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This document will be updated when necessary by
distribution of a complete replacement.

Issue Date Comments
One 7" April 2006
Two 12" May 2006

Approved by:

Maurice Wilsdon, National Initiatives Manager,
Rail Safety & Standards Board

Enquiries to be directed to the RISAS Scheme Administrator
E-mail: risas.admin@rssb.co.uk

Controlled and uncontrolled copies of this document may be
obtained from:

The RISAS Scheme Administrator,
Rail Safety & Standards Board, Evergreen House,
160 Euston Road, London NW1 2DX.

Definitions of the terms used in the RISAS Documents are
given in Appendix A of RISAS/001/01 “Principles of the
Railway Industry Supplier Approval Scheme”.
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Section A - RISAS Supplier Approval Overview

1

Introduction

This document is one part of the Railway Industry Supplier Approval
Scheme (RISAS) which is described in the “Principles of RISAS” document
RISAS/001/01. It defines the requirements that a Supplier must meet to
obtain and maintain approval under RISAS. Its purpose is to ensure that
Suppliers of Critical Products to the Railway Industry have the appropriate
systems, processes, Competence, resources and procedures. RISAS has
been established initially for Suppliers of critical materials and services in
the market for the overhaul of assets and components for trains. A Supplier
that wants to provide Critical Products to a Duty Holder, or other Customer
under this Scheme, will first need to request an Assessment by an
Accredited RISAS Approval Body (RISAB).

The RISAB will carry out an Assessment of the Supplier against the
requirements of this document and the agreed scope. Following successful
Assessment the RISAB will award Certification for the supply of the Product
Groups that were included in the scope of the satisfactory assessment.
Certification validity will be determined by the RISAB and will be for a period
of time of not less than 6 months and no greater than 3 years. For the first
Assessment, Certification validity will not normally be longer than 1 year.

An overview of the RISAS Approval process is contained in the process flow
diagram at Appendix A.

A database of Accredited RISABs, Approved Suppliers and Product Groups
is maintained by the Scheme Administrator and is available on the RISAS
web based IT Application. A list of Product Groups is also given in
Appendix B. Suppliers will need to ensure that they are re-assessed at
appropriate times such as before expiry of Certification, as directed by the
RISAS Board or at the Supplier’'s request due to a significant change. Such
changes could be caused by production/process problems, Engineering
Change (See Section 9) and Customer feedback.

Suppliers must meet the requirements of the appropriate national and
European legislation, including Health and Safety in the workplace and
Environmental legislation; however, the Assessment of compliance to these
requirements is outside the scope of this Scheme. A Supplier must be
aware that, within the scope of application of Interoperability, Technical
Specifications for Interoperability (TSIs) take precedence over national
standards and that they may need to take account of this in meeting the
requirements of this document.

RISAS Approval Assessment

The RISAB will conduct an appropriate Assessment of the Supplier in order to
grant either ‘Standard’ or ‘Engineering Change’ approval for an agreed scope
of Product Groups. The Assessment will review the management systems in
place and will examine in detail a representative sample of Products to give
assurance that the agreed scope can be approved.
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Assessment Planning

Suppliers and the Assessment Team should prepare fully in advance of the
Assessment to ensure that the Supplier can provide suitable evidence to
demonstrate whether the requirements of Section B are met. The Suppliers
and RISAB should hold the pre-assessment planning meeting, described in
this section, well before the day(s) of the Assessment to ensure that both
parties are properly prepared. The scope of the proposed Assessment, the
Product Groups covered by the Assessment and the representative Products
to be selected, should be agreed in advance and clearly defined at the
planning meeting.

Suppliers should ensure that a senior manager is available for an introductory
meeting, either at the planning meeting or near the start of the Assessment,
and that suitable managers are available to deal with the Assessment of
management systems. Suitable representatives shall also be made available
for each selected generic or specific Critical Product to meet the agreed
programme. If the RISAB believes that they have not been provided with
sufficient information or appropriate personnel then the Assessment will not
be able to take place until these have been provided.

The RISAB Assessment Team is responsible for reviewing any relevant
information, including details of any previous Assessments, National Incident
Reports and general railway safety intelligence, prior to undertaking the
Assessment. Where more than one Product Group is to be assessed then
the examination of systems and other Product Groups should be coordinated
in a way that minimises unnecessary repetition, while ensuring an adequate
breadth and depth of assessment to justify the approval being issued. On
subsequent Assessments the RISAB shall decide whether there is a need for
such a pre-Assessment meeting.

