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Qualitat in Schienenverkehr
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Quialitat in Schienenverkehr Ly emen dienu’!
VergleICh ISO 9001 / IRIS (Quelle: UNIFE e\\/\anagen:\e_nt "eCtS

Knowledd® T L Mutisite PrO
General requirements Man ge nt
nalysis SPIGIE T inl " contigency Pla"
e Customer W aiver + CO ement
eControl of nonconforming processes : Prole fion Manageme
Control of nonconforming products COV\“gUr_a ection e
¢ Article InsP mer servic
Monitoring and measurement Firs . S\On.\ng | t
Measurement, analysis . commis cC
and improvement A eme
. anagd ses
® Obsolescence Management = Obso\eszenéncorﬁorm‘n pProces

® RAMS/LCC

° Commissioning /
customer service

Planning of production realization

. . Cu'atomer related processes
provisions Purchasing ender Management g

Design and development Addendum, 19 June 2008

BElmax IRIS Rev01 Emin IRIS rev01 HISO
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Qualitat in Schienenverkehr
Verg | el C h I SO 900 1 / I R I S (Rev01l) (Quelle: UNIFE-Vortrag am 2009-03-10 beim VDMA in HH)

1. An adequate level of formalization : Kklet

<iehe Annex 31T °

15 procedures to be documented (ISO 9001: 6)
21 processes required (ISO 9001: 3)

2. A pre-requisite before starting the audit :

un
: : siehe ChaP Bto\(\et
Readiness review annex 4im
12 KO questions
3. Defined rules controlling the :  cnapter 1im Bosok\et
sien eCB _ Certification Bodie

Actors (CB, auditors)
Evaluation process
Assessment guidelines

Udo Schmidt g
Dipl-Ing
5
2009-10-12

us Hquality www.us4quality.com




Qualitat in Schienenverkehr
I R I S (WaS , Warum, Wer, Wie) (Quelle: UNIFE-Vortrag am 2009-06-23 beim Ttv Rheinland)

Part 1: IRIS Objectives

IRIS certifies following activities:
Design & development
Manufacturing

Maintenance

IRIS does NOT include:

The financial evaluation of suppliers as well as
performance management.

The technical evaluation of Suppliers / Equipments

The evaluation of all project / contract specific requirements
necessary before a supplier contract can be launched.

The assessment of product compliance towards standards.
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Qualitat in Schienenverkehr
I R I S (Was, War um , Wer, Wie) (Quelle: UNIFE-Vortrag am 2009-06-23 beim Ttiv Rheinland)

Part 1: IRIS Objectives

One common standard for the Railway Industry

100% of the requirements from ISO 9001:2008
we built on a large and recognized foundation
but we are convinced about the specificities of Railways

Adequate requirements from Aerospace, Automotive and Food
Industry integrated

All needed railway specificities taken into account
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Qualitat in Schienenverkehr
IRIS (WaS, Warum, Wer, Wle) (Quelle: www.iris-rail.org)

IRIS Governing Structure

System Equipment
Integrators Manufacturers
UNIFE Presiding Board

RIS Steerning
SoTmnies

v
RIS
Management:
senine (UNIEE)

ok

Auditors Auditor Certification Certification
tied up Fool Body 1" Body x *
with CBEs f f
Client 2 Client 3
Client 1 Reguest for Client n
Certification
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Qualitat in Schienenverkehr

I R I S (Was, Warum, Wer, Wl e) (Quelle: UNIFE-Vortrag am 2009-06-23 beim Ttv Rheinland)

Part 2: What does it mean?

1. Evaluation process:
Questionnaire & scoring
Scopes of certification
Readiness review & Audits
Award & withdrawal

2. Assessment guidelines:
Audit-tool
KO questions

Corrective & Improvement actions

3. Actors:
CBs
Auditors
Udo Schmidt g
us Hquality

Part 2: What does it mean?

Railway equipments (18) such as:
Car body, door systems, braking systems, interiors,..
On board vehicle control, passenger information syst

Rolling stock divided into:
Light Rail Vehicles
Regional and Commuter Trains
Metros
Coaches and passenger cars
High speed trains
Locomotives
Freight wagons

Signalling linked to:
On board
Wayside if requested

Boo\(\et

siehe Annex 1im
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Qualitat in Schienenverkehr
I R I S (Was, Warum, Wer, Wl e) (Quelle: UNIFE-Vortrag am 2009-06-23 beim Ttv Rheinland)

Part 3: IRIS Evolutions

IRIS Addendum 19th June 2008
applicable

250 certificates issued,
280 auditors trained and approved, IRIS Audt’t—?clmi-

Version 2.0 JL{ADY
2402 booklets Rev 01 and 577 Audit-tool

sold by end of May 09,

14 global Certification Bodies approved,
534 companies active in the IRIS Portal.
Booklet available in 7 languages
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Qualitat in Schienenverkehr

I R I S (Was, Warum, Wer, Wl 6) (Quelle: UNIFE-Vortrag am 2009-06-23 beim Ttv Rheinland)

