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OIML TC 3/SC 2 – Metrological supervision

Revision of D 16 “Principles of assurance of metrological control”

Comments on the 1st Committee Draft – Country Order

The Secretariat sought an advice of the members on the following specific points (referred to below):

1. The WD was prepared with an idea that what could be retained from the original D16 should be used in the new one. As a matter of course, some of the parts might become obsolete. It might e.g. be the case of the annex based on mechanical fuel dispensers (current Annex 5 which has been taken over from the original D16 in full). Still, as indicated in the USA comments, it may not be enough. Can you express your view on this point: is the 1st CD about right in using parts of the original D16 or more or less parts should be used ?
2. The US made a comment to remove the conclusions  - what is your opinion on that ?
	Country
	Section

Clause
	Comment
	Initial observation

by Secretariat

	Austria
	Questions
	Question 1:

As the scope of Document 16 is to provide elements and options to be considered for developing a model of legal metrological control we find it useful that the document shows examples of different methods of metrological control in the annexes which can be also taken from the former document D16 if they are still up to date. Maybe that some examples - especially the annex concerning mechanical fuel dispensers - are a little bit out of date and should therefore be replaced by present-day examples.
Question 2:

To our opinion such documents generally should not contain conclusions.


	Agree – changes have been made accordingly
As a response to comments, conclusions were removed with some parts placed somewhere else (see the 2nd comment of Slovakia).


	CECIP
	5.1.1.1  last sentence
	"All the operations are performed by legal metrology officials and they are made for manufacturers or their authorized representatives for a fee."  

Comment: 

There must be the possibility for other parties to give the order (and pay for it directly) than the manufacturer or his authorized representative. Otherwise the system doesn't work. Example is initial verification. Other parties may be the user himself or a dealer who sells and installs the instrument without giving the information about customers to the manufacturer.


	Agree - changed

	
	Chapter 5.1.2 and Annex 3
	CECIP supports the idea that a good functioning metrological system needs a good functioning "market surveillance". In our point of view "market surveillance" doesn't include short testing only like done under re-verification but also needs random testing of all requirements, especially all of those which were carried out already under type-approval testing. Supervision of the quality system of production of a manufacturer may be in many cases an alternative to that. 

Without such one always will find a wide range between instruments which fulfil the requirements and those which doesn't. Type-approval testing on a pattern is too little. 


	

	
	5.2.1 Footnote 


	Please delete footnote.

Comment:

We do not know what is meant with "pressure of manufacturers". Nevertheless such a note is political and shall not be integrated in such a document which shall give objective advice.


	Agree – reworded, manufacturers not mentioned.

	
	Chapter 5.2.11 and Annex 8
	Please delete Annex 8 and instead give a hint that:

There is always the danger that technology may go further without recognizing that and taking it into account in the rules. If such a case is detected rules have to be updated in a clear technical traceable/normative way that manufacturers are able to follow.

Comment:

The example in Annex 8 only gives the hint that there could be a new general aspect because of new technologies in mobile phones. Existing requirements have not taken that into account in time. A problem when detecting was that the testing method was not traceable/normative and the results therefore are much more accidental than objective. Up to now there is no traceable/normative method known for testing at the place of use (out of EMC Laboratory). Therefore the statistics are very accidental and must be deleted in such a document like D16. 

	Annex 8 was taken out as a response to a comment of Germany (see below).

	Germany
	General
	Parts of this draft are presented in a way that characterizes an Expert report. The character of an OIML Document could be reached far better by adopting further elements of the original D16 combined with a simultaneous update.


	Agree – replaced by “some member countries” (recently reported from Lithuania as well) and by a text authorized by Germany both in the main body and in the annex.

	
	Explanatory Note and Introduction
	The first two paragraphs of the Explanatory Note and Introduction are identical. Please delete and adapt to the rest of the text. 
	Agree  - changed 



	
	2.22
	“Putting into service (use)“ means the first use of an instrument, intended for the end user for the purposes for which it was intended; the use by the manufacturer
	Agree - changed

	
	2.24
	“Market surveillance” can also include activities after placing on the market or putting into use because it is not always possible or legally permitted to make a check on the production premises. Such checks are only possible if non-compliances have been discovered on the market.
	Agree but the definition does not preclude that.  

