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Introduction

This document is supplementary to the Operational manuals and procedures operated by IECEx Certification Bodies (ExCBs), approved by the IECEx Management Committee to Issue IECEx Certificates of Conformity to Service Facilities, conducting repairs, overhauls or modifications of Ex equipment.

The IECEx Certified Service Facilities  Scheme is modelled on the IECEx Certificate of Conformity Scheme which is an ISO Type 5 Certification System..

This IECEx Operational Document comprises 2 Sections:-

· Section 1 – Procedures for the Issuing of an IECEx Service Facilities Certificate 

· Section 2 – Procedures for maintaining validity of an IECEx Service Facilities Certificate 

The procedures are set out in table form identifying:

· Step number showing the link between flowcharts and table

· Description of the activity

· Related documents

· Responsible person or party

· Additional comments and remarks where appropriate

The preparation of this document has been done so with the aim of alignment with various ISO/IEC International Standards and Guides, including but not limited to the following:

Guide 28 
General rules for a model third-Party certification System for products

Guide 27 
Guidelines for corrective action to be taken by a certification body in the event of misuse of its mark of conformity

Draft Guide 53
Conformity assessment — An approach to the utilization of an

organization's quality management system in product certification
Guide 65 
General requirements for bodies operating product certification systems

10011 series

Guidelines for auditing quality systems
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SECTION 1 – Procedures for the Issuing of an IECEx Service Facility Certificate 

This Section is to be applied by ExCBs when processing new applications for an IECEx Service Facility Certificate.
These steps are in line with the requirements of ISO/IEC Guide 65, General requirements for bodies operating product certification systems, in addition to the requirements as laid down in the IECEx Scheme rules, IECEx 02.

Section 1 also refers to Annex A for the criteria concerning the use of quality system assessment and audit results obtained prior to the application for an IECEx Service Facilities Certificate of Conformity.
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	Step
	Section 1- Procedures for the Issuing of an IECEx Certificate of Conformity - Description of Activity
	Related Documents
	By Whom
	Notes/Comments

	1
	Application submitted by a Service Facility involved in repair, overhaul or modifications to Ex equipment  to an ExCB that has been accepted by the IECEx Management Committee as an IECEx Service Facility Certificate issuing ExCB
	IECEx 03
	ExCB
	Applications for an IECEx Service Facility Certificate of Conformity will verify compliance with the requirements of IECEx Scheme and relevant Operational Documents 

	2
	Contract review to be conducted by the ExCB receiving the application, in accordance with the ExCB's own Quality System and as required by ISO/IEC Guide 65.  Contract review shall include:

· A review to ensure that the application is within the scope of acceptance of the ExCB, eg protection techniques

· Whether the repair facility has an established quality management system

· Whether a surcharge applies for repair facilities from non IECEx member countries

· Estimation of time and costs to complete project

· Determination of any special requirements, eg travel for site audit etc.

· Agreement on method and system of payment by applicant, in accordance with ExCB’s own policy and quality system
	ExCBs own Certification procedures as included in their Quality System and ISO/IEC Guide 65
	ExCB
	The results of the contract review shall be documented and recorded. 

	3
	ExCB shall only proceed where the contract review has been successfully completed
	
	ExCB
	

	3a
	Where unsuccessful, ExCB shall communicate in writing to the applicant with the applicant free to amend their application or select another ExCB, when the ExCB’s scope of IECEx acceptance does not cover the application
	
	ExCB
	

	4
	The ExCB recieveing the application shall conduct a Document Review Assessment of the Service Facility’s  quality system procedures to ensure that the Repair and Overhaul process requirements of  OD 015 have been integrated as part of the Service Facilitys quality system. 
	OD 015
	ExCB that received the application
	The document review may be conducted at the Service Facility’s site or elsewhere

	5
	A document Review report shall be compiled by the ExCB and retained on the ExCB files 
	
	ExCB 
	The ExCB may develop a clause by clause checklist against the requirements of OD 015 

	6
	The ExCB shall determine whether compliance to OD 015 has been established.  It is necessary that the Service Facility’s procedures are fully in line with those requirements specified in OD 015 before the application for IECEx Service Facility certification can proceed.
	OD 015
	ExCB


	

	7 
	At this stage the documentation review can be considered as complete
	
	
	

	8
	The ExCB prepares for an on-site audit visit of the Service Facility to determine compliance with the quality system requirements of OD 014

Where the Service Facility has more than one permanent site then the ExCB shall visit each site or arrange to have each independently assessed
	OD 014


	ExCB
	

	9
	Where the ExCB has conducted site audits of the Service Facility prior to an application being lodged, the ExCB may use all or part of the results from that site visit 
	
	ExCB
	

	9a

9b
	Where the review by the ExCB is unsuccessful, a full on site audit visit is required.
	
