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INTRODUCTION
During the IECEx 2009 Series of Meetings, held in Melbourne, it was agreed that a revised edition of the ExTAG/177/CD Draft Operational Document Draft IECEx OD 024 Testing at other locations be prepared by ExTAG WG 6 for circulation to both the ExTAG and the ExMC for comment. 
Document ExTAG/186/CD was issued following the Melbourne Meeting.

This document is a compilation of comments received on ExTAG/186/CD and includes observations from the ExTAG WG6 Convenor.

These comments were taken into account in the preparation of ExTAG/186A/CD by the WG6.
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	Member Body/

Country
	Clause/ Sub-clause
	Paragraph Figure/ Table
	Type of 

comment 

General/

technical/

editorial
	COMMENTS
	Proposed change
	Observation

	1
	BKI
(HU)
	
	
	General
	Regarding to the ExTAG/186/CD, the text of that draft document is acceptable for us.

Thank you the authors for the good work


	
	Agreement by BKI is noted 



	2
	 BR
	
	
	General
	The Brazilian Subcommittee approves this

document but understands that for those

topics related to roles and responsibilities,

must be given emphasis to “Occupation,

Health and Safety Conditions”


	
	Agreement by BR is noted



	3
	 CA
	
	
	General
	Canada fully supports the draft document with no comments.

	
	Agreement by CA is noted



	4
	DE
	
	
	General
	It should be discussed, if certain points which are addressed in the following comments, could originate in a different understanding about the borderline between ExTL work on one side and ExCB work on the other.

Only ExCB staff with close working in​terface with an integral ExTL in the same body can be meant, when in the draft the witnessing of testing by ExCB staff is included.

Otherwise, the relevant requirements would open a cheap fast track route for certification without the need to involve any third party testing laboratory.

Explosion laboratories are expensive, but an indispensable source for technical competence in explosion protection.


	
	The concerns of DE are noted and have been considered in the revised document (Draft OD024/Version 05)


	5
	FMA

(US)
	
	
	General
	There is not an Annex A in the document as reference in 5.6.5 and 6.6.5. 
	Include Annex A so it can be reviewed. 
	Annex A will be included in the revised version.

	6
	FME

(GB)
	General
	
	General
	Why is it necessary to define two different sets of 'minimum requirements' of ISO 17025 to be met?


	
	The concern of FME is noted and has been considered in the revised version.



	7
	FME

(GB)
	General
	
	General
	We have concerns regarding the responsibility of ’ownership’ of the test facility in the case where the witnessed or un-witnessed testing  is conduct at the end user’s facility where the product under test (manufacturer's responsibility) is part of the site plant (user's responsibility)?
	
	Refer to ExTAG for consideration


	8
	FME

(GB)
	General
	
	General
	If a test report can be submitted to more than one ExCB/ExTL arguably this could be a different one to that which took responsibility for witnessing the tests so where does legal liability rest? 
	
	1) Conducting of tests at manufacturers premises is permitted under the current rules.  2) The document is clear about responsibility and specifically states that both the ExTL and the ExCB engaged in off-site and witnessed testing remain fully responsible for the test results. Consequently, the issue concerning liability is no different from what is currently practiced under the existing rules of the Scheme.



	9
	FME

(GB)
	General
	
	General
	There are concerns that in this time of global recession, parties wishing to cost-cut will seize on the scheme as a means of saving money or will be forced to seek out 'underground' routes. In the end the losers will be the ExTL’s who will ultimately loose business and income.
	
	

	10
	FME

(GB)
	General
	
	General
	This proposal takes the IECEx Scheme into the arena of the national accreditor.

A statement often found in standards is ‘not intended to be used as the basis for certification of laboratories'. References:  IEC website at http://webstore.iec.ch/webstore/webstore.nsf/Artnum_PK/41071;   ISO/IEC 17025:2005 paragraph 1.4 plus note 1 to paragraph 1.6 which directs laboratories to select 'an accreditation body that operates in accordance with ISO/IEC 17011'. 

It is the role of a conformity assessment bodies to examine a product, service or supplier to ensure they meet some standard and that it is the role of the national accreditation body to affirm the competence of the CAB. 

International acceptance of laboratory accreditation is through membership of ILAC so the question is: is the IECEx scheme setting up in competition with ILAC? If so, by what authority is it recognised and accepted by governments world-wide?

	
	See Response to Item 8. 
In addition,  the following should be noted:
1) Currently, many (if not all) ExTLs (and ExCBs) operate off-site/witnessed testing programs as part of their existing internal rules and procedures. This is allowed under ISO/IEC 17025 and has been accepted by accreditation bodies all over the world. It has also been practiced for many years. All what this document does is set out a common set of rules to ensure transparency and consistency among participating members of the Scheme.

2) Manufacturers/users labs are merely “qualified” and deemed to meet specific IECEx Scheme requirements. They are not “accredited” labs, nor are they permitted to promote themselves as such (as would be stipulated in the mandatory agreement signed between the mfg/end user and the ExTL).
3) Accreditation bodies have the  right to audit these “qualified” labs (and some already do) as part of their audit of the accredited ExTL involved.

	11
	FME

(GB)
	General
	
	General
	The current proposal framework does not include any requirements with respect to how the competence of the ‘supervising’ IECEx parties is assured and examined. This is considered to be a major deficiency in the proposal.


	
	This document covers a specific operating procedure and is not intended to duplicate other requirements (such as the competence of ExTL staff, etc.) that are a part of the existing rules of the Scheme and may be applicable to this OD. 
The assessment of ExTLs will continue to examine the competence of staff (as is currently practiced). In addition, it is expected that the assessment will also cover procedures for off-site (and witnessed) testing. 



	12
	FTZU

(CZ)
	
	
	General 
	It is a question if so complicated document is needed for the purpose of testing at the manufacturer facilities. 

The document should concern only testing at the manufacturer and no testing at the user. The IECEx CoC system for equipment concerns the Type approval and not the unit approval. Hence the testing at the user seems to be unjustified.  Additionally, in the case of testing at the user cannot be issued the CoC, because the result of tests are valid only for the particular tests under particular conditions at the user and cannot be generalized for the purpose of CoC. The second problem, at the test at the user, is the assessment of manufacturer quality system. Who will be regarded/will be a subject of the quality assessment for the issuing of the QAR ? 


	To reduce the scope of ExTAG only to tests at the manufacturer. 
	Refer to ExTAG for consideration
Note: The mandate and direction given to ExTAG WG06 was to develop a procedure that covers both, manufacturers and end users.

	13
	FTZU

(CZ)
	
	
	General
	The draft does not explicitly exclude the testing at the manufacturer facilities for a purpose of certification /testing for other clients/manufacturer. 
	The scope of testing at the manufacturer facilities should be limited only for purpose of the certification where the concerned manufacturer is for the same manufacturer the client simultaneously.  The testing for another manufacturer/client is clear subcontracted service. 
	The definition of “manufacturer test facility” restricts the use of that facility to only products made by the manufacturer in question. However, since it is generally understood that definitions do not constitute requirements, this  issue has been addressed in the revised document. 


	14
	FTZU

(CZ)
	
	
	General
	The bureaucracy connecting with the  testing at the manufacturer is to complicated. The rules should be simplified as much as possible. 

The testing is the task of accepted ExTL. ( OD 09) Hence the application of the ExTAG should be limited to ExTL.

ExTLs have been already proved at their assessment as ExTL.  The competences of ExTLs including competences of their staff have been confirmed by the audits. The task of ExCB is to carry out the ExTR review and not to be engaged in the testing procedure. The existence of the ExTL  internal rules into their own quality system for the performance of tests at the manufacturer should be sufficient. These rules are, among others, also  subject of the auditing.  


	The application of ExTAG should be limited for the ExTL

We do not see any reason why should be demonstrate especially the competences of ExTL staff for performance tests at the manufacturer. 


	If the issue is related to the fact testing competency rests with the ExTL (and not the ExCB) then the  has been addressed in the revised document.
If there are other concerns (not properly understood by the WG convener) then they should  be raised at the ExTAG meeting. 


	15
	FTZU

(CZ)
	
	
	
	The ExCB and associated ExTL are mainly the same legal entity. Hence we do not see any reason why should be closed a special agreement between the ExCB and ExTL in the case of tests at the manufacturer. Ex CB shall always carry out the ExTR review. Additionally, in all cases ,regardless if the ExTL is part of ExCB entity  or not, has the ExCB right to ask the  ExTL for the explanation or for the additional information concerning tests and assessment. All testing and assessment activities are always  performed by ExTL but under control of ExCB. 


	The agreement between ExCB and ExTL about the testing at the manufacturer’s facilities shall be closed in the case that the EXCB and associated ExTL are not the same legal entity. 
	There are many situations where the ExTL is not an integral part of the ExCB. Furthermore, as an international Scheme, IECEx needs to address all types of models that are covered by ISO/IEC Guide 65, eg separate ExTL and ExCB.


