

™ Point 2 in Article 1 of Regulation 402/2013 states the following
0Thi s Regul fadlitate the aschsatomarket é t hrough har moni sation of

(@) the risk management processes used to assess the impact of changes on safety levels and
compliance with safety requirements;

(b) the exchange of safety -relevant information between different actors within the rail sector in
order to manage safety across the different interfaces which may exist within this sector ;

(c) the evidence resulting from the application of a risk management process

® Point 5 in Article 15 of Regulation 402/2013 states t h aWherda system or part of a system has
already been accepted following the risk management process specified in this Regulation, the
resulting safety ass essment report shall not be called into question by any other assessment body in
charge of performing a new assessment for the same system. Mutual recognition shall be conditional
upon demonstration that the system will be used under the same functional, o perational and
environmental conditions as the already accepted system, and that equivalent risk acceptance
criteria have been applied 6 .
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see sections 8.1, 82.2. and 83.1.1.3.above There areof coursecompanieswhich are more
mature than others with therisk management concept®s hey understand well and apply
correctly the CSMthey have a positiveeturn of experience with thenethod. Presumably, those
companies do not fit within the categorisations in thecgons below. However, as a large
majority of companies still faceseriousdifficulties in understanding and correctly applying the
method, the Agency considers it important to highlight the main problems encounteyeithose
companieswvith poor understanding andincorrectapplication of the CSM

3.6.2. Lack of maturity with thebenefits of arisk based approach

(a) In general, almost all stakeholders (RUs, IMs, ECMs and manufacturers) perceive the CSM fo
risk assessment only as a legal obligatigitthough exceptions can be found, usually the
stakeholder maturity with the risk management and management system concepts is not yet
at a level where they would use the CSM for risk assessment as an active tool also for
optimising the company costs amdmpetitivenessThis shows an immature and insufficient
a0l 1SK2t RSNBRQ g NBySaa 2F GKS AYLERNIIyOS

(b) A very large majority of stakeholders still perceives the obligation to apply the CSM as
unnecessary bureaudia burden with additional efforts, costs, delays, project risks and
uncertainties which does not bring added value.

(c) Asreported in section8.2.abovee (1 KS O2y OSLI 2FaRAYNHYVADK DG §
is completely misuseth orderto avoid appying the formal risk assessment process of the
CSM and appointing an independent ASB®@erefore, almostll changes & classifiedas
non-significant.Only 2 to 5% of all changes are considered significant, independently on
GKSOGKSNI GKS O2dzyiNAS& FNB GaNHzZ S o6 ASRé 2NJ

3.6.3. Weakest experience withisk assessments af 2 LISNJ (G A AY YA &l iR 23 KX OKI y

(@) The assessment of the significance of operational and organisational changes is considered
much more difficult than for technical changes.

by a2ad 2F GKS w (2 pz 2F aAIYAFAOLY O OKFy3aS
with the risk assessment of significant technical changes is much better than for operational
and organisational changes.

() ¢KS FLILXAOFGA2Y 2F GKS /{a Aa fSaa dzyRS)
2NBIF yAalL GA2YyFf ¢ OKI y3S sdbjectti theiuSe of standamg addy S a
codes of practice without necessarily having formal and documented evidence of it.

(d) Theoperationaland organisational changes are usually managed through the management
system of the RU/IMECM. Taway they are assessehd managed is thus accessible to the
NSA/ECM Certification Body during the certification and supervision/surveillance of the
RU/IM/ECM management system.

(e) The roles and responsibilities in terms of independent safety assessment activities of
operational ad organisational changes are not clearly separated between the ASBO and the
NSA/ECM Certification Body. There is thus unavoidably duplication of conformity assessment
between the ASBO and the NSA/EChttificationBody.

3.6.4. Description of theorganisation and management of the risk assessment

(a) The management of the change, the appointment of the experts in charge of risk
management activities and the allocation of roles and responsibilities to every involved actor
are either not well descrilztor totally missing.
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(b) For complex projects involving many actors and contractors, it is difficult for the ASBO to
understand clearly the respective roles and responsibilities, their interactions and the overall
coordination of the risk management activiie

(© Wheq a description exists, ugually it dpes not reflect the actuql project grganisation. Because
GKS NR&]l ladaaSaavySyid Aa 2F4Sy LISNF2NNX¥SR |
R20dzySyiaé¢ OFly o06S odzAfild 2dzadG G2 FdzZ FAE GKS

3.6.5. Poor quality of risk assessment documentatieniCosmetic paper worlouilt at the end of the
projectjust for demonstrating compliance with the legislation

(a) The quality, structuring and completeness of the evidence from the risk assessment and risk
management are generally low.

(b) Although some lately improvement is noticeable, often formal risk assessment process is
applied at the end of the projecjust for building the proper paper evidence and for
demonstrating the right choices are done. The omes of the risk assessment are not
largely used for influencing the design choices.

