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’ISO’s Mission

ISO develops high quality voluntary International Standards which 

facilitate international exchange of goods and services, support

sustainable and equitable economic growth, promote innovation and 

protect health, safety and the environment

SMA – 2011-06-29/30
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St d d th i l h l i th i !Standards – they simply help economies thrive!

 Are an important link in global 
supply chains

 Underpin international trade ‐
access to markets 

 Reduce technical barriers to trade ‐
support Multilateral tradesupport Multilateral trade

 Help renew confidence and promote 
economic recoveryeconomic recovery

SMA – 2011-06-29/30

Benefits for different stakeholders

for consumers… for consumers

 f h lthi i t ll safer, healthier, more environmentally 
sound products and services

 d t ith i d lit d products with improved quality and 
reliability

tibilit ithi d b t compatibility within and between 
products

t i t i th d li f greater consistency in the delivery of 
services

i d h i d t d d improved choice and access to goods and 
services

l t lower costs

 better product or service information

SMA – 2011-06-29/30
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The World Standards Cooperation (WSC)The World Standards Cooperation (WSC)

The leading international standardization organizations

Multi‐discipline and cross‐sector

 For electrotechnology

 For telecommunications

Collaborate to meet the challenges of converging 
technologies

SMA – 2011-06-29/30

ISO – A Global System Updated on 7 February 2011

160 national members
5 000 people

98% of world GNIOver 600 
i i i 97% of world populationorganizations in 

liaison

C stomer
1 313 standards 

Customer
Collection of 18 536

ISO Standards

produced in 2010

Vision
&

Strategy

Financial
Internal
Process

Strategy

203 active TCs Central
Learning Growth3 274 technical 

bodies
100 000 experts

Central
Secretariat
in Geneva
154 FTE staff

SMA – 2011-06-29/30

100 000 experts 154 FTE staff
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Double layer of consensus for 
d dISO standards

 At the level of delegates/experts who participate in technical 
committees sub‐committees working groups i e industrycommittees, sub‐committees, working groups, i.e. industry 
specialists, technologists, users, consumers, etc.

 Then, at the level of countries through their national standardsThen, at the level of countries through their national standards 
bodies (NSBs), involving all stakeholders in national mirror 
committees

SMA – 2011-06-29/30
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ISO ‐ Responding to market needsp g

Over 40 new technical bodies established since 2005

f Information and societal 
security

 Response to climate change

 Health informatics

 Social responsibility
 Response to climate change

 Energy efficiency and 
renewable resources

 Tourism and related services

 Fisheries and aquaculture
renewable resources

 Sustainable building design and 
operation

 Carbon footprint

 Services

 Water services

 Nanotechnologies

 Biotechnology

 FinanceNanotechnologies

 Intelligent transport systems

 Food safety management

Finance  

 Food safety management

SMA – 2011-06-29/30

What is conformity assessmentWhat is conformity assessment
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What is Conformity Assessment?

Conformity Assessment:Conformity Assessment:

The demonstration that specified requirementsThe demonstration that specified requirements
relating to a product, process, system, person or 
body are fulfilled.

[Clause 2.1, 

ISO/IEC 17000:2004(E): Conformity assessment — Vocabulary and generalISO/IEC 17000:2004(E): Conformity assessment  Vocabulary and general 
principles]

The Conformity Assessment processesThe Conformity Assessment processes

Declaration (1st party)

Test Attestation

Declaration (1 party)
SDoCObject

Contract (2nd party)++

Certificate (3rd party)
Requirements

Accreditation
Peer assessment

CTT 2011-I/02 7/19



TWO CASCO PRINCIPLES

Th ISO Di ti id tifi t j i i l li d i th d l t f The ISO Directives identifies two major principles applied in the development of 
Conformity Assessment documents:

 Principle of neutrality

 This policy states that all documents containing requirements for products, p y g q p ,
processes, services and persons shall be written such that conformity can be 
assessed by a manufacturer or supplier (1st party), a user or purchaser (2nd

t ) i d d t b d (3rd t )party), or an independent body (3rd party).

 Sector Policy

 This policy states that ISO/CASCO does not encourage the unnecessary 
poliferation of sector documents however where there is a geniune need by a p g y
sector for such a document CASCO will assist in its development. An example is 
the Food industry and motor industry.

SMA - 2011-06-29/30

The CASCO Toolbox

CTT 2011-I/02 8/19



International standards and guides on conformity 
assessment are jointly published by ISO and IEC, and are 
developed by ISO/CASCO

Conformity Assessment

Measurement Documentary
Claims of Assurance of

Policy
Measurement 
(metrology)

Documentary 
Standards

conformity, 
certification

Assurance of 
competence

SO/C SCO f SThe ISO/CASCO toolbox refers to 26 International Standards and 
Guides produced by the ISO Policy Committee on Conformity 
Assessment (ISO/CASCO) covering:
 Principles and terminology

 Common elements

 Suppliers declarations of conformity

 Certification

Assessment (ISO/CASCO) covering:

 Code of conformity assessment practice

Writing specified requirements

−Product
−Management systems

 Testing
 Inspection

−Persons
 Accreditation
 Peer assessment Peer assessment

Mutual recognition 1
7

The ISO/CASCO toolbox provides specific standards p p
and guides on each conformity assessment activity

Testing

Inspection

Certification
Management system
Personnel
Product Accreditation

Mutual recognition & 
Peer assessment

Supplier's declaration 
of conformity

The decision to use one type of conformity assessment, depends on 
the customer's requirements,

the level of risk associated with the product/service
and regulatory requirements

SMA – 2011-06-29/30
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Mechanisms for performing CA TestingMechanisms for performing CA - Testing

 Definition from ISO/IEC 17000 (4.2) – TestingDefinition from ISO/IEC 17000 (4.2) Testing

– Determination of one or more characteristics of an object of 
conformity assessment, according to a procedure.conformity assessment, according to a procedure.

