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Working Group WG5 – Quality System requirements of Ex Manufacturers

held following the WG1 Meeting in Hawarden, UK
Report + Agenda
	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.
Roy Teather as Convener opened the meeting at 2.00pm and gave a brief presentation on issues of consequences when things go wrong and some ideas for the WG5 to ponder.



	2. WG5 Terms of Reference and Membership

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

WG15 reviewed its Terms of Reference and agreed to the following 

Working Group 5 – preparation of quality management system requirements for manufacturers based on ISO/IEC 80079-34. 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 annual ExMC  meetings. 
Recommendation 1.  That ExMC agree with this updated Terms of reference for the ExMC WG5



	3. APPROVAL OF THE AGENDA – Working Group 5 

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



	4. Report / Discussion on Action Items from Northbrook 2016 
Members to report to ExMC on Items from the Northbrook 2016 ExMC WG5 Meeting:
Document for reference : 2016 WG5 Meeting report in ExMC/1168/R
The meeting noted and reviewed the last report to ExMC and decisions taken by the ExMC noting that these are covered in this agenda



	5. Report / Discussion on Action Items from the 2016 ExMC Meeting in Umhlanga

Members to note IECEx ExMC decision to accept WG5 recommendations contained in ExMC/1168/R namely: 

· Updating of Form F-001 Ed 2.0 
· Interim report concerning ISO/IEC 80079-34 re ExTAG to prepare a Decision Sheet – 
· Updating of Checklist OD 005-2 

· Need for further review of OD 026 

· Consider AU Proposal ExMC/1149/CD – Audit Frequency
The meeting noted the above items and agreed to defer discussions to the corresponding agenda items below.


	7. 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
The meeting noted and agreed for the updated Form F-001 to proceed for issue
Recommendation 1:  That ExMC agreed with the imbedded form F-001 be published for immediate use
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	8. ISO 9001 and ISO / IEC 80079-34

Members to further consider the situation of application of ISO 9001:2015 in light of the status of current ISO/IEC 80079-34 Ed 1.0 noting the status of its revision and comments from the 2016 Umhlanga meeting, namely:

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.

The meeting considered the matter of the new edition of ISO 9001 with the meeting receiving a detailed verbal report from Thierry Houeix, noting the following:
FDIS – Coming in September 2017

Q1 2018 target date for publishing new edition

The meeting further noted that the ExTAG decision from 2016 was that the edition 1 of ISO/IEC 80079-34 still be used even if the manufacturer holds ISO 9001: 2015 certification.

Mike Slowinski questioned the need for a transition when the new 80079-34 is published, with Thierry H. advising that the ISOI 9001:2015 comes into force in Sep 2018.

It is noted that after Sep 2018 ExCBs should not be using the edition 1 of 80079-34 and hence no need for a transition period beyond this date.

The Chairman suggested that as a principle use of the Edition 1 to 80079-34 should not exceed beyond 2 years following publication of edition 2.

DECISION

To consider an ExTAG Decision sheet to communicate the above the decision, should ExMC agree with this approach.  

Recommendation 2:  That ExMC agreed with the above proposed approach.
Based on ExMC support, it was further agreed that the WG5 Convener could draft the ExTAG Decision sheet

The meeting then considered the QA requirements for non electrical items and noted OD 280 as the requirements documents for use and will remain in place until QA requirements are covered by a future 80079-34



	9. Revision to IECEx OD 025  

During the 2016 WG5 meeting, Members noted draft new edition 3.1 of OD 025 prepared by the Secretariat but agreed to defer consideration awaiting finalising of new OD 009 and IECEx 02.  With revised editions now published Members are asked to consider any further updates to OD 025 that may be required.
Documents for consideration:

· Draft of IECEx OD 025 Edition 3.1
The meeting noted, the previous agreement of ExMC concerning changes to manufacturing sites as prepared by Mike Slowinski and agreed for the Secretary to updated the draft and finalise for submission to the ExMC for approval and to WG5 convener only (prior to issue )

Recommendation 3:

That ExMC approve the revised draft OD 025 for publication (ExMC/1264/DV) 


	10. Revision to IECEx OD 026 

Draft revision of IECEx OD 026, Guidelines for the qualification of Lead Auditor and Auditors, in accordance with the IECEx System.

During the 2016 WG5 meeting, Members noted draft new edition 3.0 of OD 0265 prepared by the Secretariat but agreed to defer consideration awaiting finalising of new OD 009 and IECEx 02.  With revised editions now published Members are asked to consider any further updates to OD 025 that may be required.
Documents for consideration:

· Draft of IECEx OD 026 Edition 3.0
The meeting reviewed the draft Revision to OD 026 and with minor changes being made finalised the draft for submission to ExMC requesting approval at its 2017 Washington meeting.
Recommendation 4:

That ExMC approve the revised draft OD 026 for publication (ExMC/1252/DV) 


	11. Revision to IECEx OD 005 Series 

With publication of ISO/IEC 80079-34 superseding the previous OD 005-1 there is need to update the Checklist OD 005-2 to remove references to OD 005-1 and refer to ISO/IEC 80079-34.

