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Introduction



This draft outlines proposes the Quality Planning requirements that must form part of the manufacture’s overall quality system to achieve the IECEx Certificate of Conformity (CoC) and use of the IECEx Mark.



This draft has been prepared by the ExMC Secretary and is submitted for consideration by  ExMC during the September 1999 Sydney meeting.



This document has adopted the internationally accepted Quality Management System principles of the ISO 9001 and caters for both manufacturers with or without a Certified ISO 9001 or 9002 Quality Management System.



The principle aim of these requirements is to create market confidence that the manufacturer has the capability to consistently produce products that comply with the IEC Ex Standards with which the ACB conducted the original testing and assessment.





































�A1. SCOPE AND GENERAL



A1.1 Scope



This document sets out the Quality Plan requirements that must be implemented and maintained by all manufacturers in order to qualify for the IECEx Certificate of Conformity (CoC) and use of the IECEx Mark. 





A1.2.2 Relationship to ISO 9002

The quality plan requirements in Clause 4 are based on ISO 9002 and for ease of use the same clause numbering has been used. Some of the requirements are more specific than ISO 9002. Conversely, not all of the requirements of ISO 9002 are included.





A1.3 Related Documents



ISO 9002-1994 - Quality Systems - model for quality assurance in production, installation and servicing.



ISO 8402-1994 - Quality Management and Quality Assurance Vocabulary.



IECEx 01 - 



IECEx 02 - 



Regulations governing use of the IECEx Mark future document IECEx 03

A1.4 Definitions



For the purpose of this Annex, the definitions in ISO 8402 and the following apply:



A1.4.1 Certified Product

Finished product and raw materials, sub assemblies, components and accessories for which a Manufacturer has achieved a Certificate of Conformity and the right to apply the IECEx Mark, as evidence that the product complies with the specified IEC Standard and has been manufactured under a Quality Plan complying with these requirements.



Note: Certified products are listed on the Schedule to each IECEx Certificate of Conformity issued by an ACB.



A1.4.2 Critical Defect

A defect that analysis, judgment and experience indicates is likely to result in hazardous or unsafe conditions for individuals using, maintaining, or depending upon the product.





A1.4.3 Design Freeze

The term applied to the rule that once the final product design has been successfully assessed and tested by and achieved an IECEx Assessment and Test Report (ATR), issued by an ACB, none of the aspects of design which might affect compliance of the product with the standard may be changed without the written approval of the ACB which issued the IECEx CoC.





A1.4.5 Major Defect

A defect other than critical or special, that is likely to result in failure, or to reduce materially the useability of the item for its intended purpose.



A1.4.6  Product

Result of activities or processes.





A1.4.7 Quality Plan

A document setting out the specific quality practices, resources and sequence of activities implemented by the Manufacturer to ensure consistent compliance with the requirements of the product standard and the IECEx 02.



Note: The quality plan may stand alone, for example in a small company making one simple product. In larger companies it is likely to be one part of the company’s quality management system.



A1.4.8 Standard

An IEC Standard published by IEC TC 31



A1.4.9 IECEx Mark 

Registered certification Trade Mark of IEC, which is used on products.



A1.4.11 Subcontractor

Organisation that supplies a product or service to the Manufacturer nominated on the IECEx CoC.



A2. IECEx CERTIFICATION CONDITIONS

A2.1 Product Compliance

Adequate supervision and control shall be exercised at all stages of manufacture to ensure that the finished product, together with related marking and information, meets all the relevant requirements of the specified IEC Standard.



All necessary action shall be taken to ensure that the IECEx Mark is not associated with products that do not comply with the Standard. If a non-conforming product bearing the IECEx Mark is found in the field, the manufacturer may be suspended pending results of investigation. The full cost of such investigation shall be borne by the Manufacturer. IEC ExMC Member Bodies shall be responsible for ensuring that such appropriate action is taken.



Note: Allowing the IECEx Mark to remain on non-conforming products offered for sale could invite prosecution under the Trade Practices Legislation or other penalty provisions in National legislation.