	16
	FTZU

(CZ)
	
	
	General
	The performance of tests or acceptance of manufacturer’s tests  is  very often  in behalf of manufacturer to reduce the costs and time necessary for certification. The second reason is the case that the concerned ExTL does not have available the testing facilities with appropriate technical parameters. ( e.g. at the temperature tests of the high power electromotor).  Hence we do not see any reason why should be closed the special  agreement with the  manufacturer for the performance of tests at the manufacturer’s facilities. All details  regarding the certification procedure including tests are agreed with the manufacturer in advance at the stage  of Manufacturer’s application review


	The tests at the manufacturer facilities shall be agreed with the ExCB and ExTL in the stage of manufacturer’s application review. 
	A formal agreement between the ExTL/ExCB  and the manufacturer/end user is necessary for the following reasons:
1) Allowing testing to be conducted by a manufacturer or user is a form of “subcontracting” covered in Clause 4.5 of ISO/IEC 17025, and Clause 4.4 of ISO/IEC 65. Accordingly, (many) accreditation bodies allow off-site/witnessed testing on the condition that a formal agreement be established covering the role and responsibilities of the parties involved.

2) As indicated in the document, the agreement also covers the (use/misuse) of data generated under the off-site/witnessed testing programs. Experience shows that some such “qualified” labs may promote themselves as being “accredited”. Such misleading statements created a backlash from the accreditation bodies who accuse Certification Bodies (and the IEC based Schemes) of competing against them.  See Item 10 submitted by Great Britain.

3) Based on (1) and (2) above, it is important that the IECEx Scheme is not seen to have requirements that contravene the accreditation criteria, or perceived to be less than what accreditation bodies mandate.    



	17
	FTZU

(CZ)
	
	
	General
	Maintains of the list/register of manufacturers on which premises have been anytime carried out any tests at IECEx Secretary is impractical and presents only the bureaucracy ballast.


	Delete the rule for the registration at the IECEx Secretary. 
	There is a need for a registry for the following reasons:

1) Ensure that transparency of the Scheme is maintained for all the activities and programs of the Scheme.

2) Since a manufacturer/user is permitted to use more than one ExTL for a given standard (Cl. 5.5 and 6.5), information to this effect should be readily available to all and also regularly updated. 

The IECEx Secretariat is the best vehicle to make this happen.   

	18
	GB
	
	
	
	The UK accepts the current text and adds the comment that our understanding of "ordinary location requirements" as called up in clause 6.10.1 (c) 

see Clause 6.10.1 for comment


	
	GB Support for the document is noted



	19
	USNC
	
	
	General
	There is not Annex A in the document as reference in 5.6.5 and 6.6.5.


	Include Annex A so it can be reviewed.
	Annex A will be included in the revised document.


	20
	IT


	1
	
	T/G
	The Rules IECEx 02 and IECEx 04 address the type 5 certification system (see ISO Guide 67:2004), which covers type tests, review, decisions, licensing and surveillance for a manufacturer which applies to an ExCB for a CoC (ExTR and QAR). It doesn’t address the user and relatives.

Besides, up to now, the certification of installation (IEC 60079-14) is not covered by the IECEx System, therefore also this aspect cannot be addressed.


	Remove all references to “user” and “user test facilities”.
	Refer to ExTAG for consideration


	21
	ZA


	
	
	
	The South African National Committee supports the agreement. 


	
	ZA Support for the document is noted


	22
	FME

(GB)


	1.1
	a
	Technical
	The implication of this paragraph is that IECEx is becoming an accreditor of Test Laboratories. 

It is worth remembering that it is the job of a conformity assessment body to examine a product, service or supplier to ensure they meet some standard and that it is the body of the national accreditation body to affirm the competence of the CAB. International acceptance of this is through membership of ILAC so the question is: is the IECEx scheme setting up in competition with ILAC? If so, by what authority is it recognised and accepted by governments world-wide?

	
	See Response to Item  10


	23
	FTZU

(CZ)
	1.1.a)
	
	
	Reduce testing at the manufacturer only. 


	Delete “ end user” 
	See Response to Item 12

There may be instances where the final testing of the completed assembly occurs at the user site, eg Ex p systems.


	24
	FTZU

(CZ)
	1.1. c) 
	
	
	The IECEx certification of equipment concerns the Type certification and not the particular installation of the Ex equipment 


	Delete the paragraph
	See response to Item 23



	25
	FTZU

(CZ)
	1.3
	
	
	Off –site testing and witness testing reduce to ExTL activities


	Delete “ExCB” 
	Agreed. 

See revised document


	26
	AU


	1.4
	
	General
	It is the intent of this Operational Document that testing carried out under these programs be performed with the same rigor as testing conducted at an ExTL.

This rigor requires the ExTL to be responsible for the testing and to have the capabilities to do the testing. Complementing the ExTL capabilities is the review of the test report generated by the ExTL and the ExCB endorsement of the report. There is an independence between testing and CB activity.

Further section 4.3, which states: “The decision by an ExTL to conduct testing under these programs must be approved in advance by the ExCB, “ infers that ExTL’s are responsible for carrying out / supervising all aspects of off-site testing.

This is further emphasized in sections 5.6 and 5.7
	Throughout the document ExTAG/186/CD the ere is provision to compromise the whole process by allowing ExCB’s to do certain things. Where an ExCB carries out the functions normally expected of an ExTL the process is compromised. Specific examples are given below.
	Agreed

See revised document.



	27
	DE

	2
	1
	General
	Minimum requirements for the contents of ExCB staff competency records need to be specified.


The review of test and assessment re​ports for Test Standards does not nec​essarily provide the competency to wit​ness physical testing.


	Include a new paragraph with requirements, but see also com​ments to 6.
	The comments of DE are noted. See Response to Items 4 and 26. 

	28
	FMA

(US)
	2
	
	Technical
	There is no definition for “User Test Facility”  Add definition  


	Add definition
	Refer to ExTAG for consideration


	29
	FME

(GB)
	2
	
	
	The draft includes 

“Remote Witness Test - Testing witnessed live by ExTL staff using an electronic medium such as a video camera. “ but also states “It is the intent of this Operational Document that testing carried out under these programs be performed with the same rigor as testing conducted at an ExTL” Due to the limitations of video links this method of test witnessing should be avoided. No control can be exercised when reviewing a test via remote link. The camera would be in a fixed position and even if the remote operator had control of the camera, this would only be in two dimensions and not three as would be available if the test was witnessed in person


	Delete this section and all related sections in this OD
	“Same rigor” means using the same rules and procedures applied by the ExTL.

Since many ExTLs use this “Remote Witness Testing” methodology, the intent of equal treatment and equal rigor is met. 


	30
	AU
	2
	Partially witnessed testing
	Technical
	This permits an ExCB to witness testing, testing is the ExTL responsibility. The ExTL will not be able to properly exercise its stated responsibility of preparing and signing the required test reports (refer 5.2.7)
	Delete “or ExCB”
	Agreed. 
See response to Item 26 

	31
	FTZU

(CZ)
	2
	Partially Witnessed testing


	
	Performance of witness test reduce to ExTL’s staff  only 
	 Delete “ExCB” 

 
	Agreed. 
Same as Item 30

	32
	JP


	2
	Partially Witnessed Testing
	General
	In the definition, “ExCB staff” is not required to be qualified for witnessing of testing.


	Modify the definition or delete “or ExCB”.
	Agreed. 
Same as Item 30

	33
	AU
	2
	Site assessment
	Technical
	This permits an ExCB to assess a site for its capability to participate in the off-site testing program. Testing is the ExTL’s area of competency and a CB may not have the same level of competency. An ExCB assessing the capabilities does not provide the same rigor required for an ExTL to be assessed as capable by the IECEx assessors, (which requires ExTL assessors to be competent in ExTL testing). IECEx testing capabilities must be verified by the most competent organisation – that is an ExTL.

Also, the inclusion of the ExCB conflicts with the requirements of 5.6.1, which states: “ExTL Staff shall carry out the initial site assessment of the participating test facility in accordance with the ExTL’s procedure for off-site testing”.


	Delete “or ExCB”
	Agreed. 
See response to Item 26 

	34
	FTZU

(CZ)
	2
	Site Assessment 
	
	The assessment should be done by the competence staff of ExTL 


	Delete “ ExCB”
	Agreed. 
Same as Item 33

	35
	JP

	2
	Site 

Assessment
	General
	In the definition, “ExTL or ExCB staff” is not required to be qualified for conducting site assessment.


	Modify the definition for “ExTL Staff” and “ExCB Staff”.
	The comment of JP is noted. The response to Item 26 should resolve this concern.

	36
	AU
	2
	Witness testing
	Technical
	This permits an ExCB to witness testing. If an ExCB witness’s testing it is not in a position to conduct a sufficiently independent review of the testing and effectively endorses its own testing.

ExTL’s are the competent organisation to witness testing, not the ExCB.
	Delete “or ExCB”
	Agreed. 
See response to Item 26

	37
	FTZU

(CZ)
	2
	Witness Testing 
	
	Test should be conducted by the competence staff of ExTL 


	Delete “ExCB”
	Agreed. 
Same as Item 36

	38
	JP

	2
	Test Standard
	Editorial
	It may be read as if “Test Standard” is specifically used for testing at the manufacturer or user facility.


	Delete “at the ---- user facility”
	Agreed
See revised document

	39
	MY


	2
	Definition
	Technical
	Proposed to add definition for ExTL Test facility.
	ExTL Test Facility – Test facility owned by the ExTL which is being used to test specified products over which the ExTL has complete the test.