It would help the RISAB to have some of the Supplier's documentation in
advance of the Assessment, in particular that relating to the Supplier Profile in
Section B, 1 of this document.

During the Assessment

The Assessment shall start with a brief introductory meeting with a senior
manager, if this has not already occurred at the planning meeting. This shall
explore the following high level issues:

¢ the main recent changes in the company

e the organisational structure of the company and all the key posts
being filled

o the structure of the company’s policies and documentation (including
safety)

e the company’s strengths and concerns

e improvement plans currently in place



Rail Safety and Standards Board

RISAS/003/01

Issue: 2

Date 12/05//06

Page 7 of 40

Such a meeting should assist in giving the Assessment Team a good starting
point to put their findings in context.

The Assessment will focus on the management systems in place, including
the competence management system, and on the physical production of
selected Products which must be representative of the Product Groups
included in the scope of approval which is being sought.

The Supplier must have prepared the appropriate technical documentation
and provide access to production facilities and staff for each Product Group
for which approval is sought. The Assessment must confirm that the Critical
Products considered during the Assessment are representative of the
capability of the Supplier.

Technical documentation must enable the adequate Assessment of the
capability of the Supplier to produce the selected Critical Product to meet
customer requirements. It should be clearly defined which documents have
been supplied by the Customer and which are owned by the Suppliers so that
the responsibility for specifying the scope of the overhaul activity is clearly
understood. Where applicable, the documentation must cover all of the
relevant production stages from receipt of order, commencement of work, e.g.
maintenance, repair, overhaul or test, through implementation to order
delivery, and contain:

« a brief description of the Product and its criticality;

. alist of the technical specifications, legislation, and standards etc.
including issue status relevant to the Critical Product,

« detailed view and parts list including OEM parts within component
(e.g. 'O’ Rings in valves)

« descriptions, procedures and records to demonstrate how the
requirements of specifications, standards and legislation are met;

« results of overhaul, examinations carried out, etc.,

. test procedures and reports,

. after sales reports.

The RISAB Assessment Team will need to assess all stages of the production
and delivery of selected Products against an appropriate contract and
specification; this Assessment shall include the checking of actual work in
progress against an existing relevant contract. Where Sub-Suppliers are
involved in the production of a Product Group the Supplier must be found to
have met the Supply Chain requirements of this document before Approval
for the Product Group concerned can be granted. If the Supplier merely acts
as a 'post box' for particular Products and does not control the Sub-Supplier
then approval will not be given for the Product Groups concerned. In
exceptional circumstances, e.g. where a sub-supplier provides a significant
proportion of the Product, the RISAB shall decide whether the scope of the
Assessment should be extended to include a visit to a key sub-Supplier.

The Assessment Team will require suitable and sufficient objective evidence
of Conformance with the appropriate requirements contained in this document
to enable Certification to be awarded.
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The Assessment Requirements (Section B)

Section B identifies the requirements that a Supplier needs to meet to
become a certified RISAS approved Supplier. The clauses at the start of
each section summarise the key requirements which must be met. The
Assessment tables in Section B are laid out in three columns:

- Requirements that a Supplier needs to meet to become a certified
RISAS Approved Supplier.

« Examples of Suitable Evidence that an Assessor could require to
assess that an appropriate quality is being achieved to ensure that the
Supplier is meeting the requirement.

« Assessment Comments — for use by the RISAB team during the
Assessment to record the main findings.

The titles and descriptive clauses at the start of each section are part of the
requirements.

The Close-Out Meeting

A closeout meeting shall be held at the end of the Assessment and the matrix
of Assessment Requirements in Section B shall form the structure of the
closeout meeting record. The Assessment Team shall report its findings and
conclusions, including:

« The Scope to be approved noting ‘Standard’ or ‘Engineering Change’

- The identification of any inclusions or exclusions as appropriate, such as
software

« Required Actions and their status, i.e. is granting approval dependent on
closure?

- Where appropriate, timescales for approval commencement
« Any limitations/restrictions
« The Approval period for each Product Group

The above are subject to agreement by the Supplier's and RISAB’s
Signatories.