	ExCB
	

	10
	An assessmen t of the Service Facility’s quality system documents shall be conducted to verify compliance with OD 014.

Where the Service Facility is located in a non-IECEx participating country, the ExCB shall, in conjunction with the ExMC Secretary,  arrange for payment to the IECEx account of the surcharge CHF 2’000
	OD 014
	ExCB
	

	11a
	ExCB to issue a copy of the ExTR (previously known as the ATR Cover Sheet) to the IECEx Secretary to enable the registration of the ExTR on the ExTR Database Listing located on the public area of the IECEx Internet 

IECEx Secretariat performs a QA check on the cover sheet to ensure the ExTR is within the scope of ExTL and ExCB acceptance, all relevant details and information are complete 
	
	ExCB and IECEx Secretariat
	This quality assurance check assists in ensuring confidence of the scheme by 

	12
	Preparation for the IECEx Quality Assessment
	IECEx OD 014  ExMC/161/CD
	ExCB
	

	13
	The Service Facility audit report (FAR) shall be compiled by the ExCB

system, including site audit, shall be compiled by the ExCB 

Where serious deficiencies in the Service Facility’s documented quality plans may give rise to non-complying product being produced, these shall be raised by the ExCB as major non-conformances and the applicant and Service Facility required to take action to correct this situation (usually by the introduction or

Where serious deficiencies in the Service Facility’s documented quality plans may give rise to non-complying product being produced, these shall be raised by the ExCB as major non-conformances and the applicant and Service Facility required to take action to correct this situation (usually by the introduction or amendment of quality plans), prior to proceeding with the issue of an IECEx Certificate of Conformity.

Where non compliance with various clauses of OD 005 are judged to be of a minor nature by the ExCB, the process may continue
	
	ExCB
	

	14
	The independent review of the Service Facility Audit Report (FAR) shall be conducted by the ExCB as a requirement of ISO/IEC Guide 65
	
	ExCB 
	

	16
	The Service Facility Audit Report may be issued to the Service Facility. 
	
	
	

	17
	The ExCB conducts on-site audit or another ExCB operating under the direction of the ExCB to which the application for an IECEx Service Facility Certificate has been made.

This on-site audit shall seek to verify that relevant quality system procedures and work instructions are in place and that there are records and evidence to demonstrate that the requirements of IECEx OD 014 are being met by the Service Facility(s)

ExMC/161/CD provides guidance in the management of assessments of manufacture’s quality system and shall be used by all ExCBs
	IECEx OD 014

ExMC/161/CD
	ExCB or by another ExCB working under direction by the ExCB to which the original application was made.
	Where the Service Facility operates at different locations and wishes to have each location shown on the certificate then each location shall be visited

	17
	A Service Facility Audit Report (FAR) of the assessment/audit of the Service Facility’s quality system, including site audit, shall be compiled by the ExCB 

Where serious deficiencies in the Service Facility’s  documented quality plans may give rise to non-complying repair and overhaul work, these shall be raised by the ExCB as major non-conformances and the applicant Service Facility required to take action to correct this situation (usually by the introduction or amendment of quality plans), prior to proceeding with the issue of an IECEx Certificate of Conformity.