– NOTE “Testing” typically applies to materials, products or 
processes.p

 ISO/IEC 17025:2005, General requirements for the competence 
of testing and calibration laboratories
 ISO 15189:2007, Medical laboratories - Particular requirements 
for quality and competence
 ISO/IEC 17043:2010 Conformity assessment General ISO/IEC 17043:2010, Conformity assessment -- General 
requirements for proficiency testing

Testing
Inspection

Certification

Accreditation
Mutual recognition & 
P t

SMA – 2011-06-29/30

Peer assessment

Supplier's declaration of 
conformity

Mechanisms for performing CA TestingMechanisms for performing CA - Testing

 Common form of conformity assessment Common form of conformity assessment
 Provides the basis for other types of conformity assessment like 
inspection and product certificationinspection and product certification
 Product is tested against a specified set of criteria
 Used to make decisions on the performance of the product
 Depending on specific requirements from customers and the risk 
associated with the product, the testing laboratory may choose to 
b dit dbe accredited

SMA – 2011-06-29/30
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Mechanisms for performing CA InspectionMechanisms for performing CA - Inspection

 Definition Inspection Definition - Inspection

– Examination of a product design, product, process or 
installation and determination of its conformity with specificinstallation and determination of its conformity with specific  
requirements or, on the basis of professional judgement, with 
general requirementsgeneral requirements

– NOTE Inspection of a process may include inspection of 
persons, facilities, technology and methodologypersons, facilities, technology and methodology

Testing
Inspection

Certification

Accreditation
M t l iti &Mutual recognition & 
Peer assessment

Supplier's declaration of 
conformity

SMA – 2011-06-29/30

Mechanisms for performing CA InspectionMechanisms for performing CA - Inspection

 Inspection bodies Inspection bodies 
 Examine 

a huge range of products materials installations plants– a huge range of products, materials, installations, plants, 
processes, work procedures and services, in the private as well 
as the public sector, and report on such parameters as quality,as the public sector, and report on such parameters as quality, 
fitness for use and continuing safety in operation

 Overall aim

– to reduce risk to the buyer, owner, user or consumer of the 
item being inspected

 ISO/IEC 17020:1998, General criteria for the operation of 
i t f b di f i i tivarious types of bodies performing inspection

SMA – 2011-06-29/30
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Mechanisms for performing CA CertificationMechanisms for performing CA - Certification

 Definition from ISO/IEC 17000 (5 5) Definition from ISO/IEC 17000 (5.5)

− Third party attestation related to products, processes, 
systems or persons”systems or persons

– NOTE 1 Certification of a management system is 
sometimes also called registrationsometimes also called registration

– NOTE 2 Certification is applicable to all objects of 
conformity assessment except for conformity assessmentconformity assessment except for conformity assessment
bodies themselves, to which accreditation is applicable

 Definition of Attestation from ISO/IEC 17000 (5.2)( )

– Issue of a statement based on a decision following review 
that fulfillment of specified requirements have been p q
demonstrated Testing

Inspection
Certification

AccreditationMutual 

SMA – 2011-06-29/30

recognition & 
Peer assessment

Supplier's 
declaration of 
conformity

Mechanisms for performing CA AccreditationMechanisms for performing CA - Accreditation

 Definition in ISO/IEC 17000 (5 6) Definition in ISO/IEC 17000 (5.6)

− Third-party attestation related to a conformity assessment 
body conveying formal demonstration of its competence to carrybody conveying formal demonstration of its competence to carry 
out specific conformity assessment tasks

Testing
I tiInspection

Certification

Accreditation
Mutual recognition & 
Peer assessment

Supplier's declaration of 
conformity

SMA – 2011-06-29/30
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Mechanisms for performing CA AccreditationMechanisms for performing CA - Accreditation

 Accreditation is the procedure by which an authoritative body Accreditation is the procedure by which an authoritative body 
gives formal recognition that a body or person is competent to 
carry out specific taskscarry out specific tasks

 Accreditation of testing laboratories, product certification andAccreditation of testing laboratories, product certification and 
inspection bodies is independent verification that they are 
competent to perform the activities for which they are accredited

 ISO/IEC 17011, Conformity assessment - General requirements 
for accreditation bodies accrediting conformity assessment bodies

SMA – 2011-06-29/30

Mechanisms for performing CA - Supplier's p g pp
Declaration of conformity (SDoC)

 Most widely used claim of conformity in the market Most widely used claim of conformity in the market

 ISO/IEC 17050-1:2004 Conformity assessment -- Supplier'sISO/IEC 17050 1:2004,  Conformity assessment Supplier s 
declaration of conformity -- Part 1: General requirements

 ISO/IEC 17050-2:2004, Conformity assessment -- Supplier's 
declaration of conformity -- Part 2: Supporting documentation 

Testing
Inspection

Certification

Accreditation
Mutual recognition & 
Peer assessment

Supplier's declaration
of conformity

SMA – 2011-06-29/30
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The “CASCO Toolbox” relationships…p

Terms and definitions Terms and definitions –– ISO/IEC 17000 ISO/IEC 17000 (2004)(2004)

Requirements for accreditation bodies Requirements for accreditation bodies ––ISO/IEC 17011ISO/IEC 17011 (2004)(2004)

00
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40
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20(2
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Requirements Requirements Requirements Requirements 

assessments assessments 
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b dib di
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ISO/IEC ISO/IEC 
1702117021
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17024 17024 

(2003)(2003)
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M
u

M
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CASCO Standards in Progress

 ISO/IEC 17021:2011 (CASCO WG 21), Conformity assessment —
Requirements for 3rd party certification auditing of managementRequirements for 3rd party certification auditing of management 
systems (Published 01 February 2011)

 ISO/IEC 17065 (CASCO WG 29), Conformity assessment —
R i t f tifi ti b di tif i d tRequirements for certification bodies certifying products, processes 
and services (DIS – Expected publication 2012)

 ISO/IEC 17024 (CASCO WG 30), Conformity assessment — GeneralISO/IEC 17024 (CASCO WG 30), Conformity assessment  General 
requirements for bodies operating certification of persons (DIS‐
Expected publication 2012)

ISO/IEC 17020 (CASCO WG 31) C f i G l ISO/IEC 17020 (CASCO WG 31), Conformity assessment —General 
criteria for the operation of various types of bodies performing 
inspection (DIS‐ Expected publication 2012)

 ISO/IEC 17067 (CASCO WG 32), Conformity assessment –
Fundamentals of product certification (Product scheme development) 
(WD 2)(WD 2)

 ISO/IEC TS 17022 (CASCO WG 33), Conformity assessment – Third 
party management system audit reports (PDTS Expected publication 

SMA - 2011-06-29/30

p y g y p ( p p
2012)
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Application of conformity assessment activities is pp y
sometimes expressed in relation to managing risk 

C fid i f t h lth i t f i Confidence in safety, health, environment, fair commerce
 Regulations based on risk
 Choice of activities Choice of activities

– Testing

Inspection Accreditation /– Inspection

– SDOC

C ifi i
Certification

d

Accreditation / 
Peer assessment

– Certification

– Accreditation

3rd party
Specifier 
oversight
2nd party

Suppliers 
declaration of 

conformity
1st party

p y

Independence and Rigor of Conformity

1 party

SMA – 2011-06-29/30

Independence and Rigor of Conformity 
Assessment

CASCO Structure and operation
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The 1-1-1 dream of Conformity Assessmenty

Accepted
1 

Test
1

Standard Accepted 
everywhere

TestStandard

1 
Conformity 

Assessment

SMA - 2011-06-29/30

ISO/CASCO structure

 112 ISO members are
t d i CASCOrepresented in CASCO 

(70  participating members
and 42 observers). 