(c) The outcomes from the risk management amtill very general. The identified safety
requirements are unclear anare not properly linked to the hazards/risks they are catr
ling. As they are not always registered in the Hazard Record, their correct management
cannot be demonstrated transparently. Often, the outcomes sound more useless paper
work, or a cosmetic presentation vs. the requirements of the CSM, rather thantemptto
identify and control the risks that can arise from the change.

(d 6KS 02y OSLII 2 Bf camRiBnce with thelBalety 2eguiremerstss not well
understood, implemented and demonstrated. For some stakeholders, the risk assessment is
simply cemetic paper work built at the end of the project; it does not thus identify any
safety requirement. Consequently, there is nothing to be implemented and to comply with.

(e) ¢ KS FdadzYLWiA2yas O2yaidNIAyYyda YR FaasSaay
integNJ G A 2y € | NB-docduehtedt Fot examples @tieh a project is split among
several actors, every actor could have its own risk assessment, ASBO report and exported
constraints. But often the overall risk assessment on the boundaries and interfatbesdn
the different subsystems are either not well documented or totally missing.

() It is thus premature to assume that the CSM is understood and that the (right) risks are
LINRLISNI & ARSYUAFTASR IYyR FRSIljdzZ 4GSt & ieliskl ISR
oFaSR I LILINRIFOKé¢ 2F (GKS /{a (2 YIyFr3aS (KS
LX & | @SNE AYLERNIIYyd NR{So® LT az2YSiKAy3a |
(following an incident or an accident) is used to define approgrimeasures and to
complement the rules for preventing similar events to happen in future.

3.6.6. No trust in the added value of an ASBQate appointment andnvolvementof the ASBQ

(&) TheASBQOndependent assessment of the correct applicatiorihef risk assessment process
and of the suitability of the results is considered unnecessary bureaucratic validation that
does not provide benefits.

(b) The obligation to appoint an ASBO for the independent assessment of a significant change
discourages a latf companies from deciding that the change is actually signifiggtitough
the ASBO is bound by confidentiality obligations and must not disclose any information,
YEye O2YLIyASa FSENI G2 YFE1S GKSANI aAyd SNy
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(c) Although the indepedent safety assessment is expected to start as early as possible, i.e.
during the planning phases of the change, in practice often the ASBO is appointed
systematically very late at the end of the risk assessment process. The design choices are
then alreadyfrozen, he design is done and validateéderyrarely it is acceptable from the
LINE2SO0 LRAYG 2F @ASg G2 AYLISYSyd afti+ad
compliances raised by the ASBO. In such cases the ASBOs do not really have thigygossibi
AYyFtdzSyOS (GKS LINRLRAaSNNRa RSaAady OK2A0SaT
justifications of the norcompliances.

(d) InsomeO2dzy G NARSa y2iG Tl YAT ALl Nlberdusefof allskeSASRONED & |
pointment, it is too latefor implementng correctivemeasures in the desigiso, it is often a
natural practice to ignore the ASBOs conclusions witlitmeiumentng at all the pars of the
ASBGafety reportsubject todisagreenent.

(e) Some big companidend to limit the scope ofthe ASBOndependent safety assessment. But
they do not want the ASBO to make clear the limitations and implications in the independent
safety assessment report. They want to benefit of mutual recognition for a much broader
scope than what the ASBO is actuallyva#id to assess through the scope of independent
assessment contractually narrowed.

3.6.7. Incomplete and poor system definition

(&) Usually the system definition is incomplete and it is poorly described. Although the system
boundaries and the interfaes are included, usually they are not completely and clearly
defined. The environmental constraints and limitations or assumptions for the risk asses
sment areoften missing

(b) The proposer/applicant can also decide to exclude whole parts of the systemtli@misk
assessment and from the ASBO independent assessment, without showing proper risk
analyses and justifications. In both cases (i.e. intentionally excluded parts or unwanted
deficiencies in the system definition) and especially in case of gape iidéntification and
description of interfaces and links with the other stakeholders andssiems, there are
serious concerns with respect to

(1) the completeness of the hazard identification and appropriateness of theassks
sment and risknanagemenof the change;

(2) the safe management of risks shared at the interfaces with othersssbems or other
stakeholders involved at the interfaces;

(3) the safe integration of the change within its environmental, operational and
maintenance context of the railwagystem;

(c) The safety requirements identified by the risk assessment are rarely included in the system
definition. That makes the ASBO understanding of the change difficult and complicates the
independent safety assessment of the correct application of tBC

3.6.8. Serious deficiencies in the management of risks shared at the interfaces

(@) On one hand, as all interfaces with the other sylstems and other internal or external
actors are not systematically identified and clearly described in tlsgesy definition, they
cannot be properly and systematicallgidressed by the risk assessment.