If the RISAB considers during the Assessment that a Supplier’s Products
pose a serious risk to the railway, then the RISAB shall inform the Supplier’s
most senior director on site, discuss its conclusions with the Supplier at the
close-out meeting and ask the Supplier what action it intends to take and
whether it intends to Appeal. In cases of such serious failure the RISAB
should immediately inform the Scheme Administrator and urgently complete
its report. See Sections 4.2.6 & 4.2.7 of RISAS/001/01
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2.5 After the Assessment

From the end of the Assessment the following timetable shall apply:

The Assessment Team shall normally complete the Assessment
report within 5 working days.

The timescales for closeout and agreement of the RISAB’s findings
and conclusions shall be proposed by the Supplier within a further 5
working days.

The RISAB shall reach agreement with the Supplier over proposed
timescales within a further 5 working days of having received the
proposal, i.e. within 15 working days of the end of the Assessment
The Certification of Supplier Approval is awarded by the RISAB to the
Approved Supplier; it describes the scope of the Product Groups
covered by the Assessment.

Results of the Assessment will normally be published on the RISAS
website within 5 working days of all issues having been resolved and
any Appeals process having taken place.

Any notes produced by the Assessment Team justifying decisions made
during the Assessment are to be maintained for at least six years.
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Section B - Assessment Requirements

1  Supplier Profile - Suppliers shall provide baseline information for reporting purposes

Requirements

Examples of Suitable Evidence

Assessment Comments

History including Date of Establishment etc.

Company literature

Current Work relationships e.g. associated
companies.

Company literature

Human Resources for relevant Product
Group and identification of future
organisational change.

Organisation chart (and any key vacancies)

Site Facilities for relevant Product Group.

Company marketing material, site plan,
manufacturing plan

Detailed scope of supply, including Critical
Product review and capacity

Types of Critical Product produced and
Product related activities, how many, who
for, when etc. (ensure supply to UK has
been within the last 2 years

Details of contracts in place for relevant
Product Group to enable RISAB to identify
suitable contracts for assessment.

Recent and relevant contracts

10
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during the Assessment with the intention of minimising the duplication of Assessments. The ISO 9001 certification must have been carried out in

accordance with EN 45012:1998 by a certification body that holds appropriate Accreditation for the railway industry and the scope of supply

relevant to the Product Group(s) being assessed, i.e. “Crown and Tick”.

Requirements

Examples of Suitable Evidence

Assessment Comments

1 |The Supplier’s certification to 1ISO
9001:2000 must cover the work involved in
the supply of the particular Product Group.

ISO 9001 certificate, the scope of which
covers the work and procedures, required for
the supply of the particular Product Group.

Supplier Not Certificated to ISO 9001: 2000, as described in Section 2.1

The Supplier shall have in place an appropriate management system that is relevant to the Product Group(s) being assessed. Certification to
other standards that meet the principles of 1ISO9001:2000, e.g. ISO/IEC 17025:2005 or ISO 9000:1987, shall be taken into consideration by

RISABs.

Requirements

Examples of Suitable Evidence

Assessment Comments

1 |If the Supplier does not have certification
to ISO 9001:2000, the Supplier must be
able to demonstrate that it has an
appropriate Quality Plan consistent with the

A Quality Plan which demonstrates the work
and procedures for the Product Group(s)to
the same scope as ISO 9001 consistent with
the requirements of ISO 10005:1995.

11
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Requirements

Examples of Suitable Evidence

Assessment Comments

requirements of ISO 10005:1995 which
covers the work involved in the supply of
the particular Product Group(s).

The Assessment of the Supplier’s
Management System may take into
account the Assessment of similar Product
Groups.

Robust written Procedures

Evidence that the Supplier is working to the
procedures.

An alternative third party certificated or
accredited management system may
provide suitable evidence otherwise the
Assessor may have to review the
management system during the
Assessment.

All Suppliers

The Supplier shall have in place an appropriate and effective internal audit system.

Requirements

Examples of Suitable Evidence

Assessment Comments

The Supplier must be able to demonstrate
effective internal audit systems which
assure confidence that the production of
Product Groups will continue to meet
Customer requirements.

An internal audit programme that is
substantially being met.

Minutes of meetings where audit output is
discussed and progress monitored
Progress in addressing internal and external
audit recommendations and other actions in
response to audits on a prioritised basis,
dependent on risk

12
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Document Control
Supplier Not Certificated to ISO 9001: 2000

The Supplier must demonstrate effective management and control of all documents pertinent to the Critical Products it supplies to ensure that the
requirements of Customers and all relevant Standards are met.