A2.2 Confidentiality

All proprietary information, including specifications, quality plans and test reports shall remain confidential between ACB and manufacturer unless the manufacturer the release or is otherwise compelled to release such information, for example, to an agent or to a government authority.



A2.3 Surveillance Audits of Manufacturer’s Facilities



Audits focus on the quality plan for the certified product including the mechanisms that the manufacturer has in place to ensure continuing compliance of the product. If a company has a Quality Management System, certified by an accredited Certification Body to ISO 9001 or 9002, the ACB that issued the CoC may authorise the ISO 9000 Certification Body to audit on its behalf with the ACB reviewing audit reports and being responsible for the decision to allow the IECEx CoC to continue.



Note: For the purposes of this clause a certified quality system is a system certified by an independent body accredited for the appropriate scope by recognised accreditation body.



A3. PRODUCT ASSESSMENT AND TESTING



A3.1 Type Testing



A type test shall be conducted when:



a)	a manufacturer completes an application for an IECEx ATR to achieve an IECEx CoC; and



b) 	at the discretion of the ACB when -



i)	an IECEx certified product has undergone a design change; or



ii) 	the manufacturer wishes to add another product to the IECEx CoC.



A3.2 Submission of Products for Type Testing



Where IECEx products are submitted for IECEx certification, the Manufacturer shall provide the following information:



a) 	full identification of the product;



b) 		detailed supportive technical data;



c) 	an indication of when samples for type tests may be selected;



d) 	samples of packaging and labelling, and



e) 	if the product is resubmitted following a type test failure, details of the nature of the failure and the corrective action taken to enable the re-submission to pass.



A3.3 Sample Selection



A3.3.1 General

Samples shall be selected by an ACB or ExTL staff member or person  authorised by an ACB.





A3.3.2 Samples from stabilised production

Samples shall be representative of production units. The samples shall be representative of the processes involved and of the quality that the Manufacturer intends to present to the market.



A3.3.3 Prototypes

For initial assessment purposes a type test may be conducted on ExTL scale pilot batches or prototype samples incorporating hand-made parts. Such testing may demonstrate the suitability of the product design in terms of the Standard. However, further correlation testing shall be required once production has stabilised and usually before any product is released.



A3.3.4 Condition of Samples

Samples shall be in the condition in which they are offered for sale and shall be accompanied by all relevant attachments. Applicable instructions for use, care, installation or maintenance, shall also be submitted.



A3.3.5 Test groups and worst case samples

A range of models with varying characteristics may be grouped together for type testing purposes if the models can be expected to perform similarly during testing. A test group shall only include models of the same style, type or class in terms of the Standard, which are made using the same general production methods. Type test samples shall be selected from the model in the group that can be expected to give the worst results for any given test or group of tests.



Nominations by the Manufacturer for test groups and worst case models shall be accompanied by supportive data in the form of calculations, test results and written explanation. The final decision on test groups and worst case models rests with the ACB and ExTL.



A3.3.6 Delivery of samples

Delivery of samples to the agreed laboratory shall be the responsibility of the Manufacturer. Samples shall be preserved and packaged to prevent damage or deterioration in transit.







A3.6 Product Re-Assessment



An ACB reserves the right to re-test certified products at any time during the currency of an IECEx CoC. Products may be selected from the Manufacturers premises or at the point of importation, distribution or sale and the cost of re-testing shall be met by the Manufacturer.



�

A4. QUALITY PLAN REQUIREMENTS



NOTE:  The numbering of the following clauses correlates with ISO 9002.  Where a clause of ISO 9002 is not required for product certification purposes the words “not required” appear beside the clause title.



A4.1 Management Responsibility



A4.1.1 Quality Policy

The manufacturer’s management with executive responsibility shall define and document its policy for quality.



The quality objectives shall include ongoing compliance of the certified product with the appropriate product Standard.