	This Definition is already contained in IECEx 02 Clause 3.15, therefore do not agree to repeat here


	40
	MY


	2
	Definition
	Technical
	Nowdays, video camera can be altered using superimpose mechanism.
	To add the mode for teleconference using web camera or real time video camera.


	Refer to ExTAG for consideration


	41
	MY


	2
	Definition
	Technical
	The test should be witnessed by end user or manufacturer as well. For example, if the testing done at user’s site. 


	To add “user or manufacturer”.
	The definition of witnessed testing must be in line with what is understood and accepted internationally by ExTLs, ExCBs and accreditation bodies. 
Manufacturer/user may witness a test but that is a “business” decision, and not a technical requirement. 

	42
	USNC
	2
	
	Technical


	There is no definition for “User Test Facility”
	Add definition
	Refer to ExTAG for consideration


	43
	IT
	3, 4
	
	General
	We consider this document a little bit confused in describing the program of testing at the manufacturer site. In addition, the rules to audit such programs should be improved.


	We propose to take in serious consideration how this matter is approached and regulated in other international systems (like e.g. IECEE well tried OD-CB2027-Ed.2.2).

The approach should be based in defining separately and consistent:

1) Basic rules and principles;

2) Tools for the assessment with relative check-list;

3) Programs rules (specify the degree of involvement of ExTL/ExCB).


	1) When this document was prepared, many existing practices and procedures, including the ODs of the IECEEE/CB Scheme were indeed taken into consideration.  

2) It is agreed that the document contains essentially two procedures for two different testing options, Off-Site Testing and Witnessed Testing. There are three ways how you can deal with this: (a) Have two physically separate documents (as is the case with the CB Scheme). (b) Combine the two procedures in one single document that combines all the common elements and highlights only the areas where differences exist. (c) Create one single document that only physically combines the two procedures but procedurally leaves each of them separate so as to constitute a stand-alone self contained procedure. At the Toronto meeting, WG06 considered the above three options and decided to go with option (c), as it seems to be the most practical. Therefore, for all practical purposes, Clause 5 is essentially the procedure for off-site testing, and Clause 6 is the procedure for witnessed testing and purposefully duplicates many of the requirements that apply to off-site testing so as to ensure that it is indeed a stand alone procedure.   

Suggest that no change be made to the existing document.

	44
	FTZU

(CZ)
	4.
	
	
	Add the general requirement
	The ExTL has to state the acceptance of test results in his ExTR.

In any case the ExTL remains fully responsible for accepted test results and for the issuing ExTR.
	This is already addressed under 5.1.1(b) and (c).


	45
	FMA

(US)
	4X
	
	Technical
	There is often a need to conduct tests at a facility that is neither a manufacturer test facility nor a user test facility. Examples would be high voltage or high power tests that must be conducted at a specialized test lab. 

 
	Add details for this third type of laboratory.
	Any form of testing that does not involve the manufacturer’s or end-user’s facility is outside the mandate of WG06. 
Refer this to ExTAg for consideration.


	46
	FTZU

(CZ)
	4.2
	
	
	Reduce for the ExTL only 


	Delete  “ExCB” 
	Agreed. 
See revised document


	47
	FTZU

(CZ)
	4.3
	
	
	Change ...approved..” 
	“… agreed…”
	Approved is exactly what is intended here



	48
	FTZU

(CZ)
	4.3
	
	
	Add before “ ExCB “ in the end 


	“associated ExCB” 
	Agreed
See revised document



	
	FME

(GB)
	4.4
	
	Technical
	There is a conflict between this clause and the remit of the IECEx scheme. The implication of the statement that the Participating users must own the participating test facility is that the IECEx is a lab accreditation scheme which is contrary to the ,……

	
	See response to comment 12. 

	49
	AU
	5.1.1
	c)
	Editorial 
	“in the” is repeated


	Delete “in the”
	Noted with thanks


	50
	FME

(GB)
	5.1.1
	
	Technical
	How will this system work? If it is to benefit manufactures as implied then if ExTL1  reviews an accredits a particular lab and then ExTL2 has data supplied to it from the Lab, does ExTL2 have to accept this data. If yes, does ExTL1 hold the responsibility for the test work as implied by this document?


	This section needs more thought
	1) ExTL1 does NOT “accredit”; it merely ensures that the lab meets the rules and is “qualified”.

 2) Cl. 5.1.1(b) has been revised to clearly indicate that not only the ExTL, but also the ExCB are responsible for the test results. It is therefore obvious that the (ExTL1) is fully responsible for the test data generated, regardless of who actually performed the tests and where. 

3)  Based on the above, the premise for acceptance of test data by ExTL2 is the same as that currently practiced under the existing rules of the Scheme.  

Perhaps more thoughts can be provided by ExTAG

	51
	AU
	5.1.2
	Para 1
	Technical
	As the ExTL is responsible for the initial and on-going site assessments as per clause 5.2.3, the Off-site testing agreement should always be signed by the ExTL.
	Reword paragraph 1 to state:

“An “Off-Site Testing Agreement shall be signed between the ExTL and the manufacturer or user. The ExCB may also sign this agreement.”
	Agreed 
See revised document.
Note: The agreement must always be signed by the ExTL. However, there may be situation where the ExCB will want to sign the agreement to meet accreditation criteria or its own internal procedures


	52
	CN
	5.1.2
	
	Technical
	The proposed modification is mainly based on the following considerations:

1. 1. The needs of using manufacturer or user’s test facility are normally raised from both manufacturer and ExTL for specific testing and certification project, and the manufacturer and user test facility should be assessed based on both ISO/IEC 17025 and quality requirements of the ExTL involved. Therefore it could be better if the initial assessment / reassessment of manufacturer and user test facility is conducted by a qualified staff from ExTL.

2. 2. Final approval of manufacturer or user testing facility is necessary by an associated ExCB of the ExTL involved, and the decision by an ExTL to conduct testing under these programs must be approved in advance by its associated ExCB.

3. 3. The activities of programs mentioned in this OD are main duties of an ExTL. All the activities mentioned in this document should be mainly limited within an accepted ExTL under IECEx system. For compliance with the independent operation between ExTL and ExCB, it is clear that the staff involved in the off-site testing and witness should be from ExTL, not from ExCB. 
4. 4. The witness test report issued by participating manufacturer or user involved can not be directly used as basis of issuing CoC. It must be forbidden for an ExCB to issue an IECEx CoC just based on witness test report issued by a participating manufacturer or user. Otherwise the testing facility will have the privilege of an ExTL. Currently the system stipulates that it is necessary for an ExCB to have an associated ExTL. It is not clear whether there is an intention that in the future an ExCB can be associated with a participating manufacturer and user testing facility.


	
	Agreed with comments (1), (2) (3). See revised document

Re comment (4): 

a) See response to Item 50.

b) The ExTL is fully responsible for the test data generated regardless of who performed the tests. Any test data generated under the proposed off-site/witness testing programs are essentially data generated by the ExTL involved, and this is formalized in the ExTR. Consequently, the ExCB may issue a CoC based on such reports, because there is essentially no difference in terms of ultimate responsibility.

c) As for the future possibility of an ExCB to be associated with a manufacturer’s lab, this is a separate issue from what is contemplated by the draft document. As such it is to be debated separately down the road, if at all considered.  

	53
	DE

	5.1.2
	5.1.2
	General
	It seems to be necessary to clarify the procedure for the "Off Site testing Agreement".

In the first line, the agreement between ExTL and manufacturer/user is required.
This agreement would specify all details of testing, which are intended to be per​formed off-site.

The agreements between ExCBs and manufacturer/user mainly have to serve for the compliance with 4.3.

	
	The agreement between the ExTL and the manufacturer/user is necessary for many reasons. See Response to Item 16
In addition, the need for an agreement between the ExCB and the manufacturer/user depends on several factors, and may be required to meet (some) accreditation criteria and the applicable subcontracting requirements (cl.4.4) of ISO/IEC Guide 65.
If the ExTL is an integral part of the ExCB, there may not be a need for such an agreement.



	54
	FME

(GB)
	5.1.2
	
	Technical
	How can there be an agreement between the ExCB and the manufacturer or user when the ExTL is responsible for the test data.
	
	See response to Item 53.

Where the ExCB and the ExTL are the same legal entity, it is agreed to limit this to between ExTL and manufacturer.



	55
	FTZU

(CZ)
	5.1.2
	
	
	Modify the wording 
	“ In the case where the associated ExTL is not the part of ExCB legal entity , an “ Of –Site Agreement shall be sign between ExCB and ExTL. The manufacturer shall be informed about tests by the ExCB in advance at the stage of manufacturer’s application review. 


	See response to Item 53

	56
	JP

	5.1.2
	a)
	General
	Inclusion of “specific test standards” in the agreement means that all tests in that specific standard could be conducted at the manufacturer or user facility, but that assessment is required for all tests accordingly, while only some of such tests are to be conducted in fact.