Requirements Examples of Suitable Evidence Assessment Comments
1 |The Supplier's Document Control Documents and Document Control
Procedure shall identify the documents Procedure on a selected railway industry
requiring control on a selected railway contract for the supply of Critical Products.
industry contract for the supply of Critical

Product(s).

2 |The Supplier shall identify the names of the |List of authorised signatories and their
personnel who authorise and carry out the |competency as well as evidence of
reviews of the necessary documentation.  |appropriate signatures on documents.
Document Control Procedure on a selected
railway industry contract for the supply of
Critical Products.

3 | The Supplier shall have an effective system | Review documentation control system and
for reviewing external documents and schedule and evidence of competency
ensuring that their impact on internal
documents is assessed and required
amendments actioned.

4 | Document changes shall be identified Evidence that changes to customer and
effectively and recorded and cascaded Supplier documentation, new standards,
throughout the Supplier’s organisation. legislation etc. are identified and
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Requirements Examples of Suitable Evidence Assessment Comments

communicated to personnel

5 |Documents shall be controlled and issued |Document control procedure, master list,
effectively to points of use in particular acknowledgement slips, document sampling,
multi-sites. The Supplier shall have an evidence of feedback forms and close out of
effective process for feedback on individual |issues raised etc.

documents to the document controller and,
where appropriate, the document

originator.

6 |The Supplier shall have appropriate Document control procedure, master list,
procedures to handle and manage acknowledgement slips, document sampling
cancelled and superseded documents. etc.

7 | The Supplier shall have appropriate Document control procedure, master list,
procedures to record controlled documents |acknowledgement slips, document sampling
and show document status. etc.

Document Control: All Suppliers

All documents and media, which are necessary for the supply of Critical Products, shall be held by or be readily accessible to the Supplier and its
personnel and be produced for the Assessment Team upon request. These should include, but not be limited to: technical specifications, drawings,
test and inspection standards, and work instructions, together with training and competence standards. All Critical Products must have a catalogue
number which is recognisable and traceable throughout the industry.

14



Rail Safety and Standards Board
RISAS/003/01

Issue: 2

Date 12/05//06

Page 15 of 40

Requirements

Examples of Suitable Evidence

Assessment Comments

The Supplier must have appropriate
procedures to refer to Critical Products
(and related technical information) by a
Catalogue Number, recognisable and
accessible throughout the industry (e.g. on
PADS for T&RS).

Evidence of suitable catalogue numbers on
Critical Products and in literature.

All the documents and media necessary for
the supply of the Critical Product shall be
readily accessible to the relevant
personnel.

Technical specifications, drawings, test and
inspection standards readily accessible to
relevant personnel and made available to
the Assessor.

3.3 Document Control: Engineering Change Certificated Suppliers

Requirements

Examples of Suitable Evidence

Assessment Comments

The Supplier must be able to demonstrate
that it has the appropriate awareness of
Standards to be able to determine which
Standards apply to the work carried out for
the production of the Product Group and to
be able to interpret them correctly.

For Materials: Drawings, documents,
Railway Group Standards, Euronorms,
Codes of Practice, WOSS, procedures and
working and testing practices for the Critical
Product during all stages of supply and test.

For Services: Demonstrate the employment
of personnel competent in the above issues.
These may be in-house, consultants or from
a sub-supplier’'s personnel.

For Both: Working practices at all stages of

15
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Requirements

Examples of Suitable Evidence

Assessment Comments

production on the shop floor which
demonstrate compliance with standards and
legislation.

Risk Management

Risk Management: All Suppliers

The Products Groups, listed at Appendix B, have been identified by RISAS based on their criticality to the Railway Industry. The Product Groups
are all considered to present key risk issues, which need to be managed by the supplier (and, where relevant, its supply chain). The Supplier (and,
where relevant, its supply chain) shall demonstrate their understanding of the key risks, which need to be managed and that they have production
control procedures for controlling the specified risk.

Requirements

Examples of Suitable Evidence

Assessment Comments

1 |The Supplier must be able to demonstrate
appropriate awareness of the criticality of
the Product.

Documentation, including part no. details,
reference to its safety or business criticality.

Answers of relevant personnel.

Risk assessments for the supply of the
Critical Products.