(b) On the other hand, communication and contractual arrangements/provisions can exist with
the other actors. However, the external actors are not systematicallyliadoin a joint
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hazard identification and management of risks shared across the interfaces. Often at the end
2F GKS LINR2SOGxZ GKS LINPLR2ASN) 2dzad GNI yaT.
F LILX AOFGA2Y O2yRAGAZ2Y Ak O2 ptadi mdnays/ dvighoutobgimg! / &
consulted on the appropriateness of those measures

(c) When RUs/IMs subontract the risk assessment and risk management activities to suppliers
or manufacturers, the subontractor can be obliged contractually to involire the risk
assessmendll the other actorsmpacted by the changelThe problem is that in practice the
supplier/manufacturer does not have any control and enforcement power to involve
correctly all necessary actors, and to oblige them to take part, in a joinrdhadantification
andjoint management of risks shared across the interfaces with those other actors.

(d) This raises concerns not only on the capability of external actors to control appropriately the
risks under their area of responsibility but also uncertaiwith respect to the completeness
of the risk identification and safe integration of the change within the environmental, epera
tional and maintenance context of the railway system. phists outa misundestanding of
GKS 2@0SNIff O5AQS ksdgdGErectigdrRméhtatioryby the sector.

(e) In addition to the concerns above, many proposers tend to assign safety related application
conditions that go beyond the scope of responsibility and reasonable domain of control by
other actors,despite the fact thathose later ones are not properly involved in the identifica
tion and management of risks shared across the interfaces.

3.6.9. Tendeng to wrongly transfer the control, management and acceptance of own risks under the
responsbility of other actors:

(@) Subcontracting: some RUs and IMs do not carry out themselves the overall system risk
assessment and risk management. They -soiitract to suppliers/manufacturers the
complete application of the CSM for risk assessment, inclutiegendorsement of the
acceptance of risks that fall under the RU/IM area of responsibility-cBatracting is not
forbidden; but transfer of responsibility to other actors is roompliant with Article4 of the
Safety Directive 2004/49.

It can happen foexample that the suzontractor (supplier/manufacturer) is required to be
responsible for both the identification and acceptance of operational and maintenance risks.
This includes for the sugontractor the obligation to define any necessary operaticaad
maintenance risk control measur@ghich must be exported either to the RU/IM or to any
other actor impacted by the shared interfaces.

(b) Design errors reciprocally some suppliers/manufacturers export abusively to users of their
products and sulsystems(i.e. to RUs/IMs) safety related application conditions (SRACS) for
mitigating design errors. The side effects of that are constraining operational and
maintenance measures for RUs, IMs and ECMs instead of preventive risk control measures
through technich A YLINR @SYSydGa 2F GKS YI ydzFl Od dzNBND

3.6.10. Little or no exchange afisksor non-complianceghat must be controlled byanother actor:

Theentire concept ofd A Y F2NX¥AyYy 3 | y2(iKSNI I Ol 2 NJ -dompliasimies dzy C
that fall dzy RS NJ A (& I NB lis ndtfwell NiBdarktihy'So Aifoakattdr idendifies an
uncontrolled risk, or a nogompliance, thatan only be controlled/managed another actor it

does not feel obliged to inform the right act@r to notify it to theNSA). The associated risk can
thenremain uncontrolledby that other actor
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3.6.11. Misuse of checklists

(a) Existing/generic hazard checklists can be used for arossking the completeness of the
hazard identification and for providing the asaoce of an exhaustive and systematic risk
management. However, when the proposer is not familiar with the risk based approach, use
of such hazard checklists can be counterproductive. Indeed, in such checklists

(1) hazards can be highly aggregated in the &hets without containing detailed sub
hazards, or;

(2) hazards can only be at the operational and maintenance levels whereas they are used
for the assessment of a technical change at the design/construction stage.

(b) So, the hazards identified by the applicatiohthe CSM and those in the generic hazard
checklists can be of a different nature or can have different and incompatible levels of detalil.
If such generic hazard checklists are not carefully used as supportive material, there is no
assurance that the tmards specific to the change are actually identified and properly
managed This iof particularconcernif the level of detail of the hazard identificatigghase
is influenced by the quality of the supporg generic hazard checklists.

3.6.12. Poa hazard record/log management

(a) The concept of hazard management is not understood and not correctly implemeftté.
not considered as a useful tool but just as a legal obligation. So, tifeehazard record is
created at the end of the project. I ithus not updated/maintained from the beginning of
the design till the implementation phase;

(b) Many stakeholders mix up the hazard record tool and risk analysis tools, where the inputs of
the hazard record usually come from. Thereby, the hazard recordimp@le copy/paste of
the safety study (e.g. FEMCA table) with additional colurBesause of that, itontains
unnecessarily too much information, which complicates and increases the costs of manage
ment of the hazards registered in the hazard record.

(c) Often, important fields of a&commonsensehazard record are missinge.g. the person in
charge of implementing the risk control measure, the deadline, the responsible for the
BSNAFAOIGARZ2YS GKS gl @& 2F GSNAFAOFGAZ2YS (KS

(d) Some acteos transfer the risk(s) and safety measures to be implemented by other actors at
the interfaces. But they do not mind whether the receiving actor understands the risks and
accepts to control them. They do not ask this latter one to acknowledge the awssafe
their responsibility for controlling the received risk(s).

