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TITLE: Working Group WG5 – Quality System requirements of Ex Manufacturers
INTRODUCTION

This document provides a report of the June 2018 meeting of ExMC WG5 held in Weimar on 20 June 2018.  The report includes the following recommendations which will be presented for ExMC consideration during the September 2018 Cannes Meeting.

RECOMMENDATION 1:  That New Edition 2.0 of ISO/IEC 80079-34 be applied immediately upon publication with a maximum transition period from Ed 1.0 to 2.0 be no more than 1 year from date of publication of Ed 2.0.
RECOMMENDATION 2: In noting that Ed 2.0 of ISO/IEC 800790-34 will include information covered by OD 005-3 that ExMC approves the withdrawal of OD 005-3 at the completion of the Transition period to Ed 2.0 of ISO/IEC 80079-34.
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INTERNATIONAL ELECTROTECHNICAL COMMISSION SYSTEM FOR CERTIFICATION TO STANDARDS RELATING TO EQUIPMENT FOR USE IN EXPLOSIVE ATMOSPHERES (IECEx System)

MEETING AGENDA+REPORT
Meeting of IECEx ExMCs
Working Group WG5 – Quality System requirements of Ex Manufacturers

To be held at Schloss Ettersburg near Weimar, Germany
on Wednesday 20th June 2018 

IECEx ExMC WG5 – Quality System requirements of Ex Manufacturers

AGENDA + REPORT
	SUBJECT

	1. OPENING OF THE WORKING GROUP 5 MEETING – Mr Roy Teather (to commence at the conclusion of ExMC WG1 meeting)

Opening by the Convenor, self-introduction of the participants, and noting of apologies for absence.
The Convener Mr Teather, declared the meeting open at 14.15pm, welcoming Members and noting apologies.


	2. WG5 Terms of Reference and Membership

Members to confirm WG5 Terms of Reference and Membership (as indicated on IECEx Website).  

Working Group 5 – preparation of quality management system requirements for manufacturers. Guidance for the assessment and auditing of quality management systems will be a further output of this WG. The Convenor of Working Group 5 will report back to the ExMC at the next IECEx annual meeting.

The meeting confirmed the ToR.


	3. APPROVAL OF THE AGENDA – Working Group 5 

Members are asked to consider any other items not listed on the agenda and then approve this agenda.
The meeting approved the agenda as presented

The Convener gave a ppt on implementation of the new edition of ISO/IEC 80079-34 

The Secretary to make the ppt available to WG5 members.



	4. Report / Discussion on Action Items from Northbrook 2016 
Members to report to ExMC on Items from the Hawarden 2017 ExMC WG5 Meeting:
Document for reference : 2017 ExMC WG5 Meeting report in ExMC/1263/R
This was noted and no further discussion required



	5. Report / Discussion on Action Items from the 2017 ExMC Meeting in Washington
Members to note IECEx ExMC decision 2017/41 to accept WG5 recommendations contained in ExMC/1263/R and approval to publish IECEx OD 025 Ed 3.1 (with comments from BR to be considered at this meeting – refer Agenda Item 8 following), IECEx OD 026 Ed3.0 and a revision of IECEx OD 005 as IECEx OD 208 Ed1.0. 

Meeting noted the decisions from the ExMC Washington meeting



	6. Revision to IECEx Quality Assessment Report Form (F-001) 

Members to review final draft of Form F-001 form ready for publication
Document for reference : 2017-01 Draft Edition 2.0 of F-001
Members to consider the following matters raised by Mr Slowinske (UL LLC)  and consider if revisions to F-001 are required:

a) QAR blank (IECEx F-001) includes “Interviewed Representatives of the Manufacturer” (Section 2.5) and “Critical Suppliers”(Section 2.6).    We currently contain this information in our auditor’s checklist.  Our assessors questioned why we were not including this on our QAR.   

b) NCR blank (IECEx F-002) includes spots for “Manufacturer Representative” and “Assessor” under the NCR description and Corrective/Preventative Action as well as “Certification Manager” under Corrective/Preventative Action.  We currently have these signatures across a combination of our (1) NCR, (2) NCR/closing meeting summary form, and (3) QAR.  Our assessors noted that all these signatures appeared somewhere in our documentation, but not in our NCR blank as they do in F-002.    

and whether these items should be written as nonconformities.
Mr Slowinske presented the above issues advising that in UL they have their own Checklist and QAR report template but including information contained in F 001 

The meeting noted the proposal to supress certain information but only make available upon request however the meeting was not in a position to make a firm decision on this basis and agreed to defer discussion when discussing new forms.


