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Assessment procedures for IECEx acceptance of applicant
Ex Certification Bodies (ExCBs), Ex Testing Laboratories (ExTLs) and Additional Testing Facilities (ATFs) –
Part 2: Assessment, surveillance assessment and re-assessment of ExCBs, and ExTLs and ATFs operating in the IECEx 02, IECEx Certified Equipment Scheme

[bookmark: _Toc169092181]FOREWORD
This OD 003-2 sets out the assessment procedures for IECEx acceptance of applicant Ex Certification Bodies (ExCBs), Ex Testing Laboratories (ExTLs) and Additional Testing Facilities (ATFs) operating in the IECEx Certified Equipment Scheme.
This revised edition is prepared to accommodate changes arising from the 2019 Dubai ExMC meeting. It also includes changes proposed by ExAG which consider discussions at its 2020 meeting.
This Part 2 supplements IECEx OD 003-1, Assessment procedures for IECEx acceptance of applicant Ex Certification Bodies (ExCBs), Ex Testing Laboratories (ExTLs) and Additional Testing Facilities (ATFs) – Part 1: Appointment and surveillance of assessors for IECEx certification schemes, and supersedes OD 003-2 Eedition 43.0 where the following major changes are included:
· Clarification of assessment times for mid-term.
· Provision for expanded use of remote assessments.
· Reference to checklist forms for mid-term assessments and deletion of with the lists in this document.
· Revision of section on proficiency testing programs.
· Updating references to forms.
· Addition of ATFs throughout.
· Revised title of IECEx OD 032 throughout.
· Revised step 6 of Clause 1.2 to reflect that the IECEx pool of assessors are approved by ExAG.
· Revised step 8 to add requirement that a representative of the ExCB shall be present at assessments for ExTLs that are not part of the same organization.
· Revised step 8 to add requirement that a representative of the supervising ExTL shall be present at assessments for ATFs that are not part of the same organization.
· Revised step 16 to refer to IEC CA 01.
· Replaced term "candidate" with "applicant" throughout.
· Replaced term "IECEx Secretary" with "IECEx Secretariat" throughout.
· Moved some responsibilities from IECEx Chair to ExAG Convenor and ExAG Deputy Convenor.
· Clarified Clause 3.1 that the mid-term surveillance of ExTLs is considered to cover all ATFs under their responsibility.
· Clarified Clause 3.3 that the mid-term surveillance is conducted at the ExCB premises and that when the ExCB and ExTL are not part of the same organization that it may be necessary to conduct a separate mid-term surveillance at the ExTL if the records at the ExCB are incomplete.
· Added new requirement in Clause 3.4.1 for those situations where the assessment team from the initial assessment recommends that a new ExCB has a mid-term surveillance conducted sooner than the normal 2,5 year cycle.
· Moved existing pre-assessment information to new Section 4.


[bookmark: _Toc169092182]INTRODUCTION

This OD details the assessment procedures established by the IECEx System's Management Committee, ExMC, for the purpose of ensuring a thorough assessment of applicant and existing ExCBs, ExTLs and ATFs operating in the IECEx Certified Equipment Scheme. The principal aim of these procedures is to instil international confidence of manufacturers, users and regulators in the bodies’ competence and capabilities for performing testing and certification of Ex equipment.
NOTE Operational documents exist covering the assessment and surveillance of ExCBs operating in the IECEx Certified Service Facility and IECEx Certificate of Personal Competency Schemes and available from the IECEx website www.iecex.com.
International confidence is established by evaluating the competence of a certifying body or Ex test laboratory to comply with the IECEx System and associated scheme rules. The assessment will cover the competence, capability, experience and familiarity of personnel and the organization with the relevant explosion protection standards, quality management systems, IECEx scheme and associated rules, ISO/IEC 17025 and ISO/IEC 17065 and IECEx Technical Capability Documents. The procedures are also aimed at ensuring a consistent approach to assessments by IECEx assessment teams.
This document provides the following five seven sections:
· Section 1 – Initial assessment, re-assessment and scope changes
· Section 2 – On-going surveillance assessment of bodies (ExCBs, ExTLs and ATFs)
· Section 3 – Mid-term surveillance audits of issued ExTRs and QARs
· Section 4 - Pre-assessments
· Section 5 – Notes to assessors
· Section 6 -– Proficiency testing programmes
· Section 7 - Auditing of the assessment process
The procedures are set out in table form identifying:
· Step number
· Required action
· Responsible person or party
· Desired outcome
The steps identified in the table correspond to the steps shown in the flow chart.
Further instructions are included to assist assessment team members in performing their duties. More guidance for assessors can be found in IECEx OD 032, Guidelines and information for IECEx assessments.
Throughout the application and assessment process, communication shall be a combination of written and oral communication, where written communication shall include paper or electronic means, for example,e.g. email communication shall be deemed an acceptable form of formal communication and record keeping.
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Assessment procedures for IECEx acceptance of applicant
Ex Certification Bodies (ExCBs), Ex Testing Laboratories (ExTLs) and Additional Testing Facilities (ATFs) –
Part 2: Assessment, surveillance assessment and re-assessment of ExCBs,  and ExTLs and ATFs operating in the IECEx 02, IECEx Certified Equipment Scheme

[bookmark: _Toc169092183]1	Initial assessment, re-assessment and scope extensions
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This section is to be applied for the initial assessment of applicant ExCBs, ExTLs and ATFs prior to their acceptance in the IECEx Certified Equipment Scheme and re-assessment and scope extensions of existing accepted ExCBs, ExTLs and ATFs.
[bookmark: _Toc49344727][bookmark: _Toc50236278][bookmark: _Toc49339668][bookmark: _Toc169092185]1.2	IECEx applications
Applications from applicants shall be made using the latest version of following forms, which are available from the IECEx website, www.iecex.com:
· ExCB – ExMC/0047L/QF-008
· ExTL – ExMC/0048L/QF-009, and/or
· ATF – ExMC/1391A/QF-010
The term "applicant body" used throughout this document shall mean the applicant ExCB, applicant ExTL and/or applicant ATF, either together or individually.
This section is also applicable for re-assessments with the following variations:
· Steps 1 to 5 and 16 to 18 are not applicable.
· Where the term "applicant ExCB, ExTL or ATF" is used this should be replaced with "accepted ExCB, ExTL or ATF".
· Where an ExCB is also an IECEx Mark License issuing ExCB, compliance with IECEx 04, IECEx OD 422 and OD 4023 shall be included.
This section is also applicable for scope extensions (applied for using ExMC/251/QF-011, latest version) where the IECEx Secretariat identifies the need for a site visit with the following variations:
· Step 3 is not applicable.
[bookmark: _Toc50236279][bookmark: _Toc39494937][bookmark: _Toc39495621][bookmark: _Toc39495712][bookmark: _Toc39496539][bookmark: _Toc49339669][bookmark: _Toc49344728][bookmark: _Toc50236280][bookmark: _Toc169092186]1.3	IECEx assessment procedure
The IECEx assessment flow chart should be read in conjunction with the table below.
	Step
	Activity
	By whom
	Desired outcome

	
	Formal application submitted to IECEx Secretariat

	1
	Application received by IECEx Secretariat, in accordance with IECEx 02.
	IECEx Secretariat
	An application from a new applicant ExCB or ExTL shall only be processed by the IECEx Secretariat when it has been endorsed by the IECEx Member Body. The Member Body shall provide written confirmation of their endorsement.
An application for a new applicant ATF shall come from the supervising ExTL.