A4.1.2 Organisation



A4.1.2.1	Responsibility and authority - Covered by Quality

Plan Summary, Process Control, Training and Management Representative.



A4.1.2.2	Resources - The manufacturer shall identify resource requirements and provide adequate resources, including the assignment of trained personnel for management performance of work and verification activities including product audits.



A4.1.2.3	Management Representative

The manufacturer’s management with executive responsibility shall appoint a member of the manufacturer’s own management who, irrespective of other responsibilities, shall have defined authority for



a)	ensuring that a quality plan is established, implemented and maintained in accordance  with these requirements;



b)	ensuring that the quality plan provides for adequate supervision and control to be exercised at all stages of manufacture to ensure that the finished product, together with related marking and information , meets all the relevant requirements of the product Standard;



c) 	informing the ACB of changes to: -



i)	product specifications or production processes that could affect compliance of the product with the IEC Standard; and

	

ii)	IECEx CoC conditions such as company ownership, company name, factory address, key personnel, etc;



d)	notifying The ACB of any information or evidence which suggests that there may be non-conforming product in the market; and



e)	 notifying The ACB of corrective action taken in relation to ACB audit findings, or non-conforming products and ensuring that action is effective.



The manufacturer shall also establish a mechanism to ensure that there is at least one person appointed to deputise when necessary for the management representative in matters relating to the IECEx CoC and Mark requirements.



The responsibilities and authorities of the management representative and deputies shall be documented. The ACB shall be notified of any changes to the personnel appointed.



A4.2 Quality Plan



A4.2.1 General

The manufacturer shall establish, document and maintain a quality system or a quality plan for the certified product, as a means of ensuring that product conforms to the product standard, and that the requirements of this Section. The quality plan or quality system shall cover each of the clauses of this section.



A4.2.2 Quality procedures

The manufacturer shall:-



a) 	prepare documented procedures consistent with the requirements of this Section.



b)	effectively implement the quality plan and its documented procedures.



A4.2.3 Quality Plan Summary

A summary of the quality plan for the applicable product(s) shall be submitted to the ACB for acceptance and registration. The quality plan summary (QPS) may be presented in either of the following ways:



a)	For manufacturers with a certified ISO 9001 or 9002 quality system, as a process flowchart including references to the manufacturing processes, test methods and inspection and test points (including those for sub-contracted services) which ensure continuing compliance of the product with the applicable IEC standard. This document shall be the part of the manufacturer’s quality system; or



b) 	For manufacturers who do not have a certified quality system, a document incorporating the following items:



i)	Organisation Chart



ii)	Quality Policy



iii)	 Responsibilities and authorities of management representative and deputy management representatives



iv)	Flow chart referenced with the applicable procedures, methods, work instructions and inspection and test points.





A4.3 Contract Review

Not required.



Note:  As the IECEx Scheme is a Product Certification Scheme, the relevant IEC Standard acts as the fixed contract specifications of the Ex product



A4.4 Design Control



4.4.1-4.4.8  - Not required.



A4.4.9 Design Changes

All design changes and modifications shall be identified, documented, reviewed and approved by manufacturer’s authorized personnel before their implementation.



A4.4.9.1 Design Freeze

On successful completion of type testing, the design of all major and critical components and materials in the product and manufacturing, assembly and testing processes shall be documented and frozen. The design freeze shall include labelling, packaging and instructions for use, care, installation and maintenance as applicable.



All design changes and modifications shall be identified, documented, and reviewed for possible effects on product compliance. They shall be approved by manufacturer’s authorised personnel including the management representative before their implementation. 



The ACB that issued the IECEx CoC shall be notified of any proposed changes which could affect compliance with the Standard and such changes shall not be implemented without written authorisation from The ACB.



Note: The design freeze does not include minor changes that do not affect compliance of the product with the Standard. If in doubt, the Manufacturer should submit details of the proposed changes to the ACB for consideration.



A4.4.9.2 Reference Specimens

Reference specimens, drawings or photographs representative of type test specimens shall be made available as requested by The ACB. Such specimens shall be identified and retained either at the Manufacturer’s premises or by The ACB.



