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Question:

What procedures should be followed when a manufacturer is seeking an IECEx ExTR (and subsequent IECEx CoC) on an end-product that includes an Ex component, which may or may not be covered by an IECEx ExTR or IECEx CoC, and the Ex component is manufactured by other than the end-product manufacturer?

Examples: Ex d bushing in Ex d motor; Ex e terminals; Ex d adaptor plate.
	Answer: The guidelines below cover the following four situations:



	Situation
	Description

	1
	Ex components covered by an IECEx ExTR only



	2
	Ex components covered by an IECEx CoC



	3
	Ex components not complying with 1 or 2 but that are covered by another national or regional Ex conformity assessment Scheme certification issued by a body that is currently also an IECEx ExTL or IECEx ExCB



	4
	Ex components not complying with 1 or 2 or 3  but that are covered by another national or regional Ex conformity assessment Scheme certification issued by a body that is currently NOT an IECEx ExTL or IECEx ExCB





Guidelines for the issuing of an ExTR (and subsequent IECEx CoC)
For Situation 1.

The IECEx ExCB/ExTL handling the end product evaluation shall carry out the following:

- Check that the IECEx ExTR, covering the Ex component, is valid and has not been withdrawn or cancelled.  

- Request and hold on file, a copy of the IECEx ExTR covering the Ex component, including a full set of drawings referenced in the ExTR and also any other necessary supporting documents (material data sheet) which may be required for audit and end-product compliance purposes. 

· Assess and test, if required, Ex component fitted as a part of the end-product.

· The end-product manufacturing drawing shall show all necessary details that are critical for type of protection and for compliance of the end product fitted with Ex component (such as fitting and interface of Ex component with the end product), identification model or code number for Ex component. 

· The IECEx ExTR for the end-product must list the IECEx ExTR for Ex component.

· The IECEx ExTR for the end-product must include the relevant drawings for Ex component in “Manufacturer documents” and also in “Reference document”, as appropriate.

For Situation 2.

The IECEx ExCB/ExTL handling the end product evaluation shall carry out the following: 

- 
Check that the IECEx CoC, covering the Ex component, is valid and has not been withdrawn or cancelled.  

· Assess and test, if required, Ex component fitted as a part of the end-product. This may require obtaining the certification, installation drawings and ExTR for the Ex component.

· The end-product manufacturing drawing shall show all necessary details that are critical for type of protection and for compliance of the end product fitted with Ex component (such as fitting and interface of Ex component with the end product), identification model or code number for Ex component and IECEx CoC for Ex component. 

· The IECEx ExTR for the end-product must list the IECEx CoC for Ex component and instruction document for fitting of Ex component into the end-product.

For Situation 3

The IECEx ExCB/ExTL handling the end product evaluation shall carry out the following:
· Determination shall be made as to whether or not the testing and assessment that was performed in support of the national or regional certification testing was in accordance with 1) all applicable IEC technical requirements, and 2) all applicable Scheme rules, operating documents and applicable ExTAG Decision 
sheets.  If it was, then the use of Situation 3 can continue.  If it is not, then Situation 4 must be applied.

- Follow all procedures for Option 1 above, replacing reference to the component ExTR with reference to the component national or regional report.

For Situation 4

No testing or assessment can be waived based on the national or regional certification. This is because the involved testing and assessment can not be verified as having been conducted in accordance with 1) all applicable IEC technical requirements, and 2) all applicable Scheme rules, operating documents and applicable ExTAG Decision sheets.   

- The Ex component is fully assessed and tested as integral part of the end- product, and is fully addressed in the end-product IECEx  ExTR. 

- Complete component drawings and constructional specifications will need to be provided by the component manufacturer. It is the responsibility of the end-product manufacturer to make all necessary arrangements with the component manufacturer for the release of these drawings and specifications. 

- The end-product IECEx ExTR will list all necessary component drawings as certification drawings and reference drawings, as appropriate, and also any other necessary supporting documents (material data sheet), if required. 

Guidelines for the issuing of a QAR

For Situation 1, 2, 3 and 4

The ExCB issuing the QAR should ensure that the end product manufacturer treats the Ex component manufacturer just like any other supplier, especially if the component is a critical component to Ex including the option of requiring a visit to the supplier facility if deemed necessary. The following references are with this in mind.

Clause 7.4.1 of IECEx Operational Document, OD 005.1, refers to the need for the end manufacturer to control suppliers with specific requirements beyond those of ISO 9001: 2008.

Clause 7.4.2 of IECEx Operational Document OD 005.1 refers to the need for the end product manufacturer to control the specific Ex requirements for the component including any routine testing and inspection.

Clause 7.4.3 of OD 005.1 refers to the verification of components or assemblies supplied to the end manufacturer.

Annex A of OD 005.1 or (Annex B for sintered components), The guidelines of Annex A and/or Annex B apply also to the Ex component manufacturer. The end product manufacturer should have a documented procedure for their checking, on a regular basis (at least annually), that the routine tests and inspections, mentioned in Annex A, for the types of protection are conducted.  Verification by the end product manufacturer may be by: 

· The end product manufacturer evaluating the procedures of the component manufacturer, for compliance with OD 005.1 and then conducting their own site assessments to ensure successful implementation of such procedures;

· Where the component manufacturer holds ISO 9001 Certification by a body that is accredited by an IAF Member-

The end product manufacturer evaluates the procedures of the component manufacturer, for compliance with OD 005.1, with the ISO 9001 Certification agency, providing a report that confirms implementation of such procedures. 

The ExCB issuing the QAR to the end product manufacturer has the responsibility of evaluating the effectiveness of the end product manufacturer’s method of their control over the component manufacturer and when there is a lack of evidence to demonstrate compliance, the ExCB has the right to carry out their own assessment of the component manufacturer’s quality procedures. 
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