	It would be better to delete “or test standards”.
	Agreed
See revised document



	57
	FTZU

(CZ)
	5.1.2 
	b)
	
	Should be limited  for the manufacturer only 


	Delete “or user”
	See earlier comment, there may be a need to conduct testing at the user location


	58
	AU
	5.1.2
	c)
	Technical
	The off-site testing agreement should be between the ExTL and the manufacturer and the agreement should reflect the right of the ExTL to do the initial assessment and re-assessment and for the ExCB to witness these assessments by the ExTL.
	Re word 5.1.2 c): 

“The right of initial assessment and re-assessment of the manufacturer or user by the ExTL and the right of the ExCB to witness these assessments by the ExTL.”
	Agreed

See revised document

	59
	CN


	5.1.2 
	c)
	technical
	Same as above and the following is identical.

	Delete “ or the ExCB”
	Agreed 
Same as Item 53 

	60
	DE

	5.1.2 
	c)
	General
	The ExTL, to avoid mix-up of responsi​bilities, shall do the initial assessment.
The ExCBs may have the right to review the assessment report.


	
	Agreed
Same as Item 58

	61
	FTZU

(CZ)
	5.1.2 
	c)
	
	Should be limited to the manufacturer and assessment should be done by the staff of ExTL 


	Delete “or user”  and “ExCB”
	See earlier comment. Suggest no change 

	62
	JP

	5.1.2
	c)
	General
	No reference is made, in this Draft OD, to cost of assessment/re-assessment.

Who pays? No payment?
	Add any statement on cost of test facility assessment, so as to maintain transparency of this program.


	Comment by JP is noted and agreed to in principle. However, cost is purely a business issue with competitive implications. As such, it should not be covered in an IECEx operating document.


	63
	JP

	5.1.2

5.2.3
	c)
	General
	How ExTLs/ExCBs are qualified to assess test facility? ExCBs have been assessed by the IECEx Team, but only for ability to assess QMS to ISO 9001.

ExTLs may have no qualification for   assessment of such facility in terms of compliance with ISO/IEC17025.

 
	New process may be required, in which procedures of ExTL/ExCB for assessment of manufacturer/  user testing facility are checked by the IECEx Assessment Team.
	Cl. 5.2.1 stipulates that if an ExTL is to engage in off-site testing, it has to have the necessary procedures to do so, including the capability to conduct the required assessment. It is understood that IECEx Assessors would review these procedures and assess the capability of the ExTL to conduct off site testing. This activity would be added to the scope of the IECEx audit.   

	64
	JP

	5.2

5.3

others
	
	Editorial/
Technical
	“ExTL”/“ExCB” is not equal to “ExTL Staff”/”ExCB Staff”. There exists some confusion in this OD; e.g. 5.2.1 is a requirement for ExTL, but 5.2.6 and 5.2.7 are for ExTL Staff.  
	Identification of the role and responsibility of “ExTL” and “ExTL Staff”, as well as “ExCB” and “ExCB Staff”, so as to validate definitions for “ExTL Staff” and “ExCB Staff”.


	The respective roles of the ExTL and ExCB are already delineated in 5.2 and 5.3.
See also response to Items  65

	 & 6665
	CN


	5.2.2
	
	Technical /editorial
	
	Change text as following:

5.2.2 Ensure that its staff involved in off-site testing is:

a) Qualified for the test standard involved.
b)  Provided with the necessary initial and on-going training on the requirements of this Operational Document.  
	Agreed
See revised document

	66
	CN


	5.2.3
	
	editorial
	
	Change text as following:

5.2.3 Ensure that the required initial and on-going site assessments at participating manufacturer or user are previously carried out by its qualified staff.


	Agreed
See revised document

	67
	FTZU

(CZ)
	5.2.3
	
	
	Add to the wording 
	or review other evidences about the competences of the manufacturer carry out the relevant tests ( eg. The manufacturer is accredited by the recognized accreditation body according to ISO/IEC 17025 for the performance of tests. 


	Refer to ExTAG for consideration


	68
	FTZU

(CZ)
	5.2.3
	
	
	The off-site testing are carry out by the staff of ExTL. Hence the requirement to carry out the audit is a bit excessive  
	To get the evidence about the abilities of manufacturer’s facilities that tests will be carried out properly and on basis of ISO/IEC 17025 principles 
	Refer to ExTAG for consideration

	69
	FTZU

(CZ)
	5.2.4
	
	
	Should be limited to the manufacturer

 
	Delete “ or user” 
	See earlier comment.There may be instances where completed product is assembled at the user site.  Suggest leave as worded.

	70
	AU
	5.2.5
	
	Technical
	The verification of the competence of the manufacturer or user personnel to support the off-site testing program is essential. The competency of ExTL’s do do testing is always verified by IECEx, to have the same amount of rigor requires competency verification within the off-site testing program.
	Delete: “Where necessary”
	Agreed
See revised draft

	71
	DE

	5.2.5
	
	General
	The verification of staff competency is always necessary.


	Delete "Where necessary".


	Agreed
Same as Item 70

	72
	FTZU

(CZ)
	5.2.5
	
	
	Should be limited to the manufacturer


	Delete “ or user” 
	See earlier comment.  Suggest leave as worded


	73
	JP
	5.2.5
	
	Technical
	“Where necessary” can be read 
that in certain cases verification 
of competence is not necessary.
	Give some examples in which verification of competence is not required.


	Agreed

See revised document


	74
	CN


	5.2.7
	
	editorial
	
	Change text as following:

5.2.7 Prepare and sign the test reports with format of ExTR
	Agreed
See revised document

	75
	DE


	5.2.7
	
	General
	This clause should be brought in line with OD 9.

The ExTL has to prepare and sign an ExTR.


	5.2.7
Prepare and sign the required test reports, test records and the ExTR.
	Agreed

Same as Item 73
See response to Item 73

	76
	JP

	5.3.x
	Addition?
	Editorial
	Is it not necessary for ExCB to carry out site assessment? Ref.5.2.3.

If site assessment is done only by ExTL, some modification will be required through the whole text.


	Addition of the text equivalent to 5.2.3 into Clause 5.3?
	See revised document

	77
	JP

	5.3.y
	Addition?
	General
	Registration of the test facility with the IECEx Secretariat is not required in the case of off-site testing?

Ref. 6.3.4.


	Clarification.
	See response to Item 17

	78
	DE


	5.3.1
	
	General
	This requirement is deemed to unneces​sary.
It is covered by 5.2.1 to a sufficient extent.
	Delete
	Agreed in principle. However, this is required by some accreditors and should not be overlooked within the IECEx rules. See also comments to Item 10

	79
	FTZU

(CZ)
	5.3.1
	
	
	The procedure has been already assessed at the audit by the IECEx auditors. 


	Delete whole paragraph
	See response to Item 78

	80
	CN


	5.3.2
	
	Technical /editorial
	
	Change text as following:

5.3.2 Ensuring that the appointed ExTL staff involved in off-site testing are provided the necessary initial and on-going training on the requirements of this operational document.


	It is necessary and makes sense for ExCB staff to be familiar with their own procedures. 

	81
	DE

	5.3.2
	
	General
	If this is referring to the ExCB, the clause is not applicable.
If this is referring to the ExTL, this is covered by 5.2.2 to a sufficient extent.


	Delete
	See response to Item 80

	82
	FTZU

(CZ)
	5.3.2
	
	
	The testing is the activity of the ExTL 


	Delete whole paragraph
	

	83
	AU
	5.3.4
	
	Technical
	The responsibility of the ExCB should be to ensure there is an appropriate agreement between the ExTL and manufacturer/user (refer comments on 5.1.2). An additional responsibility would be for the ExCB to determine what it is going to witness with respect to ExTL site assessments.
	Delete: ”ExCB or the”

Include additional sentence that states: “The ExCB is responsible for determining the extent of any ExTL assessments it will witness.”
	Agreed
See revised document

	84
	CN


	5.3.4
	
	technical
	
	Delete “ the ExCB or “
	Agreed
Same as Item 83 

	85
	FTZU

(CZ)
	5.3.4
	
	
	Modified the wording 
	If necessary , ensuring the appropriate agreement as per par.  5.1.2 above.  

	Agreed

See response to Item 83

	86
	CN


	5.3.5
	
	technical
	
	Replace “ based on” by covering
	Agreed
See revised document

	87
	DE

	5.3.5
	
	General
	This clause should be brought in line with OD 9.

The ExTR is prepared by the ExtL and endorsed by the ExCB.


	Review and issuing the ExTR based on off-site testing.
	Agreed
See revised document

	89
	FTZU

(CZ)


	5.3.5
	
	
	Modify. The ExTR is issued by ExTL 
	Review the ExTR,  issued by the associated ExTL.
	Agreed

Same as Item 87

	90
	FTZU

(CZ)


	5.4
	
	
	All details and duties of the manufacturer are agreed between the ExTL and manufacturer in advance. The mentioned  elements are subject of the audits carried out by the ExTL as mentioned into the 5.2.3 


	Delete whole par.  5.4.
	In noting this comment it is helpful to leave 5.4 as is as this makes it clear what the manufacturer or user location need to address.  

	91
	JP

	5.4.1

6.4.1
	
	General
	Formal application to whom；especially when both ExCB and ExTL are involved, but the latter is an independent organization from the former. Any priority?

	Some examples will be helpful.
	The application may be made either to the ExTL or to the ExTL.