A4.4.9.3 Changes to the Product Standard.

If the Standard is amended or re-issued, manufacturers must ensure that products covered by an IECEx CoC  continue to comply with the new/revised Standard.  To ensure the on-going validity of IECEx CoCs, ACBs are responsible for ensuring that manufacturers take appropriate action to ensure product compliance with the latest edition or amendment to the standard.  Such action may include:



manufacturers submitting details of product assessments to the ACB;

re-submission back to the ACB and ExTL for an up dated ATR;

manufacture notifying that their product does not comply with the latest edition/amendment of the standard and that the IECEx CoC is to be withdrawn



Changes to CoCs arising from those above will require the ACB to notify the ExMC Secretary of the changes.



To assist manufacturers prepare for changes to standards, the ExMC may nominate a period of time that manufacturers have to comply with new editions or amendments to standards.



A4.5 Document and data control



A4.5.1 General

The manufacturer shall establish and maintain documented procedures to control all documents and data that relate to the requirements of the IECEx Scheme and this section, including, to the extent applicable, documents of external origin such as standards and customer drawings. 



Note: Documents and data can be in the form of any type of media, such as hard copy or electronic media.



A4.5.2 Document and data approval and issue

The documents and data shall be reviewed and approved for adequacy by authorised personnel prior to issue. A master list or equivalent document control procedure identifying the current revision status of documents shall be established and be readily available to preclude the use of invalid and/or obsolete documents. 



This control shall ensure that:



a) 	the pertinent issues of appropriate documents are available at all locations where operations essential to the ongoing compliance of the product are performed;



b)	 invalid and/or obsolete documents are promptly removed from all points of issue or use, or otherwise assured against unintended use; 



c)	any obsolete documents retained for legal and/or knowledge-preservation purposes are suitably identified. 



A4.5.3 Document and data changes

Changes to documents and data shall be reviewed and approved by the same functions/organisations that performed the original review and approval, unless specifically designated otherwise. The designated functions/organisations shall have access to pertinent background information upon which to base their review and approval.



Where practicable, the nature of the change shall be identified in the document or the appropriate attachments.



A4.6 Purchasing



A4.6.1 General

The manufacturer shall establish and maintain documented procedures to ensure that purchased product, (including raw materials, sub-assemblies, components and accessories of the certified product) conforms to specified requirements.



A4.6.2 Evaluation of subcontractors

The manufacturer shall:



a) 	evaluate and select subcontractors on the basis of their ability to meet subcontract requirements including any specific quality assurance requirements;



define the type and extent of control exercised by the manufacturer over subcontractors. This shall be dependent upon the type of product, the impact of subcontracted product on the quality of final product and, where applicable, on the quality audit reports and/or quality records of the previously demonstrated capability and performance of sub-contractors;



c) 	establish and maintain quality records of acceptable subcontractors.



A4.6.3 Purchasing data

Purchasing documents shall contain data clearly describing the product ordered, including where applicable:



a)	the type, class, grade or other precise identification; and



b)	the title or other positive identification; and applicable issues of specifications, drawings, process requirements, inspection instructions and other relevant technical data, including requirements for approval of product, procedures, process equipment and personnel.



The manufacturer shall review and approve purchasing documents for adequacy of the specified requirements prior to release.



A4.6.4 Verification of purchased product - Not required.



A4.7 Control of customer supplied product

 - Not required.



A4.8	 Product identification and traceability



A4.8.1 Identification

The manufacturer shall establish and maintain documented procedures for identifying the product by suitable means from receipt and during all stages of production, delivery and installation.



A4.8.2 Traceability

The Manufacturer shall have a documented procedure to ensure that a finished IECEx Certified product is traceable to the relevant batch inspection or test reports on at least those items and materials which affect compliance of the product with safety aspects of the standard. The extent to which the Manufacturer can demonstrate traceability must be clearly documented.



