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Introduction
The issue of on-going surveillance of ExCBs and ExTLs has been the subject of previous ExMC discussions along with the principle of IECEx conducting reviews of issued ExTRs and QARs that support the issuing of IECEx Certificates of Conformity.

There has been general agreement for document reviews to be included as part of the surveillance of Bodies, to justify the 5 year interval between re-assessments.
This document proposes the detailed procedure for the surveillance audits of ExTRs and QARs for inclusion in the IECEx Assessment Procedures, OD 003 and is issued to ExMC Members for initial consideration during the 2005 Buxton ExMC Meeting.
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SECTION 3 – SURVEILLANCE AUDITS OF ISSUED ExTRs AND QARs

3.1
Scope   This Section applies to all ExCBs and ExTLs that have been accepted into the IECEx Scheme.  The purpose of conducting surveillance assessments of issued ExTRs and QARs is for the International Ex industry, Regulators and all IECEx Member ExCBs and ExTLs 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.

3.2
Procedures   During each calendar year the ExMC Secretary shall arrange for ExTR and QAR documents, relating to an issued IECEx Certificate of Conformity, from each ExCB to be subjected to a technical review.  

3.3
Sampling    The method of sampling ExTRs and QARs shall be as follows:

	Number of IECEx CoCs Issued
	Minimum Number of ExTRs and QARs to be reviewed

	1 to 5
	1of each

	6 to 20
	2of each

	21 or more
	5% of number of issued CoCs



Note: It is intended that over the course of the 5 year surveillance period of ExCBs and ExTLs, that at least 1 set of CoC and supporting ExTR and QAR will be reviewed for each Ex protection concept within the scope of the ExC and ExTL
3.4
Review Criteria   
The criteria for such review shall include the following:

a) That the ExTR and QAR show clear relationship to the product(s) covered by the IECEx CoC

b) The ExTR and QAR are complete and address all clauses and requirements of both the IEC Standard shown on the CoC and the Quality System requirements of OD 005
c) ExTR provides sufficient information on the evidence of compliance with the requirements of Standards, eg inclusion of details of tests such as identification of samples used for testing, equipment used, measured results etc

d) That ExTRs use the IECEx approved format, noting that Section 1 of the ExTR blanks (available on the IECEx website) has been used.

e) A general appreciation for technical compliance is available, eg that an item intended as submersible or exposed to weather has an appropriate IP rating.

f) QARs clearly show the locations of the manufacturing sites audited.

g) QARs contain sufficient information to give the reader confidence that the auditor has conducted a thorough audit, eg recording of individual procedures reviewed during the audit, recording of persons interviewed during the audit, etc.

h) That the ExTRs and QARs give sufficient information for the reviewer to feel that the IECEx Rules, Operational Documents and ExTAG Decisions have been met.

i) The CoC shall also be reviewed as part of the ExTR and QAR review for consistency between ExTR, QAR and CoC.

j) The CoC shall also clearly identify what product(s) are covered by the certificate with any conditions listed to be clear and appropriate. 

3.5
Outcome of the Review   The Reviewer shall prepare a brief report of the findings which fall under the following two categories

a) Review is Satisfactory, No Major Issues Raised – Where the review has been found to be satisfactory even with some minor issues raised, eg that the ExTR or QAR should have contained a little more information to be complete, then the report shall indicate the result and any areas where improvements could be made.  This report shall be submitted to the ExMC Secretary with a copy to the ExCB and ExTL responsible for the ExTR and QAR.

The ExMC Secretary shall retain copies of the report on file at the Secretariat Office for a minimum of 5 years.

General findings shall be included in an annual report to the ExMC.  
b) Review is Un-satisfactory, with Major Issues Raised -   Where major issues have been identified that may suggest that Ex products NOT complying with the IEC Standards listed in the CoC which either have been or there is a potential of being released to the market, the Reviewer shall immediately notify the ExMC Secretary who shall form a Task Group consisting of

· IECEx Chairman and Officers

· Reviewer

· ExCB and ExTL responsible

· Any other experts nominated by the IECEx Chairman

This Task Group shall be led by the ExTAG Chairman and shall examine the details surrounding the issues raised and arrive at a course of action to be taken, either by the ExCB responsible or the ExMC Secretariat.  Such action may include, re-assessment by the ExCB and ExTL responsible, suspension or cancellation of the CoC etc.

Such action shall be recorded by the ExMC Secretary and included in the annual report to the ExMC

3.6 
Funding   A Reviewer or his organisation is entitled to the following compensation as contributing towards the time spent conducting the review, issuing a report and any follow up action that may be required.

3.6.1 Initial Review and Issue of a Report –  Review of CoC and its supporting ExTRs and QAR shall be CHF 1’000 in total.  This amount shall be paid from the IECEx General Funds as part of the overall operational costs of the Scheme.  Payments shall be managed by the ExMC Secretariat in consultation with the IECEx Treasurer. 

3.6.2 Follow up action to resolve any outstanding issues identified in 3.5 b) above – Where follow up action of a substantial nature is required, eg reviews of additional ExTRs and QARs or site visits, such costs shall be paid by the ExCB or ExTL responsible for the CoC, ExTR and QAR that are in question, subject to their prior agreement.  Any such follow up actions shall be managed by the ExMC Secretariat in consultation with the IECEx Chairman and Officers.