	2
	Review of application documentation for completeness and determination of the applicant’s readiness for the formal IECEx assessment.
The review forms used by the Secretariat are attached in Annex A.
	IECEx Secretariat
	IECEx Secretariat reviews the application, and for new applications, issues an Application Review Report to the applicant. This may require further information from the applicant ExCB, ExTL or ATF. Close attention is paid to gauging the applicant’s experience and capability in conducting testing and certification according to Ex Standards.

	3
	Invoice prepared for the application fee.
	IECEx
Secretariat
	Invoice to applicant ExCB and/or ExTL.

	
	Possible pre-assessment

	4 & 5
	See Section 4.0.

	
	Formation of assessment team

	6
	When the application is complete and any pre-assessment is finalized (or for re-assessments when the date for re-assessment is about to fall due) an assessment team is formed from the IECEx pool of assessors as accepted by ExMC.
For initial assessments and re-assessments, the Secretariat will appoint peers from ExCBs and ExTLs as assessment team leaders unless there are none available for the specific assessment – in this case an IECEx Lead Assessor that is not a peer from an ExCB or ExTL may be used. However, as required by IECEx 02 a peer assessor from another ExTL or ExCB shall be included on each assessment team.
The Secretariat will manage the risk to impartiality by rotating assessors to different bodies where appropriate. 
	IECEx Secretariat 
	Acceptance received from proposed members of the IECEx Assessment Team.
Acceptance of proposed members of the team received from applicant.

	7
	Application package forwarded to members of the appointed assessment team.
	IECEx Secretariat
	All relevant information available for team to commence their assessment.

	
	Planning the assessment

	8
	Initial planning for the assessment is carried out considering whether there is an ExCB, ExTL, ATF or some combination. The number of on-site assessors and number of days for the assessment will then be determined. Account will be taken of relevant national accreditation. As an indication, for an assessment of a new combined ExCB and ExTL with a reasonably large scope, it is expected that it will be necessary to have two assessors on site for three or more days.
A designated representative of the responsible ExCB shall be present during the initial assessments, re-assessments, scope extensions of the ExTLs for which the ExCB is responsible when the ExCB and ExTL are not part of the same organization, parent company, corporation, or similar legal structure.
A designated representative of the supervising ExTL shall be present during the initial assessments, re-assessments, scope extensions of the ATFs for which the ExTL is responsible when the ExTL and ATF are not part of the same organization, parent company, corporation, or similar legal structure.
Where the applicant body does not have its quality documents in English, it may be necessary to schedule extra time to consider the time needed for translation/interpretation during the assessment process.
NOTE It is expected that any procedures specifically relevant to IECEx will be provided in English or be provided with an English translation. It is also recommended that the clause headings in major documents (e.g. the quality manual) be provided with an English translation to assist the assessor in knowing the subject of the clause.
	Assessment team leader in conjunction with IECEx Secretariat
	Initial plan for the number of days on site and the number of assessors on site.

	9
	Dates for the assessment as established in consultation with the applicant body and the assessors.
	Assessment team leader
	Dates established

	10
	Preparation of a consolidated cost estimate and draft assessment programme for review by the applicant ExCB or ExTL.
Work should only commence after the applicant has accepted the cost estimate. A copy of this acceptance should be provided to the IECEx Secretariat.
Travel times charged for each assessment visit shall not exceed one day unless there are compelling circumstances and approval is obtained from both the IECEx Secretariat and the applicant.
	Assessment team leader in conjunction with team members
	A copy of the cost estimate and draft assessment plan to the applicant and IECEx Secretariat.
Acceptance of the cost estimate and plan by the applicant.

	11
	Review of application documentation. Assessment team leader may request additional information from the applicant ExCB, ExTL or ATF.
	Assessment team leader in conjunction with team members
	Request for additional information if needed.

	
	On-site visit

	12
	The assessment visit takes place. Refer to IECEx OD 032, Guidelines and information for IECEx Assessments, for more information on this process. At the closing meeting the findings will be discussed with the management of the applicant body.
The documentation produced from the assessment will fall into two categories:
1) Reports that will be circulated for voting by the member bodies, or
2) Documentation that supports the findings of the assessment and how any issues have been resolved. This documentation is treated as confidential, but copies will be held by the IECEx Secretariat
	Assessment team
	Following reports shall be completed:
· F-004 Site Assessment Report
· OD 107 ISO/IEC 17065 checklist – required for non-accredited bodies only
· OD 018 ISO/IEC 17025 report for ExTL/ATF – required for non-accredited bodies only
· TCD Technical Capability Document
· F-003 IECEx Assessment Report Form
As a minimum, a first draft of F-004 and F‑003 should be left with the body at the end of the assessment visit.

	
	Post assessment visit actions

	13
	Any issues or non-compliances identified during the assessment process must be resolved by the applicant body to the satisfaction of the assessment team.
NOTE 1 Generally, any matters requiring resolution identified by the assessment team will be identified as "issues" and shown in the relevant annex of the site assessment report. However, if a significant matter is identified the assessment team may, at its discretion, identify this as a major "non-compliance" that will need special attention.
NOTE 2 The assessment team may also make "observations" and list these in the site assessment report. Observations do not require resolution.
In some cases, it may be necessary for a follow-up visit by one or more members of the assessment team.
Results of site visit determined with a final report for submission to the IECEx Secretariat prepared using F-004. The final report shall be reviewed by all members of the assessment team.
Where results of site visit require rectification or corrective action by the applicant ExCB, ExTL or ATF, the assessment team leader, with input from the assessment team, shall review the corrective actions and determine whether the item(s) raised have been sufficiently addressed in order to close the issue.
Where issues, identified during the site visit, remain unresolved more than 12 months beyond the site visit, the IECEx Secretariat in consultation with the IECEx Executive shall determine whether a further site visit shall be required.
	Body under assessment & assessment team
Assessment team leader
	Final reports for submission to the IECEx Secretariat, reviewed by all members of the assessment team. 

	14
	Final IECEx Assessment Team reports reviewed by IECEx Secretariat. This review includes but is not limited to:
· Ensuring all matters raised as listed in the site assessment report and TCD have been satisfactorily closed.
· The final summary report is complete and there are no “hanging” statements.
· Details of accreditation and scope are clear.
Once the review is completed, the following is added at the bottom of the report: "Independently reviewed by the IECEx Secretariat".
	IECEx Secretariat
	Review by IECEx Secretariat to ensure completeness of information and readiness for circulation to ExMC for voting or consideration at a meeting.

	14A
	Where review in step 14 raises questions, IECEx Secretariat refers the matter to the IECEx Assessment Team Leader seeking additional information or revised report.
The IECEx Secretariat may consult with the IECEx Executive as part of this review. 
	IECEx Secretariat
	An acceptable report for circulation to ExMC.

	15
	IECEx Secretariat prepares a voting document containing the assessment report for voting and submits to ExMC members for formal voting, via correspondence or at the next ExMC meeting.
	IECEx Secretariat
	ExMC document issued for voting, with a copy submitted to applicant ExCB or ExTL.