(e) Often, only the safety measures (i.e. exported constraints/conditions) are transferred to the
right actors for the risks shared across the interfaces. But the proposer fails to export sys
tematically at the same time the risks that are associated to those measures. As the receiving
actor is notaware of the actualreasonsfor implemening those saféy measures, there is a
risk that either they are incorrectly implemented or not systematiciatiglemented.

(f) The hazard record is rarely used during the operation and maintenairite railway system
for monitoring the effectiveness of the identified risk control measures and taking action
plans in case of neoompliances. The hazard record is cdeséd as paper or formal work
necessary just for the management of the change.

3.6.13. In general, because railway companies compete with each other, there is a lack of sharing of
knowledge, experience and examples of application of the CSM betstakeholders.

120 Rue Marc Lefrancq | BP 20392 |-39R07 Valenciennes Cedex
Tel. +33 (0)327 09 65 00 | era.europa.eu Page26 of 90
Ary printed copy is uncontrolled. TBES NE A 2y Ay T2 NOS inkaetdxt@neh f

1S0 9001:2015

BUREAU VERITAS
Certification




[ Report on the Return of EXperience (R@Xh the use of the CSM for risk assessm
EUROPEAN and risk evaluation (Regulations 402/2013 and 2015/11

\

UNION
AGENCY
/ FOR RAILWAYS Documentreference: 004MRA110@ Document version 1.0

Making the railway system
work better for society.

3.7. CSM for risk assessmegtCENELEC 50 2band 5012&2) standard(s)

3.7.1. The complementarity of the CSM and CENELEC 80526 50128 standards is not widely
understood.

3.7.2. Some stakeholders are wrolygseeking for differences of the risk assessment method between
the CENELEC 50126and 5012& standards and the CSM for risk assessment. In practice, in
terms of the risk assessment and risk management process, the Agency does not see any differ
ence there are justsmall differences in a few definitions and tbbligationfor the ASBO to be
accredited or recognised. The CENELEC ISA is not obliged to be accredited/recognised.

3.7.3. Many ASBOs confirm th Agencyview : compliance with the CENELE501261 and 501262
standards ensures automatically compliance with the CSM if the independent safety assessment
requested in CENELEC is carried out by an ASBO accredited/recognised vs. Regulation 402/201
for the relevant technical arealn other words,the application of the CENELEC 5012&nd
501262 standards is an acceptable means of compliance with the requirements of the CSM if the
ISA is replaced by an ASBO competent in the same field.

3.7.4. Critical: as some companies wrongly separateK S | LILJ A OH A hy¥ 2H Ra/af ®
L{! ¢ GKSNB Aa LRGSYGAFIt T2NJ RdzLJ AOI GArfgf 2F
gaps in contrding risks at the interfaces. The ASBOs wlseh a border between the CSM and
the CENELEC 5012@arslards tend to accept the independentassessmentd & - ay2
accreditednonNB 02 Iy AaSRé L{! 2F (G(KS O2NNBOU daRSY?2
NBljdzZA NSBYSylGaed 'a GKS L{'a FINB y2i &adzoaSoi
problem of trust and mutual recognition of the report of such ASBOs. Obviously, some ASBOs
misunderstand point 8.3 in Annex | of Regulation 402/2013. They include po8188n Annex |
of the CSM in the scope of their assessment only if it is explicitly writtdreir contract.

375. ¢KSNBE A& I 6ARS oNRyYy3I o6StAST GKIFG (énS sate/ { a
integration and the assessment of operational requireméntsK SNBI & &/ 9b9[ 9/
applicable to manufacturers for the desightechnical systems.

3.7.6. In some countries, the relations between the CSM for risk assessment, the CENELEC 5012
standard and national legislation is not well understood. So, when the proposer is not familiar
gAUK (GKS &N aji cadnotdadSrity theksgngrgids virdl €ompletmSntarities between
all those sets of requirements. Consequently, the proposer is not capable to separate the work
streams ando coordinate correctly the NOBO, DEBO and ASBO activities. In that case there is a
lot of duplication of workand costdetween the following independent conformity assessments

(@) the CSM for risk assessment requires an independent safety assessment to be done by an
ASBO;

(b) TSIs can require the compliance with RAMS standards (e.g. CENELBECtBatl6to be
independently checked by NOBO;

(c) national regulations can also require the compliance with RAMS standards; that is to be
independently checked by DEBO, although this is already done by the NOBO;

3.8. Lacking expertise on thenarket ¢ Time for EUstrategicdecisions

3.8.1. Huge lack of experts on the market competent both in risk assessment and railway fields
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(@ a+xAOA2dza OANDt Sé¢ 0 S0 ¢ Briisk asSesstnent ekperfsddn kayvRys G K S
Considering th sector efforts to justifisimost systematicallif KS ay 2y &A3AYyATFAC
related changes (see sectiorB&.above, therisk assessment process of the CSM is not yet

so widely and soften applied. Thereby the market does not yet perceiva sufficient
demand fordevelopingand offering knowhow, skills and practical expertisethrese fields:

(1) the technical, operational asrganisational railway fields, argimultaneously
(2) the risk assessment process and various methods and tools (e.g. PHA, HAZOP, Even
Trees, Fault Trees, FMECA, dtr.effective identification and management of risks

However, as the offer of expertsivik O2 Yo A W2 Za ay[24 f & | YR LINI
these two fields is limited, the railway sector cannot recruit competent staff for taking over
internally the full responsibility of the risk assessment and risk management of changes.
Therefore, de to a continuinglack of competent experts on the market, the proposers tend

to further decide that the changes are not significamtorder to avoid applying the formal

risk assessment process of the CSd the cycle is restarted.

