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Introduction

This Draft document has been prepared by the IECEx ExMC WG5 as Part 1 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/410/CD being the proposed QAR-2 (Part 2 as the report format for the recording of surveillance assessments)    
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This document provides an IECEx QAR Report format for initial assessment of manufacturers. Guidance for assessment is provided in OD-025 and requirements for preparation of QAR are given in OD-009.
This Document provides a standardised Report format for the recording of assessments 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.
This QAR is applicable to, initial assessment, any necessary follow-up assessments and special assessment of manufacturers.
For surveillance assessments, Form QAR-2 should be used.

While primarily intended for use by auditors of IECEx certified product manufacturers, it may also be used by manufacturers themselves or 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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	Address:

IECEx Secretariat

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


	Manufacturer (Auditee)
Address
Include postcode/zipcode
List additional sites in Section 1
	:
	

	Manufacturing Site audited

Include postcode/zipcode
List all additional sites

	:
	

	Product (Range)
Quote Certificate numbers were applicable.

If more space required use a list and attach to this report
	:
	

	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

	:
	Initial Assessment
   FORMCHECKBOX 

Re-Assessment
 FORMCHECKBOX 

Follow-Up/Special  Assessment
 FORMCHECKBOX 


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

	Electrical equipment with type(s) of protection
	:
	is  FORMCHECKBOX 

d  FORMCHECKBOX 

e  FORMCHECKBOX 

m  FORMCHECKBOX 

n  FORMCHECKBOX 

DIP
 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
	:
	


	Contents:

	1
Summary Report

	2.
Audit information

	3.
Documentation Review and Assessment of Implementation

	4.
Observations/notes

	5.
Annexures


1 Summary Report

1.1 Assessment Summary and Conclusions:

State the most important results and conclusions of the quality assessment
	


1.2 Next Quality Audit
	Next Quality Audit is due on:
	MM/DD/YEAR
	Re-Assessment
 FORMCHECKBOX 

Surveillance Assessment
 FORMCHECKBOX 



1.3 Critical Suppliers / Sub Suppliers

1.3.1 Assessment of Critical Suppliers / Sub Suppliers

List critical suppliers/sub-suppliers.  List address, phone numbers, contacts etc.
	


1.4 Non-Conformities (NCRs)
1.4.1 Summary of Non-Conformities 
List the  Serial No.(s) of non-conformities raised
Record individual non-conformities on non-conformity reports
	NCR Numbers

	


1.4.2 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


1.5 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 approved by Certification Body
	

	
	
	

	Certification Body Representative 

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



2 Audit Information

2.1 Scope of Assessment:


Type A initial assessment/reassessment of manufacturer with a certified QMS*
 FORMCHECKBOX 


Type B initial assessment/reassessment 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 Composition of Assessment Team:

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

	
	
	

	
	
	

	
	
	


2.5 Interviewed Representatives of Manufacturer (Auditee):

	Name
	Position

	
	

	
	

	
	

	
	


2.6 Reference documents used

	Documents
Include Auditor Checklists 
If applicable. Include revision status
	:
	

	
	:
	


2.7 Quality Plan Reference(s)

	Include Auditor Checklists
If applicable. Include revision status
	:
	

	
	:
	


2.7.1 Routine testing assessed
	Testing
Confirm capability to conduct test(s), if applicable.
	:
	


2.8 Critical Suppliers
List critical suppliers reviewed during assessment of supplier evaluation.


	Name of Supplier
	Critical item or service provided

	
	

	
	

	
	

	
	

	
	

	
	


3 Documentation Review and Assessment of Implementation
	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.
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)
	
	
	


4 Observations

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.

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



5 Annexures

Information relevant to particular types of protection – complete relevant sections only, delete sections not required. 
Show where applicable in the following tables
	( = conforms
	( = Non-Conformance
	N/A = Not Applicable
	O = Observation


	OD 005 Annex A.3: Ex d – Flameproof Enclosures
	Result
(, (, N/A, O
	Comments

	Composition of enclosures (and other components forming part of the enclosure) – verified by C of C
	
	

	A.3.1 Castings - verification:
	
	

	- Wall thickness 
	
	

	- No flaws, inclusions, blow holes, porosity
	
	

	- Recovery methods (no impregnation for porosity, RPT when welded)
	
	

	A.3.2 Machining - verification:
	
	

	- Flatness of flanged flamepaths
	
	

	- Surface finish of flamepaths
	
	

	- Fit of threaded flamepaths
	
	

	- Depth of drillings and tappings
	
	

	- Dimensions of flamepaths 
	
	

	A.3.3 Cemented joints and potted assemblies: Documented procedures address…
	
	