 18 international
organizations are liaison
members of CASCO: BIPM,
CEOC, CAC, EFAC, EOQ, 
Eurolab, IAF, IFAN, IFIA, IIOC, 
ILAC, INLAC, IPC, IQNet, ITU-T,
OIML, UILI, UNFCCC and IEC.

 Both policy and technical
work

 Continual improvement cycle

SMA - 2011-06-29/30
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CASCO Interpretation Process

 Provides a uniform consistent approach to interpretation and
maintenance of existing standards and guides

 Responses are available on ISO website

 Accepted as the official interpretation structure

 T i t t ti d t d t Ten interpretations done to date
 ISO/IEC Guide 65
 ISO/IEC 17021/
 ISO/IEC 17011

SMA - 2011-06-29/30

Developing CASCO StandardsDeveloping CASCO Standards
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Conformity Assessment Standards
Standards generation‐ Standards generation

 ISO Standard

 A normative document developed according to consensus procedures A normative document, developed according to consensus procedures,
which has been approved by the ISO membership
and P‐members of the responsible committee in accordance with
Part 1 of the ISO/IEC Directives as a draft International Standard
and/or as a final draft International Standard and which has been
published by the ISO Central Secretariatpublished by the ISO Central Secretariat

 ISO/PAS Publicly available specification

 A normative document representing the consensus within a
working group.

 ISO/TS Technical specification 

 A normative document representing the technical consensus within an
ISO committee

ISO/TR T h i l t ISO/TR Technical report

 An informative document containing information of a different kind from
that normally published in a normative document.

 International Workshop Agreement (IWA)International Workshop Agreement (IWA)

 An IWA is an ISO document produced through workshop meeting(s)
and not through the  technical committee process. 

 ISO Guide

 Guides provide guidance to technical committees for the preparation 
of standards, often on broad fields or topics

CASCO Working Groups
 ISO/CASCO P Members nominate to the WG.

 A‐Liaison members nominate to WG. D‐Liaison can 
be   established between an organization and a WG.

 They are nominated as experts and required to input 
as experts. WG group members act as independent 
experts not as national delegates.

 The WG develops a Working draft document (WD). It 
evolves into a Committee Draft (CD) document.

 The CD goes to member bodies who distribute to 
NMC (NMC) for CASCO.

 At this stage no longer the experts but the national At this stage no longer the experts but the national 
consensus comments.

 Responsible for the development of the document p p
(Standard/Guide) (DIS and FDIS and publication).

SMA - 2011-06-29/30
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Topical issues in CASCO

1) Market Suveillance – Information booklet to be developed on
regulatory Good Practice  aimed to assist developing economies

2) Interpretation Panel – Completion of 8 requests for interpretation – process is 
functioning well

3) CASCO Newsletter developed and 3rd edition released

4) IAF‐ISO Action plan on monitoring the effectiveness of Accredited Management 
System Certification progress is on scheduleSystem Certification – progress is on schedule.

5) Web conferencing being used relatively extensively for workshops and WG
meetings. Facilitates participation from developing economieseet gs ac tates pa t c pat o o de e op g eco o es

6) Composition of the CPC structure –more efficient

7) Communication strategy7) Communication strategy

8) Open day 5th October

SMA – 2011-06-29/30

The End at last!

Thank you
andand 

any questions

 http://www.iso.org/iso/resources/conformity assessment.htmhttp://www.iso.org/iso/resources/conformity_assessment.htm

 ISO video

 maccurtain@iso.org

 chalet@iso.org

 bleeker@iso.org

SMA - 2011-06-29/30
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OIML Seminar on Conformity to Type (CTT)

29‐30 June 2011, Utrecht, the Netherlands

1

Background to Conformity 
T (CTT) i OIMLto Type (CTT) in OIML

Dr. Grahame Harvey

First Vice President

CIML

2

CIML
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Overview

 Metrological Control Systems

 Initial drivers for OIML CTT activity Initial drivers for OIML CTT activity

 2004 proposal for linking to MAA

 Presidential Council WG on CTT

 More recent activity on CTT

 Critical issues identified

 Options for OIML involvement

 Summary

3

Metrological Control Systems

A national (OIML) standard 

Conformity to type (CTT)

Pattern (type) approval (C of T)

Conformity to type (CTT) 

Verification test procedures

Subsequent verification

Initial verification    

4

Subsequent verification    
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Initial Drivers for OIML Activity

 Advent of electronic instruments means that initial 
verification is no longer able to detect non-verification is no longer able to detect non
conformances with the specifications for the pattern. 

 Accidental discoveries in Australia

 l d ll l k f t t ti load cells lack of temperature compensation

 NAWI instruments with different power supplies

 EMC components missingp g

 Voluntary CTT system in Australia

 Issues with evidential breath analysers

5

 Analysis of pattern approval applications

Initial Proposal for Linking to MAA

 2004 CIML discussion on MAA fees

 Di i f MAA f ith t f Discussion of MAA fees with a component for 
issuing authorities and a fee on each certificate.

 Noting the savings for industry in approval 
f it d t i t d tfees, it was proposed to incorporate a mandatory 
loading on MAA certificates to fund a CTT system

 CIML rejected this proposal because it did not wantCIML rejected this proposal because it did not want 
to compromise the acceptance of the MAA.

6
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Presidential Council WG on CTT

 Presidential Council established a WG on CTT 
in 2005in 2005.

 Meetings were held annually until 2008

 At CIML 2010, CIML considered a proposal to 
create a new technical committee on CTT. 
However, CIML resolved instead to hold this 
seminar.

7

 Meeting 1 in 2005: There was strong support for developing a CTT

Outcomes of WG on CTT
Meeting 1 in 2005: There was strong support for developing a CTT 
proposal, involving:

 International coordination,

Sh i f i f ti f iti th h Sharing of information on non-conformities through an 
“alarm” database,

 It was noted that the latter could raise confidentiality and 
legal issueslegal issues.

 Meeting 2 in 2006:

 The meeting considered in detail a discussion paper that the 
secretariat had prepared for the meeting.

 If was resolved to carry out surveys of industry and regulators.

8
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 Meeting 3 in 2007:

Outcomes of WG on CTT (2)

 Meeting 3 in 2007:

 The two surveys conducted by BIML were considered.

 The survey of regulators revealed that few member states had 
a competent system to detect non-conformities.  Most relied on 
initial verification that can detect blatant non-conformities but is 
mostly ineffective for CTT. 

 About a third of respondents to the industry survey were 
opposed to the introduction of an OIML conformity to type 
program. The remainder either supported such a program or had 
no opinionno opinion. 

 A presentation by a representative of CECIP was strongly 
supportive of a conformity to type program. The representative 
noted that some major European manufacturers were considering

9

noted that some major European manufacturers were considering 
the introduction of their own voluntary program. 