	
	Final approval of ExCB, ExTL or ATF by ExMC

	16
	Assessment of report considered by ExMC members with members returning the completed voting form to the IECEx Secretariat as soon as possible and by due date.
	ExMC members
	Majority acceptance vote approves application (refer to IEC CA 01 regarding voting procedures).

	16A
	Where voting is unsuccessful the application is then referred to IECEx Secretariat for further action which will normally involve discussion at the next ExMC meeting.
	IECEx Secretariat
	Findings recorded in the minutes.
IECEx Secretariat may consult with the IECEx ExAG Convenor and ExAG Deputy Convenor.

	17
	If voting is acceptable then IECEx Secretariat notifies the applicant body of its acceptance.
	IECEx Secretariat
	IECEx letter of acceptance to accepted ExCB, ExTL and/or ATF.
Certificate of acceptance issued to the body.
IECEx Secretariat updates the IECEx records, e.g. OD 001 and arranges access for ExCB to use IECEx On-Line Certificate system.
Summary of voting results uploaded by IECEx Secretariat to IECEx website. ExAG to review for information to permit them to look at ways the process might be improved based on comments from the member bodies voting.
A feedback form is sent to the body that has been assessed to seek feedback on the assessment process and the performance of the assessors. The completed form is returned to the IECEx Secretariat.

	18
	Appointment recorded at next ExMC meeting.
	IECEx Secretariat
	Recorded in minutes.








Figure 1 – Process flow chart
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2	On-going surveillance assessment of bodies (ExCBs, ExTLs and ATFs)
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This section applies to all ExCBs, ExTLs and ATFs that have been accepted into the IECEx Certified Equipment Scheme. The purpose of ongoing assessments is to satisfy the international Ex community that ExCBs, ExTLs and ATFs maintain their facilities and capabilities that enabled their entry into the scheme. The following two different situations are addressed:
1) ExCBs, ExTLs and ATFs that maintain relevant national accreditation that is found to be acceptable by the IECEx Assessment Team, and through the ExMC vote.
2) ExCBs, ExTLs and ATFs that do not have relevant national accreditation or whose accreditation is not acceptable to the ExMC.
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[bookmark: _Toc39494941][bookmark: _Toc39495625][bookmark: _Toc39495716][bookmark: _Toc39496543][bookmark: _Toc49339673][bookmark: _Toc49344732][bookmark: _Toc50236284]2.2.1	Procedure
The IECEx Secretariat shall, on at least an annual basis confirm the accreditation status and scope of all ExCBs holding national accreditation that are not subject to annual IECEx surveillance assessments.
This may require the IECEx Secretariat seeking confirmation from accreditation bodies, ExCBs, ExTLs and ATFs along with a call for audit reports issued by accreditation bodies and internal audit reports of the ExCBs, ExTLs and ATFs to gain evidence of compliance with ISO/IEC 17025 and ISO/IEC 17065. The ISO/IEC 17065 or ISO/IEC 17021, if applicable, audit reports should provide conclusive evidence that the national accreditation body is including surveillance activities in its assessment. If there is no evidence or coverage, then the IECEx Secretariat shall, if deemed necessary, arrange a witnessed assessment of surveillance activities of manufacturers at an appropriate time in the assessment cycle for the ExCB.
In addition to the above, ExCBs and ExTLs shall advise the IECEx Secretariat of any changes in their organization affecting the ExCB’s or ExTL’s operation in the IECEx Certified equipment Scheme such as the organization of the ExCB, ExTL or ATF, its staff, facilities, quality system, operating procedures, accreditation status.
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The IECEx Secretariat shall review the information to ensure:
· ExCB, ExTL and ATF sites covered by accreditation aligns with the site previously approved by ExMC,
· All clauses of ISO/IEC 17025 for ExTLs and ATFs and ISO/IEC 17065 for ExCBs, as applicable, have been covered,
· Ensure that IECEx requirements are met, and
· Any non-conformances are identified.
Where major non-conformances have been identified, the IECEx Secretariat may consult with the ExAG Convenor, ExAG Deputy Convenor and Executive to decide on such action to be taken and report at the next ExMC meeting. Where the ExCB does not agree with the course of action, the matter may be referred to the IECEx Executive, if requested by the ExCB. During the period of referral to the Executive, the ExAG Convenor and ExAG Deputy Convenor in consultation with the other members of the IECEx Executive shall decide on the status of the ExCB in question. In extreme circumstances the status of temporary suspension may be considered. The ExAG Convenor and ExAG Deputy Convenor shall report at the next ExMC meeting of actions taken.
The IECEx Secretariat will retain a copy of records for a minimum of 10 years for record keeping purposes.
[bookmark: _Toc50236286][bookmark: _Toc244070017][bookmark: _Toc244070217][bookmark: _Toc39494943][bookmark: _Toc39495627][bookmark: _Toc39495718][bookmark: _Toc39496545][bookmark: _Toc49339675][bookmark: _Toc49344734]2.2.3	Surveillance of newly accepted ExCBs and ExTLs with acceptable national accreditation
Due to the difficulty of assessing applicant ExCBs and ExTLs when they have not carried out any IECEx work and the time frame of 5 years for the re-assessment, a one-off special surveillance site visit should be undertaken. The purpose for this visit is to ensure that all relevant IECEx procedures and rules are being followed. This visit will normally take place 12 months after acceptance of the body but may be deferred to a later date if no IECEx work has been undertaken during this period.
[bookmark: _Toc50236287]2.2.4	Re-assessment
On the fifth anniversary of the original assessment site visit or re-assessment site visit of an ExCB, ExTL or ATF, a re-assessment, in accordance with the assessment procedure detailed in Section 1, shall be performed, by an assessment team appointed by the IECEx Secretariat.
[bookmark: _Toc39494944][bookmark: _Toc39495628][bookmark: _Toc39495719][bookmark: _Toc39496546][bookmark: _Toc49339676][bookmark: _Toc49344735][bookmark: _Toc50236288][bookmark: _Toc169092190]2.3	Surveillance of ExCBs, ExTLs and ATFs without acceptable national accreditation
[bookmark: _Toc39494945][bookmark: _Toc39495629][bookmark: _Toc39495720][bookmark: _Toc39496547][bookmark: _Toc49339677][bookmark: _Toc49344736][bookmark: _Toc50236289]2.3.1	Preparation
The IECEx Secretariat shall arrange for an annual on-site surveillance assessment of the ExCB, ExTL and ATF. This should normally be carried out by one member of the previous IECEx assessment team. The assessor shall be appointed by the IECEx Secretariat. The ExCB and ExTL shall agree to cover the costs associated with this on-site assessment and may object to the selection of the appointed assessor, giving reasons for such objection. In such cases the IECEx Secretariat may consult with the ExAG Convenor, ExAG Deputy Convenor and Executive.
The appointed assessor shall carry out an assessment for compliance with ISO/IEC 17025 for ExTLs and ATFs. For ExCBs the assessment shall be conducted according to ISO/IEC 17065 and their ability to comply with IECEx rules and operational documents. The assessor shall then report back to the IECEx Secretariat who may consult with the original IECEx Assessment Team Leader.
The assessor shall prepare a site assessment report using F-004, to the IECEx Secretariat, with copy to the ExCB or ExTL.
The IECEx Secretariat shall, if deemed necessary, arrange a witnessed assessment of surveillance activities of manufacturers at an appropriate time in the assessment cycle for the ExCB.
[bookmark: _Toc39494946][bookmark: _Toc39495630][bookmark: _Toc39495721][bookmark: _Toc39496548][bookmark: _Toc49339678][bookmark: _Toc49344737][bookmark: _Toc50236290]2.3.2	Procedure
The report shall be reviewed by the IECEx Secretariat for completeness and how any issues or non-conformances have been addressed. The report shall be retained for a minimum of 10 years for record keeping purposes by the IECEx Secretariat.
If any issues or non-compliances are identified during the assessment they shall be resolved to the satisfaction of the assessor and assessment team leader.
Where major non-conformances have been identified the IECEx Secretariat may consult with the ExAG Convenor, ExAG Deputy Convenor and Executive to decide on such action to be taken and report at the next ExMC meeting. Where the ExCB or ExTL does not agree with the course of action, the matter may be referred to the IECEx Board of Appeals, if requested by the ExCB or ExTL. During the period of referral to the board of appeals, the ExAG Convenor and ExAG Deputy Convenor in consultation with other members of the IECEx Executive shall decide on the status of the ExCB in question. In extreme circumstances the status of temporary suspension may be considered. The ExAG Convenor and ExAG Deputy Convenor shall report at the next ExMC meeting of actions taken.
[bookmark: _Toc39494947][bookmark: _Toc39495631][bookmark: _Toc39495722][bookmark: _Toc39496549][bookmark: _Toc49339679][bookmark: _Toc49344738][bookmark: _Toc50236291]2.3.3	Re-assessment
On the fifth anniversary of the original assessment site visit or re-assessment site visit of an ExCB, ExTL or ATF a re-assessment, in accordance with the assessment procedure detailed in Section 1, shall be performed, by an assessment team appointed by the IECEx Secretariat.
[bookmark: _Toc39494948][bookmark: _Toc39495632][bookmark: _Toc39495723][bookmark: _Toc39496550][bookmark: _Toc49339680][bookmark: _Toc49344739][bookmark: _Toc50236292][bookmark: _Toc169092191]3	Mid-term surveillance visits for the purposes of auditing
issued CoCs, ExTRs and QARs
[bookmark: _Toc39494949][bookmark: _Toc39495633][bookmark: _Toc39495724][bookmark: _Toc39496551][bookmark: _Toc49339681][bookmark: _Toc49344740][bookmark: _Toc50236293][bookmark: _Toc169092192]3.1	Scope
This section addresses the on-going surveillance of ExCBs and ExTLs in the IECEx scheme via mid-term surveillance auditing of IECEx certificates of conformity (CoCs), ExTRs and QARs. that are issued to support an IECEx certificate of conformity (CoC).
Mid-term surveillance activities apply to all ExCBs and ExTLs irrespective of their surveillance assessment schedule determined by Section 2.
The mid-term surveillance of ExTLs is considered to cover all ATFs under their responsibility.
[bookmark: _Toc39494950][bookmark: _Toc39495634][bookmark: _Toc39495725][bookmark: _Toc39496552][bookmark: _Toc49339682][bookmark: _Toc49344741][bookmark: _Toc50236294][bookmark: _Toc169092193]3.2	Role
The role of mid-term surveillance assessments of issued CoCs, ExTRs and QARs is for the international Ex industry, regulators and all IECEx ExCBs, ExTLs and ATFs to gain confidence that IECEx certificates of conformity are supported by credible tests and assessments, and that the IECEx rules and procedures are followed by all IECEx bodies.
[bookmark: _Toc39494951][bookmark: _Toc39495635][bookmark: _Toc39495726][bookmark: _Toc39496553][bookmark: _Toc49339683][bookmark: _Toc49344742][bookmark: _Toc50236295][bookmark: _Toc169092194]3.3	Approach
The mid-term surveillance shall be conducted in accordance with the procedures outlined below.  and on-site at the ExCB and ExTL premises. It is expected that the midterm assessment will be conducted by one assessor.assessor will be present on-site for a full day and a further half day will be sufficient for combined preparation and reporting activities.
Lead assessors are expected to examine the option of doing a mid-term assessment as a remote assessment and to agree the approach with the IECEx Executive Secretary, 
NOTE OD 032 provides further guidance on the possibility of doing mid-term assessments remotely. 
[bookmark: _Toc39494952][bookmark: _Toc39495636][bookmark: _Toc39495727][bookmark: _Toc39496554][bookmark: _Toc49339684][bookmark: _Toc49344743][bookmark: _Toc50236296][bookmark: _Toc169092195]3.4	The mid-term surveillance assessment schedule
[bookmark: _Toc39494953][bookmark: _Toc39495637][bookmark: _Toc39495728][bookmark: _Toc39496555][bookmark: _Toc49339685][bookmark: _Toc49344744][bookmark: _Toc50236297]3.4.1	ExCBs, ExTLs and ATFs with national accreditation
The mid-term surveillance assessment is scheduled to be carried out on those bodies with national accreditation presently re-assessed every 5 years with annual checking of their accreditation status by the Secretariat.
The mid-term assessment to be scheduled in agreement with the relevant body/ies and is to be carried out not earlier than 2,25 years and not later than 2,75 years from the last assessment/re-assessment. The time required of for an on-site mid-term assessment would normally require the equivalent of one1 full day on site (8 hours on site).) per ExCB and ExTL, that is two days where the ExCB and ExTL are within the one organisation.  However it may be necessary to schedule additional time, for example if the Secretariat has identified problems with issued certificates.

