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Introduction

This Draft document has been prepared by the IECEx ExMC WG5 as Part 2 of the QAR format to record the assessment results following the initial assessment of a Manufacturer, in accordance with IECEx 02 and OD 009.

This Report form is proposed to replace the single form contained in ExMC/161/CD.

As agreed during the Denver 2007 ExMC meeting, ExMC members are now asked to consider this draft for immediate application in the Scheme.

Any comments or objections to the introduction of this form are to be submitted to the IECEx Secretariat via e-mail at:

Christine.kane@iecex.com  no later than 25 November 2007. 

Please also note document ExMC/409/CD being the proposed QAR-2 (Part 1 as the report format for the recording of surveillance assessments)    

	Address:

IECEx Secretariat
SAI Global Building

286 Sussex Street

Sydney NSW 2000

Australia


	Tel:  +61 2 8206 6940

Fax: +61 2 8206 6272 

Email: chris.agius@iecex.com
Internet:  www.iecex.com
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This document provides an IECEx QAR Report format for reporting the ongoing surveillance assessments of manufacturers.
This Document provides a standardised report format for the recording of surveillance audits of Ex Manufacturers for compliance with the requirements of the following:
IECEx Operational Document OD 005 – Quality systems for Manufacturers, embodying the requirements of ISO 9001:2000
IECEx Operational Document OD 025 – Guidelines for the management of assessment/surveillance of quality management systems in accordance with the IECEx Scheme, is available for guidance of ExCBs.
This QAR form is applicable to, surveillance assessments and any necessary follow-up assessments and special assessment of manufacturers.
For Initial Assessments Form QAR-1 should be used.

While primarily intended for use by assessments of IECEx certified product manufacturers, it may also be used by manufacturers or by other organisations when conducting internal assessments for compliance with IECEx requirements. 
Once completed this QAR must be registered on the IECEx “On-Line” Certificate of Conformity website system.  Refer to OD 011 Part 2 for guidance.
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	Manufacturer (Auditee)
Address
Include postcode/zip code
List additional sites in Section 3
	
	

	Manufacturing Site(s) audited

Include postcode/zip code
List all additional sites

	
	

	Product (Range)
(use attached list if necessary and record certificate numbers where relevant)
	
	

	Number of Employees

Include total number of employees on site
Include personnel in Ex production areas
	
	Total: 

No. involved in Ex products:



	Scope of Assessment

	
	Follow-up Assessment
 FORMCHECKBOX 

Surveillance Assessment
 FORMCHECKBOX 


	List all applicable Ex Certificates, (or attach addendum) to which this audit applies.
	
	

	Electrical equipment with type(s) of protection
	
	i  FORMCHECKBOX 

d  FORMCHECKBOX 

e  FORMCHECKBOX 

m  FORMCHECKBOX 

n  FORMCHECKBOX 

tD
 FORMCHECKBOX 

Other (specify)  FORMCHECKBOX 


	
	
	

	Quality Management System Audit requirements
	
	IECEx OD\005 (V2) FORMCHECKBOX 

 FORMCHECKBOX 
or other (specify)

	
	
	

	Assessment Team Leader
	
	

	Auditing Organisation
	
	

	Report Date
	
	


	Report Contents

	1
Summary Report

	2
Audit information

	3
Documentation Review and Assessment

	4
Quality Management System

	5
Conformity Mark License

	6
Observations/notes


1 Summary Report

1.1 Assessment Summary and Conclusions:

State the most important results and conclusions of the quality assessment
	


1.2 Changes to the Quality System, Personnel or Manufacturing Facilities
For production of this product, have changes occurred since the last assessment visit?
If YES, list the changes below that impact on the Ex product(s). 

If there are major changes, this assessment must review the effect of the changes to the Quality System. 
	Changes to the quality system



1.3 Next IECEx Site Assessment
	Due on:
	MM/DD/YEAR
	Re-Assessment
 FORMCHECKBOX 

Surveillance Assessment
 FORMCHECKBOX 



1.4 Critical Suppliers / Sub Suppliers

1.4.1 Assessment of Critical Suppliers / Sub Suppliers

List critical suppliers/sub-suppliers.  List the manufacturers reference.