2 | The Supplier must demonstrate that it has
appropriate production control procedures
for implementing risk mitigation.

Documentation, procedures and production
practice.

Evidence of dissemination of and
compliance to procedures: e.g. Evidence of
control of storage conditions, the storage of

16
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Requirements

Examples of Suitable Evidence

Assessment Comments

vehicles, or that items used are within date.

Answers of relevant personnel on mitigation
measures

3 | The Supplier shall demonstrate that it has
assessed and managed the risks for the
supply of Critical Products throughout its
supply chain.

Where repair or overhaul components are
sourced from Sub-Suppliers, the Supplier
shall have assessed evidence that these
comply with the contracted specification.

List of Suppliers
Risk assessment of supply chain
Audits/Assessments of sub-suppliers

Inwards inspection and test of incoming
Products; Sampling Levels

Control of tolerances etc.

4 | The Supplier shall demonstrate that it has
appropriate records of work carried out
which are readily available in the format
agreed in a specification.

Records of work carried out under a
contract, certificates of conformity consistent
with the requirements of EN45014:1998 etc.

Risk Management: Engineering Change Certificated Supplier

The Supplier must understand the criticality of the Product, have appropriate awareness of the Critical Product and its function in the rolling

stock/system, and have carried out an appropriate risk assessment. The Supplier shall have appropriate procedures for managing risk throughout
its supply chain, as appropriate to the scope of supply.

17
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Requirements

Examples of Suitable Evidence

Assessment Comments

The Supplier shall demonstrate appropriate
awareness of the Criticality of the Product
Group and the function and risks of the
Critical Product within the system (or
systems) of which it will form a part.

For Materials: Documentation, including
part no. details, reference to its Safety
Criticality and the system/rolling stock for
which the part is relevant.

For Services: Demonstrate the employment
of competent personnel. . These may be in-
house consultants or a Sub-Supplier's
personnel. Understanding of personnel

For Both: Answers of relevant personnel.
The risk assessment for the Critical Product
including the assessment of risks associated
with any changes or the impact of defective
Critical Products on the railway system (see
GE/GN8658). Engagement with customer/
customer information where relevant

The Supplier shall demonstrate compliance
with the four competencies listed in GE/GN
8565.

Systems to control the four competencies
listed in GE/GN 8565 which are:

1. The ‘know why’ of a system
2. Retention of information

3. Ability to make an informed judgement
on the validation of technical change

4. Management of configuration levels

Answers of relevant personnel
Appropriate training
Appropriate records

18
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Communication within the Supplier’s Organisation

The Supplier shall demonstrate its arrangements for ensuring that it receives and disseminates Customer information (alerts, notifications, bulletins,
contract amendments, etc) appropriately. This could relate to Product specific or industry wide information and regulatory requirements. This must
include the internal cascade and effective briefing of information.

Requirements

Examples of Suitable Evidence

Assessment Comments

The Supplier shall have adequate
processes in place for the effective and
timely dissemination and briefing of
Customer information to appropriate
personnel.

Evidence of effective processes

The Supplier shall demonstrate the use of
effective communication
processes/methods including ongoing
briefing processes.

Campaigns, written, verbal, audio visual, tool
box talks etc.

The Supplier shall demonstrate that
information communicated is relevant to
the work activity for the supply of a specific
product.

Customer feedback, specification changes,
railway industry risk issues etc.

The Supplier shall have appropriate
processes which are employed to
encourage feedback to the appropriate
level and issuing authority, including

Verbal/written feedback, suggestion box, e-
mail address, management review etc,
details of NIRs cascaded to appropriate

19
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Requirements

Examples of Suitable Evidence

Assessment Comments

briefing issues raised and defect reporting.

personnel.

Personnel, who determine the type of
information to be communicated and the
target audience, must have the appropriate
competencies

Training, Management Supervisory
skills/qualifications etc

The Supplier shall employ appropriate
processes and have effective records to
demonstrate and ensure that briefings are
understood by personnel.

Meeting minutes, briefing note with signed
attendance register etc. Talking with
personnel.

Communication Throughout Supply Chains

The Supplier shall demonstrate that it has an effective system for cascading relevant requirements and information to the Sub-Suppliers in its supply
chains according to the scope of their supply and their risk management processes (see 4.2 above).

Requirements

Examples of Suitable Evidence

Assessment Comments

The Supplier shall be able to demonstrate
that it has identified Critical Products in its
supply chains through a risk assessment
procedure and has communicated this
information with the Sub-Suppliers in an
appropriate manner.