[bookmark: _Toc39494954][bookmark: _Toc39495638][bookmark: _Toc39495729][bookmark: _Toc39496556][bookmark: _Toc49339686][bookmark: _Toc49344745][bookmark: _Toc50236298]3.4.2	ExCBs, ExTLs and ATFs without national accreditation
The CoC, ExTR and QAR reviews detailed in Sections 3.7, 3.8 and 3.9 shall also be conducted on ExCBs, ExTLs and ATFs that are subject to annual surveillance visits due to not holding national accreditation and shall require an additional day on site to be conducted on either the second or third annual surveillance visit.
Mid-term surveillance activities may be undertaken in conjunction with annual surveillance visits as required by Section 2.3.
[bookmark: _Toc50236299][bookmark: _Toc39494955][bookmark: _Toc39495639][bookmark: _Toc39495730][bookmark: _Toc39496557][bookmark: _Toc49339687][bookmark: _Toc49344746][bookmark: _Toc169092196]3.5	Appointment of assessors
One assessor from the ExMC approved list of assessors, appointed by the IECEx Secretariat and agreed to by the ExCB/ExTL, will focus on the technical aspects of the ExTL and ExCB. To reduce costs, and considering issues of impartiality, use may be made of a suitable local assessor who is within reasonable travel distance for the mid-term surveillance assessment.
[bookmark: _Toc39494956][bookmark: _Toc39495640][bookmark: _Toc39495731][bookmark: _Toc39496558][bookmark: _Toc49339688][bookmark: _Toc49344747][bookmark: _Toc50236300][bookmark: _Toc169092197]3.6	Purpose of mid-term surveillance assessment
The purpose of conducting the mid-term surveillance assessment on ExCBs and associated ExTLs is to carry out a technical review of IECEx certification files and the related ExTRs and QARs for technical integrity, completeness, and compliance with IECEx rules and operational documents, thereby instilling confidence within the international Ex industry.
This includes checking that IECEx certificates of conformity are supported by credible tests and assessments.
The conclusion of a mid-term site surveillance assessment the IECEx Assessor will recommend whether or not the scheduled 5-year full re-assessment needs to be brought forward.
When reviewing IECEx certification files, the key aspects of the IECEx certificate of conformity, ExTR, and QAR, as listed below in Sections 3.7, 3.8 and 3.9 should be checked on a sample basis.
The reasons for this are:
the "Ex Department" may not be included in an accreditation body’s visit as often as expected under a sampling approach applied to the whole organization,
the growth in the number of IECEx operational documents and their increasing rate of revision may present problems in ensuring that all relevant staff are properly informed, and that internal procedures and documents are reviewed with sufficient frequency, and
the time needed to properly review all aspects of an organization’s operations related to Ex is not always available under "normal assessments".
[bookmark: _Toc50236301][bookmark: _Toc39494957][bookmark: _Toc39495641][bookmark: _Toc39495732][bookmark: _Toc39496559][bookmark: _Toc49339689][bookmark: _Toc49344748][bookmark: _Toc50236302][bookmark: _Toc169092198]3.7	IECEx certificate of conformity (CoC)
The objective of the review is to check that the information on the sampled certificates is correct and complete as detailed in Form F-013 IECEx Checklist for the Review of IECEx CoCs, ExTRs, QARs.
compared to the following criteria:
For certified equipment certificates
Date of issue is appropriate (that is, not showing in the future).
A test report number and file reference is included.
Manufacturer name detail is consistent with the related ExTR and QAR.
Manufacturer’s site street (not a PO Box) address is given.
Any attached annex has a reference to the CoC number.
Referenced annexes are attached.
Conditions of certification are listed for “X” type certificates.
Equipment description is clear and sufficiently detailed.
No major editorial mistakes (including linking to a draft ExTR).
Correct links to valid ExTR and QAR.
Linked QAR is current.
Manufacturer on CoC matches QAR and QAR covers all manufacturing locations.
Standards listed on CoC match Standards (including edition #) on ExTR.
Scope of certificate matches QAR and ExTR ExCB capability.
Type of protection concept on CoC matches Standards and QAR.
Where more than one issue exists that they are linked and changes explained on CoC.
Statement of limitations is included in CoC for component certificates (“U” type).
Unit verification certificates have been denoted with “V” and include serial #(s).
[bookmark: _Toc50236303][bookmark: _Toc39494958][bookmark: _Toc39495642][bookmark: _Toc39495733][bookmark: _Toc39496560][bookmark: _Toc49339690][bookmark: _Toc49344749][bookmark: _Toc50236304][bookmark: _Toc169092199]3.8	IECEx test and assessment reports (ExTRs)
The purpose of an IECEx test report (ExTR) is to provide a clause-by-clause documentation of the initial evaluation and testing that verified compliance of an item or product with an IEC Ex standard.
[bookmark: _Hlk133846617]When reviewing IECEx certification files, at least the following key aspects of the ExTR should be checked as detailed in Form F-013 IECEx Checklist for the Review of IECEx CoCs, ExTRs, QARs.:
Technical: that the information contained within the ExTR is sufficient to enable a clear conclusion to be drawn that the product is in compliance with the relevant clauses of the Standards listed.
Administrative:
Use of IECEx blank ExTR forms.
Evidence that the ExTL has taken into account relevant ExTAG decision sheets.
Product listed on related CoC matches that on the ExTR.
Standards listed on CoC matches that on ExTR and are appropriate.
ExTR registered on IECEx website.
Drawing list is included.
All parts of the ExTR blank form have been completed. Noting that clauses of the Standard that may not apply to the product have been identified as N/A or other means and that such exclusions are appropriate for the product covered by the ExTR.
Persons listed as conducting the tests and completing the ExTR are those identified by the ExTL as being competent and/or listed on their internal competency matrix.
The ExTL’s associated ExCB indicates final approval of the Ex test report as part of the overall ExTR package on the associated ExTR cover.
[bookmark: _Toc39494959][bookmark: _Toc39495643][bookmark: _Toc39495734][bookmark: _Toc39496561][bookmark: _Toc49339691][bookmark: _Toc49344750][bookmark: _Toc50236305][bookmark: _Toc169092200]3.9	IECEx quality assessment reports (QARs)
The purpose of an IECEx quality assessment report (QAR) is to provide a clause-by-clause documentation of the manufacturing quality system compliance with the requirements of ISO/IEC 80079-34 (or OD 005 for older versions of QARs) to maintain confidence that the manufacturing production of product, listed on an IECEx CoC will continue to comply with the Standards listed on the CoC.
When reviewing IECEx certification files, the key aspects of the QAR should be checked as detailed in Form F-013 IECEx Checklist for the Review of IECEx CoCs, ExTRs, QARs.at least the following key aspects of the QAR should be checked.
Technical: that the information contained within the QAR is sufficient to enable a clear conclusion to be drawn that the manufacturing production procedures are in compliance with ISO/IEC 80079-34 or OD 005.
Administrative:
Use of IECEx blank QAR forms.
Evidence that the ExCB has considered relevant ExTAG decision sheets.
Product or protection techniques listed on related CoC match those on the QAR.
Manufacturing location(s) listed on the CoC match those on the QAR.
QAR is registered on IECEx website.
Duration between surveillance audits of the manufacturers complies with IECEx rules, for example, maximum 12 month intervals where the manufacturing site(s) does NOT hold ISO 9001 certification and 18 month maximum intervals where the manufacturing site(s) do hold ISO 9001 certification.
All parts and sections of the QAR blank form have been completed. Noting that clauses of the Standard that may not apply to the product have been identified as N/A or by other means and that such exclusions are appropriate.
Persons listed as conducting the audits and completing the QARs are those identified by the ExCB as being competent and or listed on their internal competency matrix.
Audit report findings and NCRs have been closed out.
[bookmark: _Toc39494960][bookmark: _Toc39495644][bookmark: _Toc39495735][bookmark: _Toc39496562][bookmark: _Toc49339692][bookmark: _Toc49344751][bookmark: _Toc50236306]3.10	Reporting
A report using the format contained in IECEx OD 204F-012 together with completed checklists, IECEx OD 205F-013, should be forwarded to the IECEx Secretariat within six weeks of the site assessment. If there are any reasons for delay the assessor should contact the IECEx Secretariat explaining the reasons.
[bookmark: _Toc39494961][bookmark: _Toc39495645][bookmark: _Toc39495736][bookmark: _Toc39496563][bookmark: _Toc49339693][bookmark: _Toc49344752][bookmark: _Toc50236307][bookmark: _Toc169092201]3.11	Conclusion of the mid-term assessment
The IECEx Assessor submits their recommendation to the IECEx Secretariat with the IECEx SecretariatIECEx Secretariat responsible for any follow up actions, including the re-scheduling of the planned re-assessment should this be recommended by the assessor and agreed by the Executive Secretary. Where there is disagreement between the assessor and ExCB and/or ExTL, the Executive Secretary shall refer the matter to the IECEx Executive for a decision on the course of action.
[bookmark: _Toc49344753][bookmark: _Toc50236308][bookmark: _Toc169092202][bookmark: _Toc39494962][bookmark: _Toc39495646][bookmark: _Toc39495737][bookmark: _Toc39496564][bookmark: _Toc49339694]4	Pre-assessment
[bookmark: _Toc49344754][bookmark: _Toc50236309][bookmark: _Toc169092203]4.1	Scope
This section is to be applied for the optional pre-assessment of applicant ExCBs, ExTLs and ATFs prior to their acceptance in the IECEx Certified Equipment Scheme.
[bookmark: _Toc49344755][bookmark: _Toc50236310][bookmark: _Toc169092204]4.2	Role
The role of pre-assessment is for an applicant ExCBs, ExTL and ATFs to determine their readiness for an initial assessment. The pre-assessment may be focused on areas requested by the applicant, recommended by the IECEx Secretariat and/or the IECEx Assessor.
[bookmark: _Toc49344756][bookmark: _Toc50236311][bookmark: _Toc169092205]Procedure
	Step
	Activity
	By whom
	Desired outcome

