LIST OF ACCEPTABLE ALTERNATIVE STANDARDS TO
IS0 9001/9002:1994

IRCA has determined that, for the purposes of compliance with the QMS auditor
certification criteria, the standards referred to in this document, are considered to
be acceptable alternatives to BS EN ISO 9001 & 9002:1994 Standards.

IRCA's evaluation of these standards consisted of a technical review for the
purposes of validation of acceptability of an applicant’s claim of experience
“equivalent” to auditing to ISO 9001 or 9002. This evaluation is used only to
determine whether audit experience using these standards meets the audit
experience requirements stipulated in the IRCA auditor certification criteria. It is
not intended as a technical review of the equivalence of a standard to ISO 9001
or 9002.

IRCA will update and reissue this list periodically.



IRCA AUTHORITY/TITLE NUMBER OR COUNTRY OF

SERIAL REFERENCE ORIGIN

No.

246 A 1A G (Chrysler, Ford and Second Edition
General Motors) Quality System 3/1998
Assessment

230 AGFA- Gevaert Limited Comm 7 Issue D UK
Supplier Audit Specification
Checklist

150 ANSI Quality Assurance Program | ASME NQA-1 (1989 | USA
Requirements for Nuclear Edition)
Facilities

172 AP Lockhead Q94 02 4A UK
Production Supplier Assessment
and classification Guidelines

166 API - Specification for Quality Q1 3rd Edition USA
Programs

238 Association of American Railroads | M-1003 (Rev 1997) | USA
Manual of Standards

007 Austin Rover - SQA ARG 100 UK

209 Australian Therapeutic Goods Sept 1995 - (Human | Australia
Administration Tissues) Blood

Products

228 BABT 340 (T) Issue 7 UK

139 Bellcore Technology - Quality USA
System Generic Req. for
Hardware

204 Boeing Commercial Airplane AQS-D1-9000 Jan USA
Group 97

171 Bolton Bury Tec Issue C 1996 UK
Planning for Excellence in Issue D 1997
Training

264 Bombardier Aerospace (Short QD-4.6-40 Issue 2 UK
Brothers PIc) 15-1-1999
Requirements for Suppliers
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IRCA AUTHORITY/TITLE NUMBER OR COUNTRY OF
SERIAL REFERENCE ORIGIN
No.
239 Bosch Braking Systems SPA QS 1-0602 Appendix | Italy
Europe 6 Index AP 1/53
267 British Nuclear Fuels Ltd Title: 10 Energy UK
Chapter 111 CFR
(Nuclear Safety Management) 830.120
259 British Retail Consortium BRC BRC Technical UK
Technical Standard for Standard
Companies supplying Retailer-
Branded Food Products June, 2000
Note:
This is accepted only if carried
out at higher (not foundation)
level and by organisations
accredited to EN 45004
248 British Standard BS 8800:1996 BS 8800:1996 UK
Occupational Health & Safety
Management Systems
257 British Standard Institution BS EN 46001:1994 UK
Health Care Standards Policy
Committee
Application of EN 29001 (BS
5750:Part 1) to the Manufacture
of Medical Devices
The standard is to be used in
conjunction with EN 29001 and
reflects the requirements of
1S09001:1994
183 Business Park County Durham BLO2 UK
Quality System for Enterprise
226 Canadian Safety Management A Guide to Canada
System Implementation
Maritime Scheme Only
240 Canadian Standards Association CAN/CSA-N 286.5 - | Canada
Operations Quality Assurance for M87
Nuclear Power Plants
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IRCA AUTHORITY/TITLE NUMBER OR COUNTRY OF

SERIAL REFERENCE ORIGIN
No.
241 Canadian Standards Association CAN 3 - 7299.1 Canada

Quality Assurance Programme

255 CEN/CENELEC General BS EN 45011:1998 | Europe
requirement for bodies operating
product certification systems

223 CEN BS EN 45004 UK

Criteria for the Operation of
bodies performing inspection

142 Chelton Electrostatics Ltd - UK
Vendor Quality Requirements
174 Chrysler Corporation 1991 Revision USA

SQA Guide to Quality System
Requirements

191 CIBA - Guidelines for QA Auditing | GU1/SU/001-01 UK
of Suppliers
176 Civil Aviation Authority CAP 553/554 UK
BCARs
093 Civil Aviation Authority of New FAR 139, 145 & 171 | New Zealand