Where non compliance with various clauses of OD 005 are judged to be of a minor nature by the ExCB, the process may continue
	IECEx OD 014

ExMC/161/CD
	ExCB conducting the audit/assessment
	Generally this will be the ExCB to whom the application has been made, but may be compiled by another ExCB requested to conduct the audit 

	18
	An independent review of the FAR shall be conducted within the ExCB to whom the original application was made.

The independent review shall be conducted by a staff member of the ExCB that is not responsible for the audit.
	In accordance with the ExCBs own quality management system
	ExCB to whom the original application for an IECEx Certificate of Conformity was made
	This independent review is to ensure that a complete assessment and audit has taken place and that the recommendations are in line with the audit findings and any NCRs and related corrective actions

	19
	The ExCB to which the application for an IECEx Service Facility Certificate has been made shall determine that the FAR is complete and complies with the following:

· IECEx rules and procedures

· ExCBs own quality management system

· All NCRs provide a clear description of their nature

Where discrepancies are identified they shall be immediately raised within the ExCB and a further review of steps 14 – 17 are conducted by the ExCB to confirm all details remain relevant.

The applicant and or IECEx Secretary may need to be informed where errors or discrepancies are of a major nature, eg incorrect audit personnel conducting the audit or insufficient audit depth revealed.
	IECEx OD 014

ExMC/161/CD

ExCB’s own quality management system
	Final decision being taken by the ExCB to which the original application has been made
	The review should also ensure that the principles and guidelines of ExMC/161/CD have been followed

	20 
	The final Service Facility Audit Report (FAR) shall be issued, by the ExCB to whom the original application was made, to the applicant and a copy retained on the ExCB file.


	
	ExCB to whom the original application was made
	

	20a
	The following details shall be communicated by the ExCB issuing the QAR, to the Secretary:

· Unique FAR reference number or identifier

· Name and address of Service Facility(s) covered by FAR

· Date of audit completion

· Findings of the audit, eg No. of major or minor non-conformances and ExCB’s recommendation
	IECEx OD 014
	ExCB that issues the FAR
	Contact the IECEx Secretariat for any questions or concerns

	21
	The ExCB to whom the application for an IECEx Service Facility Certificate was made shall conduct a certification review, in accordance with their quality management system, ensuring among others that:

· Any major Non Conformances have been successfully closed

· All stages of the certification process have been documented and followed, including those contained in this manual

· The ExCB have a signed commitment by the applicant to abide by the rules of the IECEx Scheme and ExCB’s certification conditions, eg agreement to have the ExCB undertake or arrange for  surveillance audits

· The applicant is aFARe of his/her obligations under the scheme, including ensuring that any promotional material does not contain misleading information that may infer products or services NOT covered by IECEx certification are covered. 
	IECEx 02 

ExCB’s own quality management system
	The person authorised to conduct such review within the ExCB to whom the original application was made
	Contact the IECEx Secretariat for any questions or concerns

	22 + 22a
	Where the review undertaken in step 21 is not successful, the ExCB management shall refer the matter to ExCB staff or applicant personnel as appropriate.
	
	Management of the ExCB to whom the original application was made
	Contact the IECEx Secretariat for any questions or concerns

	23
	IECEx Service Facility Certificate shall be compiled using the IECEx “On-Line” system via the password protected system
	Refer IECEx website (tba)
	The person authorised to issue IECEx Certificates of Conformity within the ExCB to whom the original application was made
	Contact the IECEx Secretariat for any questions or concerns

	24, 24a + 25
	A draft of the IECEx Service Facility Certificate is to be reviewed for errors.  It may be beneficial to pass a draft copy to the applicant for them to assist in the final review prior to issuing the certificate.

Every attempt shall be made to correct errors prior to issuing the certificate
	Original application form submitted by the applicant.


	The person authorised to issue IECEx Certificates of Conformity within the ExCB to whom the original application was made
	Contact the IECEx Secretariat for any questions or concerns

	26
	Certificate is issued via the IECEx “on-Line” registration system with the applicant being informed in writing by the ExCB, via letter, fax or E-mail
	
	The person authorised to issue IECEx Service Facility Certificate within the ExCB to whom the original application was made
	Contact the IECEx Secretariat for any questions or concerns

	27
	Certification Maintenance begins, refer to Section 2 of this manual

The ExCB issuing the IECEx Service Facility Certificate is responsible for the on-going maintenance of the certificate which shall include:-

· Conducting or arranging for surveillance assessments/audits

· Responding to public inquiries regarding the certificate

· Taking necessary action when aware of possible breaches by the applicant, eg claims that product not the subject of IECEx Service Facility Certificate are being claimed as “IECEx Certified” 
	IECEx 02

ExMC/161/CD

ISO/IEC Guide 62

ExCB’s own quality management system
	Management of the ExCB that issued the IECEx Certificate of Conformity
	Contact the IECEx Secretariat for any questions or concerns
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SECTION 2 – Procedures for Maintaining an IECEx Service Facility Certificate
This Section is to be applied by ExCBs to ensure that IECEx Service Facility Certificate remain valid.

