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	2021-07-2021
	ExMC/1697/DV
	



	National Committee
	Line
number
	Clause/ Subclause
	Paragraph Figure/ Table
	Type 
of comment (General/ Technical/Editorial)
	COMMENTS
	Proposed change
	OBSERVATIONS OF THE SECRETARIAT
on each comment submitted

	AU
	General
	
	
	
	The proposed changes introduce requirements in definitions.  
	Remove all proposed requirements from the definitions and locate elsewhere.  Specific recommendations for the changes are shown below.
	

	AU
	General 
	
	
	
	Some existing definitions contain the above problems plus inconsistencies in layout (eg some have full stops at the end and others not), definitions that are different to those in the IEC 60079 (and hence the IEV).
	That the definitions in this document be reviewed and revised based on the following approach:
1. Where possible the IEC Directives Part 2 (see extracts below) are followed
2. Where definitions are in IEC standards, in particular IEC 60079-0, the identical definition be used 
3. Any requirements currently in definitions are relocated to the body of the document
4. Full stops are removed from end of definitions
5. The term “Note 1 to entry” is introduced where needed
	

	AU
	General
	
	
	Editorial
	References to ‘his’ and ‘he’ are not appropriate.
	Replace ‘his’ with ‘their’ and ‘he’ with ‘they’ everywhere in the document
	

	AU
	General
	
	
	Technical
	The term quality plan is used through the document but not defined.
However, its use is mandated in clause 8.3.1.
Many manufacturers do not have a specific  document called a quality plan, but its intent is satisfied through the documentation in their quality management system. 
	We recommend discussion in ExMCWG1 on this subject.
	

	AU
	1st sentence
	3.9 and 8.3.1
	
	Editorial
	The QAR definition is not able to be complied with while using OD60
Quality assessments may not be on-site, remove reference to on-site

In 8.3.1, Quality assessments may not be on-site, remove reference to on-site assessment.
Also, add reference to audits under IAF MD4.

	Change the text of the definition 
…a document that presents the results of an assessment of the quality management system…

In 8.3.1, No change to current text, add:

During times of extraordinary circumstances, audits may be conducted remotely in accordance with OD 060 and using the remote assessment techniques within the limitations set out in IAF MD 4.
	

	AU
	2nd sentence
	3.9
	
	Editorial
	The second sentence does not define what a quality assessment report is.
It only provides information as to where a copy of the QAR summary can be found. 
	Make the 2nd sentence a note to the definition

	

	AU
	
	3.16
	
	Editorial 
	Additional information is not a definition. It includes mandatory requirements which should not be located in the definition area.  


	Delete the latest (proposed) sentence plus proposed full stop at end of “Quality Assessment Report” and insert the following text in 9.11 after first paragraph:

Instructions to an Ex Certification Body for suspensions and cancellations shall include evidence of consultation with, and agreement by all manufacturers specified on the Certificates regarding the actions requested of the ExCB.

	

	AU
	1st sentence
	3.16
	
	Editorial
	[bookmark: _Hlk78190474]While you can obtain, suspend or cancel a Certificate of Conformity, I don’t believe that an applicant can request to, or should you, suspend or cancel a Test Report or Quality Assessment Report.

If found deficient, should Test or Quality Assessment Reports be withdrawn by the ExTL due to the deficiency and not by request?

Should the term applicant be applied to Test or Quality Assessment Reports when the intent of the scheme is for an application for certification to an ExCB? A Test Report and Quality Assessment Report are then required as part of that application.

Agreement by all manufacturers may not be practically possible when a single certificate lists multiple manufacturers 

	
 Change the text to
… for obtaining, suspending or cancelling an IECEx Certificate of Conformity or obtaining an IECEx Test Report or IECEx Quality Assessment Report. Instructions to an …



Modify the wording to remove the 
 agreement by all manufacturers 
	

	AU
	
	3.17
	
	Editorial 
	Additional information is not a definition.  It includes mandatory requirements which should not be in a note or located in the definition area.

Additionally, the new proposed text is incorrect, full ExTR and QAR are obtained and issued to the applicant.
	Delete the proposed note plus proposed full stop at end of “that connection” and insert the following text in 9.1 after first paragraph:

The manufacturer may choose to appoint another organisation to act on their behalf (for obtaining an IECEx Certificate, ExTR or QAR) and be nominated on IECEx Certificates as the Applicant.  However, in all cases and at all times, the manufacturer shall be consulted by the Applicant regarding correspondence with, or instructions to, the ExCB that issued Certificates, ExTR or QAR relevant to the manufacturer.
	

	AU
	
	3.18
	
	Editorial 
	“Manufacturing Location(s) operate under the control of the Manufacturer” is problematic. 
	Manufacturing Location(s) operate under the control of the Manufacturer with respect to the manufacture of Ex certified equipment
	

	AU
	
	3.19
	
	Technical
	The present Note 2nd sentence writes “A Production Site is not a Supplier”.

The word ‘Supplier’ is not consistent with ISO 9001:2015, as that Standard has replaced ‘Supplier’ with ‘External provider’.

External provider in that Standard Clause 8.4.1 a) includes “products and services from external providers are intended for incorporation into the organization’s own products and services”.