	
	2.26
	“Field surveillance” should not only aim at the instrument itself but also at the user to evaluate the proper use of the instrument. There should be a clear borderline over the explanation that market surveillance and field surveillance may overlap.
	Agree – two notes to that effect added

	
	4.6 and 4.7
	The remarks about maximum permissible errors for verification und maximum permissible errors for in-service inspection are very important parts of the document in connection with the metrological uncertainty. They should not appear in chapter 4, rather general, but as an extra chapter with an extra caption.
	Agree - rearranged

	
	5.2.10
	It should be indicated that the exploitation of maximum permissible errors is possible only when the measuring instrument has been adjusted accordingly by the manufacturer or repair firm. The user shall not adjust the sealed instrument.
	Agree - added

	
	6
	The Conclusions should not be removed but No. 6.1 should be carefully worded, in a sense that among the different stakeholders the consumer protection organisations often have only little influence. 
	Agree - changed

	
	Annex 8
	Please delete Annex 8 without replacement. The statements under No. 5.2.11 are thoroughly sufficient. The figures given in Annex 8, Fig. 1 to 3, partly result from conditions not sufficiently clarified 
	Agree - deleted


	The Netherlands 
	General

(in p((particular the annexes)
	In our comments on the 1WD, we wrote:

“It would be useful if all examples of problems in practice, fraud, etc. would be completed with information when (year, period) this occurred. As we guess that some “traditions” are included with a limited relevance in the 21st century.”

And the secretary responded:

“Changes have been made wherever possible. Besides, this type of information is difficult to obtain.”

It is our opinion that, if it is impossible to trace back the exact source of more than 20 years old examples, these should preferably left out; and certainly not be included without any indication of their origin and “age”.
	Explanation - the “old” examples (4,5,6) have been taken from the original version of this Document (1986), in the introduction it is mentioned: it should be an update (e.g. the USA would like to keep it as close as possible). On the other hand, a majority of comments are against some “old” examples – after a careful consideration Annex 5 was therefore taken out.

	
	General
	In the draft, the expression “pattern approval” is used. But please note that in the present terminology in OIML, the expression “type approval” is used (see VIML, 2.6).
	Agree - changed

	
	0

page 6
	 We suggest to complete the 2nd sentence / 6th line:

“... specific conditions and other formal or informal mechanisms (like activities of consumer organizations).”
	Agree - added

	
	0
	Just below the middle of page 6: Add after the reference to R 87: “[5]”
	Agree - added

	
	2.8
	We suggest adding: “(hereinafter referred to as “conformity assessment” “
	Agree - added

	
	2.17 + 2.18
	We suggest adding “... business or natural person who is ....” (more or less like MID, 

Article 4 (d). 
	Agree - added

	
	2.20
	The expression “end user” is not used in the rest of the text. 

So this definition is superfluous and can be deleted.
	It is used in the definition of the term 2.22.

	
	2.21
	This definition seems to be derived from the MID.

But nevertheless: this can be understood in 2 ways: the individual instrument or the type of instrument. Maybe it makes sense to clarify this in order to prevent any misunderstanding.
	The Secretariat believes that it is irrelevant for this term – whether it is one of those alternatives becomes clear from the context of where the term is used.. 

	
	2.26
	The expression “field surveillance” is not used in the rest of the text.

Therefore we suggest to either delete this, or to swap the two expressions:  Define “in-service surveillance” and place “field surveillance” in brackets.

And besides this: We are not sure; is “field surveillance” proper English ?
	Agree – changed (the same definition is used in OIML D 9)

	
	4.2
	That “best approach” is a typical European approach. The conclusion (which seems to be the personal opinion of the author) that this is the best, should be avoided in an OIML International Document like this; unless it is a clear policy of OIML.
	Agree partially – the wording has been made as mild as possible.

	
	4.6 (b)
	Strictly spoken, a verification  is not a measurement.

So we suggest replacing “measurement” here by “observations” or “conclusions”.
	Disagree – measurements (tests) are a part of any verification, the word “tests” added.

	
	4.7 (a)
	Besides factor 2, factors 1 and 1,5 are also found.
	Agree - changed

	
	4.7 (b)
	1st sentence of 2nd paragraph: 

This can also depend on the influence of the measurement on the measurand (measuring voltage with a voltmeter having an impedance that is not significantly higher than the source.)
	Agree – “the standard equipment” added.

	
	5.1.1.2
	Add OIML R 99 to the references on page 27.
	Agree - added

	
	5.1.1.4
	1st line: replace “... the above listed intervention strategies ...” by “The intervention strategies according to 5.1.1.1”.
	Agree - changed

	
	5.1.1.4
	8th line: the responsibility of the metrology officials can never go beyond the moment of their observations. The owner/user always remains responsible !
	Agree – but it might be a misunderstanding – the system, not any concrete officials, are meant here but the sentence anyhow added.