Zealand Civil Aviation Rules

266 Civil Contractors Federation CCF Civil Australia
Construction
Management Code
252 Council of the European 93/42/EEC European
Communities Union

Council Directive 93/42/EEC 14
June 1993 re Medical Devices

145 Criteria for Cert. Bodies Operating | EN 45012 Europe
Quality System Certification
214 Cummins Engine Company SQS QSP 2-04-126F UK
Revision OO
188 Department of Health — Medicines | GLP — OECD Europe
Control Agency Standard S1 1997
No.: 654
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IRCA AUTHORITY/TITLE NUMBER OR COUNTRY OF
SERIAL REFERENCE ORIGIN
No.

Good Laboratory Practice Health

and Safety

227 Dept of Defence Production & JSG - 015-02:1995 | India
Supplies

136 Dept of Health 1990 Good UK

Manufacturing Practice

- Gold Orthopaedic Implants
- Green Medical Equipment

- Blue Sterile Medical Devices

180 Dept of the Navy Strategic OD-021549A-27 USA
Systems Technical Program
Management

229 Det Norske Veritas (DNV)- July 1990 Norway
I\O/Ianagtc_emegtpof"S?fe Ship Guide to Canada

peration ofiution Implementation

Maritime /ISM Code only

250 Det Norske Veritas -Rules for 1996 Norway
Classification of Maritime Training
Centres 1996

152 Dorset TEC Quality Assurance UK
Manual

109 Du Pont Suppliers - Quality March 1997 USA

Management Systems QMS/EQE Standards

220 Electrolux Autoliv AB AL 2000 Edition UK
1992

Supplier Quality System
Requirements

190 Essex Training & Enterprise SQS UK
Council

Supplier Quality Standard

170 European Community Belgium

Good Chemical Practice for Trials
on Medical Practice
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IRCA AUTHORITY/TITLE NUMBER OR COUNTRY OF
SERIAL REFERENCE ORIGIN
No.
181 European Community - Commission Europe
. . Directive
Guide to Good Manufacturing .
Practice for Medicinal Products 91/356/EEC Medical
Products for Human
Use
218 European Food Safety Inspection | Issue 2 August 1999 | UK
Service Issue 4 March 2000
EFSIS Accreditation
Note: Both standards may be
accepted for auditor certification,
providing that the inspection is
carried out to the higher level of
certification.
249 Exxon Company International Issue 01/03 Sept 99 | UK
Fuels & Bitumen Product QMS
221 F Hoffman - La Roche Ltd CPMP/ICH/135/95 UK/EU
ICH Good Clinical Practices January 1997
Guidelines July 2000
138 Federal Code of Regulations Food | CFR 21 Part 600, USA
& Drugs 606, 820, 211
UK
216 FIAT SQA 1992 edition Italy
265 First Point Assessment Ltd " Edition 1 — third UK
Process Guide for Capability print May 2002
Assessment”
033 Ford Q101 USA
143 Ford Motor Company QS 9000 UK
130 GE Aircraft Engines - Supplier S - 1000A UK
Quality Systems Requirements
222 Hong Kong Government HOKLAS 003 4™ Hong Kong
Laboratory Accreditation Scheme | Edition HOKLAS
002 4™ Edition
6 IRCA/161/03/41

25 November 2003



IRCA AUTHORITY/TITLE NUMBER OR COUNTRY OF

SERIAL REFERENCE ORIGIN

No.