These steps are in line with the requirements of ISO/IEC Guide 65, General requirements for bodies operating product certification systems, in addition to the requirements as laid down in the IECEx Scheme rules, IECEx 03

In addition, they follow the general concepts of Draft revision to ISO/IEC Guide 53 Conformity assessment — An approach to the utilization of an organization's quality management system in product certification
While this Section provides guidance to ExCBs when conducting surveillance audits of Service Facilitys.

To ensure the on-going credibility of the scheme it may be necessary for the ExCB to conduct unscheduled visits of the Service Facility, “check testing” of samples for serious cases, or even noting such instances on the ExCBs files for raising at the next surveillance audit.  

At any time during the maintenance of an IECEx Service Facility Certificate, the IECEx Secretariat, Officers and Management Committee are available to provide assistance with the understanding of the process and expectation of outcomes of such surveillance activity.
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	Step
	Section 2- Procedures for Maintaining an IECEx Certificate of Conformity - Description of Activity
	Related Documents
	By Whom
	Notes/Comments

	1
	IECEx Service Facility Certificate verified as valid by the ExCB that issued the Certificate and confirms details on IECEx Certificate website are current and correct, eg Service Facility  location(s), scope of activities, engagment of at least one Competent Person satisfying the requirements of OD 015  etc.
	IECEx 03

IECEx Service Facility Certificate
	ExCB that issued the IECEx Service Facility Certificate
	

	2
	ExCB that issued the IECEx Service Facility Certificate shall arrange to conduct the surveillance audit or may engage another ExCB to conduct the site audit, under the direction of the ExCB that issued the IECEx Service Facility Certificate

An audit plan should be prepared especially where more than 1 manufacturing location is involved
	ExCBs own Quality System and ExMC/161/CD
	ExCB that issued the IECEx Service Facility Certificate
	

	3
	Review of the Service Facility’s quality documentation to ensure that any changes since the last audit complies with the requirements of IECEx OD 014 and OD 015.  This review of documentation may take place either prior to the site visit or as part of the site visit and audit of the Service Facility’s premises
	OD 014

OD 015

IECEx 03

ExMC/161/CD
	ExCB conducting the audit
	In most cases it is more productive to conduct this document review at the Service Facility’s premises as part of the on-site audit

	4+8a
	Where the document review reveals non-compliance with the requirements of OD 014 or OD 015, the ExCB shall determine whether the non-conformance is such that they need correction prior to continuing with the site audit.


	IECEx OD 014

OD 015

ExMC/161/CD
	ExCB
	

	5
	Following the document review, the ExCB shall carry out the site audit using  ExMC/161/CD for guidance 
	ExMC/161/CD

OD 014
	ExCB 
	

	6
	A Facility  Audit Report, FAR shall be completed by the ExCB conducting the audit
	ExMC/161/CD
	ExCB conducting the audit
	

	7
	The ExCB that issued the IECEx Service Facility Certificate shall conduct an independent review of the prepared FAR.  This review shall verify among other items:

· That a complete audit as planned had been conducted

· Necessary documentation and records available

· Confirmation that the auditor/team was appropriate, especially where another ExCB is involved in the audit

 
	ExMC/161/CD

OD 014

IECEx 03
	ExCB that issued the IECEx CoC
	

	8, 8a
	Where the FAR reveals that the audit was incomplete, not conducted in accordance with ExMC/161/CD or contains errors

The matter is to be raised with the audit staff and applicant listed on the IECEx Service Facility Certificate , as appropriate.