	
	Request submitted to IECEx Secretariat

	1
	Verify that pre-assessment is appropriate.
NOTE It is possible for a pre-assessment to be done prior to an application being made to IECEx. 
	IECEx Secretariat
	IECEx Secretariat reviews application or request from applicant body and recommends pre-assessment.


	2
	Determine scope of Pre-Assessment.
NOTE It is intended that the pre-assessment use a similar approach to a normal assessment but focusing on areas requested by the applicant. It may also include the provision of information about the Scheme and typical areas that need attention. If the pre-assessment is done in this way the assessor may be included in the initial assessment team. However, if the assessor takes on a consulting or assisting role he/she shall not be part of the IECEx assessment team.
	IECEx Secretariat
	IECEx Secretariat recommends scope of pre-assessment.


	3
	Invoice prepared for the application fee.
	IECEx
Secretariat
	Invoice to applicant ExCB and/or ExTL.

	
	Pre-Assessment

	4
	If applicant agrees to a pre-assessment, IECEx Secretariat informs the applicant body of suitable experienced assessors.
	IECEx Secretariat
	Applicant body finds a suitably experienced assessor.

	5
	The applicant body engages the assessor directly and the assessment takes place.
	IECEx Assessor
	IECEx Assessor provides report of findings to applicant body and IECEx Secretariat. No formal reporting of findings is required to be retained by the IECEx Secretariat.
IECEx Assessor notifies IECEx Secretariat as this may impact the composition of the assessment team for the Initial Assessment.


