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INTRODUCTION

This document, ExTAG/445/CD Draft ExTAG Decision Sheet – Guidance on issuance of QARs when products are manufactured at multiple sites, has been prepared by ExMC WG01
It is issued for a six week comment period for consideration by ExTAG Members. 
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Background:
ExCBs are employing different methods when issuing QARs to Manufacturers with worldwide operations, i.e. products are being produced in multiple facilities around the globe.  Some ExCBs require that each site audited receive a separate QAR.   Other ExCBs are including multiple sites within the same QAR.  
Each approach has advantages and disadvantages.  An advantage of issuing a separate QAR for each site audited is that the overall QAR will not be suspended due to a problem or delay at any one site.  A disadvantage of this approach is that multiple QARs must be linked to each CoC, introducing the possibility of errors or creating confusion among CBs.
QUESTION: Do the IECEx Rules or Operational Documents require a separate QAR to be issued for each site audited?
ANSWER:  No, the rules and ODs leave this up to the discretion of the issuing ExCB.  Recognizing that this may lead to different approaches among ExCBs, the following guidance is provided to assist with various situations an ExCB may encounter:
a) When a manufacturer controls multiple manufacturing locations under the same quality management system, the manufacturer may prefer that one QAR is issued to cover all locations.  See Examples 1 and 2 below, for two acceptable methods of indicating this arrangement on the online QAR registration.  If different sites contain different protection methods within their scope, then the format in example 1 should be used.
b) When a product is manufactured at multiple manufacturing locations that are not under the same quality management system, it is recommended that a separate QAR be issued due to the differences that may exist between locations.  However, the ExCB may decide to issue a single QAR as shown in examples 1 and 2.
c) When some manufacturing locations hold certification to ISO 9001 and other locations do not, then separate QARs should be issued, due to the different audit frequencies.

In all cases, the ExCB and manufacturer shall work together to ensure that audit(s) at each site(s) support timely completion. The ExCB and manufacturer shall consider the time required for a manufacturer’s response to audit findings and acceptance by the ExCB, when scheduling the audit.
It should also be noted that the Rules, IECEx02, distinguish between a Manufacturer, Manufacturing Location, Production Site, and Supplier.  Suppliers are not required to be audited by the ExCB if the manufacturer’s quality system complies with the requirements in 7.4 of ISO/IEC 80079-34:2011. 

QAR Example 1:

Include details in the “Comments” field:
[image: image1.png]Comment:

‘Sites audited include:
~70018524: Joy Giobal Underground Minng LLC, 120 Libery Sree, Franki, PA 16323, USA. .
(concepts . 5.5, <. m)

~ 70018516: oy Giobal (UK) Underground Lid Wereser Operations, Bromyard Rosd
Worcaster, WR3 556 UK (concepts a. 5, 4, . m)

~ 70018515: oy Giobal (UK) Underground L1, Seaman Way. Ince, Wigan, Lanasira WNI1 30D,
Toonoaste . ),

1~ 70018521: oy Giobal(Aus) Underground Py L, McCourt Road, Moss Vale, (conoept d - it
‘camied out by Testsafe, AUS)

~ 70018516: oy Giabsl(Afics) Py L. 12 Commersil Rosd. Wadele, PO Box 4070,
Johannesturg 2000, South Afica, (conceptd).

~ 70018523: oy Giabal (Tanjn) Heavy Mischnery CoLt.
No. 227 hangs R, Tinin Apor Econcemis Area. Tanjin Chin (soncest @)

The Warendsle e does not manufacture anyting. The auit at Warendale is hersfre imied
‘oxamiing op

levelprocedires,the auborisation process and how procedures are communicated and
‘Gonstily applied for e2ch manufactuing site. The fal verfoaion s done i he manufacturing
Sitos where we are able 1o see how effeciue the implementation of these procedures has been.




QAR Example 2:

List all sites audited in the “Site(s) audited” field.

[image: image2.png]Site(s) audited*

Baldor Electric Company
5711 Rs Boreham Jr St
Fort Smith

AR 72901

USA

Baldor Electric Company
101 Reliance Road
Kings Mountain

North Carolina 28086
USA

4349 Avery Drive
Flowery Branch
Georgia 30542
USA

4401 East Dixon Blvd
Shelby

NC 28152

USA




Example of text to be entered on the CoC, in the “Additional Manufacturing Locations” field:

“These products may be manufactured at any [Manufacturer’s Name] facility that has been audited for the manufacture of the type of protection defined on this certificate.  In addition, the site must also be listed on the linked Quality Assessment Report [QAR number] or its subsequent issues.”
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