Risk Assessments, Contracts, Risk
Management Plan etc.

20
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Requirements

Examples of Suitable Evidence

Assessment Comments

2 |Where applicable, the Supplier shall have
effective systems in place to communicate
relevant requirements and information to
Sub-Suppliers.

Contracts, Letters, Briefing Notes, Minutes of
Meetings Risk Management Plan etc.

Feedback to Customer

The Supplier shall demonstrate that it has an effective system for feeding back pertinent information back to its Customers according to the scope of
their supply and their risk management processes (see 4.2 above). This is essential for the effective management of risk and to facilitate continual

improvement.

Requirements

Examples of Suitable Evidence

Assessment Comments

1. |The Supplier shall demonstrate the use of
satisfactory processes and methods to
ensure feedback of pertinent information to
Customers.

Documented feedback e.g. e-mails, letters,
minutes of meetings, etc.

21
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Customer Specific Requirements

A Supplier must be able to demonstrate how they have complied with customer requirements. The Supplier will be required to produce a Quality
Plan which implements specific customer requirements which will be set out in each customer’s contract and specification. The Quality Plan will
identify specific instances where the customer requires intervention or monitoring of the Supplier’s deliverables. It should demonstrate an effective
procedure to control contract variations and ensure the effective cascade of customer requirements to the supply chain.

Requirements Examples of Suitable Evidence Assessment Comments
1 |The Supplier shall demonstrate that Records of Contract Review, Meeting
customer specific requirements are Minutes etc.

reviewed appropriately prior to a
commitment to supply.

2 |The Supplier shall have appropriate Formal processes & procedures
management procedures to ensure that
customer specific requirements are met.

3 | Sub-Suppliers in the supply chain must Back-to-back contract requirements,
have sufficient knowledge of the main Supplier sign-off of Sub-Supplier Quality
Suppliers Quality Plan and the Plans, Supplier issue of its Quality Plan to

management procedures to ensure that the | Sub-Suppliers, Meeting Minutes etc.
customer specific requirements are met.

4 | The Supplier shall provide a list of recent | List of contracts and copies of the
contracts and specifications to which they |specifications

have been working. They shall also
provide the specifications. This is to
enable the Assessor to select an
appropriate specification for use in the
Assessment and to see the range of Copies of the actual standards for the work

List of documents called up such as
drawings and standards appropriate for the
work.
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Requirements

Examples of Suitable Evidence

Assessment Comments

contracts on which the Supplier has been
working.

which are to the correct date and issue
number.

For an appropriate specification, selected
by the Assessor, the Supplier must be able
to demonstrate how they have complied
with the specification.

For Both: Procedures and Product comply
with specification. Awareness of appropriate
personnel to the requirements of the
specifications.

Review customer feedback for evidence of
compliance with specification and close-out
of any issues raised.

For Materials: Drawings, documents,
procedures and working and testing
practices for the Critical Product during all
stages of supply and test which prove that
the work of the Supplier meets the
requirements of the specifications and that
they have been interpreted correctly.

For Services: Demonstrate the employment
of personnel competent in the above issues.
These may be in-house, consultants or from
a sub-supplier’'s personnel.

For this selected specification, the Supplier
must be able to demonstrate that they have
ensured the appropriate control of contract

Where available, appropriate contract
variations associated with the specification.
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Requirements

Examples of Suitable Evidence

Assessment Comments

variations, including liaison with customers

The Supplier must be able to demonstrate
that the successful supply of a Critical
Product for one contract is not
compromised by work on another contract.

The Supplier shall demonstrate that it is
capable of delivering different customer
specific requirements at the same time. If
the Supplier cannot demonstrate this, then
it shall demonstrate that it has appropriate
controls to ensure that this does not
happen.

Examples of delivering against more than
one specification at the same time and any
obstacles that had to be overcome.

The Supplier shall demonstrate that it has
procedures to ensure that sufficient
personnel and resources can be provided
to meet contracted customers’
requirements.

Appropriate procedures for the management
and control of production volumes.

Examples of customer requirements that
have been considered. Engineering
assessment of the capability to deliver the
production volumes required.Examples of
delivering the volumes required.

Workshop environment, storage areas and
facilities must be appropriate for the
Product Group.