[bookmark: _Toc49344757][bookmark: _Toc50236312][bookmark: _Toc169092206]5	Notes to assessors
[bookmark: _Toc39494963][bookmark: _Toc39495647][bookmark: _Toc39495738][bookmark: _Toc39496565][bookmark: _Toc49339695][bookmark: _Toc49344758][bookmark: _Toc50236313][bookmark: _Toc169092207]5.1	Scope
This section provides instructions to assessment teams and assessment team leaders. Further guidance for assessors can be found in IECEx OD 032, Guidelines and information for IECEx assessments.
[bookmark: _Toc39494964][bookmark: _Toc39495648][bookmark: _Toc39495739][bookmark: _Toc39496566][bookmark: _Toc49339696][bookmark: _Toc49344759][bookmark: _Toc50236314][bookmark: _Toc169092208]5.2	Instructions for assessment teams
It is recognized that assessors have been approved by ExMC based on their knowledge, experience and expertise and therefore ExMC relies on the wisdom and judgement of all assessors, especially lead assessors, for conducting meaningful and credible assessments.
While credibility of an assessment is paramount, the assessment process must also be mindful of containing assessment costs as well as maintaining consistency among assessments. The following guidance instructions are provided with these issues in mind.
[bookmark: _Toc39494965][bookmark: _Toc39495649][bookmark: _Toc39495740][bookmark: _Toc39496567][bookmark: _Toc49339697][bookmark: _Toc49344760][bookmark: _Toc50236315][bookmark: _Toc169092209]5.3	Instructions for IECEx assessment team leaders
Assessment team leaders have the additional task of coordinating the assessment process of the ExCB or ExTL under assessment by their team.
Once an assessment team has been appointed, the team leader should contact his/her team members and the applicant ExCB, ExTL and/or ATF Body as soon as possible. It is the team leader’s responsibility to ensure that all team members have the following:
· Copies of the ExCB, ExTL and/or ATF applications and supporting documentation for initial assessments
All team members must have the following:
· Technical capability document,
· Rules and ODs applicable to the scope of the assessment, e.g. IECEx 02,
· IECEx assessment procedure, IECEx OD 003-2,
· IECEx OD 032, Guidelines and information for IECEx assessments, and
· Relevant ISO/IEC Standards, particularly ISO/IEC 17025 and ISO/IEC 17065.
An assessors’ package of relevant documents is available from the IECEx website at www.iecex.com/members-area/new-document-library-page/assessors-package.
The team leader generally acts as the contact between the assessment team members and applicant ExCB, ExTL or ATF and is responsible for all correspondence.
The team leader should liaise with the IECEx Secretariat and applicant ExCB or ExTL regarding the assessment programme and estimated costs (assessment fees and travel costs). The ExCB or ExTL should reach agreement with the IECEx Lead Assessor on costs before assessment work commences.  Assessments are normally carried out onsite.  However, in some cases an assessment may be carried out remotely with agreement of the IECEx Secretariat.  Guidance on this is provided in OD 032.
The team leader shall ensure that the assessment procedures, detailed in this document are followed and that the approach of assessments is one of seeking evidence of compliance with requirements. This includes reporting how the requirements of ISO/IEC Standards, the technical capability document and the rules and ODs are satisfied and implemented.
It is expected that most of the consultation between team members would be via email.
As part of the assessment procedure, it is the responsibility of the team leader to provide the IECEx Secretariat with an IECEx assessment report for the ExCB, ExTL and/or ATF their team have assessed.
To assist IECEx assessment teams, the IECEx Management Committee has appointed IECEx ExAG with the task acting as a reference body for assessment teams. In addition, the IECEx Secretariat and other IECEx Officers are always willing to provide assistance. Therefore, the team leader should feel free to make use of this assistance throughout the course of their assessments.
[bookmark: _Toc39494966][bookmark: _Toc39495650][bookmark: _Toc39495741][bookmark: _Toc39496568][bookmark: _Toc49339698][bookmark: _Toc49344761][bookmark: _Toc50236316]5.3.1	ExCBs, Certified Equipment Scheme
Assessments of ExCBs are aimed at demonstrating compliance with ISO/IEC 17065 and IECEx 02 for the Certified Equipment Scheme. This includes verifying:
· Declaration as per Annex A of IECEx 02
· An agreement between the ExCB and a recognized ExTL and/or ATF (where separate)
· An organizational chart (NOTE Where the ExCB is also an ExTL the organizational chart shall demonstrate independence of testing and certification up to at least manager level)
· Complementing the above, procedures addressing the issue that persons involved in the decision to certify should not have had any involvement in past testing and assessment for the particular product
· Certification procedure (IECEx 02, IECEx OD 009)
· Procedures for assessing manufacturers quality plans, these to include the evaluation of documents that attest to a manufacturer’s certification/registration to such as ISO 9001 (ISO/IEC 80079-34, IECEx OD 025)
· Procedures for completing an independent review of ExTRs
· Procedures for retaining, recording, filing and reporting such things as ExTRs, QARs and IECEx certificates of conformity
· Procedures for carrying out periodic surveillance of the manufacturer’s quality plans (IECEx Operational Documents OD 009, OD 025, OD 026 and ISO/IEC 80079-34)
· Procedures for dealing with changes to certified Ex
· Methods for ensuring impartiality in accordance with the requirements of ISO/IEC 17065
· Confidentiality procedures when keeping technical documents, etc.
· Procedures for suspending or cancelling a certificate of conformity
· Procedures for dealing with ExTRs and QARs for the purpose of issuing their own national certification, and
· Procedures for national certification and approval, including whether foreign manufacturers are required to make application through a resident agent
The IECEx assessment team shall also review the ExCB’s ability to perform assessment of quality management systems covering the manufacturer of Ex apparatus. This shall include verifying:
· Understanding of the differences between auditing of quality management systems to ISO 9001 and quality plans associated with product certification systems
· Assessing the ExCB’s system for the appointment of auditors to audit manufacturers under the IECEx scheme (noting that IECEx require that all ExCB auditors appointed to audit manufacturers are required to have up-to-date Ex technical expertise for the types of protection in the scope – refer IECEx OD 025)
· A thorough understanding by the ExCB’s auditors of the requirements of ISO/IEC 80079-34, IECEx OD 025 and IECEx OD 009
· Experience with operating product certification programmes incorporating surveillance of manufacturers
· The assessment should also conduct a technical interview of some or all ExCB auditors to determine their level of both Ex knowledge and requirements of ISO/IEC 80079-34 and IECEx OD 025
[bookmark: _Toc39494967][bookmark: _Toc39495651][bookmark: _Toc39495742][bookmark: _Toc39496569][bookmark: _Toc49339699][bookmark: _Toc49344762][bookmark: _Toc50236317]5.3.2	ExTLs/ATFs, Certified Equipment Scheme