(b) In practice, due to th legal obligation to apply the risk based approach at different levels,
the demand for professionals in risk assessment and risk management, with railway know
ledge and expertise, is quite high. This is reflected by a high rotation of staff between the
NSAs, NOBOs, ASB&wrailway companies.

(c) The sector isnvestingefforts in training its staff in the fields of risk assessment and risk- man
agement. Own competence and capability in conducting risk assessment is growing slowly.
Unfortunately, despite thoseailway sectorefforts the availability of competent resources
remainsinsufficienton the market tosatisfyall potential demands

(d) In addition to ths lack of expertise on the railway market, with the increase of the age of
competent and experienced raiay employees and their progressive retirement the lack of
experise can only worsen If nothing is done to mitigate this situation, the sector will
continue to struggle with the understanding and correct application of the CSM

3.8.2. The Agencyecommend strategicdecisionsand initiativesto be taken with theECand Member
States to motivate and encourage technical universities across the i#tbte:

(a) create trainings and risk assessment modguletheir educational master programs foiture
engineers the Agency could lead and coordinate these activiti¢h universities and;

(b) offer on demand the same course tailway engineers currently employed in the railway
sectorduring a few week training

3.9. Suggestions/requests from NSAECM €rtification Bodies and ASBOs

3.9.1. Some NSAs, ECM Certification Bodies and ASBOs recommend the following actions to be taken i
order to improve the understanding and the uskthe CSM for risk assessmelttis to notethat
somerecommendationsrequire change®f legal text which cannot be done witho#C mandate
and involvement of relevant representative bodies (CER, EIM, UNIFE and other organisations)

(a) help with the decision on the significance of a change, for example

(1) provide moreexamples of application of each criterion in Article 4(2) of the CSM;

(2) impose the use of a calibrated matrix for as$egsand arrivingnore systematicallyat
the decision that the change ®gnifican. That canprevent proposes from escaping
the obligaton to apply the CSM and appoint an ASBO;
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(3) request in legislatiothat every safety relevant change is significhptdefault
(4) include in legislation a (neexhaustive) list of changes whiake alwayssignificant;

(b) better disseminaion of roles and responbilities of the ASBO could help considering it as a
benefit and not as a "bureaucratic and unnecessary validation";

(c) the NSA should challenge and better control the application of the @8Mugh the
certification and supervision of the RU/IM SMS. Whereessary, the NSA shoutdquest
more balanced decisiorand justificationson the significance of changes;

d YF1S G tSrad YFryRFG2NE (GKS |aaSaayvySyida oe
decision and justifications of the significance of the changee Agency underlines that
outside the scope of the CSMwibuld be redundant with the current NSA/ECM Certification
Body role in the certification and supervision of the RU/IM/ECM management system

(e) give anillustrativeexample of a Hazard Record/Log;

(H increase the clarity and understandability of the CSM to make it readable by practitioners
who must implement it The Agency underlines that this cannot compensate the lack of
dSO0G2NJ O2YLISGiSyOS Ay Nral lFaasSaayvySyid IyR a

(g) make available helpfulujdance in the relevant EU languages;

(h) target dissemination on the CSM to the specific needs of small railway companies;

(i) provide the relationship between the CSM and CENELEC 50126 standard and the explanatior
at what extent compliance with the CENEL&@dard allows also to comply thithe CSM;

() make availableexamples of risk assessment that illustrate the correct application of the
different steps of the risk assessment procebthe CSM;

3.9.2.  Some NSAs underline they do not have internall§icgaht knowledge and capability to promote
alone the CSM for risk assessméltie Agency can offer support to those NSAs.

3.9.3. Corsidering thatdifferent interpretation may be given across the Ehhcerning the management
of operational and orgnisational changes, it is necessaryhtirmonisefurther the competence
requirements theASBhas to demonstrate anthe actualindependent assessmeattivities.

3.9.4. Although many ASBOs report that the guides already issuethdygency cordin sufficient
information to carry out correctly the risk assessment, oNSA asks for more guidance
concerninghe requiredlevelof detail for the hazard identification.

3.9.5. As the concept of safe integration is not yet correctly understdbd,sector is asking for more
explanations and guidance.

