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Introduction

Based on earlier work conducted by Dr Wolf Dill the following document was prepared and sent to WG 6 Members for comment in June 2005. It has been prepared to reflect the comments received on ExTAG (Brdo/WG6) 04 and ExTAG (Brdo/WG6) 06 and is for discussion during the ExTAG Buxton Meeting to be held in October 2005. 

This document has been re-issued to correct the Document Reference Number from ExMC/76/CD to ExTAG/76A/CD. There have been no other changes to this document.
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Draft IECEx OPERATIONAL DOCUMENT

IECEx Rules of Procedure covering the use of “Other Testing Laboratories” for the purpose of third party assessment and certification. (e.g. manufacturers or users laboratories)

1
 Introduction

Because of the high risks connected with the hazards of using electrical equipment in potentially explosive atmospheres. Therefore organizations using “Other Testing Laboratories” such as “Manufacturers laboratories”, End-user laboratories and ExTL expect a very specific high level of competence of these external bodies in order to develop confidence.

2
Terms and Definitions

ExTL(A)



Ex Testing Laboratory accepted by the IECEx

Scheme acting on request of an ExCB and using 

an “OTL”.
Other Testing Laboratory (OTL)


A Testing laboratory which is not the

ExTL(A).It shall be an organisation  suitable to be used for testing.

For the purpose of this OD, “OTLs” are restricted to the following types:

A Manufacturer Testing Laboratory 

An End-User Testing Laboratory 

(An ExTL(B) different from ExTL (A)) to be developed
 “OTL” Procedures:

Testing on “OTL” Premises

On request from an ExCB, testing is done by ExTL(A)

staff at the “OTL” premises (TOP) with its own or OTL” equipment. 

Witness “OTL” 
Testing On request from an ExCB, staff of does testing “OTL” but ExTL(A) staff control and witnesses all tests done by the “OTL”, (WOT) which uses its own  equipment.

Supervised “OTL” Testing
A representative of an accepted ExCB supervises the quality system, the laboratory testing process and witnesses some part of each agreed testing program at “OTL” laboratory, (SOT) which uses its own equipment.

3 General Rules

3.1 
Provisions applicable to the ExCB or to the ExTL

1. The decision to use an “OTL” shall be made by an ExCB accepted in the IECEx Scheme for the particular standard / type of protection for which this ExCB shall be able to demonstrate at least 5 years of experience.

2. The ExCB staff, supervising the quality management system of the Laboratory and the laboratory testing process and witnessing some part of each agreed testing program at the “OTL” which uses its own equipment, shall be able to demonstrate at least 3 years of experience for that standard / type of protection.

3. This ExCB decides upon which “OTL” will be used and shall have an agreement with this “OTL” , prior to its use, that describes the activities and defines responsibilities. 

4. This ExCB may decide to request an ExTL to act on its behalf.

 For the purpose of this OD this ExTL is designated as ExTL(A). 

In this case the ExTL(A) shall be a part of the agreement specified in article 

5.
If the ExTL is not integrated to the ExCB or is not owned by the ExCB it is a

 
also, a signatory of the agreement.

6. The ExTL(A) shall be accepted in the IECEx Scheme for the particular standard / type of protection for which this ExTL shall be able to demonstrate at least 5 years of experience and that it is completely equipped for testing this type of protection.

7. The ExTL(A) staff, actually performing the full test in an “OTL” or witnessing all tests done by an “OTL” or supervising  the quality management system, the laboratory testing process and witnessing some part of each agreed testing program at the “OTL” which uses its own equipment, shall be able to demonstrate at least 3 years of experience in testing with the ExTL(A) equipment for that standard / type of protection.

8. The ExTL(A) shall have ISO/IEC 17025 procedures adequately covering off-site work,

9. The ExCB has the responsibility to assess the “OTL”.

3.2 
General Provisions applicable to “OTL”

1. To be accepted in the IECEx Scheme an “OTL shall be fully assessed initially by the ExCB.

2. The OTL shall demonstrate to the ExCB it complies to the requirements of ISO/IEC 17025 for the given scope.

3. The OTL shall demonstrate to the ExCB it is fully equipped to perform testing for the given standard or part of standard

4. To be maintained in the Scheme the “OTL shall be assed once a year by the ExCB.

5. Every three years the “OTL shall be fully re-assessed by the ExCB and by a team designated by the IECEx. The ExCB is a member of the team.  

 
Specific Provisions applicable to “OTLs” (manufacturer or end user)

3.3.1 “OTL”

a) TOP  
The ExCB for a given job defines the testing program

The ExTL(A) conducts the testing 

The test report shall be signed by the ExTL(A)

The test report shall be authorized by the ExTL(A)

The ExCB, upon successful completion of the QAR, issues the IECEx Certificate

The presence at individual job is 100%

The manufacturer shall be fully equipped to standard or relevant part of standard

The manufacturer may have agreement with more than one ExCB in that event the manufacturer must be assessed 

for ISO/IEC 17025 and relevant TGDs by each ExCB. 