 Meeting 4 in 2008:

Outcomes of WG on CTT (3)

 Meeting 4 in 2008:

 The meeting considered an issues paper prepared by the 
secretariat.

 The representative from CECIP informed the WG that 
European manufacturers were supportive and open to the idea of 
a CTT program. 

 The representative from the USA informed the WG of a “Proof 
of Production vs. Type” program that had recently been 
established by the Scale Manufacturer’s Association in America. 
This program incorporates initial verification an administrativeThis program incorporates initial verification, an administrative 
(certificate) review and conformity testing. 

 In addition, some representatives informed the WG that several 
manufacturers have approached them requesting a higher level

10

manufacturers have approached them requesting a higher level 
OIML type approval (OIML ++) incorporating CTT. 
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More Recent Activity on CTT

 At CIML 2009, a Round Table on Metrological Control was held 
in which some papers were presented on CTT.

 Also in 2009, the BIML prepared a discussion paper on 
Conformity Assessment of Measuring Instruments (BIML 09 N°y g (
402/JFM) that also raised the application of CA to prepackages.

 At CIML 2010 CIML considered a proposal to create a new At CIML 2010, CIML considered a proposal to create a new 
technical committee on CTT. However, CIML resolved instead 
to hold this seminar.

11

Outline of the CTT System 
Considered by WG

 Recognition of manufacturers’ quality systems based on 

y

certification by an IAF signatory. Note that some national 
authorities already require auditing of the manufacturers quality 
system (similar to Annex D of MID).

 A light level of auditing of production possibly in cooperation 
with Regional Bodies. Further auditing would be carried out if a 
significant non-conformity were detected. 

12
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Critical Issues Identified

 Funding of CTT testing. Although not a large 
amount of funding is required because:amount of funding is required because:

 Only a few instruments sampled from any 
region

 O l b t f l t t i d t Only a subset of approval tests carried out

 (some ideas on funding will be presented later 
in the seminar)

 Confidentiality and legal issues. The storage and 
transmission of information that impacts negatively 
on a company is a very significant issue and BIML 
would need to take legal advice

13

would need to take legal advice.

Options for OIML Involvement

 No involvement.

 E t bli h TC t id Establish a TC to prepare a guidance 
document for member economies with no 
further involvement

 E t bli h TC t d l MAA t Establish a TC to develop an MAA type 
system with BIML coordination and 
transmission of testing data

 As for the last dot point but including As for the last dot point but including 
conformance of prepackages.

14
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Summary

 With technological development, there is 
a clear need for a conformity to typea clear need for a conformity to type 
(CTT) system.

 Industry has in general been supportive.

 T k f th th OIML WG To make further progress, the OIML WG 
and seminar activities need to be replaced 
by formal technical committee work.

 There are legal confidentiality and There are legal, confidentiality and 
funding issues to be addressed.

15
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Who is the IEC ?

 The International Electrotechnical Commission
with 60 full members

 Founded in 1906 to promote international co-
operation on all questions of standardization and 

l t d tt i th fi ld f l t t h lrelated matters in the field of electrotechnology, 
including Conformity Assessment.

Relation between ISO and IEC

 The IEC and ISO are twins as international SDOs, 
located in the same building (Rue de Varembé 3, g (
Geneva, CH)

 IEC full member 60 countries plus 21 associated
(ISO b 108 l 54 i t d)(ISO: member 108 plus 54 associated)

 Close collaboration:
via ISO/IEC Directives and Guides as the- via ISO/IEC Directives and Guides as the 

procedural rules to be followed for the 
development and maintenance of international p
standards
- on international scenes like WTO, especially for 
the TBT agreementsthe TBT agreements
- development of CASCO standards
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Principles of ISO/IEC for standardization

 Impartiality, stakeholder principle

 Parliamentary process within rectification of 
standardization documents (comments voting)standardization documents (comments, voting)

 Integration of regulatory requirements, close 
contact to regulators and early involvement incontact to regulators and early involvement in 
the standardization process – see EU New 
Approach

 Goal: One standard – accepted everywhere and 
by each stakeholder

Principles of ISO/IEC for conformity 
assessment (CA)

 Strict separation between standardization and 
conformity assessmenty

 Main CASCO standards for certification:
- ISO/IEC Guide 65 (replaced soon by ISO/IEC 17065) 
and ISO/IEC Guide 67and ISO/IEC Guide 67

 Other CASCO standards:
- ISO/IEC 17025 Laboratories

ISO/IEC 17021 M t t- ISO/IEC 17021 Management systems
- ISO/IEC 17024 Competence of Persons

 IAF/ILAC accreditation accepted by national regulators / C acc ed tat o accepted by at o a egu ato s
as a goal, replacing national accreditation systems

 CA schemes should only driven by market demand or 
regulators NOT by commercial interest of CA bodiesregulators, NOT by commercial interest of CA bodies
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7
General IEC Structure

IEC COUNCIL
National Committees Central OfficeNational Committees

EXECUTIVE COMMITTEE

(IEC Officers) Management

Central Office

(The Executive)

COUNCIL BOARD
g

Advisory 
Committees

MARKET STANDARDIZATION MGMT CONFORMITY ASSESSMENTMARKET 
STRATEGY

BOARD

BOARD

Management of International 
Consensus Standards Work

BOARD

Management of CA policy and 
Systems

C t S t

Tech. Advisory Cttees

Technical Committees

SWG SLCA

SWG EEE IECEE

IECEx

Current Systems

Industry Sector BoardsSWG Tech Watch IECQ

Principles of IEC systems for 
conformity assessment (CA)

 Peer assessment of CBs and TLs, usually based on 
IAF/ILAC accreditation as an add on conducted withIAF/ILAC accreditation as an add on, conducted with 
technical assessors, applying CASCO standards plus 
technical guidance documents (Technical Panel with 
ILAC/IAF based on a MoU)ILAC/IAF based on a MoU)

 Detailed rules and procedures laid down in SOPs 
(operational documents – ODs)  

 Using test report templates related to the IEC standard 
requirements

 Conducting proficiency testing programs Conducting proficiency testing programs

 Using a single online certification tool, operated by IEC 
in the Central Office Geneva for total transparency of 
the CB activities worldwide
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Main benefits of the IEC CA systems

 International independent testing and 
certification as a basis for global confidence of 
the stakeholders, esp. consumers and 
regulatorsregulators

 Test results recorded in a structured template 
as a basis for the “Fast track” national 
certification (time to market in international 
trade)

 Potential of the IEC CA systems for direct 
certificate acceptance by national regulations 
(IECEx in AU and NZ)(IECEx in AU and NZ)

Size of the systems

IECEE IECEx IECQ

Member  53 30 17
bodies

Certification 71 40 21Certification
bodies

71 40 21

Test 341 43 21Test
laboratories

341 43 21
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Use of the IECEE Schemes