	
	5.1.1.4
	(Editorial) reconsider the wording of the sentence: “The practical implications of the fact that all the instruments in the pre-market stage are with the manufacturer has to be taken into account as well (it is well positioned to play a role here).”
	Agree - reworded

	
	5.1.2
	2nd line: We suggest adding “... made on one or more samples ....”
	Agree - changed

	
	5.1.2
	Last sentence: we suggest adding “ ..... public, often the most ...”
	Agree - changed

	
	5.2.1
	The conclusion that “subsequent verification should not be privatized”, should be avoided in an International Document like this.
	Agree – the text reworded, this statement avoided.

	
	5.2.2
	The conclusion “disadvantage of this system”, should be avoided in an OIML International Document like this; unless it is a clear policy of OIML.
	The wording changed but the US have no problem with the text.

	
	5.2.2
	We suggest to define “enforcement” and “inspection” in clause 2.
	It has already been made in OIML D 9.

	
	5.2.6
	Statement “On the other hand, in the related activity of calibration it is unimaginable that a calibration laboratory should offer only a partial service of calibration without an adjustment when applicable and necessary.”: 

The word “unimaginable” is a very categorical statement!

We discussed this with the “calibration branch” of the Dutch Accreditation Council as well as with our standards laboratory NMi VSL: 

As a general rule, a calibration shall only be accompanied by adjustment (if out of specs) if the owner explicitly agrees with such a change to his instrument. 

So in general, if the instrument is adjusted, 2 sets of calibration results shall be submitted: both the results before calibration as well as after calibration. As the owner must also know the state of the instrument before the calibration to be able to recall products or services if necessary. 

Furthermore, if the calibration laboratory is not the formal representative of the manufacturer, it often happens that they do not have access to the documentation necessary for adjustments.
	Agree partially – the text slightly changed

	
	5.2.9

(page 23)
	The text “ ..... the Dutch model. Unannounced actions .... based on purchasing the goods ..... are a remedy here.” might give the undeserved impression that the “Dutch model” includes such purchases as a part of the metrological supervision. (It is unclear whether this is meant so by the author).
	It should be understood in a decoupled way – the succession of sentences therefore changed.

	
	5.2.10
	Last sentence. For your information the solution in The Netherlands:

Article 2 of our “Regulation on the use and installation of EU measuring instruments” reads:

“Measuring instruments as referred to in Article 4 of the Measuring Instruments Decree I, non-automatic weighing instruments as referred to in Article 5 of the Measuring Instruments Decree I and measuring instruments as referred to in Article 4 of the Measuring Instruments Decree II shall, following commissioning, meet the following regulations:

a.
they shall be in a good state of repair;

b.
they shall have been fitted in accordance with the manufacturer’s instructions and be used accordingly;

c.
they shall only be used for taking measurements that are in line with their intended purpose;

d.
they shall be adjusted and corrected so as to ensure that any indication errors are as close to zero as possible.
This last item, (d) can be used to take action against such “soft frauds”.
	The regulation added to the text as an example – very inspiring.

	
	5.2.11
	In addition to Annex 8 dealing with this “German Problem”, 5.2.11 contains some more details about this problem.

Notwithstanding our opinion that it would be better to remove this entire example at least for the time being, we suggest moving the bulk of the text (from “It has been discovered ....” onward) to Annex 8 (in particular the details about the correspondence between power, distance and field strength.). But also note our remarks to Annex 8 ! ! !

And add OIML R 76-1 (both the old and the new version ?) to the references. But we may expect that by the time of publishing the new D 16, the old version of R 76-1 will be withdrawn. And than this text has to be updated anyhow.
	Agree partially – Annex 8 removed (see German comments), a reference to R76-1 added. The text should stay to give this part a “flesh” – no reason is given why it should be removed.

	
	5.3.2
	Suggest to add “As the net quantity ....”
	Agree - added

	
	5.4.2
	At one hand, there can be a lobby from owners/users of measuring instruments to apply longer periods for subsequent verification.

But at the other hand, it is likely that maintenance companies and (private) bodies that carry out subsequent verification may plead for shorter periods!