Assessments of ExTLs and ATFs are aimed at demonstrating compliance with ISO/IEC 17025, the technical capability documents and verification of the requirements of IECEx 02. This includes verifying:
· Declaration as per Annex B (ExTL) or Annex D (ATF) of IECEx 02
· An organizational chart (NOTE Where the ExCB is also an ExTL the organizational chart shall demonstrate independence of testing and certification up to at least manager level)
· Information as per Annex C of IECEx 02
· A statement respecting the confidentiality of any information they obtain and how this is achieved
· Methods for ensuring impartiality in accordance with the requirements for ISO/IEC 17025
· Suitable facilities are available and the necessary test and measuring equipment for the scope are available
· That the laboratory has appropriately qualified and experienced staff with intimate knowledge of testing and assessing Ex equipment
· Implementation of IECEx operational documents and ExTAG decisions into their own documentation structure, and
· Implementation of testing procedures and acceptance of test facilities at national level
[bookmark: _Toc39494970][bookmark: _Toc39495654][bookmark: _Toc39495745][bookmark: _Toc39496570][bookmark: _Toc49339700][bookmark: _Toc49344763][bookmark: _Toc50236318][bookmark: _Toc169092210]5.4	Assessor fees
Assessor fees (payable by the ExCB and ExTL) for mid-term assessments are defined in IECEx OD 019.
[bookmark: _Toc39494971][bookmark: _Toc39495655][bookmark: _Toc39495746][bookmark: _Toc39496571][bookmark: _Toc49339701][bookmark: _Toc49344764][bookmark: _Toc50236319][bookmark: _Toc169092211]5.5	Closing comment
The above instructions for team leaders, regarding seeking evidence of compliance with requirements, apply to all assessors. Team members are reminded that the IECEx Lead Assessor is responsible for liaison between the assessment team and the applicant ExCB, ExTL and ATF. Points of non-compliance raised by any team member must be immediately brought to the team leader’s attention who will then raise the non-conformity with the applicant ExCB, ExTL and ATF.
An effective and timely assessment requires the cooperation of all those participating in the assessment, especially all members of the assessment teams. Therefore, it is most important that assessment team members respond quickly to correspondence and requests from their team leaders. Should any assessor have difficulty in meeting their obligations they are requested to contact their IECEx Lead Assessor immediately and advise the IECEx Secretariat.
Assessing of ExCBs, ExTLs and ATFs is an extremely important process and greatly assists in establishing and maintaining the IECEx System’s credibility. The ExAG, IECEx Chair and Officers are all available should assessors require assistance. Assessors may contact the IECEx Secretariat if they need assistance at any stage of the assessment process.
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Participation in the IECEx Proficiency Testing SchemeProgramme, according to IECEx Operational Document OD 202 is a mandatory requirement of all existing and applicant ExTLs and ATFs. Assessment teams are required to check this as part of the assessment of applicant and existing ExTLs and ATFs.  
Information on the historical IECEx Proficiency Testing Programmes that may apply can be provided by IECEx Secretariat, the ExTAG WG 10 Convenor, or obtained from the PTP website (https://www.ex-proficiency-testing.ptb.de/general/). A possible option is to include artefacts from previous programs as part of witness testing. See Annex B for examples. 
For application bodies that have not been fully involved with the PTP, the following guidance is provided on how to assess them.
The following is the requirement from IECEx OD 202:
Applicant ExTLs and applicant ATFs shall, prior to completion of the assessment process
–	complete the programmes relevant to the scope of their application; or
–	demonstrate satisfactory compliance by other means with past programmes, for example by demonstrating tests on programme artefacts as part of the assessment process.
For demonstrating tests on programme artefacts, tests used in the PTP should be nominated by the assessment team. Attempts should be made to include tests from all relevant programmes but a complete set of tests from each programme is not likely to be practical and so is not required. However, even with a reduced number of tests, additional time is likely to be necessary for the initial assessment to address all relevant programmes.
The tests may be carried out on artefacts that are on loan from another ExTL. As a guide, the results of the tests can be compared with the assigned value where it exists in the report of the programme. But care will need to be taken in the conclusions drawn from this testing, recognising that a number of factors may affect the result, for example:
· The homogeneity of the artefact cannot be assured if it is not a new sample from PTB
· There may be fewer tests applied than required by the full programme
· The programmes provide for two rounds to permit improvement for the results, but this will not occur at an assessment
It should, however, be possible to draw useful conclusions from the testing which can provide confidence in current competence and potential areas for further improvement. Where errors in testing procedures are identified during the testing, these should be raised as formal issues for the assessment in the normal way.
Annex B provides an example of how appropriate sampling of PTP programmes may be applied. This is an example of an actual assessment which required two additional days on site for two assessors to accommodate the testing. Programmes 1 and 2 had been closed when this testing was proposed.
NOTE 1 It is anticipated the bodies will have prior/current involvement in IECEx or similar proficiency testing programmes to satisfy the requirements of ISO/IEC 17025.
NOTE 2 PTB will provide appropriate information to the IECEx Secretariat for bodies about to undergo assessment or re-assessment regarding the performance in completed programmes. The Secretariat will provide this information to the assessment team.
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An audit of the records held by the Secretariat is to be conducted by representative(s) of the IECEx Executive on a periodic basis, with the proviso that only members of the Executive who are not assessors can perform this audit. This audit would focus on the assessment process with particular reference to the records kept at the IECEx Secretariat. A report of this audit will be provided to the ExMC members. The audit and associated report will address compliance of the IECEx processes with this OD and report on areas of non-compliance, and will also report on any potential areas for improvement that may be identified during the assessment. The audit is conducted under the oversight of the IECEx Chair.
[bookmark: _Toc39494974][bookmark: _Toc39495658][bookmark: _Toc39495749][bookmark: _Toc39496574][bookmark: _Toc49339704][bookmark: _Toc49344767][bookmark: _Toc50236322][bookmark: _Toc169092228][bookmark: _Toc39494975] 
Application review reports for applications to join IECEx 02 Scheme
(To be completed by the IECEx Secretariat)
IECEx Certification Body (ExCB) application review report
Applicant ExCB:
Report prepared by:	Date:
	Information provided
	Yes
	No
	Comments