	- Shelf life, storage of cement
	
	

	- Mixing
	
	

	- Surface preparation
	
	

	- Application, freedom from voids
	
	

	- Curing (eg. period, environment)
	
	

	A.3.4 Routine pressure testing –
	
	

	- Procedures are adequate and appropriate
	
	

	- Equipment (range and calibration)
	
	

	- Records (verify. of product after pressure testing)
	
	

	A.3.5 Flanged joints - Gaps checked after assembly
	
	

	Batteries: Documented procedure to verify: type of battery,  connections, installation, storage,  disposal, life charging
	
	

	A.3.6 Sintered components - Sinters verified according to Appendix B, IECEx OD 005:V2 (Composition, density, pore size, thickness, etc)
	
	


	 OD 005 Annex A.4.: Ex i – Intrinsic Safety
	Result

(, (, N/A, O
	Comments

	A.4.1 Components for intrinsically safe products
(Incoming inspection, test methods, traceability of test results,) 
	
	

	A.4.2.1 Printed circuit boards – Non populated boards:
	
	

	- Complex/high volume PCB’s - agreed quality plan and C of C
	
	

	- Simple PCB’s – visual check
	
	

	- Purchase documents specify copper, PCB thickness and CTI value
	
	

	A.4.2.2 Printed circuit boards – Populated boards…
	
	

	- Control over varnishing or coating
	
	

	- Safety critical components are verified
	
	

	- Workmanship standards on component mounting and soldering
	
	

	- Specified segregation is checked
	
	

	A.4.3 Sub-assemblies and assemblies
	
	

	- Encapsulation material type, mix and depth
	
	

	- Segregation (eg. Terminals wiring), wiring colours, labelling, is controlled
	
	

	- Sealing arrangements satisfactory for Ingress Protection (IP) rating
	
	

	A.4.4 Tests
	
	

	Test Report / schedule drawings, proof tests are conducted (e.g. high voltage tests on assembles and/or components) (Test methods, test records, records retention, etc)
	
	


	OD 005 Annex A.5: Ex e – Increased Safety
	Result

(, (, N/A, O
	Comments

	Composition of enclosures (and other components forming part of the enclosure) – verified by C of C
	
	

	A.5.1 Ingress protection: Procedures to verify
	
	

	- weld continuity
	
	

	- fitting of gaskets and seals
	
	

	- continuity of moulded grooves and tongues
	
	

	- application of cements
	
	

	A.5.2 Internal wiring and contact integrity: Procedures to verify
	
	

	- wiring is effectively clamped
	
	

	- wiring is correctly terminated (excessive insulation not removed)
	
	

	- wiring insulation has appropriate temp. rating
	
	

	A.5.3 Rotating machines: Procedures to verify
	
	

	- rotor end cons/fixing bars correctly tightened and not subject to undue stress
	
	

	- air gap verified or calculated
	
	

	- fan clearance
	
	

	- bearing clearances
	
	

	A.5.4 Windings: Documented procedures to verify
	
	

	- impregnations are free from voids
	
	

	- insulating materials are to the correct spec.
	
	

	- security of conductors
	
	

	- where protective devices are specified (e.g. thermal cutouts) they are of the type and in the location specified.
	
	

	- wire size and dimension
	
	

	Batteries: Documented procedure to verify type of battery, connections, installation, storage,  disposal, life charging
	
	

	A.5.5 Tests specified in certificate 
	
	

	Test Report / schedule drawings, proof tests are conducted (e.g. dielectric tests, bearing insulation on rotating machines)
	
	


	OD 005 Annex A.6: Ex p – Pressurised Apparatus
	Result

(, (, N/A, O
	Comments

	A.6.1  Ingress protection Documented procedures to verify
	
	

	- weld continuity
	
	

	- fitting of gaskets and seals 
	
	

	- continuity of moulded grooves and tongues
	
	

	- application of cements
	
	

	A.6.2 Tests specified in certificate
	
	

	Test Report / schedule drawings, proof tests are conducted. (Typically an overpressure test followed by a leakage test)
	
	


	OD 005 Annex A.7: Ex m – Encapsulation
	Result

(, (, N/A, O
	Comments

	A.7.1 Production documentation
	
	

	Thermal protection (e.g. thermal fuses) is correct type and position
	
	

	Regarding encapsulation, documented procedures address:
	
	

	- shelf life, storage
	
	

	- Mixing
	
	

	- Surface preparation
	
	

	- Application, freedom from voids
	
	

	- Curing (eg. Period, environment)
	
	

	A.7.2 Tests specified in certificate 
	
	