We see this mechanism in our country in the field of mandatory periodic inspection of motor vehicles: In the government, there is a at the moment discussion to extend the period of the mandatory inspection of motor vehicles from 1 year to 2 years. But the authorized garages (that can carry out these inspections) are strongly against this proposal; they say for safety reasons, but their wallet may play a role as well.
	Agree – an addition made

	
	6.1
	This is the only place where “NGOs” appear in the document. This abbreviation not being defined, we suggest replacing this by the full expression “Non Governmental Organizations”
	Agree – changed

	
	References
	As mentioned elsewhere in these remarks, we suggest adding references to all publications referred to; in particular OIML R 7 (see page 37), R 76-1 (see page 23) and R 99 (see page 16 of the draft).
	Agree - added

	
	Annex 2
	2nd line of 3rd paragraph: 

We suggest adding: “….against manufacturers, venders/merchants, and other, …...”
	Agree - added

	
	Annex 3
	In our comments on the 1WD, the secretary responded:

“this annex  is a 100 % copy of the corresponding article in the OIML Bulletin prepared by Australia.”

That “100 % copy” will be true and we assume that this article mainly reflects the experience in Australia. But this is dangerous as a general statement in an OIML International document. As the context of an OIML International Document (that should, as good as possible, give a “universal truth”) is completely different from an article in a magazine, which can perfectly represent a local situation or a personal opinion.

The statement “there is little evidence” may be justified in Australia, but on an international level, this is disproved by both our examples. We agree that these 2 examples date back from a long time ago, but this also applies for several examples in the annexes!

If this Annex is kept unchanged (100 % copy of an article in OIML Bulletin), the reference to that publication should be added, clearly stating that the annex is a copy of the article, and representing the situation in Australia.
	The reference to the article added. That it is an example from Australia is clearly stated.

	
	Annex 3
	3rd paragraph “Pattern approval …. existing technology”:

For your information only: in the late 70’s (or early 80’s ?), there was evidence in our country that one or more manufacturers provided their counter scales in production with inferior (and cheaper) load cells, causing too high temperature dependence (see my previous remark).

Therefore, a program was started to carry out a quick temperature test (in the framework of the initial verification) on a “bulk” of such scales.

This investigation was funded by the normal fees for the initial verification, or at least there was no extra fee charged. Unfortunately, there is no report available. And also considering the “age” of this investigation, it makes no sense mentioning in D 16.

Further to the last sentence: We can very well imagine that those manufacturers that will need such an investigation most, are in particular reluctant against such an investigation ! 
	This information from the Netherlands more or less supports that in the article. All the questions here and below to Annex 3 should be rather directed to the author.  

	
	Annex 3
	End of 4th paragraph: Also cheaper quality (less carefully compensated) load cells in counter scales (see earlier remarks).
	

	
	Annex 3
	2nd last paragraph: As we questioned to the 1WD: 

We have some doubt: Was that withdrawal really on a strictly voluntary basis??
	

	
	Annexes

4 + 5
	Referring to our remark on the 1WD to Annex 5 and the secretariat’s response: 

Taken into account that these examples are copied from the edition 1986, so it dates back more than 20 years ago, we strongly suggest adding at least this “age” of such example.

(this remark applies for several other annexes as well).
	Annex 5 removed, a note added to Annex 4.

	
	Annex 7
	For the solution to this problem in our country, see remark 5.2.10.
	

	
	Annex 8

and

5.2.11
	See also remarks 5.2.11

It is our opinion that OIML should be very reluctant to publish this annex in a formal OIML publication, until the full investigation is completed and a scientifically sound report is available.
By that time, it is always possible (and indeed, very useful) to add an appropriate annex later.
Below this table, we quote from IEC 61000-4-3 (2006-2) and IEC 61326-1 (2005).
	The annex was taken out – see above.

	Poland
	
	No comments
	

	Slovakia
	General
	The WD was prepared with an idea that what could be retained from the original D16 should be used in the new one. As a matter of course, some of the parts might become obsolete. It might e.g. be the case of the annex based on mechanical fuel dispensers (current Annex 5 which has been taken over from the original D16 in full). Still, as indicated in the USA comments, it may not be enough. Can you express your view on this point: is the 1st CD about right in using parts of the original D16 or more or less parts should be used? 

We consider the WD of the revision of OIML D 16 well balanced document as for using parts of the original D 16.
	Firstly, a maximum from the original D 16 has been retained. Secondly, as far as annexes are concerned,  original Annexes 5 and 8 were removed (see above) out of various reasons.

	
	Conclusions
	The US made a comment to remove the conclusions – what is your opinion on that ?
Section 6. Conclusions need not be a part of the document. Nevertheless some ideas, namely from the clause 6.2, could be used in section 0. Introduction.
	Agree - changed

	UK
	Question 2
	The UK has the following comment to make in response to Question 2 of your consultation of the 18th April:
It is understood that this document is to provide guidance for consideration by governments. The advice is of course non-mandatory therefore we suggest it is acceptable to keep the conclusion as it re-iterates the aim of the document.
	A majority of comments were against conclusions – see the comment of Austria.