The purpose of the FAR review is for the ExCB to be assured that they have sufficient objective evidence that the Service Facility’s quality system and associated quality plans enable Ex repair, overhaul or modifications to be conducted in accordance with  with the requirements of OD 015  for the scope listed on the IECEx Service Facility Certificate

This review may require a revised FAR to be issued or even a subsequent audit of the Service Facility where it is identified that the audit was incomplete or insufficient or unqualified auditor(s) used.  
	ExMC/161/CD

IECEx 03

IECEx OD 014
	ExCB that issued the IECEx Service Facility Certificate
	Where a subsequent audit is required due to errors on the part of the ExCB, such audits may need to be conducted at the ExCB’s own expense

	9
	FAR may be issued to the applicant listed on the IECEx Service Facility Certificate


	ExMC/161/CD
	ExCB that issued the IECEx Service Facility Certificate
	

	10, 11 +12
	The ExCB that issued the IECEx Service Facility Certificate shall review proposed corrective actions relating to Non Conformance Reports (NCRs) in terms of:

· The time to implement such action is appropriate

· Whether a follow up audit is necessary or can verification be handled at the next scheduled surveillance audit

It should be noted that where Major NCRs are raised consideration must be given to the likelihood of non complying product being released to the market

ISO/IEC Guide 27 should be consulted by the ExCB issuing the IECEx Service Facility Certificate  
	IECEx OD 014

ExMC/161/CD

ISO/IEC Guide 27
	ExCB that issued the IECEx Service Facility Certificate
	Contact the IECEx Secretariat for any questions or concerns

	12a+12b
	The ExCB that issued the IECEx Service Facility Certificate will need to determine whether the IECEx Service Facility Certificate needs to be suspended or cancelled.  Given the seriousness of the situation, prompt action by the ExCB is required.  This includes, notifying the applicant listed on the IECEx Service Facility Certificate in writing and amending the Status of the “On-Line” Servicve Facility Certificate to reflect either “Suspended” or “Cancelled” as determined by the ExCB responsible for issuing the  IECEx Service Facility Certificate 

Where disputes arise that cannot be resolved between the ExCB and Service Facility, such matters may be referred to the IECEx Board of Appeal, via the IECEx Secretariat
	IECEx03


	ExCB that issued the IECEx Service Facility Certificate
	Contact the IECEx Secretariat for any questions or concerns

	13
	Where ExCB is satisfied that a full and complete surveillance assessment/audit has been completed demonstrating compliance with the requirements of IECEx OD 014 and OD 015  the ExCB that issued the IECEx Service Facility Certificate shall confirm that the details of the IECEx Service Facility Certificate as recorded on the IECEx website are accurate and up to date.

The ExCB shall then schedule the next surveillance audit visit, in accordance with ExMC/161/CD

ExCBs should consult the new Draft ISO/IEC Guide 53
	IECEx03

ExMC/161/CD
	ExCB that issued the IECEx Service Facility Certificate
	Contact the IECEx Secretariat for any questions or concerns

	
	
	
	
	


	[image: image6.png]



	DRAFT OD 013/Version 2

July 2004




ANNEX A

Acceptance of Quality Assessment and Audit Data Obtained prior to the Application for an IECEx Service Facility Certificate 
A1 Introduction  This Annex sets out the conditions upon which quality assessment data relating to a Service Facility applying for an IECEx Service Facilities Assessment Report (FAR) or IECEx Service Facility Certificate may be accepted.

A2 Acceptable use

A2.1 Acceptance of quality assessment and audit data obtained piror to the acceptance of an ExCB by the IECEx Management Committee   

ExCBs may use quality assessment or audit data obtained prior to the ExCB’s acceptance into the IECEx Scheme only when ALL of the following criteria have been met:

a) Quality assessments and audits were conducted by the ExCB’s personnel with competencies in the assessment of repair, overhaul or modifications in the Ex field.

b) No Non-conformances were raised at the time of the IECEx Assessment, such that corrective action by way of new/modified processes or new personnel were required in order to gain acceptance as an ExCB.  

c) The ExCB can demonstrate that the general requirements of IECEx Operational Document OD 014 and OD 015 have  been met; and 

d) An IECEx Service Facility Certificate  shall not be issued where any Major non-conformances, as defined in ExMC/161/CD remain outstanding.