Documents for consideration:

· Draft of IECEx OD 005 Edition 2.0
The meeting reviewed the draft Revision to OD 005 and with minor changes being made finalised the draft for submission to ExMC requesting approval at its 2017 Washington meeting.
Recommendation 5:

That ExMC approve the revised draft OD 005 for publication (ExMC/1253/DV) 


	12.  IECEx Audit Requirements
12.1. Reminder to ExCBs  concerning audit timeframes

To remind 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 following extract from Cl 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).

Also requirements of OD 009 Sect 1 step 5 and Section 3 Step 4
Geoff Barnier informed the meeting of the provision of multiple sites being sampled under the ISO 9001 regime and could this be done in IECEx.  The meeting noted that OD 009 requires that all sites are visited.  The meeting also noted that max 18 intervals are permissible as long as the manufacturer holds ISO 9001 certification, despite the site sampling regime used by the ISO 9001 certification body.

The meeting agreed no action required at this time

12.2. Clarification of OD 009 – Should ExCBs review the QAR Summary or the full QAR Report re Step 6 of Section 1 in OD 009.  To note and discuss step 6 of Section noting the reference to QAR Summary
Mike Slowinski raised the issue of  whether or not the full QAR can be requested or is it only just the QAR summary.  The ExCB can release the QAR to a recieving ExCB only with the permission of the manufacturer, noting the requirements of OD 009, however agreed to propose the following amendment to OD 009 at the next update.
Step 8 of Sect 1 OD 009

The ExCB shall review the manufacturer’s QAR Summary report and QAR summary report(s) of all Manufacturing Locations and Production Site(s),ensuring that 

a) type of protection 

b) product type 

c) manufacturing location / production site 
d) validity date 

e) issuing ExCB still competent/approved 

of the product to be certified are covered and valid. 

[Secretariat note this has been incorporated into Rev Draft ExMC/1250/DV for consideration during the ExMC 2017 Washington meeting}
12.3. Feedback on IECEx Audit Assessments
Members to raise any matters regarding feedback from manufacturer audits under IECEx
a) Consider AU Letter ExMC/1149/CD re multiple locations

b) Feedback from DEKRA EXAM – the need to ensure complete information is included in QAR Summary on the IECEx website for ALL manufacturing locations
c) Feedback from DEKRA EXAM – Proposal to use attachments for multi-site QARs with reference when the certification decision was taken.  Also consideration of one QAR per site.

The meeting undertook a general discussion on feedback issues concerning auditing under the IECEx with the WG 5 Convener being assigned with the task of Reviewing the QAR summary concerning the listing of multi sites.

Mike Slowinski raised draft Decision Sheet  ExTAG/445/CD and a version ExTAG/445A/CD has since been issued taking account of comments submitted.



	13.  Other Business

No further Other business raised

	14.  Next Working Group 5 Meeting

Agreed to coordinate with the next meeting of ExMC WG1

	15.  Close of Working Group 5 Meeting

The Convener closed the Meeting at 4.55pm thanking everyone for their active participation and also to SIRA CSA for their generous hosting.
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		CONFIDENTIAL

		IECEx QAR Reference No.:

		





[image: image1.png]



		Manufacturer 


Include Address with post code




		:

		



		Production Site(s) audited


Include Address with post code




		:

		



		Product Description 



		:

		



		Number of Employees




		:

		Total=                   No. involved in Ex products= 





		

		

		



		Scope of Audit




		:

		Initial Assessment    (
Re-Assessment
(

Surveillance Assessment    (





		

		

		



		List all applicable IECEx Certificates 




		:

		



		

		

		



		Equipment with type(s) of protection of

		:

		i (    d (    e (    m (    n (    (

use the same type of protections as given in IEC 60079-0 and ISO/IEC 80079 series

Other (specify) (    (Delete where not applicable)






		

		

		



		Manufacturer is an IECEx Conformity Mark Licensee



		:

		( (where relevant, see Attachment for details on content to be verified)






		Certificates associated with Manufacturer’s Mark License

		:

		



		

		

		



		Audit Team Leader

		:

		



		Audit Date

		:

		



		Contents:



		1
Summary Report



		2.
Audit information



		3.
Documentation Review and Assessment of Implementation



		4.
Observations





		Notified Body address / Website information etc/







1.
SUMMARY REPORT

Assessment Summary and Conclusions:


(State the most important results and conclusions of the quality assessment)

		





		Next Quality Audit due  

		:

		





Non-Conformities


(Indicate the Serial No.(s) of non-conformities recorded.  Individual non-conformities are recorded on the non-conformity reports)


		

		

		

		

		



		

		

		

		

		



		

		

		

		

		





Audit Team Leader Recommendations


(Delete where not applicable)


· Certification to be issued/maintained once satisfactory technical assessment of the product is completed and a test report is issued


· Certification to be issued/maintained* following receipt of satisfactory documentary evidence supporting effective corrective action, and a test report is issued.  Corrective action to be verified at next surveillance visit 


· Certification to be issued/maintained* following a satisfactory follow-up visit and verification that corrective actions have been effectively documented and implemented, and test report issued. 