	
	
	
	

	a)	Description of ExCB:
	
	
	

	· 	Legal status
	
	
	

	· 	Address
	
	
	

	· 	Compliance with
ISO/IEC 17065
	
	
	

	· 	Relationship between ExCB, ExTL and/or ATF
	
	
	

	· 	Responsibilities at national level and national schemes operated
	
	
	

	· 	Arrangements for appeal
	
	
	

	· 	Recognition of IECEx TRs for issuing own certification
	
	
	

	· 	Documents available for supporting information-existing accreditation
	
	
	

	
	
	
	

	b)	IEC Standards applied for
	
	
	

	
	
	
	

	c)	A statement that ExCB will recognize ExTRs from other ExCBs
	
	
	

	
	
	
	

	d)	A list of Standards accepted for use in IECEx, including details of edition and amendments which are accepted in whole or part by the body when issuing its certificates or approvals. National differences shall be declared for inclusion in the IECEx Bulletin
	
	
	

	
	
	
	

	e)	Statement of number of certificates issued over past 2 years for standards listed
in b)
	
	
	

	
	
	
	

	f)	Statement that the ExCB will abide by the rules
	
	
	

	
	
	
	

	g) Endorsement by National body
	
	
	


NOTE 1 This application review is limited to the extent of determining whether information has been provided as required by the application forms, which thereby enables the applicant to be listed on the IECEx System as an applicant body. Therefore a full assessment of documentation has not been carried out at this stage.
NOTE 2 Comments made above are those that immediately come to mind during the application review and are provided for immediate feedback. Responses to those highlighted (if any) would be appreciated.
Conclusion of application review:

IECEx Testing Laboratory (ExTL) application review report
Applicant:
Prepared by:	Date:
	Information provided
	Yes
	No
	Comments

	
	
	
	

	a)	Description of laboratory, including organization chart about:
	
	
	

	· 	Relationship between laboratory and ExCB
	
	
	

	· 	Legal status 
	
	
	

	· 	Address(es)
	
	
	

	· 	Responsibilities concerning testing
	
	
	

	· 	Demonstrate compliance with ISO/IEC 17025
	
	
	

	· 	Documents for supporting information, e.g. existing accreditation
	
	
	

	·  	Information on ATFs, as applicable
	
	
	

	
	
	
	

	b)	A list of IECEx Standards which the laboratory intends to conduct tests for the relevant ExCB
	
	
	

	
	
	
	

	c)	Information required by Annex C IECEx 02
	
	
	

	
	
	
	

	d)	Number of Ex test reports for each type of protection issued over past 2 years for standards listed in b)
	
	
	

	
	
	
	

	e)	Statement that the laboratory will abide by the rules
	
	
	

	
	
	
	

	f) Endorsement by National body
	
	
	


NOTE 1 This application review is limited to the extent of determining whether information has been provided as required by the application forms, which enables the application to be listed on the IECEx System as an applicant body. Therefore a full assessment of documentation has not been carried out at this stage.
NOTE 2 Comments made above are those that immediately come to mind during the application review and are provided for immediate feedback. Responses to those highlighted (if any) would be appreciated.
Conclusion of application review:

IECEx Additional Testing Facility (ATF) application review report
Applicant:
Prepared By:	Date:	
	Information provided
	Yes
	No
	Comments

	
	
	
	

	a)	Description of laboratory, including organization chart about:
	
	
	

	· 	Relationship between ATFlaboratory and ExTL
	
	
	

	· 	Legal status 
	
	
	

	· 	Address(es)
	
	
	

	· 	Responsibilities concerning testing
	
	
	

	· 	Demonstrate compliance with ISO/IEC 17025
	
	
	

	· 	Documents for supporting information, e.g. existing accreditation
	
	
	

	
	
	
	

	b)	A list of IECEx Standards which the laboratory intends to conduct tests for the relevant ExTL
	
	
	

	
	
	
	

	c)	Information required by Annex C IECEx 02
	
	
	

	
	
	
	

	d)	Number of Ex test reports for each type of protection issued over past 2 years for standards listed in b)
	
	
	

	
	
	
	

	e)	Statement that the laboratory will abide by the rules
	
	
	

	
	
	
	


NOTE 1 This application review is limited to the extent of determining whether information has been provided as required by the application forms, which enables the application to be listed on the IECEx System as an applicant body. Therefore a full assessment of documentation has not been carried out at this stage.
NOTE 2 Comments made above are those that immediately come to mind during the application review and are provided for immediate feedback. Responses to those highlighted (if any) would be appreciated.
Conclusion of application review:
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How appropriate sampling of PTP programmes may be applied

	The tests from the proficiency programme are:
	Additional detail on tests/assessments

	1. Programme 3 – flame transmission (with nozzles that I will supply) (with reduced number of tests)
	Test to be done in accordance with PTB_Ex_PTS_Procedure_Instruction_FT_2013-08-01 but tests reduced from 10 to 5 for each nozzle.

	2. Programme 4 – temperature classification
	Test to be done in accordance with PTB_Ex_PTS_Procedure_Instruction_TC_2013_Version_2 but with test on glass surface only.

	3. Programme 5 – electrostatic charge on a two samples
	Test to be done in accordance with PTB_Ex_PTS_Procedure_Instruction_EC__2016-02-05__Update but surface resistance test only to IEC 60079-0 edition 7.0 on each of the two samples.

	4. Programme 6 - intrinsic safety (this is assessment, but we can review results and discuss)
	Assessment to be done in accordance with PTB_Ex_PTS_Procedure_Instruction_IS_2015__2015-11-12. 

	5. Programme 7 – explosion pressure (with reduced number of tests)
	Test to be done in accordance with PTB_Ex_PTS_Procedure_Instruction_EP2017__2017-11-28 using 3.3.1 Configuration a), Pipe A and the following tests:
• Three (3) ignition tests with explosive mixture (1) (ethylene 8 % ± 0,5 %) at normal ambient temperature (ignition side 1)
• Three (3) ignition tests with explosive mixture (1) (ethylene 8 % ± 0,5 %) for use at an ambient temperature of –40 °C (ignition side 1)

	6. Programme 8 – pressurized enclosure (possibly with reduced number of tests)
	Test to be done in accordance with PTB_Ex_PTS_Procedure_Instruction_PE_PHASE_II__2018-09-26 but with reduced testing as follows:
1. Determination of leakage flow rate according to IEC 60079-2, Clause 16.3.1
3. Filling with He until concentration of at least 70 % is reached at each measuring point. Purging with air until concentration of He is less than 1 % (IEC 60079-2, Clause A.2) according to IEC 60079-2, Clause 16.4.
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