A2.2 Acceptance of quality assessment and audit data obtained after an ExCB has been accepted by the IECEx Management Committee but yet obtained prior to the application for an IECEx Service Facility Certificate  

ExCBs may use quality assessment and audit data obtained prior to receiving an application for a FAR or IECEx Service Facility Certificate when ALL of the criteria specified in A2.1 above have been met.
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SECTION 3 – Procedures for the Issuing of Certification changes, including  extension of Scope to an IECEx Certified Service Facility  

This Section is to be applied by ExCBs when processing applications for an changes to IECEx Service Facility Certification, including extension to the scope of an IECEx Certified Service Facility.
These steps are in line with the requirements of ISO/IEC Guide 65, General requirements for bodies operating product certification systems, in addition to the requirements as laid down in the IECEx Scheme rules, IECEx 03
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	Step
	Section 2- Procedures for Assessing applications for extensions of scope or changes from IECEx Certified Service Facilities - Description of Activity
	Related Documents
	By Whom
	Notes/Comments

	1
	IECEx Certified Service Facility lodges application for Changes to their Certification to the ExCB that issued the IECEx Service Facility Certificate.
	IECEx 03

IECEx Service Facility Certificate
	IECEx Service Facility Certificate
	

	2
	ExCB that issued the IECEx Service Facility Certificate shall conduct a contract review to determine, among others, that:

· The application is within the Scope of the IECEx Scheme

· All necessary information has been provide by the applicant

· The requested changes, including new scope of Ex repair, overhaul or modification is within the Scope of the ExCB


	ExCBs own Quality System and IECEx 03
	ExCB that issued the IECEx Service Facility Certificate
	

	3
	The ExCB shall inform the applicant of these results and shall record the contract review outcomes within their documented record system

Where unsuccessful, the ExCB shall inform the applicant and the applicant to determnine the next course of action if any.


	OD 014

OD 015

IECEx 03

ExMC/161/CD
	ExCB receiving the application
	

	4
	A document Review shall be conducted by the ExCB receiving the application, in accordance with the procedures detailed in Section 1 of this document.


	IECEx OD 014

OD 015

ExMC/161/CD
	ExCB
	

	5
	The findings of this document Review shall be retained on the ExCB’s documented record system for future reference.   
	ExMC/161/CD

OD 014

OD 015
	ExCB 
	

	6
	A final certification review shall be conducted in accordance with the requirements detailed in Section 1 of this Document
	
	ExCB conducting the audit
	

	7
	The ExCB that issued the original IECEx Service Facility Certificate shall determine whether or not a site assessment visit is necessary before issuing a new Issue of the IECEx Service Facility Certificate.  Such influences that affect the ExCB’s decision include:

· Whether the extension is to cover the repair, overhaul or modifications to other product types are within the same Ex protection techniques already covered by the existing IECEx Service Facilitiy Certificate

· Whether the application for scope extension is to include a new or additional location

· Whether the change to certification includes changes to the nominated competent persons

· Others

It is expected that where new locations are to be added or a Service Facility has changed their location, that the ExCB conduct a site assessment, to ensure the on-going capabilities of the Service Facility


	ExMC/161/CD

OD 014

IECEx 03
	ExCB that issued the IECEx Servie Facility Certificate
	

	8
	The ExCB shall record the decision from Step 7 in their Record Document System
	
	ExCB that issued the IECEx Service Facility Certificate
	

	9
	Site audit visit in accordance with the procedures and steps detailed in Section 1 of this Document, including the method of reporting
	OD 014

OD 015

ExMC/161/CD
	ExCB that issued the IECEx Service Facility Certificate

Or another ExCB operating under their control
	

	10
	The ExCB shall record the site audit visit in accordance with the requirements of Section 1 of this Document.

Where the site audit visit is unsuccessful, the applicant shall determine the next course of action which shall be either the corrective action to address Non Conformances or re-subitting an application.
	IECEx OD 014

ExMC/161/CD


	ExCB that issued the IECEx Service Facility Certificate
	Contact the IECEx Secretariat for any questions or concerns

	11
	Where unsuccessful the matter shall be reported to the applicant who shall determine the next course of action which shall be either the corrective action to address Non Conformances or re-subitting an application.
	
	ExCB and Applicant
	

	12
	A new issue of the Certificate is issued by the ExCB responsible for issuing the original certificate
	
	ExCB that issued the original IECEx Service Facility Certificate
	

	13
	The ExCB shall amend their surveillance program to ensure that the changes covered by the new iddue of the IECEx Service Facility Certificate are covered on future surveillance visits
	
	ExCB that issues the IECEx Service Facility Certificate
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