The manufacturer shall be supervised and trained through respective EXCB’s

No direct participation to ExTAG is requested from the Manufacturer 

Participation to ExCB Proficiency testing is requested, may not be required for end user OTLs.

b) WOT 

The ExCB for a given job defines the testing program

The manufacturer conducts the testing under the control and witness of the ExTL (A)

The Manufacturer and ExTL (A) shall sign the test report

The ExTL (A) shall authorize the test report

The ExCB, following successful completion of the QAR, issues the IECEx Certificate

The presence at individual job is 100%, except for duration of ageing tests

The manufacturer shall be equipped to standard or relevant part of standard

The manufacturer may have agreement with more than one ExCB. In that event each ExCB must assess the manufacturer for ISO/IEC 17025 and relevant TGDs 

The manufacturer shall be supervised and trained  through respective ExCB

No direct participation to ExTAG is requested from the  Manufacturer

Participation to ExCB  Proficiency testing  is requested, may not be required for end user OTLs.

c) SOT (May not apply to end user OTLs with small volumes)

The supervision program is defined by the ExCB in agreement with the Manufacturer

The manufacturer conducts testing under control of ExCB 
Some part of each testing program must be witnessed on 

Site by the ExCB  or the ExTL(A) , if any

The Manufacturer shall sign the test report

Manufacturer shall authorize the test report

The ExCB upon satisfactory completion of the QAR issues the IECEx Certificate

The supervision is under the responsibility of the ExCB which may delegates it to an ExTL(A)

The manufacturer shall be fully equipped to standard or relevant part of standard

The manufacturer may have agreement with more than one ExCB. In that event each ExCB must assess the manufacturer independently for ISO/IEC 17025 and relevant TGDs 

The manufacturer shall be supervised and trained through respective ExCBs

No direct participation to ExTAG is requested from the  Manufacturer.

Participation to ExCB  Proficiency testing  is requested, may not be required for end user OTLs.

In the case of low volume, the assumption is made that the end-user may produce the product for his own use.

Note: In The case where the equipment of a manufacturer needs to be tested on the end-user premises need to be addressed similarly

3.3.2 “OTL” is an ExTL(B) (to be developed)

3.4 Provisions applicable to information obligation

1. When an ExcB decides to use an “OTL” it shall get the agreement of its customer

Beforehand.
2. The use of “OTL” must be disclosed in the ExTR and in the IECEx Certificate

3. IECEx secretariat shall be informed about number and type of tests conducted in “OTL” every year. IECEx assessors for assessments of ExCBs and ExTLs using this OD shall take the information into account

4. When using an “OTL” the relevant contract shall be notified beforehand to IECEx Secretariat. 

5. A list of “OTLs” by nature shall be made available to ExCBs by the IECEx

 Secretary

6. The IECEx Secretariat shall arrange all the necessary 3 yearly assessments

4. IECEx Summary of Procedures of covering the use of “Other Testing

 Laboratories” 

	Procedure
	 ExTL
	TOP
	 WOT
	 SOT

	
	
	
	
	

	Test Location
	ExTL
	Manufacturer/ User
	Manufacturer/ User
	Manufacturer/User

	Who does the work?
	A laboratory accepted in the IECEx Scheme performs all necessary tests with its own equipment in its own facilities

on request of an accepted ExCB
	An ExTL on request of an ExCB performs the full tests in a manufacturer / User laboratory with its own equipment or Manufacturers or user equipment
	An ExTL on request of an ExCB performs the full tests in a manufacturer / User laboratory with its own equipment or Manufacturers or user equipment
	A representative of an ExCB or an accepted ExTL on request of the ExCB supervises the quality  management sytem, the laboratory  testing process of the manufacturer and witnesses some part of each agreed testing program at manufacturers laboratory which uses its own equipment

	
	
	
	
	

	Signature : Tested by :
	ExTL 
	Manufacturer or User
	Manufacturer or User
	Manufacturer 

	
	
	
	
	

	Signature : Witnessed by :
	none
	none
	ExTL
	none

	
	
	
	
	

	Signature : Authorized by :
	ExTL
	ExTL
	ExTL
	Manufacturer

	
	
	
	
	

	Signature : Supervised by :
	none
	none
	none
	ExCB or ExTL by delegation

	
	
	
	
	

	IECEx certificate issued by
	ExCB
	ExCB
	ExCB
	ExCB

	
	
	
	
	

	Presence at Individual jobs

(excluding duration of ageing tests)
	Yes (100%)
	Yes (100%)
	Yes (100%)
	Some part of each product testing program must be witnessed on site

	
	
	
	
	

	Requirements for equipment
	Fully equipped to standard
	Fully equipped to standard or part of standard
	Fully equipped to standard or part of standard
	Fully equipped to standard or part of standard

	
	
	
	
	

	Accreditation
	Peer assessment through IECEx
	Assessment by ExCB based on relevant part of ISO/IEC 17025 and TGDs

Follow up assessment each year

Re-assessment after 3 years by ExCB
	Assessment by ExCB based on relevant part of ISO/IEC 17025 and TGDs

Follow up assessment each year 

Re-assessment after 3 years by ExCB 
	Assessment by ExCB based on relevant part of ISO/IEC 17025 and TGDs Follow up assessment each year

Re-assessment after 3 years by ExCB in combination with IECEx audit team

	
	
	
	
	

	Relationship between ExCB and “OTL”
	Contract with one ExCB for a given type of protection and application of ISO/IEC Guide 65
	 Agreement with more than one ExCB possible, must be assessed by each ExCB
	Agreement with more than one ExCB possible, must be assessed by each ExCB
	Agreement with  one ExCB, must be assessed by ExCB 

	
	
	
	
	

	Registration of Contract within IECEx
	IECEx Secretary
	Yes IECEx Secretary
	Yes

IECEx Secretary
	Yes

IECEx Secretary

	
	
	
	
	

	Supervision/training
	Through one ExCB
	Through respective ExCB
	Through respective ExCB
	Through one ExCB

	
	
	
	
	

	Participation to ExTAG
	yes
	no
	no
	no

	
	
	
	
	

	Participation to ExMC
	Yes 
	no
	no
	no

	
	
	
	
	

	 Participation to Proficiency Test
	Yes
	yes
	yes
	Yes for high volume

No for low volume
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