This is the kind of service referred to 3.19 “Production Site”

Hence the text in the Note should revise “supplier” to External Provider to make it more current, and revise the intent.

	Revise the Note to: 

Note: A Production Site will provide product to a Manufacturing Location for final release.  A Production Site is considered as an External Provider under ISO 9001:2015. 

	

	AU
	
	5.7 and 9.11
	
	Editorial
	The term ‘holder’ is not correct 
	Replace ‘holder’ with ‘applicant’ in these two sections
	

	AU
	2nd sentence
	8.1.1
	
	Editorial
	…issuing ExCB retains ownership of and responsibility for the certificates issued…
It is not stated and unclear what responsibility is meant to reflect.


	 

The IECEx system seeks appropriate legal advice in relation to the word responsibility before allowing any change.
	

	AU
	2nd sentence 
	8.1.1
	
	Editorial
	Certificates are issued to applicants, not manufacturers.
	Modify text to
… for the certificates issued to applicants’
	

	AU
	
	8.1.1
	
	Editorial
	The COC is issued on the basis of the ExTR and QAR.

The ExTR summary and QAR summary is not sufficient to attest equipment conforms to the standards.
	Remove word “summary”
	

	
	
	
	
	
	
	
	

	AU
	
	8.3.5
	
	Editorial
	The grammar is wrong in the following sentence.
 “ they shall not be used in any form of advertising or sales promotion in order that the information may be misinterpreted”.  
	Reword the second half of the sentence to:

“they shall not be used in any form of advertising or sales promotion as the information may be misinterpreted.”
	

	AU
	
	8.3.7 a)
	
	Editorial
	ISO 9001 certification should be to an appropriate scope to be relevant here.
	… accredited by an IAF signatory organization, to an appropriate product scope,…
	

	AU
	
	8.3.7
	
	Technical 
	There should be more frequent surveillance where the manufacturer is not audited to ISO 9001 annually. Add an additional bullet point.
	If ISO 9001 QMS audits are not being conducted annually at a QMS-certified Ex manufacturing site (e.g. if a site is part of a multi-site QMS registration and the site is not scheduled to be audited annually), then Ex surveillance audit frequency of the manufacturer should be no more than every 12 months.
	

	AU
	
	8.3.7
	
	General
	Present text requires surveillance audits to be conducted not more than 18 months.
Since the QAR validity date is set at 3 years, conducting the audit at no more than 18 months results in the 3 yearly audit being conducted earlier to 3 years, and hence gives a ‘date creep’ where every cycle requires the 3 yearly validity date to be crept forward in the calendar.
That is not desirable for scheduling.
	Add a paragraph:
Flexibility is allowed to conduct surveillance assessments up to two months before, or up to one month after, the surveillance audit due date. Re-assessments shall be conducted long enough before the re-assessment audit due date so that any non-conformities can be closed before the re-assessment due date.
	

	AU
	
	9
	
	Editorial
	For application for a CoC, including surcharges, the document refers to the ‘applicant’
The CoC is issued to the ‘applicant’
For changes, cancellations and suspensions the ExCB refers to the ‘manufacturer’
In 9.11 the ‘holder’ can request cancellation
	Shouldn’t these references all be to the ‘applicant’?
	

	AU
	
	9.1
	
	Editorial
	Maintenance of certification via ongoing surveillance should be reinforced. Add text to the last sentence.
	The issuing ExCB shall also ensure that the Applicant and the Manufacturer(s) undertake to abide by the Rules and obligations of the IECEx Scheme, including certification maintenance via ongoing surveillance of the manufacturer.
	

	AU
	Note
	9.1, 9.2
	
	Editorial
	The note refers to “IECEx Guide 02A”  The website identifies this as IECEx Guide IECEx 02A.  The document reference is No is IECEx 02A
	Correct the reference to the document title to read “IECEx guidance document - IECEx 02A”
	

	AU
	
	9.11
	
	Editorial
	Non-payment of fees should be a reason to suspend/cancel a certificate. Add another bullet point. 
	Any fees owed to the issuing ExCB are not paid as per the agreed commercial arrangement. 
	

	AU
	1st sentence
	9.12
	
	Editorial
	
9.12 is in conflict with 9.11, as the secretariat is already informed. Consider delete the additional notification requirements
	
Delete Clause 9.12
	



Extracts from ISO/IEC Directives Part 2 Edition 9.0 (2021-05)

16 Terms and definitions

16.5.6 Definitions

The definition shall be written in such a form that it can replace the term in its context. It shall not start with an article ("the", "a") nor end with a full stop. A definition shall not take the form of, or contain, a requirement.

16.5.9 Notes to entry

A note to a terminological entry (referred to as "Note # to entry") follows different rules from a note (referred to as "NOTE #") integrated in the text (see Clause 24). It provides additional information that supplements the terminological data, for example:

• provisions (statements, instructions, recommendations or requirements) relating to the use of a term;
• information regarding the units applicable to a quantity; or
• an explanation of the reasons for selecting an abbreviated form as the preferred term.

Notes to entry shall be numbered starting with "1" within each terminological entry. A single note to entry shall be numbered.
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