A4.8.3 IECEx Mark

The IECEx Mark is the normal method of identifying certified product. However, if it is not possible to apply the IECEx Mark to the product, an alternative  may be approved by the ACB provided that the Manufacturer submits a written request.



A4.8.4 Approval of the form and manner in which the IECEx Mark is used

The IECEx Mark shall only be used in a manner that has been approved in writing by the ACB. The Manufacturer shall gain approval from the ACB for:



a)  	the form and manner in which the IECEx Mark is used on the product;



b)	 the form and manner in which the IECEx Mark is used on promotional material, packaging, swing tags, informative labelling or instructions for use; and



c) 	proposed references in any form to the IECEx CoC number or to certification by an ACB.



Submissions for approval shall be made before the IECEx Mark is used and shall be accompanied by all qualifying words and illustrations. Manufacturers shall ensure that distributors of their certified products are aware of and observe the requirements of this clause.



A4.8.5 Extent of marking

The Manufacturer shall apply the IECEx Mark only to products which:



a) 	are of the type and size specifically listed on the current Schedule to the IECEx CoC; and



b)	 the Manufacturer warrants comply in all respects with the relevant IEC Standard and are manufactured in accordance with this IECEx Scheme.



A4.8.6 Application at Manufacturer’s premises

The IECEx Mark shall be applied to certified products prior to dispatch from the manufacturing premises of the Manufacturer.



Where the Manufacturer wishes to incorporate an IECEx Mark on components manufactured by a sub-contractor prior to further processing or assembly, details shall be submitted to then ACB for approval. The Manufacturer shall ensure that the ACB is guaranteed access to the sub-contractors premises to determine that the IECEx Mark is applied under the conditions of the licence.



A4.8.7 Manner of application

The IECEx Mark shall be applied in a manner that is permanent or tamper-evident using one or more of the following methods:



a) 	serially numbered labels available from the ACB;



b)	incorporation into the Manufacturer’s label with wherever possible a date code or batch  number; or



c)	directly onto the product by casting, moulding, stamping, etching, etc, together wherever possible with a date code or batch number.



A4.8.8 Quality of Marking

Where the IECEx Mark is applied by stamping, etching, printing, casting, moulding or other means directly onto the product, the resulting impression shall be examined at regular intervals and corrective action instigated when the visual marking quality shows signs of deterioration.



A4.8.9 Use of IECEx Mark Labels



A4.8.9.1 Security

The Manufacturer shall be responsible for the control and security of labels issued by the ACB. The labels shall be controlled and issued by a responsible person and when not in immediate use shall be stored in a secure place. They shall only be applied at the nominated manufacturing address of the Manufacturer to certified product.



A4.8.9.2 Records

Where production permits, the Manufacturer shall apply the labels consecutively during manufacturing. The serial numbers of the labels shall be recorded in the batch release register. (See Clause 4.10.4.2)



A4.8.9.3 Damaged Labels

Damaged labels shall be mounted on a sheet of paper and retained for inspection by the ACB. The serial numbers shall be recorded in the IECEx Mark label register. (See Clause 4.1.6.1)



A4.9 Process control



The manufacturer shall identify and plan the production, installation  and servicing processes which directly affect product compliance and shall ensure that these processes are carried out under controlled conditions. Controlled conditions shall include the following:



a)	documented procedures defining the manner of production, installation and servicing, where the absence of such procedures could adversely affect product compliance;



b) 	use of suitable production, installation and servicing equipment, and a suitable working environment;



c)	compliance with reference standards/codes, quality plans and/or documented procedures;



d)	monitoring and control of suitable process parameters and product characteristics;



e)	the approval of processes and equipment, as appropriate;



f)	criteria for workmanship, which shall be stipulated in the clearest practical manner (e.g. written standards, representative samples or illustrations);



g)	suitable maintenance of equipment to ensure continuing process capability.