Appropriate facilities, e.g. clean rooms,
temperature and humidity control etc.
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Competence Management

The Competence of personnel working on Critical Products is essential to the safe operation of the railway. The Supplier must ensure that the
training and allocation of competent personnel are appropriate for the tasks required for reliably and consistently producing the Critical Products.

Requirements Examples of Suitable Evidence Assessment Comments

1 |The Supplier shall be able to demonstrate |Documented CMS and personnel
that it has a Competence Management competence records.

System (CMS) consistent with the
requirements of HSE's Railway Safety and
Guidance Principles Part 3A, 2002,
“Developing and Maintaining Staff
Competence”..

2 |The Supplier shall be able to identify the Onbtain list of competencies for Product
competencies for the supply of the Critical |supply and check against competency
Product and demonstrate that the relevant |management system and a selection of
personnel have these appropriate relevant resource details. Observation and
competencies. inspection of work in progress, personnel
interviews to verify technical competence
and whether they are working to procedures.

3 | The Supplier shall be able to demonstrate |Records to show that work has been carried
that work has been carried out by the out by the appropriate competent person.
appropriate competent personnel and that
it has effective controls to ensure that
personnel do not carry out work for which
they are not competent. Answers of relevant personnel.

Controls so that personnel do not carry out
work for which they are not competent.
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Requirements

Examples of Suitable Evidence

Assessment Comments

The Supplier must demonstrate that there
are appropriate procedures for ensuring the
competency of Sub-Suppliers in the Supply
Chain for the Critical Product.

If the Supplier does not have appropriate
procedures for ensuring competency of
Sub-Suppliers, it must have alternative
controls to ensure the inspection / testing of
everything it obtains from sub-suppliers.

Appropriate procedures for assessing
competency of sub-suppliers are in line with
risk assessment or that appropriate
inspection / testing procedures exist.
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The Supplier must be able to maintain the quality of the Critical Product. To ensure that a Critical Product meets the requirements of the Customer,
the Supplier shall define and implement effective and efficient measuring, monitoring and recording procedures. The Supplier shall ensure that its
Sub-Suppliers in the chain also have appropriate monitoring, review and development procedures, and that there are effective feedback loops, both
from sub-suppliers to supplier and from supplier to Customer (e.g. to highlight new areas of risk identified).

Requirements

Examples of Suitable Evidence

Assessment Comments

The Supplier shall have procedures to
ensure that the production of the Critical
Product continues to meet the
specification.

Records of KPIs for Product quality and
analysis of data.

Feedback loops to ensure the Critical
Product continues to meet the specification

Procedures for the recovery or recall of
defective Products

The Suppler shall demonstrate that it has
an appropriate, effective system to control
the quality of the work in the workshop for
the Critical Product.

Evidence of effective production facilities
and production control system.

The Supplier shall maintain, and make
available on request to the Customer,
detailed records on repairable Critical
Products for the work for which the
Supplier is responsible. This is to enable
the Customer to maintain a whole life
history of maintenance, overhaul, repair
and modification data.

Appropriate records of repair and overhaul.
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Requirements

Examples of Suitable Evidence

Assessment Comments

4 | The Supplier shall have an effective system
for monitoring the results from National
Incident Reports relevant to their Product
Group, for disseminating information
throughout their supply chain and
identifying and carrying out any corrective
action they need to take.

Relevant records from National Incident
Reports. Appropriate Procedures fro
dissemination of information and for
responding

Engineering Change

Engineering Change includes, but is not limited to, changes in the following:

Materials specification
Manufacture/ repair techniques
Software

Manufacture/ repair sub-suppliers
Works / Manufacturing site

Personnel competence requirements

Engineering change can include instances where a Supplier may need to make changes in the supply chain for technical or commercial reasons.

Standard Supplier

For the Standard Supplier, Engineering Change is not allowed, except where it is particularly identified and appropriate authorisation is obtained

from the relevant Customer(s).

Overhaul / maintenance / repair specification

Introduction of a new part, design or procedure,
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Requirements Examples of Suitable Evidence Assessment Comments

1 |The Supplier shall be able to demonstrate |Engineering Change procedures and

that it has robust procedures to ensure that |documents including correspondence to and
no Engineering Change takes place without | from Customers

authorisation having been obtained from all
appropriate Customers.

