
IECEx

ExMC(Bern/ WG5) 03

October 2001



INTERNATIONAL ELECTROTECHNICAL COMMISSION

IEC SCHEME FOR CERTIFICATION TO STANDARDS FOR SAFETY OF

ELECTRICAL EQUIPMENT FOR EXPLOSIVE ATMOSPHERES (IECEx SCHEME)

Ex Management Committee, ExMC

Report from Working Group WG5 – Assessment and Audit of Manufacturer’s Quality systems  

Introduction

This document  contains  a report of the Working Group, WG 5 meeting held on 5 October 2001, Bern and is submitted for consideration by the IECEx Management Committee, ExMC

Address:

IECEx Secretariat

c/o QAS

GPO Box 5420

Sydney  2001    

Australia
Visiting Address:

286 Sussex Street

Sydney 2000

Australia
Tel: +61 2 8206060

Fax: +61 2 8206 6061

Email: chris.agius@qas.com.au

Report of Working Group, WG 5 Meeting

Friday 5 October, 2001

Bern, Switzerland

SECTION 1 Introduction

WG5 was originally formed by the IECEx Management Committee, ExMC to propose  Quality Management System requirements for manufacturers.

During the 2000 Braunschweig meeting of ExMC, WG5 was also requested to propose a system for the implementation of manufacturers quality system assessments.
Document ExMC/103/CD was circulated to ExMC for comment with comments collated in ExMC/104/CC.  

The WG5 meeting reviewed the Draft in light of comments contained in ExMC/104/CC.  

WG5 also considered matters concerning the implementation of manufacturers quality system assessment within the IECEx Scheme, taking into account various work conducted to date at national and international levels.  WG5 proposals covering implementation are outlined in Section 3 of this report.  

Details of the WG 5 meeting

The WG 5 meeting was held at the Hotel Allegro, Bern, Switzerland with experts from the following countries participating:

· Australia, Mr Wigg

· France, Mr Brenon (ExTAG Secretary)

· The Netherlands, Mr Vries

· United Kingdom, Mr Cooper

The meeting was convened by the Convenor, Mr Agius, commencing at 0900 and concluding at 1730.

SECTION 2  - Review of Manufacturers Quality System Requirements

The following items provide a summary of the discussions during the WG 5 meeting along with WG 5 recommendations for consideration by ExMC:

Consideration of ExMC/103/CD and ExMC/104/CC – Manufacturers quality system requirements.

Comment 1:
WG 5 noted the positive support from DE, for document ExMC/103/CD.

Comment 2: WG5 noted the RU comment suggesting the removal of Annex C of ExMC/103/CD, however feel that all requirements for manufacturers quality systems should be contained in the one document. 

Recommendations from WG 5:

1 A further editorial review be conducted to correct editorial matters, e.g. alignment with the final published version of ISO 9001:2000

2 Include the following requirement to clause 6.2.2

“The manufacturer shall demonstrate that personnel performing work affecting the type of protection are competent on the basis of appropriate education, training, skills and experience.”

3 WG 5 recommends that the final ExMC/103/CD document be published as an IECEx Operational Document.

SECTION 3 
Implementation of assessment of manufacturers quality system
During the WG 5 Bern meeting, WG 5 further considered a management document   

Guidelines on the Management of Assessment and Surveillance programs for the assessment of Manufacturer’s Quality System, in accordance with IECEx scheme quality system requirements for manufacturers

This document, presented as ExMC(Bern/WG5) 04, was prepared within WG 5 and is based on work conducted within the European Ex Notified Bodies Group and other work conducted at national level, e.g. Australia.

The main purpose of document ExMC(Bern/WG5) 04 is to provide:-

· Clearly defined set of guidelines for ACBs to follow when conducting assessment and factory inspections (audits) under the IECEx Scheme

· Ensure a consistent approach by all ACBs when applying IECEx quality system requirements

· Provide transparency to the International Ex community in order that manufacturers, regulators and users maintain their confidence in the credibility of the IECEx Scheme 

With the above purpose in mind, document ExMC(Bern/WG5) 04 addresses many important elements concerning the assessment and surveillance of manufacturers quality systems, such as:

· Taking into account the various situations for manufacturers with ISO 9001 certification and those that do not have ISO 9001 certification

· Guidelines for the amount of time required for factory inspections (audits)

· Guidelines on the time between surveillance visits

· Establishing the qualifications, experience and competence for ACB staff performing assessments

· Standard report forms to be used by all ACBs

Recommendation

WG 5 recommend that s consider document ExMC(Bern/WG5) 04 be issued to ExMC National Members Bodies for consideration as a new IECEx Operational Document.
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