IRIS Revision 02 introduction

m Transition phase

18/06/2009 01/01/2010

IRIS Rev. 01 IRIS Rev. 01 IRIS Rev. 02 IRIS Rev. 02

o+

ISO 9001:2000

o+

ISO 9001:2000

o+

1SO 9001:2008

+

ISO 9001:2008

Launch of
IRIS Rev. 02
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Qualitat in Schienenverkehr
I R I S (Was, Warum, Wer, Wl e) (Quelle: UNIFE-Vortrag am 2009-06-23 beim Tiiv Rheinland / www.cc-rail.com )

DEFINED QUALIFIED

Compliant

Question OPTIMIZED

Compliance

How does the organization Mo Evidence Management manual anagement manuial. | Plus:
a) identify the processes needed for the quality management li ntati f 1 Efficiency of actions.
system and their application threughout the organiz ation? Process landscape with links folars and folow op ol actons,

b} determine the sequence and interaction of these processes? fand resporshilities.
) determine criteria and methods needed to ensure that both the
operation and control of these pocesses are effective?

“Open” question

Regular review of processes,

Has the organization established, documentsd, implemented and |MNo evidence
maintained aquality managemsant system and continual ly
improvedits effectiveness in accordance with 150 9001 :20007

“Closed” question

Cocumenisd quality
managemeant system canified
by 3rd party.

2

co rre_ctlve carre_ctwe _ improvement
action action improvement action no specific
Action requested mandatory; | mandatory; action mightbe | action expected
to be re-audit to be closed fto be requested g
recommended

within 90 days | within 90 days

> of points / max points > Threshold (~ 50 %)

IRISD

Certification
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Qualitat in Schienenverkehr
IRIS (WaS, Wal‘um, Wer, Wi e) (Quelle: Booklet IRIS Revision 02)

Compliance Level Points Actions requested
open question closed question
Compliant optimized iy no specific action =
expected
qualified 3 improvement =~

action might be
recommended ¥

defined 2 improvement action no specific action
as per auditor's expected
request ”

Non Compliant 1 corrective action =
mandatory;
to be closed within
90 days

insufficient 0 corrective action corrective action

mandatory; mandatory;
to be re-audited to be re-audited
within 90 days within 9o days
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Qualitat in Schienenverkehr
IRIS (WaS, Warum, Wer, Wle) (Quelle: Booklet IRIS Revision 02)

Die Bedeutung von Project Management in IRIS wird deutlich
z.B. durch:

13 % der Fragen im IRIS Questionnaire befassen sich direkt mit
PM

12 % der Fragen im IRIS Questionnaire befassen sich mittelbar
mit PM Uber das design and development

30 % der Knock-Out Fragen stammen direkt aus dem PM

30% der Knock-Out Fragen stammen mittelbar aus dem PM Uber
das design and development

= 67 % der ,shall“-Fragen stammen aus dem PM
(Rest sind ,should“-Fragen)
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Qualitat in Schienenverkehr
I R I S (WaS, Warum, Wer, WI e) (Quelle: Unterlagen von International Competence Center Rail, www.cc-rail.com )

Furchasing | Production | Project Management | Configuration — FAl - Customer Service - RAMS [ LCC - Ohsolescence|

Risk management - 5 steps

[ —

|Lessons Ieamt‘ . | Checklist

Risk Closure 5) Risk 1) Risk & new Risk or

tracking & opportunity Opportunity
Record reporting identification

FMEA /—F
The :
Project
: 2) Risk —t
4) Risk response asse{ssment -
implementation Z
(analysis) - Classiicatian
HizH
m 5
: a |
3) Risk Probability 3 |
1 AVOIDANCE: totally eliminating the specific risk, usually by elminating the causs respo nse - :.' =
2. TRANSFEREMCE: transferring the risk to amother party. (e.g. Inswrance, hedging, cnrﬂracts.i = . -
3 MITIGATION: planning 1 |
»  Reduce or eliminate the PROBABILITY that the risk will happen, usually by acting on the —_—
X T 1 2 3 4 5
= Cia ssification Ireesat iz ssification
= Limit the negative IMPACT of the risk event If the risk happens. LSt Figure 2 MAE Dol LI bl

4. ACCEPTANCE: tolerating the impact. [e.q. by accepting a bower profit if some activites owvermnun).

s Co ailcom
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Qualitat in Schienenverkehr
I R I S (WaS, Warum, Wer, Wi e) (Quelle: Unterlagen von International Competence Center Rail, www.cc-rail.com )

Purchasing | Production | Project Management | Configuration — FAI - Customer Service - RAMS /LCC — Obsolescence

RAMS and LCC performance

- R

« EGE

Reliability

Avalilability

Malntalnablllty and maintenance

Safety

|_|fe CyCI ~ COS'I: Measure: calculated according to model

Ability to be In a state to perform as and when required,
under given conditions, assuming that the necessary
external resources are provided

hWeasure e g. % up time of total

Ability to perform as required for a Qiven time interval under
Qiven conditions
Measure: Mean distance ftime between failures

Ability to be retained in, or restored to a state in which
it can perform as required, under given conditions of use

Measure: time, man-hours, tools

Safety is the state of being protected against failure,
damange,
error, accidents, which could be considered non-desirable.