Where the results of processes cannot be fully verified by subsequent inspection and testing of the product and where, for example, processing deficiencies may become apparent only after the product is in use, the processes shall be carried out by qualified operators and/or shall require continuous monitoring and control of process parameters to ensure that the specified requirements are met. The requirements for any qualification of process operations, including associated equipment and personnel, shall be specified.



Note: Such processes requiring pre-qualification of their process capability are frequently referred to as special processes. Records shall be maintained for qualified processes, equipment and personnel, as appropriate.



A4.10 Inspection and testing



A4.10.1 General

The manufacturer shall establish and maintain documented procedures for inspection and testing activities in order to verify that the specified requirements for the product are met. The required inspection and testing, and the records to be established, shall be detailed in the quality plan or documented procedures.



A4.10.2.Receiving inspection and testing.



A4.10.2.1 The manufacturer shall ensure that incoming product is not used or processed until it has been inspected or otherwise verified as conforming to specified requirements. Verification of conformance to the specified requirements shall be in accordance with the quality plan and/or documented procedures.



A4.10.2.2 In determining the amount and nature of receiving inspection, consideration shall be given to the amount of control exercised at the subcontractor’s premises and the recorded evidence of conformance provided.



A4.10.2.3 Not required.



A4.10.3 In-process inspection and testing

The manufacturer shall:-



a) 	inspect and test the product as required by the quality plan and/or documented procedures;



b) hold product until the required inspection and tests have been completed or necessary reports have been received and verified. 



A4.10.4 Final inspection and testing



A4.10.4.1 General

The manufacturer shall carry out all final inspection and testing in accordance with the quality plan and/or documented procedures to complete the evidence of conformance of the finished product to the specified requirements.



The quality plan and/or documented procedures for final inspection and testing shall require that all specified inspection and tests, including those specified either on receipt of product or in-process, have been carried out and that the results meet specified requirements. 



The final inspection procedure shall include quality of marking.



No product shall be dispatched until all the activities specified in the quality plan and/or documented procedures have been satisfactorily completed and the associated data and documentation are available and authorised.



A4.10.4.2 Release of IECEx Marked Product

The manufacturer shall ensure that certified products are released by personnel who have defined responsibility and authority and that a register or batch release record showing the formal release of certified product is maintained.



Note: An example of a batch release record is shown following this section.



A4.10.5 Inspection and test records

The manufacturer shall establish and maintain records which provide evidence that the product has been inspected and/or tested. These records shall show clearly whether the product has passed or failed the inspections and/or tests according to defined acceptance criteria. Where the product fails to pass any inspection and/or test, the procedures for control of nonconforming product shall apply.



Records shall identify the inspection authority responsible for the release of product.



A4.11	Control of inspection, measuring and test equipment



A4.11.1 General

The manufacturer shall establish and maintain documented procedures to control, calibrate and maintain inspection, measuring and test equipment (including test software) used by the manufacturer to demonstrate the conformance of product to the specified requirements. Inspection shall be used in a manner which ensures that the measurement uncertainty is known and is consistent with the required measurement capability.



Where test software or comparative references such as test hardware are used as suitable forms of inspection, they shall be checked to prove that they are capable of verifying the acceptability of product, prior to release for use during production, installation or servicing, and shall be rechecked at prescribed intervals. The manufacturer shall establish the extent and frequency of such checks and shall maintain records as evidence of control.



Note: For the purposes of this document the term “measuring equipment” includes measurement devices.



A4.11.2 Control procedure

The manufacturer shall:



a)	determine the measurements to be made and the accuracy required, and select the appropriate inspection, measuring and test equipment that is capable of the necessary accuracy and precision;



b) 	identify all inspection, measuring and test equipment that can affect product quality, and calibrate and adjust them at prescribed intervals, or prior to use, against certified equipment having a known valid relationship to internationally or nationally recognised standards. Where no such standards exist, the basis used for calibration shall be documented;



c) 	define the process employed for the calibration of inspection, measuring and test equipment, including details of equipment type, unique identification, location, frequency of checks, check method, acceptance criteria and the action to be taken when results are unsatisfactory;