237 Hyundai Limited Quality HMS-DK-101-PUJI- | South Korea
Programme for HDEC Sub- 01 Revision 1
Contractors 20.1.1999

036 Inst. of Trading Standards (TSOs) | ISBN 0-901 UK

099 International Atomic Energy 50-C-QA Austria
Agency QAS in Nuclear Power
Plants

254 International Automotive Task ISO/TS 16949/1999 | International
Force (IATF) Quality Systems - (E)

Automotive suppliers.
Requirement for the application
of ISO 9001;1994

Note: Applicable only to
Automotive trade and suppliers

129 International Meehanite Metal Co | Issue 1 UK
Ltd — Quality Assessment

196 Irish Food Board - Bord Bia Beef QA-Revision 02 | Ireland

225 Pigmeat QA Revision

234 01
Egg QA revision 00

245 Irish National Accreditation Board | Regulations for Ireland
Testing Laboratories

202 Irish Quality Association The Quality Mark Ireland

256 International Organization for ISO 13485 - (1996) | International

Standardization
ISO 13485 - (1996)

126 J I Case — SQA Manual Revision 04 USA
186 Japan Accreditation Board for JAB R1000 - R200 Japan

Quality System Registration
135 Japan Electrical Ass. - Guide for JEAG 4101 - 1990 Japan

Quality Assurance
205 Joint Aviation Authorities JAR-145

Committee (JAA)
179 Joint Services Assessment JSG - 015 -01 India
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IRCA AUTHORITY/TITLE NUMBER OR COUNTRY OF
SERIAL REFERENCE ORIGIN
No.

Registration of Vendors for

Defence

201 Kings Fund Organisation Audit Re - Letter 22 April | UK
Manual 1997

197 Korda Tyre Cord Manufacturing & | SOP No. KG 008
Trading Inc SQA Rev 0

177 LAW Laboratories Ltd Issue 1 UK

Accreditation Standard for The
Food Industry

263 Law Society, The LEXCEL (2001 issue) | UK
Practice Management Standard

184 Lawnet UK
Quality Assured Legal Service

242 Legal Aid Board Franchise QA UK

Only if employed by LAB Standard Edition 3

187 Lloyd’s Register of Shipping Edition 1995 UK

Rules for the Manufacture, Chapter 1, Section 2

Testing and Certification of

Materials
232 London Underground Contract Audit Planning UK
Quality Conditions Process P-10065
Audit Process P-
10066
Auditor Competency
Process P-10067
236 Lucas-Varity Diesel Systems VDA Document 6 - Germany

Quality Assurance System Audit 2" Edition

NOTE Paper 5 DS2000/1A

unacceptable

068 Mack Trucks - Supplier Quality CQF 16 1993 USA
Requirements

258 Marconi Electrical Systems - QIS 1 Issue 8 UK

8 IRCA/161/03/41
25 November 2003



IRCA AUTHORITY/TITLE NUMBER OR COUNTRY OF
SERIAL REFERENCE ORIGIN
No.

Requirements for Suppliers QIS January, 2000

203 Maritime Safety Authority of NZ Quality/Safety New Zealand
Maritime Scheme Only Management
systems
175 Ministry of Defence BR 8420 UK
Audit Standard
224 Ministry of Defence Procurement | DEF CON 05-91 UK
Services Issues 1&2, AQAP
110, AQAP 120,
AQAP 150 all at
Edition 1
217 Motorola Inc Motorola — BR USA