	92
	JP

	5.4.1

6.4.1
	
	Editorial
	Application form.
	Typical form will be helpful.
	The application form is a matter internal to the ExTL/ExCB..

	93
	AU
	5.4.2
	
	Technical
	The manufacturer should be responsible for signing the required agreement with the ExTL and where necessary the agreement with the ExCB (See previous comments on 5.1.2)
	Re-word: “Signing the agreement with the ExTL and where necessary the agreement with the ExCB”
	Agreed

See revised document

	94
	CN


	5.4.2
	
	technical
	
	Delete “ or the ExCB “
	See Item 93

 

	95
	RU


	5.4.3
	d)
	General
	Additional safety measures of the ExTL personal and the manufacturer are required for some types of tests. 
	We propose to add the following sentence:

d) Equipment and test safety means (measures)


	Safety measures are part of the governing local Occupational Health & Safety regulations. As such, the document should not cover such items. 

	96
	USNC


	5.4.3; 5.6.3; 5.6.4; 6.4.4 and 6.6.4


	
	T
	All include varying minimum relevant requirements of ISO/IEC 17025 requirements, worded not always the same. All should include the same minimum ISO/IEC 17025 requirements.  

It is recognized that, when test equipment is being brought by the ExTL or when testing is to be performed by the ExTL, some of these minimum requirements may be covered by the ExTL's ISO compliance.  

However, just because the ExTL is bringing their own test equipment or performing the testing themselves, such does not necessarily always negate any application or consideration of the same issues.


	It is proposed that one of the following two changes be made: 

1. Include the following as minimum ISO/IEC 17025 requirements for all these paragraphs - - a) Critical consumables, b) Personnel, c) Accommodations and environmental conditions, d) Equipment, e) Measurement traceability / calibration and f) Identification of test items.  

2. Create a new single clause early on in the text that requires these six minimum ISO/IEC 17025 requirements for all off-site and witness testing options.  Then the same text would not have to be repeated so many times.


	Agreed. 
See revised document

	97
	DE

	5.4.4
	
	General
	Add details concerning staff compe​tency.
	Add: .. and providing their compe​tency records for review and assessment.


	It is not necessary to provide details, as requirements relative to personnel are covered in 17025

	98
	AU
	5.5
	
	Technical
	As testing is the domain of ExTL’s, manufacturers should have the ability to have an agreement with more than one ExTL and where necessary the ExCB.

Refer previous comments on 5.1.2
	Re-word: “A participating test facility shall be permitted to have an agreement with more than one ExTL, and where necessary more than one ExCB.”
	Agreed. 
See revised document


	99
	CN


	5.5
	
	technical
	
	Delete “ ExCBs/ “ in heading

Replace ExCB by ExTL in text
	See response to Item 98

	100
	FTZU

(CZ)
	5.5
	
	
	The Clause is inappropriate. The testing at the manufacturer facilities is the activity of ExTL. Additionally the performance of test at the manufacturer shall not be generalized, but carried out only on case by case basis.  


	Delete the whole par. 5.5. 
	This clause covers the ability of the manufacturer/user to exercise freedom of choice to deal with any ExTL/ExCB it wishes.



	101
	FTZU

(CZ)
	5.6
	
	
	Should be limited to the manufacturer. 


	Delete “ or user” 
	See earlier comment.  There may be instances where a user facility is involved.

	102
	FTZU

(CZ)
	5.6
	
	
	This par. concerns the off-site testing, carried out by the staff of ExTL with assistance of the manufacturer staff. Initial assessment should be reduced to the activities preceding starting of tests. The scope of assessment/evaluation should be mentioned into the ExTL documents.  The requirements should be appropriate reduced. 

The scope of Test Report is mentioned into the ISO/IEC 17025 standard. The form of ´Test Report has been already assessed at he IECEx audit. 


	Reword the par. ,  delete item b), c) d) in 5.6.2 , whole paragraph 5.6.3 and remain only the paragraph 5.6.4.

Delete paragraphs 5.6.5 and 5.6.6


	Refer to ExTAG for consideration

	103
	JP

	5.6.1


	
	Editorial
	“site assessment by ExCB” is missing? Ref.6.6.1
	Addition?
	Assessment is to be conducted by ExTL staff and may be witnessed by ExCB

	104
	JP

	5.6.3
	
	Technical
	“critical consumables” is excluded.

Does it mean critical consumables are provided by the ExTL itself, where testing is conducted using equipment of the ExTL?


	Additional note, especially on test gases?
	See response to Item 96 and revised document

	105
	USNC
	5.6.3
	
	Technical
	See comment under Clause 5.4.3


	
	Agreed 

See response to Item 96 and revised draft 


	106
	USNC
	5.6.4
	
	Technical
	See comment under Clause 5.4.3


	
	Same as Item 105

	107
	CN


	5.6.4 
	a)
	
	
	Add “ where relevant”
	See response to Item 96 and revised draft

	108
	RU
	5.6.4
	h)
	General
	Additional safety measures of the ExTL personal and the manufacturer are required for some types of tests.
	We propose to add the following sentence:

h) test safety means (measures)
	See response to Item 95



	109
	CN


	5.6.5
	
	technical
	
	Replace “the ExCB” by “its associated ExCB”
	Agreed
See revised document

	110
	FMA

(US)
	5.7.1
	
	Technical 
	It is not likely that the user test facility or the manufacturer test facility is using the exact same test procedures as the ExTL. Reword to clarify intent.


	“….using the same test procedures consistent with those used by the ExTL.”
	Agreed 

See revised document

	111
	USNC
	5.7.1
	
	Technical
	It is not likely that the user test facility or the manufacturer test facility is using the exact same test procedures as the ExTL. Reword to clarify intent.
	“….using the same test procedures consistent with those used by the ExTL.”
	Agreed.
 Same as earlier comment

	112
	FTZU

(CZ)
	5.7.2
	
	
	The requirements mentioned into the par. 5.7.2 and 5.7.3 should be add to the 5.6.4 ( ..using the test equipment of the manufacturer) 

The content of the test report is defined into the ISO/IEC 17025 and assessed during IECEx audit of ExTL


	Add the requirements mentioned into the 5.7.1, 5.7.2 5.7.3 into the paragraph 5.6.4. 
	Refer to ExTAG for consideration

	113
	JP

	5.7.2
	a)
	Editorial
	ISO 17025
	Correction.
	Agreed

	114
	CN


	5.7.2 a)
	
	editorial
	
	Delete “test”
	Leave as worded

	115
	CN


	
	
	technical
	
	Add new 5.7.4 as following:

5.7.4 Each test sample shall be verified as consistency with technical documents/drawings by ExTL staff involved.
	Agreed 
See revised document. Cl 5.7.4 is reworded to read same as 6.7.1(f).

	116
	CN


	5.7.4
	
	editorial
	
	Change to 5.7.5
	Se response to Item 115

	117
	CN


	5.7.5
	
	editorial
	
	Change to 5.7.6
	Se response to Item 115

	118
	JP

	5.7.5
	x)
	Editorial
	A text similar to 6.7.3 h) should be included, at least for “environment”.


	Consideration.
	Agreed
See new 5.7.4(h)

	119
	CN


	5.7.6
	
	editorial
	
	Change clause to 5.7.7

Replace “Additional Information” in the on-line ExTR summary by “Additional Information” in the ExTR and its associated on-line ExTR summary.


	Agreed
See revised document

	120
	FTZU

(CZ)


	5.7.6
	
	
	This requirement is more general and should be mentioned into the chapter 4. 


	
	This requirement pertains specifically to test reports, which is the heading of cl.5.  It is not a general requirement   

	121
	DE

	6
	
	General
	General remark:

The main difference between the scopes of clauses 5 and 6 is the responsible involvement of staff, which is not ExTL or ExCB staff.

To provide the same level of quality of testing as for off-site testing according to 5, the requirements for staff competen​cies and the procedures for surveillance have to provide the necessary level of confidence.

This needs to be discussed 


	
	Refer to ExTAG for consideration


	122
	FTZU

(CZ)


	6.1
	
	
	We do not see the practical differences between Off-site tests and witness tests carried out by the using of the manufacturer’s testing equipment and with the assistance of the manufacturer’s staff. 


	Except of right for initial audit carried out by the staff of ExTL ( but not by staff of ExCB) all other items should be deleted. 
	The difference is in the degree and extent of involvement of manufacturer/user staff. Under off-site testing their involvement is meant to be limited to assisting ExTL staff  (such as placing thermocouples, etc.) and conducting minor tests (such as dielectric strength).
Suggest no change to the text.

	123
	AU
	6.1.1
	c)
	Technical
	Testing is in the ExTL area of competence. To have the same rigor as actual testing by an ExTL requires tests to be witnessed by ExTL’s. Any witnessing of testing by ExCB’s compromises their ability to exercise a proper review of testing and test results before formally issuing the test report.
	Delete: “ExCB or the”
	Agreed
See revised document

	124
	CN


	6.1.1 
	c) and d)
	technical
	
	Delete “ExCB or the”
	Agreed for item (c ) but not for item (d)

	125
	FTZU

(CZ)


	6.1.1 
	c)
	
	Reduce to ExTL 


	Delete ExCB
	Agreed
See revised document

	126
	AU
	6.1.1
	d)
	Technical
	The ExTL is responsible for the test results and drafting the ExTR, the ExCB is responsible for reviewing the report and issuing it.
	Re-word: : “The ExTL is responsible for the test results and preparing the report for ExCB review and issue.”
	The ExCB endorses the ExTR and issues its own certificate and/or an IECEx certificate. As such, it is always responsible regardless of who performed the tests.