d)	identify inspection, measuring and test equipment with a suitable indicator or approved identification record to show the calibration status;



e)	maintain calibration records for inspection, measuring and test equipment (see 4.16);



f)	assess and document the validity of previous inspection and test results when inspection, measuring or test equipment is found to be out of calibration;



g) 	ensure that the environmental conditions are suitable for the calibrations, inspections, measurements and tests being carried out;



h) 	ensure that the handling, preservation and storage of inspection, measuring and test equipment is such that the accuracy and fitness for use are maintained;



i) 	safeguard inspection, measuring and test facilities, including both test hardware and test software, from adjustments which would invalidate the calibration setting.



Note: The metrological confirmation system for measuring equipment given in ISO 10012 may be used for guidance.



A4.12 Inspection and test status



The inspection and test status of product shall be identified by suitable means, which indicate the conformance or nonconformance of product with regard to inspection and tests performed. The identification of inspection and test status shall be maintained, as defined in the quality plan and/or documented procedures, throughout production, installation and servicing of the product to ensure that only product that has passed the required inspections and tests is dispatched, used or installed.



Note: The inspection and test status of product may be identified  by using markings, authorised stamps, tags, labels, routing cards, inspection records, test software, physical location or other suitable means.



A4.13 	Control of non-conforming product



A4.13.1 General

The manufacturer shall establish and maintain documented procedures to ensure that product that does not conform to specified requirements is prevented from unintended use or installation. This control shall provide for identification, documentation, evaluation, segregation (when practical), disposition of nonconforming product, and for notification to the functions concerned.



A4.13.2	 Review and disposition of nonconforming IECEx Marked product

The responsibility for review and authority for the disposition of nonconforming product shall be defined.



Where non-conforming IECEx Marked product has been detected prior to release, the Manufacturer shall:



rectify all defects before the product is released; or

b)	destroy the product and dispose of securely; or

c) 	obliterate the IECEx Mark completely from the product before releasing it.



No such defective product shall be offered for sale as a certified product.



Note: Allowing the IECEx Mark to remain on non-conforming products offered for sale could invite prosecution under the Trade Practices Act or attract other penalty provisions under other National legislation



A4.13.3 Recall of IECEx Marked Product

Should the Manufacturer become aware of:



a) 	the existence of IECEx Marked items which do not to comply with the Standard; or



b)	IECEx Marked items with critical or major defects, which - 



	i)   have been released for sale;

	ii)  are being offered for sale; or

	iii) have already been sold,



the following action shall be taken:



A.	The manufacturer shall promptly notify the ACB that, issued the CoC that a problem is believed to exist.



B.	The manufacturer shall immediately investigate the problem to determine its nature and severity.



C.	If there are indications of non-compliance the manufacturer shall immediately withdraw the IECEx Marked items described above which have been released or offered for sale.



D. 	The Manufacturer shall arrange the recall of all of the IECEx Marked items as described above that have already been sold or take such other action as may be determined by the ACB.



During this investigation, withdrawal or recall, the Manufacturer shall keep the ACB informed, in writing, of the action being taken.



IECEx Marked items which are withdrawn from sale or recalled from purchasers shall be quarantined pending further investigation and instruction from the ACB.



An historical summary of all the steps taken to resolve the problem shall be forwarded by the Manufacturer to the ACB upon resolution.



The Manufacturer shall be responsible for all costs involved as a consequence of taking the above actions.



A4.14 Corrective and preventive action



4.14.1 General

The manufacturer shall establish and maintain documented procedures for implementing corrective and preventive action.



Any corrective or preventive action taken to eliminate the causes   of actual or potential nonconformities shall be to a degree appropriate to the magnitude of problems and commensurate with the risks encountered.



The manufacturer shall implement and record any changes to the documented procedures resulting from corrective and preventive action.