Cost of ownership

Udo Schmidt
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Qualitat in Schienenverkehr
I R I S (WaS, Warum, Wer, Wi e) (Quelle: Unterlagen von International Competence Center Rail, www.cc-rail.com )

Furchasing | Froduction | FProject Management | Configuration — FAI - Customer Service - RAMS /LCC — Obsolescence |

Main RAMS / LCC activities

considerations

3 Start-up 5 Re

Implement and
RAM/LCC || RAMACC perform
analysis P & RAMS/LCC RAM/LCC
& < ifi work cemonstration,
tender peciti- monitor RAM
cation
performance

o VAN A A 4

THE FHINGD FINTLIAMOD TEMOLLENEZIN @

sy O ail.com
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Qualitat in Schienenverkehr
I R I S (WaS, Warum, Wer, Wi e) (Quelle: Unterlagen von International Competence Center Rail, www.cc-rail.com )

Purchasing | Production | Project Management | Configuration — FAI - Customer Service - RAMS /LCC — Obsolescence |

Total LCC, incl. supplier part

-

B Disposal

O Maintenance
O Energy

B Operation

O Investment

= Maintenance cost, incl. overhead + Cost of trains

+ Cost for cleaning * Cost of tools
= Cost for On board personnel = Cost of spare parts
= Track fee = Cost of component repair

sy Ce &l com
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Qualitat in Schienenverkehr

Inhalte
¢ Sagrillen /[ Vorsiellen

¥

-“’

150 9001 [ R213

€ RS (Was, Warurmn, \Wer, Wieg)

¥

Erfahrungen von EVAC GmDbH ichtim hand ouy

L1

¢ Desondernezitzn (aucn e, andere”)
€ Ouezllen / rlinwelse
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Qualitat in Schienenverkehr
Inhalte

«+ Besonderheiten (auch fur ,andere")
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Qualitat in Schienenverkehr
IRIS (Besonderheiten) queie msauwiroorzo

.73 [Time management
7.7.31 [How does the organization ensure The organization The organization Plus: Plus:
timely completion of the project through | generates an iniial generates a detalled Standardized tools for | Return of experience
the identification of project schedule project schedule project scheduling and  |and feedback info
- 3pecific activities to produce the COVEring: covering: activity fracking are in | project scheduling.
project deliverables, - specific acfivities to - 3pecific activities to place, e.q. software.
- Interdependencies of the work proriien tha nenined mendiinn fha nrainet
packages including those of suppliers, [deli Achtun g i
- activity sequences, resource - 3t . . . .
- the critical path? and TOOl ZU Seh en
- ac'tiww :s,equem:es,
[esource requirements
and duration and
- the critical path.
AN
Mo. Question: Poor: efined: Qualified: Optimized:
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Qualitat in Schienenverkehr
IRIS (Besonderheiten) queie msauwiroorzo

® IRIS Audit-Tool V2.5 - [Test-defined.in2]

N File  Edit Wiew Window Help

ARRAER NN N W ARENzE]

Compary master data IRIS, Revision 1.3 Internal audit
Audit master data B
Product categones |t| Ehapter4| ™ EhaplerEI ™ EhaplerEI ) Chapter ?I M EhaptelSI
;- Aud?tﬂuestlnnnalre FResult |M Summaryl E Englizh Summar_l,ll Diagraml
Eﬂ Audit report
Corrective Action Request Data of definitive result:
@ Status Final rezult:
i dow  Help
Intermediate rezult: Passed
Resultin % 55 P sl
Pairts: 475 / 866 IRIS, Revision 1.3 Internal audit
Product categories: 1,2,3,4,5,6,7,8,9,10,11,12,13, 14, 5 Chapter 4| £ chepter5| £ Eapte’5| ™ Chapte 7| ) Chapie
Surveilance aud 23.09.2010 Resut| 1 Sunmery | % Engish Sunmay ] Diagrem |
Graphic overview:
Overview table: % per Chapter
Lewvel: Chapter 4 | Chapter5 | Chapter 6 | Chapter 7 | Chapter 8 100 T X T T
N&, 0 1] 1] 0 0
Optimized 0 1] 1] 0 0
Qualified 0 1] 1] 1 0
Defined 18 16 17 114 a0
Yes £ 2 2 20 a
Poor ] I I ] ]
Inzufficient 0 1] 1] 0 0
k.0, fulfiled 1 1] 1] 10 1
L U U L L 4 5 B 7 g Total
H Chapter
Udo Schmidt
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Qualitat in Schienenverkehr
Quellen / Hinwelse

Vortrag von Herrn Bernhard Kaufmann, IRIS General Manager, beim TUV
Rheinland am 23.06.2009

Vortrage beim IRIS-Tag des VDMA-Nord am 10.03.2009

Unterlagen von International Competence Center Rail, www.cc-rail.com
Booklets IRIS Revisions 00 to 02 = www.iris-rail.org

IRIS AuditTool Version 3.0 = www.iris-rail.org

www.iris-rail.org

www.cc-rail.com

Www.evac-train.com

www.projectnetzwerk.de

www.us4quality.com
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