U f th S h t th i f ll t t tUse of the Schemes to their fullest extent
will promote the exchange of information

i i ti M f tnecessary in assisting Manufacturers
around the world to obtain certification

di t t i th l b lor direct acceptance in the global
markets

11/49

The scope of the CB Scheme

Safety, Performance, Sourcing 
IECEE

Electrical accessories 
(TC 23)

IECEE

Information Technology 
(TC 108)

Multimedia 
(TC 100)

Fib  ti  

Luminaires 
(TC 34)

Electric cables Cables, wires, 

Fibre optics 
(TC 86)

Lamps and related 
equipment (TC 34)

(TC 20)

Household appliances 
(TCs 59 & 61)

waveguides (TC 46)

q p ( ) ( Cs 59 & 6 )

12/4912/49
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IECEE Organization & Structure

BoA

PSF
Policy and Strategy 

BoA
Board of Appeal

CAG
Chairman’s 

CMC
Forum Advisory Group

CMC
FSC
Factory Surveillance

CTL
Committee of Factory Surveillance 

Committee
PAC
Peer Assessment 
Committee

Committee of 
Testing Laboratories

13/49

Committee

IECEE CB Test Certificates issued

14/49

CTT 2011-I/04 7/15



What is IECEx?

The single International IEC System with Schemes 

covering Certification to Standards that relate tocovering Certification to Standards that relate to 

Equipment and Services in areas relating to 

Explosive Atmospheres to provide anExplosive Atmospheres, to provide an 

Internationally accepted means of demonstrating 

claimed compliance with International Standardsclaimed compliance with International Standards

IECEx is a “Conformity Assessment Tool” 
idi fid th t P d t S i dproviding confidence that Products, Services and 

Personnel covered by an IECEx Certificate meet 
specified requirements, (International Standards)

“IECEx is the International Standard way of doing Ex Certification”

Examples of Equipment Covered by IECEx

•Transducers, Sensors etc
•Switchgear
•Control Stations
•Motors
•Luminaries and Lighting 
•Underground vehicles
R di + C i ti•Radios + Communication

•Junction boxes
•Control Modules
•Control Systems•Control Systems
•Instrumentation
•Analyser houses
•Ventilation RoomsVentilation Rooms
•Components

•Terminals
•Adaptors / Reducers

16

•Cable terminations
• Glands

•Many others
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Life Cycle approach within IECEx

Field-
Inspection

Maintenance
Repair

1 Definition/Jurisdiction

Market-
surveillance

Operator Risk
assessment

1. Definition/Jurisdiction
a) Market Surveillance
b) Certification Bodies
c) Manufacturer

Regulation
c) Manufacturer
d) Operator

2. Interaction
a. Cert. B. ↔ Manu.Certification Manufacturer
b. Manu. ↔ Oper.
c. MS ↔ Oper.
d. MS ↔ Manu.

Bodies
Manufacturer

ProductionISO/IEC Guide 67
e. MS ↔ Insp. B.
f. Cert. B.↔ Insp. B.

Type 5

Schemes within the IECEx System 

IECEx System 
www.iecex.com

IECEx “Certificate 
of Conformity”

3 Types:

IECE B di
IECEx Equipment Scheme
Certification of Ex Equipment
IECEx Equipment Scheme
Certification of Ex Equipment

y

IECE “U it

IECEx “Component 
Certificate”

ExCBs 39 
ExTLs 43

IECEx Bodies

IECEx Conformity Mark

IECEx “Unit 
Verification” Cert.

IECEx Conformity Mark 
License  Scheme

IECEx Services Scheme

ExCBs 14

IECEx Services Scheme
Certification of Ex Service Providers, eg 
Repair and overhaul workshops + Install.

IECE C tifi d P

ExCBs 11

18

IECEx Certified Persons 
Scheme (CoPC)
Competency to work in Ex field (New)

ExCBs 3
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IECEx Management and Governance 
Structure as at Jan 2011

Set Policy and 
CONFORMITY 
ASSESSMENT

STANDARDS 
MANAGEMENT

Standards Work Conformity Assessment work

Coordination Role for day to

Oversees SystemsASSESSMENT 
BOARD (CAB)

MANAGEMENT 
BOARD (SMB)

IEC TC 31
Coordination Role for day to 
day Management, finance 
approves Rules,, CBs, TLs 
Comprise Industry experts

IEC ExMC
Management Committee  

Member  Countries

IEC TC 31 PTs, 
MT SC

CB Committee - Ensure 
common approach to 
C ifi i S d d

IECEx  ExTAG
all ExCBs and ExTLs

MTs, SCs Certification, eg  Standard 
Test Report Forms, ExTRs, 
Decision Sheets

all ExCBs and ExTLs 
represented

IECEx Marks 
Committee

Oversee operation of Mark 
License system Comprise 
industry experts

IECEx Certificates + Licenses Issued 

E E i E CE S iEx Equipment, 
Components  + 

Systems

Ex Equipment 
Unit 

Verification

Ex Equipment 
Mark License

Ex Competent 
Person

Ex Services, eg 
Repair to    

IEC 60079-19 
+     

Installation 
coming

20
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IECEx Statistics to end 2010

14000

16000

IECEx Total
CoCs & Reports

10000

12000

6000

8000

2000

4000

21

0

2003 2004 2005 2006 2007 2008 2009 2010

IECEx Key Updates, since Seattle IEC GM    
United Nations new Publication, March 2011

New United Nations 
P bli ti i UNECEPublication via UNECE 
endorsing IEC TC 31 
Standards + IECEx asStandards + IECEx as 
“world’s best practice”.

22Full Text
http://www.unece.org/press/pr2011/11trade_p03e.htm
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What is IECQ

IECQ is the IEC International Conformity 
Assessment Scheme providing a single 
I t ti l A t d C tifi tiInternational Assessment and Certification 
System covering electronic components, related 
materials sub assemblies and processesmaterials, sub assemblies and processes.

IECQ th f id i lIECQ therefore provides a single 
International Conformity Assessment tool 
to support the "Business to Businessto support the Business to Business 
Supply Chain Management System". 