	7. ISO 9001 and ISO / IEC 80079-34

Members to receive a report on progress with the Action assigned at the 2017 ExMC WG5 Meeting for the Convenor to draft an ExTAG Decision Sheet to communicate the decision that, as a principle, use of the Edition 1 of 80079-34 should not exceed beyond 2 years following publication of Edition 2.

BACKGROUND

Extract from 2016 ExTAG Decision List (ExTAG/441A/DL):  


Decision 2016/09
Considering that the next edition of ISO/IEC 80079-34 will not be published in the near future, the members agreed, that in order to ensure compliance to the current edition of ISO/IEC 80079-34 (which is ISO 9001:2008 based) of manufacturer quality system certified to ISO 9001:2015 a review by ExMC WG05 is recommended.

and the record of subsequent discussion at 2017 ExMC WG5 meeting in Section 8 of ExMC/1263/R

Members to also consider if there is a need for the development of an implementation plan for ISO/IEC 80079-34 Edition 2.0 in addition to the ExTAG Decision Sheet agreed at the 2017 ExMC WG5 Meeting.

The meeting discussed what is necessary to have completed to enable implementation of Ed 2 of ISO/IEC 80079-34 noting the following is required:
· FDIS of 80079-34 Ed 2.0 is available and the vote closes on 22 June 2018

· F 001 {WG5 Convener} by end July 2018, using the FDIS
· OD 005-3 may be required to be withdrawn – seek ExMC agreement

· Editorial update of OD 025 and OD 026 {Secretariat to handle} by end July 2018

Recommendation to ExMC

Implementation of the new Edition 2.0 of ISO/IEC 80079-34 shall be available for immediate use upon publication with a maximum transition period of 1 year from publication.


	8. Revision to IECEx OD 025 Ed 3.1 
As per ExMC Decision 2017/42, members to consider the BR proposal to the 2017 ExMC meeting on the issue of the 3 year validity period for a QAR (noting that this is on the basis that there is at least one intermediate assessment done) and whether or not this intermediate factory surveillance audit should result in an updating of the IECEx On-Line Certificate System.

The meeting considered the proposal and agreed that it is necessary to update the IECEx On-Line system after each audit visit.



	9.  IECEx Audit Requirements
9.1. Reminder to ExCBs  concerning audit timeframes

Members to receive a report from the Convenor on progress with the Action assigned at the 2017 ExMC WG5 Meeting to review QAR Summary with respect to methods of listing multiple sites.

Members are also reminded of Audit timeframes and the requirements of OD 009 that all Manufacturing sites  Step 4 Section 3 of OD 009  re QAR issue are to be visited within the required timeframe (re site sampling not permitted)


Noting the following extract from Clause 8.3.1 of IECEx 02
The assessment shall include “on-site assessment” at the manufacturer’s premises, and other manufacturing location(s)/production site(s) as needed, to confirm implementation of the QMS and associated quality plan(s).

and the requirements of OD 009 Section 1, Step 5 and Section 3, Step 4
The meeting noted the above.

9.2. Feedback on IECEx Audit Assessments
Members are invited to raise any matters regarding feedback from manufacturer audits under IECEx
The meeting noted various aspects of the IECEx audit process, with the Convener reminding of the need to check and ensure that items previously contained have not disappeared.

The meeting expressed appreciation for use of the IECEx 02 audit process to also cover other schemes with the one process.
Mike Roy of the Secretariat reminded of the need to maintain house keeping for maintaining up to date audits and also limiting the number of Draft certificates on the system.


	10.  Other Business

Mr Sinclair, raised the question how long after the date of generation of a certificate can the certificate be issued?
Action on the Secretariat to take this issue into consideration as part of the next generation of the IECEx On-Line certificate system which is currently under development..



	11.  Next Working Group 5 Meeting

Next meeting to align with ExMC WG1 in May 2019 in Sao Paulo 



	12.  Close of Working Group 5 Meeting
The Convener declared the meeting closed at 3.35 pm thanking R Stahl our host for the excellent facilities.
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