4. Proposed recommendations

4.1. Only asmall minority of companiegnot more than10% to 15% - refer to section 8.5.3)
actually undersindsand correctlyappliesthe CSM for risk assessmelf0, thereis still avery
large proportion of stakeholders across the EU who still fagerious difficulties with its
understanding and correapplication The method is effectiveub the periodof time from its
mandatory application seemsacshort for the companieor being abletax t S Ny 6& R2A

4.2. Asthe return of experience doesot identify any justification for modifying the contewtf the
CSM forrisk assessant :
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(a) the Agency does not recommernygt to revisethe associated Regulatio#02/2013 and its
amendment by Regulation 2015/1136

(b) the Agency recommends put in placein collaboration with the national safety authorities
an appropriate and agreedissemiration programme to increase the railway sector aware
ness with the risk managemegbncepts ificluding thus theCSM for risk assessmeand
alsoCSM for monitoringand to help them achievindull compliance with the CSM faisk
assessmentThe dissemintion programmewill have tobe developed and agreed separately.

»
w

The Agencygoncludesalsothat this first measurement of the railway sectexperiencewith the
CSMfor risk assessmerdoes not giveyet a reliable pictureof any potential poblem with the
requirements of the CSMIn addition to that, the analysis of the results shows that the stake
holders less familiar with the risk assessment and risk management concepts have more
difficultiesin understanding the CSkbmpared to those whare advancedh risk management

4.4. Congderingthat 6 2 ( K & NA a landlmanitd@idga YIONBEIOSaaSa 2F (KS w
ment systenshould actually beised on aecurrentbasis the Agency recommend® :

(&) have acombined measurement of he return of experiencen risk management [i.evith
boththed / {a F2NJ NAa]l lFaasSaavySyaé oA @dSAR wsS FHdz |-
Y2YAUG2NRYAE OADPSPC[WREJZORYARYAVAT O R O KATY 0h NX
and to;

(b) redothe collection of the return of experienceith these two CSMat alater stageafter the
delivery of the dissemination programnupgoposed in section 8.2. above This permits the
crosschecking of whether

(1) GKS &aSOG2NJ YI GdzZNAGé& A& AYLNRBOGAY3I YR 6KS
(2) the dissemination programmes effective and whether a better targeting of additional
dissemination or a specific trainimgnecessary.

The collected informatioshouldserve as a solid justification for revising, improving or clarifying
problematic legislation, or guidance material, based on objective observations by the users of real
weaknesses and problems with the mettsod

4.5, Indeed,i KS Y2ald YI Gdz2NBE aidl { SK2t RS pdcesfISyLR2 NdiY AiyKA {12
LINE O 6f&he émanagement systencannot be separatedin addition to that,the Agency
underlinesthat the measurement othe effectiveness ofthese two CSM and therailway sector
experience withtheir dza § Ydzad y2G oS | a2yS akKz2id adigSND;
number of stakeholdersstillA YY I G dzZNB Ay a 0IMRY Q| AWVHER ANR 315 Ndlaa

4.6. Thepitfalls2 ¥ | & 2 yrBeasurrdetd wWA93: (2 NB DS lede twh DERSpahdEE & 4 )
supporting guidance materialvhereas in practice theetwo CSM are not sufficiently usewr not
well understood The lack of use of % two CSM by the sector shallat lead to an unreliable
picture of the method andto misled conclusionghat could result in unjustified revisions of the
CSM for risk assessmearid CSM for monitoring

4.7, Why combinng the collection of the REX witthe CSMs forisk assesmentand for monitoring?

In order to enable the Agency falfil its legal obligations, it is important to collect the EUway
sector experience with these two CSMs at the same timdeed, @& they constitute two key
pillars of the PDCA (PHJo-Che&-Act/Adjust) cycle of the RU/IM/ECManagement system
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(a) the experience with the use of these two CSMs is availabkae same timeo NSAs and
ECMCertification Bodiethrough their assessmefuertification and supervision/surveillance
of the RU/IM/ECMmanagement system

(b) the EU legislation requirealreadythe NSAs and ECM Certification Bodies to support the
Agency in measuring the railway sector experience with the legislat@onsequently,
observingd i K NP d2)és oftNBASand ECM certification boesé = G KScahab&y O@
measurethe return of the sector experience with these two CSMs

(c) the measurement ofthe effectiveness of eaclof these two CSMss dependent on the
correct implementation of the other CSM,;

(d) the Agencycanavoid requestinghe NSAs ad ECMCertification Bodieto provide additional
and separatenformationfor each CSM every year

(e) a correct synchronisation and cooperation with the NSAs and El@kification Bodies
enables the Agency to gather the necessary REX information throughirexittsks of NSAs
and ECMCertification Bodieswithout asking them additional work.

As the ASBQare systematically assessing the correct application of the risk assessment process
and the suitability of the resultsf the CSMor every significant changéhe ASBOare also to be
involved in any future survey of the sector experience with the CSM.

The railway sector (RUs, IMs, ECMs and manufacturers) can also be consulted for getting directly
their own experience, unfiltered by NSA and/or ECM CertifinaBiody reporting.