23

IECQ System

IECQ System
www.iecq.orgwww.iecq.org

Process Approvals 
Eg Electrostatic Discharge Management 
ESD etc

Component Approvals 
Qualification, Capability (Production of 
Components +Assemblies)

ESD etc

IECQ HSPM QC 080000
Hazardous Process Management

ECMP
Electronic Component Management Plan 
(Avionics + Others, railways, medical)

24

ITL (Test Laboratories Operating in 
IECQ)
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What is ECMP  (TS 62239)

 IECQ ECMP provides assessment by 
independent IECQ qualified 
Certification Bodies that eliminatesCertification Bodies that eliminates 
the need for multiple assessments by 
different customers of component 
suppliers, eg  Boeing/Airbus and 
other airframe manufacturers and 
sub-contractor

25

Benefits of a IECQ ECMP Certification

 Provides aerospace industry the ability to 
tili C i l ff th h lf (COTS)utilise Commercial – off - the shelf (COTS) 

components, in a confident manner, 
resulting in cost savings against militaryresulting in cost savings against military 
spec components

 Provide assurance that processes exist for Provide assurance that processes exist for 
managing non availability of replacement 
parts and componentsparts and components

 International “On-Line” IECQ Certificate  
for quick checking by industry +

26

for quick checking by industry + 
Regulators
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Differences between the systems

 IECEE and IECQ are not so strongly submitted to 
national regulations like IECExg

 IECEE  and IECQ are not structured for the 
lifecycle approach like IECEx

 IECEE is collaborating with several IEC/TCs, 
IECEx only with IEC/TC 31

 IECQ serves electronic industry only

 IECEx will get mechanical products under their 
b t d d d b IEC/SC 31Mscope by standards made by IEC/SC 31M

 IECEx accepts tests made at manufacturer’s 
location only by (remote) witnessing of an ExTLlocation only by (remote) witnessing of an ExTL 

Acceptance of test results not made in 
an Ex Test Laboratory

 Accreditation bodies worldwide do not tolerate “easy 
li i ” i th E d t tifi tiliving” in the Ex product certification

 IECEE  has developed a sophisticated procedure (TMP, 
WMP, SMP – OD 2027 to 2030), but this procedure hasWMP, SMP OD 2027 to 2030), but this procedure has 
been declined by regulators

 IECEx is using the OD 024 which allows testing at other 
locations than the ExTL with “remote witnessing”locations than the ExTL with remote witnessing
- initial assessment of the test facilities in partial 
accordance to ISO/IEC 17025

full control of each individual test sample by the ExTL- full control of each individual test sample by the ExTL 
(identification, treatment)
- tests done “remote” under full control of the ExTL via 
web camera recorded and archivedweb camera, recorded and archived
- ongoing surveillance of the location 
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Scale Manufacturers AssociationScale Manufacturers AssociationScale Manufacturers AssociationScale Manufacturers Association
 A nonA non--profit organization founded in 1945.profit organization founded in 1945.

10 b i10 b i 10 member companies10 member companies
 Represents manufacturing, sales and service of all Represents manufacturing, sales and service of all 

accuracy classes of scales, balances and load cells.accuracy classes of scales, balances and load cells.yy
 A forum for participation and a relied on voice in the A forum for participation and a relied on voice in the 

regulatory process.regulatory process.

29 June 201129 June 2011 33 OIML Conformity To Type OIML Conformity To Type 

Scale Manufacturers Association Scale Manufacturers Association 
Obj iObj iObjectiveObjective

““This cooperative endeavor of voluntary This cooperative endeavor of voluntary 
members is dedicated to the best interestsmembers is dedicated to the best interestsmembers is dedicated to the best interests members is dedicated to the best interests 
of the scale industry as a whole; to the of the scale industry as a whole; to the 
owners and users of scales, who are entitled owners and users of scales, who are entitled ,,
to the best practical weighing equipment to the best practical weighing equipment 
which can be produced; and to the public, which can be produced; and to the public, 
which is so dependent upon accurate and which is so dependent upon accurate and 
dependable weights.”dependable weights.”

29 June 201129 June 2011 44 OIML Conformity To Type OIML Conformity To Type 
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Setting the Tone of the PresentationSetting the Tone of the PresentationSetting the Tone of the PresentationSetting the Tone of the Presentation

A ff ti l t t tA ff ti l t t t An effective regulatory system creates an An effective regulatory system creates an 
environment in which transactions favor environment in which transactions favor 

ith th b th llith th b th llneither the buyer nor the seller.neither the buyer nor the seller.

 The fairness of a regulatory system is vital The fairness of a regulatory system is vital 
to all parties concerned.to all parties concerned.

 Significant changes to a regulatory system Significant changes to a regulatory system g g g y yg g g y y
impact manufacturers more than any other impact manufacturers more than any other 
party or group. party or group. 
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p y g pp y g p

Presentation IntroductionPresentation IntroductionPresentation IntroductionPresentation Introduction

 Why does the legal metrology community feel that aWhy does the legal metrology community feel that a Why does the legal metrology community feel that a Why does the legal metrology community feel that a 
CTT program is necessary?CTT program is necessary?

 What experience led the legal metrology community What experience led the legal metrology community 
to feel that a CTT program is necessary?to feel that a CTT program is necessary?to feel that a CTT program is necessary?to feel that a CTT program is necessary?

 What has been learned from other similar programs? What has been learned from other similar programs? 
 What challenges will an OIML Recommendation What challenges will an OIML Recommendation 

create on a national level?create on a national level?
 How many CTT programs will device manufacturers, How many CTT programs will device manufacturers, 

be subject to?be subject to?be subject to?be subject to?
 Will components of a CTT program duplicate Will components of a CTT program duplicate 

requirements in other Recommendations?requirements in other Recommendations?

29 June 201129 June 2011 66 OIML Conformity To Type OIML Conformity To Type 
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US Verified Conformity US Verified Conformity 
A P (VCAP)A P (VCAP)Assessment Program (VCAP)Assessment Program (VCAP)

 Why?Why?
In a controlled evaluation 6 of 8In a controlled evaluation 6 of 8In a controlled evaluation 6 of 8 In a controlled evaluation 6 of 8 
instruments failed compliance testing.instruments failed compliance testing.

 What tests would confirm compliance?What tests would confirm compliance? What tests would confirm compliance?What tests would confirm compliance?
Tests that cannot be conducted in the field!Tests that cannot be conducted in the field!
Tests influence factors (environmental)Tests influence factors (environmental)Tests influence factors (environmental) Tests influence factors (environmental) 

effects such as temperature, voltage, etc.effects such as temperature, voltage, etc.
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US Conformity Assessment US Conformity Assessment 
P (VCAP)P (VCAP)Program (VCAP)Program (VCAP)

 Predictable but disturbing results showed the Predictable but disturbing results showed the 
need for improved compliance levels.need for improved compliance levels.need for improved compliance levels.need for improved compliance levels.

 Needed to confirm compliance with influence Needed to confirm compliance with influence 
factor requirements that cannot be verified in the factor requirements that cannot be verified in the qq
field.field.

 Need to maintain the value of the NTEP Need to maintain the value of the NTEP 
Certificate of Conformance.Certificate of Conformance.

 VCAP was created to address these needs.VCAP was created to address these needs.