· Certification to be refused/suspended* A further complete assessment to be conducted 


· Certification to be refused/suspended* Close the application/withdraw the notification and inform the Scheme Administrator 


		   

		

		



		Audit Team Leader Signature

And Date

		

		Quality & Certification


Manager 

Sign to accept Audit Team Leader

recommendations and QAR





2.
AUDIT INFORMATION

2.1     Scope of Audit: 



Type A initial assessment/reassessment of manufacturer with a certified QMS*…………….
(


Type B initial assessment/reassessment of manufacturer without a certified QMS…………
(


Type C surveillance of manufacturer with a certified QMS*……………………………………
(


Type D surveillance of manufacturer without a certified QMS…………………………………
(

* where manufacturer has a certified quality system, include certification/registration body, date of registration, certificate No. and scope or append a copy of the certificate (including scope)


		2.2     Audit Criteria


List any other reference documents, against which Audit was conducted in addition to the IEC standard

		:

		



		

		

		



		2.3     Date(s) and Duration of Audit


Include total number of auditor days on site

		:

		





2.4     Composition of Audit Team:


		Name 

		Position

		Role in Audit (Sole Auditor, Team Leader, Auditor, Technical Specialist, etc)



		

		

		



		

		

		



		

		

		





2.5     Interviewed Representatives of Manufacturer (Auditee):


		Name

		Position



		

		



		

		



		

		



		

		



		

		





2.6 
Critical Suppliers: (List critical suppliers reviewed during audit of supplier evaluation) 



		Name of Supplier

		Critical item or service provided



		

		



		

		



		

		





3.
DOCUMENTATION REVIEW AND ASSESSMENT OF IMPLEMENTATION


(For surveillance audits, major document changes only may be reviewed)


		align the numbers with the ISO/IEC standard

		Assessed


(Y, N or N/A)

		Manufacturer’s Doc. Ref.


List document(s) viewed, with revision status, and 


Comments 


List any pertinent details / compliance with requirements of clause

		NCR Ref.



		4.

		Quality Management System

		

		

		



		4.1

		General requirements

		

		

		



		4.2

		Documentation requirements

		

		

		



		4.2.2

		Quality Manual

		

		

		



		4.2.3

		Control of documents

		

		

		



		4.2.4

		Control of records

		

		

		



		

		

		

		

		



		5.

		Management Responsibility

		

		

		



		5.1

		Management commitment

		

		

		



		5.2

		Customer focus

		

		

		



		5.3

		Quality Policy

		

		

		



		5.4

		Planning & Quality objectives & planning

		

		

		



		5.5

		Responsibility, authority & communication

		

		

		



		5.6

		Management review

		

		

		



		

		

		

		

		



		6.

		Resource Management

		

		

		



		6.2

		Human Resources

		

		

		



		6.3

		Infrastructure

		

		

		



		6.4

		Work environment

		

		

		



		

		

		

		

		



		7.

		Product Realisation

		

		

		



		7.1

		Planning of product realisation

		

		

		



		7.2

		Customer related processes

		

		

		



		7.2.3

		Customer communication

		

		

		



		7.3

		Design and development

		

		

		



		7.4

		Purchasing

		

		

		



		7.5

		Production and service provision

		

		

		



		7.6

		Control of monitoring & measuring devices

		

		

		



		

		

		

		

		



		8.

		Measurement, Analysis & Improvement

		

		



		8.2.1

		Customer satisfaction

		

		

		



		8.2.2

		Internal Audit

		

		

		



		8.2.3/4

		Monitoring & measurement of processes and product

		

		

		



		8.3

		Control of non-conforming product

		

		

		



		8.4

		Analysis of data

		

		

		



		8.5

		Improvement

		

		

		





4.       OBSERVATIONS


Additional assessor notes, 
Summary of audit trail (e.g. Who? What? Where? When? etc.) (Could be positive, negative, improvement, etc). Include brief comments on each department/function audited.


Annex A: INFORMATION RELEVANT TO PARTICULAR TYPES OF PROTECTION

Annex B: VERIFICATION CRITERIA FOR ELEMENTS WITH NON-MEASUREABLE PATHS

		A.2

		Information relevant to particular types of protection - General

		



		A.3

		Ex d - Flameproof enclosures

		



		A.4

		Ex i - Intrinsic safety

		



		A.5

		Ex e - Increased safety

		



		A.6

		Ex p - Pressurized apparatus

		



		A.7

		Ex m - Encapsulation

		



		A.8

		Ex o - Oil immersion

		



		A.9

		Ex q - Powder filling

		



		A.10

		Ex t – Dust ignition protection by enclosure

		



		A.11

		Gas Detectors

		



		A.12

		Flame Arresters

		



		B

		Verification criteria for sintered components
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