	127
	FTZU

(CZ)


	6.1.1 
	d)
	
	Reduce to ExTL 


	Delete ExCB 
	Agreed

See response to Item 126 



	128
	DE


	6.1.1
	d), e)
	General
	This would mean that an ExCB is doing ExTL work.

For ExCBs, which have an integral ExTL within their company, this clause may be sufficient.

It has to be made clear that OD9 has to be applied. The consequence is that an ExCB alone (e.g. an ExCB without own ExTL) cannot have the competency to be responsible for test results, test reports, and contents of ExTR.
The role of ExCB is to endorse and issue the ExTR.    


	Restrict the whole chapter to be applicable only for ExCBs, which have an ExTL on site, and which use staff of laboratory for he con​duct of the witnessing. 
	As per previous responses, it is agreed that only ExTL staff will be involved. 



	129
	AU
	6.1.2
	Para 1
	Technical
	As the ExTL is responsible for the initial and on-going site assessments as per clause 5.2.3, the Witness testing agreement should always be signed by the ExTL.
	Reword paragraph 1 to state:

“A “Witness Testing Agreement” shall be signed between the ExTL and the manufacturer or user. The ExCB may also sign this agreement.”
	Agreed

See revised document


	130
	CN


	6.1.2
	
	technical
	
	Delete the ExCB in 3 location
	Agreed only to (c ) & (d) 
See response to Item 131

	131
	AU
	6.1.2
	c)
	Technical
	The witness testing agreement should be between the ExTL and the manufacturer and the agreement should reflect the right of the ExTL to do the initial assessment and re-assessment and for the ExCB to witness these assessments by the ExTL.
	Re word 6.1.2 c): 

“The right of initial assessment and re-assessment of the manufacturer or user by the ExTL and the right of the ExCB to witness these assessments by the ExTL.”
	Agreed

See revised document



	132
	AU
	6.1.2
	d)
	Technical
	Testing is in the ExTL area of competence. To have the same rigor as actual testing by an ExTL requires tests to be witnessed by ExTL’s and apply the appropriate supervision. Any witnessing and associated supervision of testing by ExCB’s compromises their ability to exercise a proper review of testing and test results before formally issuing the test report.


	Delete: “or ExCB”
	Agreed
See revised document

	133
	CN


	6.1.3
	
	
	
	Replace by following:

The IECEx Secretary shall maintain and publish a Register of participating manufacturers and end users under their associated ExTL(s) which is accepted in IECEx system, together with the Test Item(s) and corresponding Test Standard(s) for which they are qualified


	Refer to ExTAG for consideration


	134
	FTZU

(CZ)


	6.1.3
	
	
	Maintains of the list/register of manufacturers on which premises have been anytime carried out any tests at IECEx Secretary is impractical and presents only the bureaucracy ballast.
	Delete the paragraph. 
	A register is required. See previous responses on this subject.



	135
	CN


	6.2
	
	Technical/

editorial
	
	Replace “Where an ExTL is involved, it shall be responsible for the following:”by following:

The ExTL involved shall be responsible for the following:


	Agreed
See revised document

	136
	FTZU

(CZ)


	6.2
	
	
	The role and requirements to the ExTL are the same as the requirements for the ExTL at off-site testing. 


	Should be deleted. 
	See response to Item 122.
Suggest that the clause remains.

	137
	JP

	6.2
	1st line
	General
	“Where an EXTL is involved” sounds very strange. We understand that an ExTL must be involved in any case. If no ExTL is involved, who prepares an ExTR?


	Consideration.

Is an ExCB allowed to prepare an ExTR by itself for the IECEx certification?
	Agreed

See response to Item 135
 

	138
	JP
	6.2.6
	
	General
	It is not clear:

1) Who prepares this “test report”?

2) Who has required this test report?

3) This test report may be used for preparation of an ExTR; in that sense, it is considered as test data.

On the other hand, in 5.2.7

1) Test report is prepared by an ExTL.

2) Test report must have been required by an ExCB?

3) This test report will be, in fact, one part of an ExTR.


	If the term “test report” in 5.2.7 and 6.2.7 has different meaning, it must be clearly identified or defined, in terms of

1) Prepared by whom, and

2) Required by whom.  
	Agreed

See revised document



	139
	CN


	6.3
	
	technical
	
	Replace by following:

The ExCB shall be responsible for the following activities:

6.3.1 Assess the quality procedures of the ExTL applicable to the operation of witness testing.
6.3.2 Review of documentation held by the ExTL covering site assessments/reassessments of the participating test facility, and contractual arrangements. 
6.3.3 Ensure there is a proper agreement between the ExTL, and the participating test facility, as per 6.1.2 above.

6.3.4 Approval of the manufacturer or user test facility, and registration with the IECEx Secretariat and updating of the current information in the Register.

6.3.5 Issuing ExTR covering witness testing by manufacturer or user test facility involved. 


	Refer to ExTAG for consideration

	140
	FTZU

(CZ)


	6.3
	
	
	The performance of tests is the role of ExTL.   ExCB should only :

-Agree the witness test with the manufacturer and associated ExTL in the stage of manufacturer’s application review. 

- Sign the agreement with the associated ExTL which is not a part of ExCB entity. 

- Review the ExTR issued by the ExTL. 


	Reduce the role of ExCB to the three items mentioned on the left. The rest of requirements should be deleted. 
	See revised document and response to Item 144

	141
	AU
	6.3.1
	
	Technical
	Testing is in the ExTL area of competence. To have the same rigor as actual testing by an ExTL requires tests to be witnessed by ExTL’s and apply the appropriate supervision. Any witnessing and associated supervision of testing by ExCB’s compromises their ability to exercise a proper review of testing and test results before formally issuing the test report.
	Delete: “6.3.1 IN TOTAL”
	Agreed to delete (a) but not (b).
See revised document

	142
	DE


	6.3.1,

6.3.3
	
	General
	To perform these tasks the ExCB would need all competencies of an ExTL.

The competency to assess test facilities and competency of laboratory staff can only be gained, if there is continuous involvement in Ex testing laboratory work.
	
	Agreed.

See revised document and response to Item 144.


	143
	JP
	6.3.2
	c)
	Editorial
	An agreement between 3 bodies is required here?

 
	Modify “the ExCB, the ExTL” to “the ExCB or the ExTL”.
	See revised document 

	144
	AU
	6.3.3
	
	Technical
	Testing is in the ExTL area of competence. To have the same rigor as actual testing by an ExTL requires tests to be witnessed by ExTL’s and apply the appropriate supervision. Any witnessing and associated supervision of testing by ExCB’s compromises their ability to exercise a proper review of testing and test results before formally issuing the test report.
	Delete: “6.3.3 IN TOTAL”
	Agreed
See revised document


	145
	JP

	6.3.3
	1st line
	General
	“Where an ExTL is not involved” has the same problem as cited above per 6.2. Who prepares an ExTR? 


	Clarification.
	See response to Item 144

	146
	JP
	6.3.3
	d)
	Editorial/Technical
	Missing words, if compared to 6.2.4?
	“, except as permitted under clause 6.9 and 6.10.” is to be added?


	See response to Item 144

	147
	JP

	6.3.3
	e)
	General
	This “test report” cannot be an ExTR, because no ExTL has been involved.

According to the IECEx 02, any ExTR must be prepared by an ExTL. 

Does this item mean that an ExCB is allowed to prepare and issue an ExTR, and then an IECExCoC, without involving any ExTL?
	Consideration on this situation.

If necessary, introduce a new rule that enables acceptance of a test report prepared by manufacture or user, keeping in mind that in most of witness testing ExTL may not be necessary.


	See response to Item 144

	148
	AU
	6.3.4

Should read 6.4.3
	
	Technical
	See previous comments about signing agreements
	Re-word: “Sign the required agreement with the ExTL and where necessary the ExCB”


	Agreed
See revised document
 

	149
	JP

	6.3.4
	
	Technical
	Within the context of Clause 6, there may be a case in which an ExCB is not involved. (Text says “ExTL or ExCB”.)

Who makes this registration if no  ExCB is involved in this program; ExTL is not obliged to so in 6.2.


	ExTL is obliged to make such registration, when no ExCB is involved?
	An ExCB is always involved because it has to approve the use of witness testing, and has to endorse the ExTR. Since it is the ExCB that has the final say, it should be responsible for this activity.



	150
	DE


	6.3.5
	
	General
	Issuing of an ExTR, which has not been prepared by an ExTL, is not in line with OD9.
	
	Agreed.  
See revised document


	151
	FTZU

(CZ)


	6.4
	
	
	The all details concerning the witness tests are the same as the details at the off-site testing and should be agreed at the stage of manufacturer’s application review.

 
	Delete whole par. 
	Off-site testing and witnessed testing are two distinct and separate programs, even though they share some common elements. As such the witnessed testing procedure must be a stand-alone procedure.