Corporate Quality System Review 1202/D Revision 4

147 NAMAS NAMAS M.10 UK

251 NASA Space Station Quality SSP 41173 Revision | USA
Assurance Requirements October | A
26 1994

163 NASA: Quality Provisions for the | NHB 5300.4 (1D-2) | USA
Space Program 1990

000 National Adoptions of ALL
ISO 9001/9002

247 National Association of Testing BS EN ISO/IEC International
Authorities 17025:2000

Requirements for testing and
calibration laboratories

128 Navy Strategic Systems OD 21549A USA
233 Northern Telecom Limited Corporate Standard | UK
(Nortel) 133-20/133-21 June
Trillium Model 1997
167 Nuclear NUPIC Document 7 | UK
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IRCA AUTHORITY/TITLE NUMBER OR COUNTRY OF
SERIAL REFERENCE ORIGIN
No.
Revision 5
243 Nuclear Electric - Controlling the EDD/RED/0003/96 UK
qu;lllztg)/ I\(/?leigT - Implementation TIGT/ REP/0042/93
0 Issue 2 Nov 1999
212 Pharmaceutical Research GCP Regulations USA
Associates Parts - 50, 56, 312,
Good Clinical Practices 314 (USA), 137
(EEC), 165 (Nordic)
153 Quaker Chemical Corporation: Issue No 2 USA
Supplier Quality Standard
090 Quality Assurance Criteria for 10CRF50 App B USA
Nuclear Power Plants
194 Quality System for Engineering & | AS 2990 Australia
Construction Projects
164 QUASCO: Safety/Quality Audits N/A UK
262 Railtrack PLC Railway Group GM/RT 2000 UK
Specification for Vehicle
Acceptance and Conformance
Certification Bodies Operating
Railtrack's Process for
Engineering Acceptance of Ralil
Vehicle
132 Raytheon Corporate Jets Supplies | RCJ1/QASC1 UK
& Services Parts 1 - 7
199 Ready Mixed Concrete QM UK
173 Rockwell Int RA 4901 B797/982 USA
Supplier Quality Assurance
050 ROFA — Based on Mil. Q.9858A RAQ1 France
160 Royal Air Force Air Publication AP UK
100C-10
235 Royal Naval Air Command NACAEQM AP100N
0101/0140
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IRCA AUTHORITY/TITLE NUMBER OR COUNTRY OF

SERIAL REFERENCE ORIGIN
No.
118 Rules on Quality System Audit for China

Export Quality Licence of
Mechanical Commodities

210 S C Johnson & Sons Inc SQA 2nd revision UK
213 SAE International Engineering AS 9000 USA
Society
Acceptable for QMS and
Aerospace Schemes
261 Safe Choice Ireland SCS 001 Issue 1 Ireland
May, 2001

Safe Choice Certified Dairy
Quality Assurance Scheme

185 Sainsbury - Suppliers' Product Sainsbury’s product | UK
management
systems
168 Scottish Quality Management UK
System for Education and
Training
156 Sealed Power: Total Quality USA

Manual & Supplier Quality
Requirements

182 Secretary of State for Health Statutory UK
Instruments Nos.:

890, 895 and 975

154 Sharp: Integrated Quality SIQS 100 UK
Standard

141 Sheffield TEC Supplier QA UK
Standard

082 Short plc Vendor Quality SB/QC/01 Issue 9 Ireland

Requirements

146 Smiths Ind - Medical Systems FDA GMP DRAFT USA
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IRCA AUTHORITY/TITLE NUMBER OR COUNTRY OF
SERIAL REFERENCE ORIGIN
No.
008 Software QA -Australian AS 3563 Australia
Standards
215 South West Water Services Ltd 8047/14/06 UK
Vendor Quality Assurance (Manufacturers)
8047/14/10
(Contractors)
096 Spec & Total Quality Assurance BS 5882 UK
Programme for Nuclear
Installation
155 Stat-A-Matrix GM P 21 CFR Part 820 USA
Medical Devices
231 United Technologies Pratt and PW-QA 6076 AC — UK
Whitney SQA Requirements Revision 18
169 University College Salford SQA: Issues 1 & 2 UK
178 QA Suppliers Core Standard
124 US Dept of Energy - Quality QAR Rev 1 USA
149 Assurance Requirements DOE 5700 6C
122 US Dept of Transportation FAA-STD-016a, USA
123 Federal Aviation Admin Standard | 018a
059 US Government -QA System MIL-Q-9858A USA
151 US Military Defence System MK-STD-2167A & USA
Software 2168
161 VALEO 1000 Edition 4 France
133 Volkswagen AG - Supplier Quality | NQ3 Germany
189 West of England Safety UK
Management/Ship Safety
Appraisals
157 Westland Helicopters: SQ Q500 Issue 3 UK
Requirements
195 Whirlpool Whirlpool QSA UK
Guidelines
144 WHO Guidelines for QA 1993 INTL
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SERIAL
No.

AUTHORITY/TITLE

NUMBER OR
REFERENCE

COUNTRY OF
ORIGIN

Programmes for Blood
Transfusion

097

Woolworths Plc — SQA

Issue 1

USA

260

World Health Organisation

Quality Assurance of
Pharmaceuticals Good
Manufacturing Practice and
Inspection Standards

Volume 2 1999

International

244

Xerox SQA

NB: Accepted subject to a full
audit being performed / checklist
is used in all supplier
assessments

SQA October 1999

International
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