5. Conclusions

5.1. To collect the return of experience of EU railway stakeholders with Regulation 402/2013 on the
CSM for risk assessmethe EU legislation requirethe national safety authorities (NSAahd
EQ/ Certification Bodieto support the AgencyThe Agencycoordinated with the NSAs, ECM
Certification Bodies but alswith CSM Assessment Bodies (ASBOs) who are in charge of
independently assessing the correct application of the CSM and the suitabiléguifs for every
significant changeA summary of alinputs received fromthe surveyis providedin ANNEXA of
this report Chapters. summarises the main outcomes of the survey. More detailtheranalysis
can be found in section & above

5.2. The analysis of thé U | | S KexderfreSchhithQhe CSMshows that

(a) itis not possible trovidea commonand accuratepicture of experience with the use of the
CSMfor every country and every category of stakeholders in a couitinglevels of under
standing and implementation of thESMvary from country to country, from stakeholder to
stakeholder ima country, or evenrom project team to project team ia company

In general the following three main trends emerge. They are consistent throughout the dif
ferent questions and represent the experience of RUs, IMs, ECMs and manufacturers

(1) stakeholders who well understood ahcorrectly apply the CSM,;

This isonly a small minority of companiésot more than 10% to 15%- refer to section

§ 3.5.3), usuallynore mature with the risk management concegisually big manufac
turers, infrastructure managers (IMs) and big railway undertakings (RUs) and a part of
entities in charge of maintenance (ECMs) fall in this categbngir experience with the

CSM is positive
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(2) stakeholders for whom the understanding and implementation of tli&SM were chal
f Syaay3a odzi GKSe& NB Gt SFNYyAy3a o0& R2Ay3IE
They represent aery large majority of companies across thbole EU They stillface
serious difficulties in understanding and correctly applying thehoe. Usually small
RUs, a part of ECMs, RUs of countries more familiar with the application of rules rather
than with risk management and one part of newcomer RUs fall in this categbejr.
experience with the CSM is still negative and insufficient twosv a reliable picture

(3) stakeholders who have not (yet) well understood, or have not understood at all, the
CSM and who have not correctly applied, or have not applied at all, the CSM.

(b) the periodsince the date of application of the CSMudgednot longenough to enable the
all 1SK2ft RSNARX fSaa FFEYATAFN gAGK GKS NRaj
improve their understanding and the level of compliance with the method

(c) only 2 to 5% of all changes are considered significant, independentlwhamther the
countriegcompaniesk NB T YA T A NJ ¢ Aoll KNRAGEKIS OGINDE RS (0K AyYS
GK2asS w (2 p>r 2F OKly3dSa sechibaseFexperieOWityl A O
the risk asessment of operationalral organisational changes

(d) a large majority of proposers ternttius to classify most of the changes as rgignificantin
order to avoidthe application othe formal risk assessment process of tB8M, whiclthey
do not yet understandvell and are unsure whether they apply it cectly. Consequently,
the lack of expegonthe markets A 1 K -2 g2oalAffta yR LINI OGAO
assessment and railway fieldsan only encouragethe sectorto continue misclassifing
changesnto non-significantones

(e) due to a poor undestanding of the CSMisually:

(1) the system definition i;mcomplete and poorly described

(2) the external actors are not systematically involved in a joint hazard identification and
joint management of risks shared across the interfagth other subsystems

(3) there is no assurance afompleteness of thenazardidentification andproper risk
management, in particular with respect to tisafe integration of the change within the
environmental, operional and maintenance context of the railway system

Section8 3.6.lists the main concerns with respect to the correct application of the CSM.

5.3. The analysis of the effectiveness of the CSM shiat:

(a) the CSM forrisk assessmenis effedive for achieving the objectives that are set out in
Article 1 and Articlel5(5)of the associated (EU) Regulatié®2/2013

Although many companies complain that the risk assessment process is complex and not
widely understood, the survey confirms thdtet CSMis not fundamentally diffeent from
practices andisk assessmerdtandards used in the past. Countries and companies familiar
GAGK GKS aNRal oF &SR 0GKAY 1 Ay 3é-knBwnibeforertieS G
adoption of the CSM. For the CG&bsystem, the CENELEC 50126128 and 50129
standards are based on the same concepts and are common practice for almost 20 years

(b) objective justifications are noget identified which would require anrgentamendment or
revision of the CSM faisk asessment
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(c) finally, the time since the date of application of the CSMhis long enoughto enable the
a0l 1SK2ft RSNBRXZ fSaa FFYATAFN gA0K § KaBdtdNR & |
improve their understanding anithe level of compliancevith the method.

o
s

Therefore, the Agenchas not identifiedany evidence for recommendinget the revisionor
amendmentof the CSM forisk assessment

o
o

However in order to help the sector with the implementation of the CSMe Agency
recommendsthe following:

(@) to put in place, in collaboration with the national safety authorities, @ppropriate
dissemination programme to increase the railway sector awareness with the risk
managementoncepts (including botthe CSM for risk assessmemtd CSM for monitoring
in order tohelp them achievindull compliance with the CSM faiisk assessment

(b) to take strategic decisions and initiatives with the EC and Member Stateerms of
education and trainingn order to(see section 8.8.abovefor more details})

(1) compensate the current lack of expist on the marketin railwayrisk assessment, and;
(2) anticipate the growing loss @hilway expertise witha cortinually increasing number of
employees reaching the age of retirement;

(c) as the effectiveness oi KS &/ {a F2NJ NAa] lFaasSaayvySyids
HAMpKMMOCU YR GKS &/ {a ¥F2N YdependsdNtheycadé 6 .
rect implenentation of the other CSMany additionaimeasurement of return of experience
needs to combinéhese two CSMS;

The lack of effective and complete use of these two CSMs by the sector shall not lead to an
unreliable picture of the methods and to mislednotusions that could result in unjustified
revisions of the CSM for risk assessmemd CSM for monitoring

(d) with the support of NSA€£CM Certification Bodiesd ASBOredo the measurement othe
effectiveness and experience with these two C%ita later stageafter the delivery of that
dissemination programme

(e) the results of such a return of experiensbouldthen serve as a&olid basis for planning
justified improvements or clarifications of legislation, or guidance material, based on
objective observdbns by the users of real weaknesses and problesitis the methods and
a better targeting of any necessary additional dissemination or training activity

5.6. Thefollowing additionarecommendsare takenon boardby the Agency

(a) inthe scope dimplementation ofthe 4" Railway Packagéhe Agency monitoring of the NSA
activities ha to look athow the NSA supeison of the RU/IM SMS verifies thtte Change
Management Control process the RU/IM SMS3dentifies, assesss and properly controls
the risks arising from both nesignificant andsignificantchanges;

(b) the Agencyhas tocoordinate with the European Cooperation for accreditation, the national
accreditation and recognition bodiesd the ASBO Cooperation Grdnmrder to harmonise
further the requirements, acknowledgementand supervisionof the ASBO competence
across the whole EU

©) Why combining the monitoring of the effectiveness of both CSMs? B ref er t4a7.section A
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(c) considering the lack of cooperation of the ASBO recognition bodies in the establishment of a
Peer Evaluation system, and a low number of recognised bodiespielg three countries),
put the project in the standby modeiscuss with théeC andlecide on next step®rward,;

(d) reflect with the ECon a clear separdbn ofroles and responsibilitiesetweenthe DEBGnd
the ASBQ@o avoidthe ASBQeassesmgthe checks alreadylone by the DEBO

The DEBO should know ALL national rules, not just the technicaanigshould not limit its
verification of conformity to Notified National Technical Rules (NNTRs) but shoule:dgo
the Notified National Safety Rul@SNSRs)

(e) reflect withthe NSAs and ECM Certification Bodiesthe relevance in the CSM keave the
proposerfree choice to appoint another ASBfther thanthe NSA/ECM Certification Bady
for the independent assessment of the correct application of tisk assessment process
YR adzAGlroAfAGe 2F NBadzZ Ga 2 Fit cautlad®matically 2 y |- f
be included in thescope of certification and supervision/surveillance of the RU/IM/ECM
management system, no matter whether the changsignificant or nossignificant

Manufacturers which do not deal with such types of changes are not affected by that tecom
mendation.
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ANNEXA ¢ Summary ofthe answers to the questionnaire used fahe gatheringof

>
B

A.3

A4,

return of experience (REX) with the eof the CSM forisk assessment

This annex summarises th@puts of 12NSA, 5 ECM Certification Bodies antl @SM Assessment
Bodies (ASBO%$d the questionnaire inANNEXB below on the RU, IMECMand manufacturer
experience with the use of the CSM fask assessment The replies are given in relation to the
corresponding questions of the questionnaire.

Unless necessary faorting outthe results,when the NSAsonsidered the experience common to

all stakeholderdhe NSAs did not systematically point out the difference in the experience of RUs,
IMs and ECMs in their countrithe NS8, ECM certification bodies and ASBe asked to
provide a representative piate of the overall sector experience with the use and implementation
of the CSM.

Taking this into account, witthe exception of a few questions, in genethtee main trends
emerge fromthe replies below; they are consisterthroughout the different giestions and
representative of the RUM, ECMand manufactureexperience

(a) Stakeholders having well understood and correctly implemented the CSM;

(b) Stakeholders for whom the understanding and implementation of the CSM were challenging
odzi GKS2& I B R2SIYNBEA Y YR (KS& NB aO2ydAydz

(c) Stakeholders having not (yet) well understood or not understood at all the CSM and thus
having not correctlymplemented or notimplementedat all, the CSM.

Those trends are usually verifiedy INSAs and ECM Certification Bodies through the respective
Annual Safety Reports RUs and IMs submit to NSAstlamdAnnual Maintenance Reports ECMs
submit to ECM Certification Bodies.
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