	152
	CN


	6.4.1
	
	technical
	
	Delete “or ExCB”
	It could be possible for the initial application to be made to the ExCB but the fact that an ExTL must be involved clarifies this.


	153
	CN


	6.4.3
	
	technical
	
	Delete “and/or the ExCB”
	See response to Item 148



	154
	RU
	6.4.4
	d)
	general
	Additional safety measures of the ExTL personal and the manufacturer are required for some types of tests.
	We propose to add the following sentence:

d) Equipment and test safety means (measures)
	See response to Item 95

	155
	JP

	6.4.4
	g) to l)
	Editorial 
	a) to f)
	Correction.
	Noted

	156
	USNC
	6.4.4
	
	Technical
	See comment under Clause 5.4.3
	
	Agreed
See revised document


	157
	AU
	6.4.5
	
	Technical
	Testing is in the ExTL area of competence. The ExCB role should be to ensure the witness testing program is properly conducted by the ExTL..
	Re-word: ”Appoint appropriate personnel to be responsible for verification of the ExTL witness testing arrangements.”
	Agreed
See revised document

	158
	USNC
	6.6.4
	
	Technical
	See comment under Clause 5.4.3


	
	Agreed

See revised document



	159
	AU
	6.4.6
	
	Technical
	Testing is in the ExTL area of competence. The ExCB role should be to ensure the witness testing program is properly conducted by the ExTL..
	Delete: ”Ensure” and replace with “Verify”

Delete: “ExCB or”
	Agreed
See revised document

	160
	CN


	6.4.6
	
	technical
	
	Delete “ExCB or”
	Agreed
Same as Item 159

	161
	CN


	6.5
	
	Technical 
	
	Delete “ExCB” in 3 locations
	This clause has nothing to do with technical capability. It pertains to the right of manufacturer/user to free choice. 

	162
	FTZU
(CZ)


	6.5
	
	
	The par. is inappropriate. The testing at the manufacturer facilities ( as the Witness tests) is the activity of ExTL. Additionally the performance of test at the manufacturer shall not be generalized, but carried out only on case by case basis.  


	Delete the whole par. 6.5. 
	See response to Item 161. 

	163
	FTZU

(CZ)


	6.6
	
	
	The requirements for the initial assessment in the case of Witness tests shall be the same as the requirements at the off-site tests with using the manufacturer’s equipment and manufacturer’s staff. 

The whole paragraph seems to be redundant.  


	Delete the whole paragraph 6.6. 
	See response to Item 151 and other previous comments on this subject.



	164
	AU
	6.6.1
	
	Technical
	Testing is in the ExTL area of competence. ExTL’s should carry out site assessments (refer previous comments).
	Delete: “or ExCB”
	Agreed
See revised document 

	165
	CN


	6.6.1
	
	Technical
	
	Delete “or ExCB”
	Same as Item 164



	166
	JP

	6.6.2
	
	Editorial
	Equivalent text is missing if compared to Clause 5.6?


	Inclusion?
	Same as Item 163



	167
	RU
	6.6.4
	h)
	general
	Additional safety measures of the ExTL personal and the manufacturer are required for some types of tests.


	We propose to add the following sentence:

h) test safety means (measures)
	See response to Item 95


	168
	USNC
	6.6.4
	
	Technical
	See comment under Clause 5.4.3
	
	Agreed
See revised document

	169
	AU
	6.6.5
	
	Technical
	Testing is in the ExTL area of competence. ExTL’s should carry out site assessments (refer previous comments).
	Second sentence – re-word: “The Ex TL shall provide…”
	Agreed
See revised document


	170
	CN


	6.6.5
	
	Technical/ 

editorial
	
	Replace by following:

The ExTL shall document and approve the results of any assessment/reassessment activity, using the appropriate IECEx Site Assessment Checklist (Annex A). 

A copy of the assessment/reassessment report must be forwarded to its associated ExCB for review and approval.


	Same as 169



	171
	FMA

(US)
	6.6.5
	
	Editorial
	Correct Typo
	IEXEx should be IECEx


	Noted



	172
	JP

	6.6.5
	2nd line
	Editorial
	IEXEx
	IECEx
	Noted


	173
	JP

	6.6.5

5.6.5
	
	Editorial
	IECEx Site Assessment Checklist (Annex A),

Assessment Report Form (Annex A)


	Unify the naming.
	Noted



	174
	USNC
	6.6.5
	
	Editorial
	Correct Typo
	IECEx should be IECEx
	Noted



	175
	JP

	6.6.x
	Addition?
	Technical
	Equivalent text is missing if compared to Sub-clause 5.6.6?


	Inclusion?
	See response to Item 151



	176
	FTZU

(CZ)


	6.7
	
	
	The requirements for the initial assessment in the case of Witness tests shall be the same as the requirements at the off-site tests with using the manufacturer’s equipment and manufacturer’s staff. 

The whole paragraph seems to be redundant.  


	Delete the whole par. 6.7. 
	See response to Item 151

	177
	AU
	6.7.1
	Para 1
	Technical
	Testing is in the ExTL area of competence. ExTL’s should carry out the witness role. (refer previous comments).
	Delete: “or ExCB”
	Agreed
See revised document

	178
	CN


	6.7.1
	
	technical
	
	Delete “or ExCB”
	Agreed
See revised document

	179
	FMA

(US)
	6.7.1?
	d)
	Technical 
	An additional section is necessary to address equipment, such as measuring systems, that are calibrated by the user test facility or the manufacturers test facility, prior to use. 


	Measuring systems shall be validated prior to use, using these test instruments
	Agreed. 

See revised document 

	180
	USNC
	6.7.1?
	d)
	Technical 
	An additional section is necessary to address equipment, such as measuring systems, that are calibrated by the user test facility or the manufacturers test facility, prior to use. 


	Measuring systems shall be validated prior to use, using these test instruments
	Agreed
Same as 179

	181
	AU
	6.7.2
	Para 1
	Technical
	Testing is in the ExTL area of competence. ExTL’s should carry out the witness role. (refer previous comments).
	Delete: “ExCB or”
	Agreed
See revised document

	182
	CN


	6.7.2
	
	technical
	
	Delete “ExCB or”
	Agreed
Same as 181

	183
	JP

	6.7.3
	
	
	For easy understanding, make clear who has prepared reports/records.
	“Test reports/records prepared by        shall meet ---“
	Agreed 

See revised document


	184
	JP

	6.7.3
	a)
	Technical
	This means that accepted testing facility is required, or allowed, to prepare a test report in ExTR form?

This may bring confusion into Ex-society, as if

1) such test report is an ExTR,

2) such facility has been accepted into the IECEx System as an ExTL.


	Consideration.
	See response to Item 183

	185
	JP

	6.7.3
	b)
	Technical
	At this stage, reference number of ExTR is not assigned. Then, “ExTR” could be read as “additional reference number for internal ExCB use”, that is found in Section 3 of OD 011-2:2009?


	Clarification.
	The ExTR on-line system number can be obtained bfore testing is completed by creating an ExTR entry that sits at the “DRAFT” state.

	186
	AU
	6.7.3
	i)
	Technical
	Testing is in the ExTL area of competence. ExTL’s should carry out the witness role. (refer previous comments).
	Delete: “ExCB or”
	Agreed
See revised document

	187
	CN


	6.7.3i)
	
	technical
	
	Delete “ExCB or”
	Agreed
Same as 187

	188
	CN
	6.7.4
	
	
	
	Replace by following:

6.7.4
When an ExTR covers results based on witness testing, a reference to the use of the manufacturer or user test facility as well as a register number within IECEx system shall be included as “Additional Information” in ExTR and corresponding on-line ExTR summary.
	Agreed
See revised document

	189
	CN


	6.8
	
	technical
	
	Delete “ExCB” in 4 locations
	Agreed
See revised document and response to 190

	190
	AU
	6.8.2
	
	Technical
	Testing is in the ExTL area of competence. ExTL’s should carry out the identification of the test sample. (refer previous comments).
	Delete: “or ExCB”
	Agreed
See revised document

	191
	FTZU

(CZ)
	6.8.2
	
	
	Reduce to the ExTL staff only 


	Delete “ ExCB” 
	Agreed
See revised document

	192
	AU
	6.8.4
	
	Technical
	Testing is in the ExTL area of competence. ExTL’s should witness the conclusion of long term tests. (refer previous comments).
	Delete: “or ExCB”
	Agreed
See revised document

	193
	FTZU

(CZ)
	6.8.4
	
	
	Reduce to the ExTL staff only 


	Delete “ ExCB” 
	Agreed
See revised document

	194
	AU
	6.8.5
	
	Technical
	Testing is in the ExTL area of competence. ExTL’s should review records of long term tests, as part of their review the ExCB should also review the records. (refer previous comments).
	Delete: “or” and replace with “and”
	Agreed
See revised document

	195
	FTZU

(CZ)
	6.8.5
	
	
	Reduce to the ExTL staff only 


	Delete “ ExCB” 
	Agreed
See revised document

	196
	AU
	6.8.6
	
	Technical
	Testing is in the ExTL area of competence. ExTL’s should witness the start and conclusion of long term tests. (refer previous comments).
	Delete: “or ExCB”
	Agreed
See revised document

	197
	FTZU

(CZ)
	6.8.6
	
	
	Reduce to the ExTL staff only 


	Delete “ ExCB” 
	Agreed
See revised document

	198
	CN
	6.9

	
	technical
	
	Delete “ExCB” in 9 locations
	Agreed except for item (f )which has been changed to align with other clauses

	199
	IT
	6.9
	
	General
	The “remote witness test” is an ambiguous approach which could crack the credibility of the system.