A4.14.2 Corrective action

The procedures for corrective action shall include:



a)	the effective handling of customer complaints and reports of product nonconformities;



b)	investigation of the cause of nonconformities relating to product, process and quality system, and recording the results of the investigation;



c)	determination of the corrective action needed to eliminate the cause of nonconformities;



d) 	application of controls to ensure that corrective action is taken and that it is effective.



A4.14.3 Preventive action

The procedures for preventive action shall include:



a) 	the use of appropriate sources of information such as processes and work operations which affect product quality, concessions, audit results, quality records, service reports and customer complaints to detect, analyse and eliminate potential causes of nonconformities;



b) 	determination of the steps needed to deal with any problems requiring preventive action;



c)	initiation of preventive action and application of controls to ensure that it is effective



A4.15 Handling, storage, packaging, preservation and delivery



A4.15.1 General

The manufacturer shall establish and maintain documented procedures for handling, storage, packaging, preservation and delivery of product.



A4.15.2 Handling

The manufacturer shall provide methods of handling product that prevent damage or deterioration.



A4.15.3 Storage

The manufacturer shall use designated storage areas or stock rooms to prevent damage or deterioration of product, pending use or delivery. Appropriate methods for authorising receipt to and dispatch from such areas shall be stipulated. In order to detect deterioration, the condition of product in stock shall be assessed at appropriate intervals.



A4.15.4 Packaging

The manufacturer shall control packing, packaging and marking processes (including materials used) to the extent necessary to ensure conformance to specified requirements.



A4.15.5 Preservation

The manufacturer shall apply appropriate methods for preservation and segregation of product when the product is under the manufacturer’s control.



A4.15.6 Delivery

The manufacturer shall arrange for the protection of the quality of product after final inspection and test. This protection shall be extended to include delivery to destination.



A4.16 Records



A4.16.1 Record Maintenance

The Manufacturer shall maintain legible and indelible records of the following:



a)	batch release, including serial numbers (where appropriate), date, batch identity and signature of the person authorised to release the batch;



Notes:	

1)	An example of a batch release record is given in Appendix A.



2)	The licence signatory is ultimately responsible for the correctness, completeness and validity of the data shown in the record.



b)	if serially numbered labels are used, an IECEx Mark label register.

	

Note: The IECEx Mark labels register may be combined with batch release records.



c)	type test reports

d)	inspection and test reports;

e)	acceptable sub contractors;

f) 	design changes;

g)	traceability;

h)	calibration;

I)	 training;

j) 	customer complaints;



A4.16.2 Retention

The Manufacturer shall retain the following records relevant to IECEx Marked products for a minimum of 10 years from the date of product release:



a)  batch release test reports;

b)  batch release records; and

c)  IECEx Mark label records.



In deciding the retention period of other records, the Manufacturer should give consideration to the records required to justify limiting any recall to specific batches and to defend any product liability action that may be taken.



Note: Individual National laws may require certain records to be kept for a minimum period from the date of sale.



A4.17 Internal quality audits

	 - Not Required.



A4.18 Training



The Manufacturer shall provide for the training of all personnel performing activities affecting product compliance. Personnel performing specific assigned tasks shall be qualified on the basis of appropriate education, training and/or experience, as required. Appropriate records of training shall be maintained.



A4.19 Servicing 

	- Not Required.



A4.20 Statistical Techniques



If statistical techniques are used to control production or as the basis for release of IECEx Marked product, it is the Manufacturer’s responsibility to ensure that the techniques are appropriate.



��

APPENDIX A 





	EXAMPLE OF A BATCH RELEASE RECORD



Batch or Sub-batch �1001��Date Made		�23/3/96 	23/3/96 	23/3/96	23/3/96 	23/3/96��Model			�XYZ	XYZ	XYZ	XYZ	XYZ��Size			�XL	L	M	S	XS��Quantity�34	40	30	70	30��IECEx Labels�R000100	R000134	R000174	R00020 	R000274��	�R000133	R000173	R000203	R000273	R000303��Sampling Plan�	4/404��Test Result & Report No.		�Pass 122653��Signature Authorising Release�	A. Sample��Release Date�25/3/96��
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