29 June 201129 June 2011 88 OIML Conformity To Type OIML Conformity To Type 
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Before VCAP Was CreatedBefore VCAP Was CreatedBefore VCAP Was CreatedBefore VCAP Was Created

 The Scale Manufacturers Association developed a The Scale Manufacturers Association developed a pp
Production Meets Type (PMT) program in 2002.Production Meets Type (PMT) program in 2002.

 Why?Why?
 Manufacturers wanted a voice in the development of thisManufacturers wanted a voice in the development of thisManufacturers wanted a voice in the development of this Manufacturers wanted a voice in the development of this 

program;program;
 Manufacturers bear the burden of proving compliance;Manufacturers bear the burden of proving compliance;
 Regulators may fail to consider important factors in programRegulators may fail to consider important factors in programRegulators may fail to consider important factors in program Regulators may fail to consider important factors in program 

development.development.

 PMT was a voluntary program that several SMA PMT was a voluntary program that several SMA 
members implemented.members implemented.members implemented.members implemented.

 PMT was in place for four years and offered to the legal PMT was in place for four years and offered to the legal 
metrology community for their use.metrology community for their use.
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VCAP Program Similar to PMTVCAP Program Similar to PMTVCAP Program Similar to PMTVCAP Program Similar to PMT

 The VCAP program is mandatory  while the PMT The VCAP program is mandatory  while the PMT p g yp g y
was voluntary.was voluntary.

 VCAP was built on the PMT program and VCAP was built on the PMT program and 
t i f th l t f it i f th l t f icontains many of the same elements focusing contains many of the same elements focusing 

on influence factor testing to practical sampling on influence factor testing to practical sampling 
levelslevelslevels.levels.

 Both program use third party auditors.Both program use third party auditors.
 Both programs verifies existence of quality Both programs verifies existence of quality p g q yp g q y

management system and access to necessary management system and access to necessary 
test equipment test equipment 

29 June 201129 June 2011 1010 OIML Conformity To Type OIML Conformity To Type 
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ConcernsConcernsConcernsConcerns

 Are audits consistent between:Are audits consistent between: Are audits consistent between:Are audits consistent between:
 Different auditors?Different auditors?

 Multiple facilities of single device?Multiple facilities of single device?p gp g

 Device manufacturers and Private Label certificate Device manufacturers and Private Label certificate 
holders?holders?

 Are VCAP audits reported in the same way? Are VCAP audits reported in the same way? 
 Device compliance versus process capabilityDevice compliance versus process capability

S ifi d i d l f d iS ifi d i d l f d i Specific device models versus a range of device Specific device models versus a range of device 
parametersparameters

29 June 201129 June 2011 1111 OIML Conformity To Type OIML Conformity To Type 

How Many Different CTT Programs are How Many Different CTT Programs are 
N d d?N d d?Needed?Needed?

 An OIML Recommendation is used to create a An OIML Recommendation is used to create a 
country specific program.country specific program.
Countries are free to add countryCountries are free to add country specificspecific Countries are free to add countryCountries are free to add country--specific specific 
requirements.requirements.
 Could lead to multiple programs which will be difficult Could lead to multiple programs which will be difficult p p gp p g

to all members of the weights and measures to all members of the weights and measures 
community.community.

 Reciprocity needed between CTT programsReciprocity needed between CTT programs Reciprocity needed between CTT programs.Reciprocity needed between CTT programs.
 Multiple CTT programs result in higher market Multiple CTT programs result in higher market 

entry costs to manufacturers.entry costs to manufacturers.
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e y cos s o a u ac u e se y cos s o a u ac u e s
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Complexity of a Conformity ProgramComplexity of a Conformity Program (1/3)(1/3)Complexity of a Conformity Program Complexity of a Conformity Program (1/3)(1/3)

Many companies own private label certificates. Many companies own private label certificates. 
This creates a unique situationThis creates a unique situationThis creates a unique situation.This creates a unique situation.

Company “A” purchases a indicator from CompanyCompany “A” purchases a indicator from CompanyCompany A  purchases a indicator from Company Company A  purchases a indicator from Company 
“B”“B”

“Approved” Terminal from 
“ ”Company “B”
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Complexity of a Conformity ProgramComplexity of a Conformity Program (2/3)(2/3)Complexity of a Conformity Program Complexity of a Conformity Program (2/3)(2/3)

Many companies own private label certificates. Many companies own private label certificates. 
This creates a unique situationThis creates a unique situationThis creates a unique situation.This creates a unique situation.

Company “A” also purchases a platform fromCompany “A” also purchases a platform fromCompany A  also purchases a platform from Company A  also purchases a platform from 
Company “C”Company “C”

“Approved” Platform fromApproved  Platform from
Company “C”
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Complexity of a Conformity ProgramComplexity of a Conformity Program (3/3)(3/3)Complexity of a Conformity Program Complexity of a Conformity Program (3/3)(3/3)

Many companies own private label certificates. Many companies own private label certificates. 
This creates a unique situationThis creates a unique situationThis creates a unique situation.This creates a unique situation.

Company “A” combines the two components into a Company “A” combines the two components into a p y pp y p
complete instrument and has it “approved” in their complete instrument and has it “approved” in their 
company name.company name.

“Approved” Instrument Approved  Instrument 
in the name of Company “A”

29 June 201129 June 2011 1515 OIML Conformity To Type OIML Conformity To Type 

Marketplace Sanctions and Legal IssuesMarketplace Sanctions and Legal IssuesMarketplace Sanctions and Legal IssuesMarketplace Sanctions and Legal Issues

 Can a recommendation developed by Can a recommendation developed by p yp y
consensus properly address local marketplace consensus properly address local marketplace 
sanctions and legal issues?sanctions and legal issues?

 Differences in national laws and regulations Differences in national laws and regulations 
indicate that it would not be possibleindicate that it would not be possibleindicate that it would not be possible.indicate that it would not be possible.

 This adds to the concerns of a proliferation ofThis adds to the concerns of a proliferation of This adds to the concerns of a proliferation of This adds to the concerns of a proliferation of 
programs and again brings up the question of  programs and again brings up the question of  
““How Many Different CTT Programs are Needed?”How Many Different CTT Programs are Needed?”
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Does a CTT Program Affect Existing Does a CTT Program Affect Existing 
R i t ?R i t ?Requirements?Requirements?

 Is there overlap between existing requirements /Is there overlap between existing requirements / Is there overlap between existing requirements / Is there overlap between existing requirements / 
regulations with those in a CTT program?regulations with those in a CTT program?

 How much additional cost and work will beHow much additional cost and work will be How much additional cost and work will be How much additional cost and work will be 
required for implementation and management of required for implementation and management of 
a CTT program for regulators and for device a CTT program for regulators and for device p g gp g g
manufacturers?manufacturers?

 Will compliance rates significantly improve after Will compliance rates significantly improve after 
CTT implementation?CTT implementation?

 Is CTT over regulation?Is CTT over regulation?