	Remove the “remote witness test”.
	Remote witness testing is already in practice by many ExTLs and is accepted by many accreditation bodies.



	200
	AU
	6.9.1
	Para 1
	Technical
	Remote witness testing has the potential for technical failure and corruption of data and is relatively new for the Ex field. Both ExTL and ExCB need to have confidence.
	Delete “or” and replace with “and” in between ExTL  - ExCB
	Agreed

See revised document



	201
	FTZU

(CZ)
	6.9.1
	
	
	Reduce to the ExTL staff only 


	Delete “ ExCB”  
	Agreed
See revised document



	202
	JP

	6.9.1
	3rd line
	Editorial
	“on he the”
	Correction.
	Noted

	203
	MY


	6.9.1
	
	Editorial
	Confidence is based on he the following conditions: 
	Delete he.
	Noted

	204
	AU
	6.9.1
	a)
	Technical
	Testing is in the ExTL area of competence. ExTL’s should witness the start and conclusion of long term tests. (refer previous comments).
	Delete: “or ExCB”
	Agreed
See revised document



	205
	JP

	6.9.1      
	a)
	Technical
	Meaning of “three witnessed tests by an ExTL or ExCB” is not so clear;

Three tests by the same ExTL, or total three tests by different ExTLs?


	Clarification.
	See revised document and response to 206



	206
	MY


	6.9.1
	a)
	Technical
	To add “on the same equipment”.


	The manufacturer shall have had a minimum of three witnessed tests by an ExTL or ExCB, with satisfactory results on the same equipment.


	Agreed.

See revised document


	207
	AU
	6.9.1
	b)
	Technical
	Remote witness testing has the potential for technical failure and corruption of data and is relatively new for the Ex field. Both ExTL and ExCB need to have confidence.
	Delete “or” and replace with “and” in between ExTL  - ExCB in both cases
	Agreed

See revised document



	208
	MY


	6.9.1
	b)
	Technical
	Why the ExTL and ExCB should witness the testing done by them? The manufacturer and user should witness the testing.

The level of trust and confindence are not indicated by ExCB and ExTL.


	The test shall be witnessing by manufacturer or user by on site visit when it conducted at ExTL or ExCB.

ExTL or ExCB shall show the record of evidence, provided that the tests have been done in many times.


	The procedure is for witnessed testing by the ExTL. Witnessing by manufacturer/user staff is a “business” decision, not a technical requirement.



	209
	AU
	6.9.2
	c)
	Technical
	Remote witness testing has the potential for technical failure and corruption of data and is relatively new for the Ex field. Both ExTL and ExCB need to have confidence.
	Delete “or” and replace with “and” in between ExTL  - ExCB
	Agreed

See revised document



	210
	FTZU

(CZ)
	6.9.2 c)
	
	
	Reduce to the ExTL staff only 


	Delete “ ExCB” 
	See Item 207

	211
	JP

	6.9.2
	a), c)
	Editorial
	Is the term “entity” equal to “ExTL or ExCB”, or used for specific meaning?

 
	Clarification
	See Item 209



	212
	JP

	6.9.2
	c)
	Editorial
	The term “in-person examination” is hard to understand.
	Addition of some explanatory words is helpful.


	Agreed

See revised document



	213
	MY


	6.9.2
	c)
	
	Prior to commencing testing, detailed photos of the test set-up shall be sent to the ExTL or ExCB for review and approval. If necessary, the witnessing entity may require that “live” viewing of the test set-up using a real time video camera be available to check the set-up prior to testing, and may require in-person examination of the test setup, including camera(s).


	To add “real time” as per comment second comment above.
	Agreed

See revised document



	214
	MY 
	6.9.2
	d)
	
	Testing shall be witnessed live by the ExTL using an electronic medium such as a live video conference feed via video camera. 


	To add “ conference”.
	Agreed
See revised document



	215
	AU
	6.9.2
	e)
	Technical
	Testing is in the ExTL area of competence. ExTL’s should witness the start and conclusion of long term tests. (refer previous comments).
	Delete: “or ExCB”
	Agreed
See revised document



	216
	FTZU

(CZ)


	6.9.2 e) 
	
	
	Reduce to the ExTL staff only 


	Delete “ ExCB” 
	Agreed
See revised document



	217
	FTZU

(CZ)


	6.9.2 f) 
	
	
	Reduce to the ExTL staff only 


	Delete “ ExCB” 
	See Item 218



	218
	AU
	6.9.2
	f)
	Technical
	Testing is in the ExTL area of competence. ExTL’s sign any agreements (refer previous comments).
	Delete: “and/or” and replace with, “and where appropriate” 
	Agreed
See revised document



	219
	JP

	6.9.2
	f)
	Editorial
	This item f) would be better to move to 6.1.2, because it is not a requirement on procedure of testing but is on agreement to be signed before commencement of testing.


	
	This is an additional requirement applies only to “Remote Testing”.

Suggest to keep text as is.



	220
	FTZU

(CZ)
	6.9.2 h) 
	
	
	Reduce to the ExTL staff only 


	Delete “ ExCB” 
	Both ExTL and ExCB should have the right to do so. This is a required my some accreditors 

	221
	FTZU

(CZ)
	6.10


	
	
	Reduce to the ExTL staff only 
	Delete “ ExCB” 
	There are ExCBs that do not have their own labs but they do operate such programs



	222
	USNC
	6.10.1 a)
	
	E
	The data gathering option involving Long Term Testing is suitably addressed and controlled under 6.8.

Addressing it a second time under 6.10 is redundant, unless there is some intended difference in their application). 
	It is proposed that option a) be deleted (while fully retaining 6.8 as a viable data gathering option). 

As an alternative, the entire text of 6.8 could be removed from 6.8 and relocated under 6.10.

It is proposed that the following text be used...

> Ex Certification Body (ExCB) staff - Staff of a body which has been accepted according to IECEx 02, and which endorses IECEx Ex Test Reports (along with IECEx Certificates of Conformity and IECEx Quality Assessment Reports)

> Ex Testing Laboratory (ExTL) staff - Staff of a testing laboratory which is accepted according to IECEx 02, and which is either integral with, or under the complete control of, or belongs to or works under a written agreement with at least one Ex Certification Body.

As an alternative, these definitions could be deleted entirely, as they add nothing to the understanding or application of this draft OD.


	As is evident, clause 6.10 does not contain any requirements. It is rather a statement of principle and a statement of fact. Obviously, specific requirements need to  be developed in the future, if  IECEx members agree to move in this direction.  “Long Term Testing” is referenced here as an example. Such examples are provided to highlight the fact that some forms of Partially Witnessed Testing already exist, regardless of what we call them. 

Re definition of ExCB/ExTL staff:

a) 6.10 does not contain definitions.

b) The main reason why these definitions are in the OD is as follows: In the course of drafting the OD, when reference to “staff” and “competent staff” was made in the text, questions were raised about the meaning…all staff?...any staff?...what is meant by competent? Etc. The current definitions attempted to clarify the meaning and address the concerns.
c) This objective should be kept in mind when considering the definitions proposed by USNC.
It is suggested that this “hot” item be further discussed within ExTAG 
 

	223
	USNC
	6.10.1 b)
	
	T
	The definitions for ExCB staff and ExTL staff should be aligned with IECEx 02.

This OD should not modify these definitions, as such could be read to change the responsibilities of these roles. 


	It is proposed that option b) be deleted (while fully retaining 6.9 as a viable data gathering option).  
	See response to Item 222



	224
	USNC


	6.10.1 c)
	
	T
	This option basically allows for SMT-type data acceptance that has not yet been endorsed by the ExMC.  

Further, even if there was such an endorsement...

1. It is not clear what testing could make use of this option.  It is not obvious to all, across all our various IECEx standards, what constitutes a HazLoc-HazLoc test, and what constitutes an OrdLoc-HazLoc test.  For example, would this SMT-type consideration be open for all testing except spark-ignition, pressure and non-transmission testing?

2. There are no details to properly and consistently control such SMT-type data acceptance.  This OD only contains requirements for off-site and witness testing.


	The following is proposed...

1. Delete option c).

2. If SMT-type data acceptance is endorsed by the ExMC, then the WG should be tasked to consider these issues separately from the issues of off-site and witnessed testing.


	For discussion within ExTAG

	225
	GB
	6.10.1
	c)
	
	The UK accepts the current text and adds the comment that our understanding of "ordinary location requirements" as called up in clause 6.10.1 (c) is not specifically the term as would be understood in North America, but includes all tests that a manufacturer is capable of doing which he does routinely as a result of making normal location equipment and which are required by the Ex standards.


	
	Agreed


	226
	JP

	6.10.1
	c)
	Technical
	“the applicable ordinary locations requirements” is hard to understand.
	Examples of such requirements or Ex standards are helpful.


	For discussion within ExTAG
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