	Test Report / schedule drawings, proof tests are conducted (e.g. visual examination, dielectric characteristics)
	
	

	Dielectric strength test
	
	


	OD 005 Annex A.8: Ex o – Oil immersion
	Result

(, (, N/A, O
	Comments

	Tests specified in certificate / report / schedule drawings, are conducted (e.g. reduced pressure test,  overpressure test)
	
	


	OD 005 Annex A.9: Ex q – Powder filling
	Result

(, (, N/A, O
	Comments

	A.9.1 Material control
	
	

	Material defined by size and type
	
	

	Evidence of flammability verification of enclosure materials
	
	

	A.9.2 Filling:
	
	

	- Filling is made without voids. Care taken that voids not created by shaking down.
	
	

	- Filling process is documented and verification criteria specified.
	
	

	A.9.3 Ingress protection Documented procedures to verify :
	
	

	- weld continuity
	
	

	- fitting of gaskets and seals
	
	

	- continuity of moulded grooves and tongues
	
	

	- application of cements
	
	

	A.9.4 Tests specified in certificate 
	
	

	Test Report / schedule drawings, proof tests are conducted (e.g. pressure test, dielectric strength of filling material).
	
	


	OD 005 Additional material for consideration
	Result

(, (, N/A, O
	Comments

	A.10 Ex n –Non-sparking
	
	

	Composition of enclosures (and other components forming part of the enclosure) – verified by C of C
	
	

	A.10.1 Ingress protection: Procedures to verify 
	
	

	- weld continuity 
	
	

	- casting flaws 
	
	

	- machining surface roughness, flange  flatness 
	
	

	- type of  gaskets and seals; fitting of gasket and seals 
	
	

	- continuity of moulded grooves and tongues 
	
	

	-type of cement or grease if used, instructions - how to apply 
	
	

	A.10.2 Internal wiring & contact integrity: Procedure ensures
	
	

	- wiring is effectively clamped 
	
	

	- wiring is correctly terminated (excessive insulation not removed)
	
	

	- wiring insulation has appropriate temp. rating 
	
	

	A.10.3 Rotating machines: Documented procedures to verify
	
	

	- rotor end cons/fixing bars correctly tightened and not subject to undue stress
	
	

	- air gap verified or calculated 
	
	

	- fan clearance 
	
	

	- bearing clearances 
	
	

	Windings: Documented procedures to verify
	
	

	- insulating materials are to the correct spec. 
	
	

	- security of conductors 
	
	

	- where protective devices are specified (e.g. thermal cutouts) they are of the type and in the location specified.
	
	

	- wire size and dimension
	
	

	A.10.4 Sub-assemblies and assemblies.Procedures to verify
	
	

	- type, mounting and fixing. 
- creepage and clearance distances
	
	

	Batteries: Documented procedure to verify
	
	

	- type of battery, connections, 
- installation, storage,  disposal, life charging
	
	

	Luminaires: Documented procedures to verify
	
	

	- material , construction, internal parts 
- Creepage and clearance distances
- Security of conductors and connections
Where protective devices are specified (e.g. thermal cutouts) they are of the specified type and in the specified location 
	
	

	A.10.5 Tests specified in certificate
	
	

	Test Report / schedule drawings, proof tests are conducted (e.g. restricted-breathing test; dielectric tests, bearing insulation on rotating machines)
	
	


	OD 005 Additional material for consideration
	Result

(, (, N/A, O
	Comments

	A.11 tD (DIP) – Dust protection by enclosure
	
	

	Composition of enclosures (and other components forming part of the enclosure) – verified by C of C
	
	

	A.11.1 Ingress protection:
	
	

	Castings – verification of:
	
	

	- No flaws, inclusions, blow holes, porosity
	
	

	- Recovery methods (no impregnation for porosity, RPT when welded)
	
	

	Machining - verification of :
	
	

	- Flatness of flanged
	
	

	- Surface finish
	
	

	- machining surface roughness, flange  flatness
	
	

	- type of  gaskets and seals; fitting of gasket and seals
	
	

	- continuity of moulded grooves and tongues
	
	

	-type of cement or grease if used, documented instruction how to apply
	
	

	A.11.2 Sub-assemblies and assemblies: Procedures to verify
	
	

	Mounting and fixing
Creepage and clearances distances
Wiring sealing
	
	

	Mounting method and provision of the equipment:  Documented procedure how the equipment is mounted in the final assembly keeping IP rating.
	
	

	A.11.5 Tests specified in certificate
	
	

	Test Report / schedule drawings, proof tests are conducted (e.g. restricted-breathing test; dielectric tests, bearing insulation on rotating machines)
	
	



















































































































































