2 |Where relevant, the Supplier must have Procedures and examples of agreements
appropriate evidence of processes for with Customers on deferred work and work
deferred work and work arising and their arising. Procedures to assess risk impact of
appropriate application including obtaining |deferred work and to ensure that deferred
agreement of Customers work is carried out as quickly as possible
and is not forgotten

Engineering Change Certificated Supplier

Engineering Change for a Critical Product is allowed where a Supplier has been approved for the relevant Critical Products for having the
competence, Product know-what, know-why and know-how and understanding of the ultimate use of its Critical Product by the Duty Holder. It will
therefore know for which Engineering Changes it must still seek authorisation from the Customer.

Requirements Examples of Suitable Evidence Assessment Comments

1 |The Supplier must have rigorous processes | Examples of requests for Engineering

to demonstrate how it decides which Change. Engineering Change procedures
Engineering Changes need to be referred |and documents including correspondence to
back to the Customer for authorisation and |and from Customers

that its procedures are robust enough to
ensure that this process is followed on
every occasion

Examples of calculations, risk assessments
on Engineering Change and other evidence
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Requirements

Examples of Suitable Evidence

Assessment Comments

submitted to Customers

The Supplier shall demonstrate how any
Engineering Change is carried out in
accordance with the guidance given in
ATOC ACOP/EC/1006 where appropriate.

Engineering Change procedures, risk
assessments and assessments of whether
authorisation from a Customer is required.

Examples of evidence submitted to
Customers for an Engineering Change
request together with calculations and
assessments.

The Supplier must have personnel of the
appropriate competence to enable it to
assess whether a change is necessary,
whether authorisation needs to be sought
from the Customer and the impact of that
change.

Are the competency standards set adequate
for the tasks?

Do the relevant personnel have the
appropriate competences?

Are personnel following the requirements of
procedures?

Answers of relevant personnel to procedural
guestions.

Where relevant, the Supplier must have
evidence of appropriate processes for
deferred work and work arising and their
appropriate application including obtaining
agreement of Customers.

Procedures and examples of agreements
with Customers on deferred work and work
arising. Procedures to assess risk impact of
deferred work and to ensure that deferred
work is carried out as quickly as possible
and is not forgotten
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certified and RISABs

Product Groups to beJ:

A 4

Supplier applies to
RISAB for Assessment
and Certification

A 4

RISAB conducts
Assessments

Certification?

Notify reasons for non-
certification to Supplier &|
Scheme Administrator

Yes

Notify
Supplier
A
No Yes
|, Certificatiqn
about to expire?
Scheme
Administrator
records details on
certification system
A
RISAB notifies details to
Scheme Administrator & Record result and
issues certificate to send answer to
Supplier Supplier
Yes
A
Supplier Supplier _S_cheme
decision? “| andsends to resolves
O RISAS RISAS Board
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Appendix B: Product Groups

Principles:

0. Definitions are defined in RISAS001/01 e.g. Products are materials (M) and services (S); the scope of RISAS is limited to Critical Products

1.

Product Groups should be identified down to the same level of granularity that TOCs actually buy them — and in such a way that they can
find them when they search the IT Application

For materials, RISAS is limited to overhauled materials (hence items which are only bought new or scrapped at overhaul should not be on
the list). Overhaul means activities largely undertaken on components off the vehicle and includes component repair, but not running
maintenance.

For services, RISAS is limited to services which are sufficiently common to be worth using the RISAS process and which are not covered
by other approval mechanisms

Product Groups should be granular enough for individual Suppliers to be passed out in whole Product Groups (at Levels 1, 2 or 3), rather
than parts of Product Groups, although there may be caveats around the inclusion/ exclusion of software elements. NB Level 1 includes
all/ any Level 2 and 3 beneath it; Level 2 includes all/ any Level 3 beneath it.

. Product Groups should be structured enough for RISABs and their staff to be passed out in aggregated Product Groups (up at Level 1 or

2), rather than requiring an over-complicated competency recording regime

This list is not intended to be exhaustive; however it is not certain that RISAS will want to extend every Product Group listed. The intention is
that this list is a reasonable start point, indicating Product Groups likely to be worth including in RISAS. It is also the intention that this list may
be updated in future, not to itemise every nuance, but only where new or different competencies are required.

. Where a symbol (such as *) appears after a Product Group, it indicates that it is identical to another Product Group. Hence a supplier

certificated for example in M2-D -1, is also certificated in M2 -C-9.
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