	


1.5 Non-Conformities (NCRs)
1.5.1 Summary of Non-Conformities 

List the  Serial No.(s) of non-conformities raised
Record individual non-conformities on non-conformity reports
	NCR Numbers

	


1.5.2 Details of Each Non-conformity

Complete the following for each non-conformance raised
	NCR References
Number

IECEx OD-005 section & Para

IEC Standard

Company document reference
	:
	Description of non-conformance

	
	
	

	Manufacturer Representative
sign
	:
	
Assessor:


sign & date

	
	
	

	PROPOSED CORRECTIVE / PREVENTATIVE ACTION

to be completed by manufacturer
	:
	
Completion date:

	
	
	

	Manufacturer Representative:

sign
	
	Confirmed by IECEx Certification Body 
sign & date


1.6 Assessment Team Leader Recommendations

(Delete where not applicable)

· QAR to be issued/maintained. System is compliant with OD/005.  QAR to be registered on the IECEx on line system at www.iecex.com
· QAR to be issued/maintained* following receipt of satisfactory documentary evidence supporting effective corrective action.  Corrective action to be verified at next surveillance visit. QAR to be registered on the IECEx on line system www.iecex.com
· QAR to be issued/maintained* following a satisfactory follow-up visit and verification that corrective actions have been effectively documented and implemented 
· QAR to be issued indicating that quality system no longer meets the requirements of OD/005. (This may require suspension or cancellation of any IECEx certificates)
	
	
	

	Assessment Team Leader
Sign to authorise recommendations and QAR
	
	Date:
 (MM/DD/YEAR)

	Report approval by Certification Body
	

	
	
	

	Certification Body Representative 

Print name and sign to accept Assessment Team Leader recommendations and QAR 
	
	Date:
 (MM/DD/YEAR)



1.7 Critical Suppliers
List critical suppliers reviewed during assessment of supplier evaluation. Include enough information to identify the supplier.


	Name of Supplier
	Critical item or service provided

	
	

	
	

	
	

	
	

	
	


2 Audit Information

2.1 Scope of Assessment:


Type C surveillance of manufacturer with a certified QMS*
 FORMCHECKBOX 


Type D surveillance of manufacturer without a certified QMS
 FORMCHECKBOX 


Other: eg Special or Follow up Visit
 FORMCHECKBOX 

*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 Assessment Criteria

	List any other reference documents against which assessment was conducted in addition to OD005.
	
	


2.3 Date(s) and Duration of Assessment
	Include total number of auditor days on site
	
	


2.4 Additional Sites
	List other sites operating under the QMS
	
	


2.5 Composition of Audit Team:

	Name 
	Position
	Role in Assessment (Sole Assessor, Team Leader, Auditor, Technical Specialist, etc)

	
	
	

	
	
	

	
	
	


2.6 Interviewed Representatives of Manufacturer (Auditee):

	Name
	Position

	
	

	
	

	
	

	
	


2.7 Reference documents used

	Documents
Include Auditor Checklists 
If applicable. Include revision status
	
	

	
	
	


2.8
Routine testing Observed
	Testing
Confirm capability to conduct test(s), if applicable.
	
	


3 Documentation Review and Assessment
For surveillance assessments, major document changes only need to be reviewed
	Documents reviewed



4 Quality Management System Review

For surveillance Assessments major document changes only may need review
	OD005 clauses
Items marked** have additional requirements to ISO 9001, contained within OD-005
Clauses in OD-005 apply
	Assessed

(Y, N or N/A)
	Manufacturer’s Doc. Ref.

List manufacturer’s document(s) viewed, with revision status and Comments and findings of the assessments.
List any pertinent details / compliance with requirements of clause and comments of the Assessor
	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**
	Panning & Quality objectives
	
	
	

	5.5**
	Responsibility, authority, internal communications
	
	
	

	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 requirements
	
	
	

	7.2.3
	Customer communication
	
	
	

	7.3
	Design and development (not in scope of this document)
	
	
	

	7.4**
	Purchasing
	
	
	

	7.5**
	Production and service operations
	
	
	

	7.6**
	Control of monitoring and measuring devices
	
	
	

	8.
	Measurement, Analysis & Improvement
	
	
	

	8.2.1
	Customer satisfaction
	
	
	

	8.2.2**
	Internal Audit
	
	
	

	8.2.3**
	Monitoring & measurement of processes
	
	
	

	8.3**
	Control of non-conforming product
	
	
	

	8.4
	Analysis of data
	
	
	

	8.5
	Corrective & Preventive action
	
	
	

	8.5.1
	Continual improvement (not in scope of this document)
	
	
	


5 Conformity Mark License

Does the manufacturer hold a Conformity Mark License?   

Yes FORMCHECKBOX 
           

No FORMCHECKBOX 

If Yes record the IECEx Conformity Mark License No: _____________________

If yes was it issued and being used in accordance with IECEx 04 IECEx Conformity Mark Licensing System—Regulations and Terms & Conditions detailed in OD 023?

(record the manufacturer’s procedure and examples sighted during the audit, relating to use of Mark, eg marketing material, products etc):
6 Observations/notes
Summary of audit trail (e.g. Who? What? Where? When? etc.) (Could be positive, negative, improvement, etc). Should include brief comments on each department/function audited.

Auditor’s please note: Record observations found at audit which you consider as needing attention. These observations may not non-conformances now but may lead to non-conformities in future.

	Additional assessor notes

















































































































































