29 June 201129 June 2011 1717 OIML Conformity To Type OIML Conformity To Type 

In SummaryIn Summary (1/2)(1/2)In Summary In Summary (1/2)(1/2)

 Did the VCAP accomplish it’s goal of Did the VCAP accomplish it’s goal of p gp g
improved compliance?improved compliance?
 no clear answer because it is not fully no clear answer because it is not fully 

implementedimplementedimplemented.implemented.
 Only load cells are currently covered under Only load cells are currently covered under 

VCAP.  The next device type will probably be VCAP.  The next device type will probably be 
i l t d i 2012 2013i l t d i 2012 2013implemented in 2012 or 2013.implemented in 2012 or 2013.

 Potential proliferation of conformityPotential proliferation of conformity Potential proliferation of conformity Potential proliferation of conformity 
programs is a concern to the weights and programs is a concern to the weights and 
measures community.measures community.
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In SummaryIn Summary (2/2)(2/2)In Summary In Summary (2/2)(2/2)

 Complexity of an OIML Recommendation to Complexity of an OIML Recommendation to p yp y
address enforcement issues.address enforcement issues.
 We do not believe that a Recommendation We do not believe that a Recommendation 

li h thi !li h thi !can accomplish this!can accomplish this!

H h d th i t fH h d th i t f Have we reached the point of over Have we reached the point of over 
regulation? regulation? 
 As the SMA we believe that too many CTTAs the SMA we believe that too many CTT As the SMA we believe that too many CTT As the SMA we believe that too many CTT 

programs will become overly burdensome.  programs will become overly burdensome.  

29 June 201129 June 2011 1919 OIML Conformity To Type OIML Conformity To Type 

Thank You!Thank You!Thank You!Thank You!
Scale Manufacturers AssociationScale Manufacturers Association

P t Offi B 26972P t Offi B 26972Post Office Box 26972Post Office Box 26972

Columbus, Ohio 43226Columbus, Ohio 43226--09720972

Tel:  +866 372 4627Tel:  +866 372 4627

Email Email info@scalemanufacturers.orginfo@scalemanufacturers.org

Darrell FlockenDarrell FlockenDarrell FlockenDarrell Flocken

Mettler ToledoMettler Toledo

1150 Dearborn Drive1150 Dearborn Drive

Worthington Ohio 43085 USAWorthington Ohio 43085 USAWorthington, Ohio 43085  USAWorthington, Ohio 43085  USA

Tel: +614 438 4393Tel: +614 438 4393

Email: Email: darrell.flocken@mt.comdarrell.flocken@mt.com
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OIML S i C f it t T (CTT)OIML Seminar on Conformity to Type (CTT) 

Perspectives of manufacturing industryPerspectives of manufacturing industry

CTT 2011-I/06 1/9



Content:

About CECIP

Role and responsibilities of manufacturers in the 
European market under legal controlEuropean market under legal control

Questions to a voluntary quality management system for Quest o s to a o u ta y qua ty a age e t syste o
production (QMS) under supervision of OIML

June 29th, 2011
CECIP contribution to the OIML seminar CTT
Veronika Martens, President of CECIP LMGPage 3

About CECIP:

Members are the 15 national associations of weighing 
industry from the following countries:

Austria 
Czech Republic 
France 

Poland 
Romania 
Russia 

Germany 
Hungary 
Ireland 

Slovak Republic 
Spain 
Switzerland

Italy 
Netherlands 

United Kingdom

June 29th, 2011
CECIP contribution to the OIML seminar CTT
Veronika Martens, President of CECIP LMGPage 4
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About CECIP:

 700 manufacturers

t 3 billi E i 2008 turnover 3 billion Euro in 2008

 50.000 employees 

 + 4000 – 5000 micro companies (10.000 employees)

 global markets with more than 50 % of world wide trade volume

June 29th, 2011
CECIP contribution to the OIML seminar CTT
Veronika Martens, President of CECIP LMGPage 5

Role and responsibilities of manufacturers in the EU market under legal control

General overview:

• two-tier system : private and legal metrology

f f f• harmonisation of regulations and cross approval of certificates and    
QMS certification between member states in EU resp. EEA via EU 
directives (one certificate is legal for all member states) 

• legal metrology: 2 measuring instruments directives (NAWID and MID)

• legal metrology: same requirements for instruments’ production inside or 
outside of Europeoutside of Europe 

June 29th, 2011
CECIP contribution to the OIML seminar CTT
Veronika Martens, President of CECIP LMGPage 6
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Role and responsibilities of manufacturers in the EU market under legal control

procedure for putting instruments into the market:

certified QMS under 
directive (by NB type D)

TAC (by notified body (NB) type B)

2 alternatives

manufacturer puts 
instruments into the market 
and takes sole responsibility

market surveillance activities by

p y
(declaration of conformity)

market surveillance activities by 
member states

(= spot check of individual 

supported by a 3rd party 
under directive (by NB type F)

June 29th, 2011
CECIP contribution to the OIML seminar CTT
Veronika Martens, President of CECIP LMGPage 7

instruments coming into the market)

Role and responsibilities of manufacturers in the EU market under legal control

procedure for putting instruments into the market:

“certification of QMS” means:certification of QMS  means:

checking whether a manufacturer has set up suitable procedures for 
manufacturing, testing and tolerances to make sure that his instruments will be in 
conformity with the regulations.conformity with the regulations.

“certification of QMS” does not mean:

Testing of individual instruments by the NB. That might be the case in very 
special cases only. Such may be done with spot checks by the market 
surveillance bodies.

June 29th, 2011
CECIP contribution to the OIML seminar CTT
Veronika Martens, President of CECIP LMGPage 8
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Role and responsibilities of manufacturers in the EU market under legal control

Essential functions of the system:

• law based system with legally defined consequences in case of y g y q
non-compliance

• legally based market surveillance to grant fair competition (certified g y g (
QMS is an alternative but not mandatory)

• information exchange between market surveillance bodies of 
member states monitors non-compliances

June 29th, 2011
CECIP contribution to the OIML seminar CTT
Veronika Martens, President of CECIP LMGPage 9

Role and responsibilities of manufacturers in the EU market under legal control

Experience of manufacturers

• since 1993 with NAWIs under NAWI directive

• since 2006 with AWIs under MID

Added value for manufacturers having a certified QMS e.g.:

• time to market (instruments may be put into use immediately 
because no additional actions are necessary (e g no initialbecause no additional actions are necessary (e.g. no initial 
verification by a 3rd party/W&M))

• reduction of costs when testing in production only without 
repetition b a 3rd part /W&M

June 29th, 2011
CECIP contribution to the OIML seminar CTT
Veronika Martens, President of CECIP LMGPage 10

repetition by a 3rd party/W&M
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Voluntary QMS under supervision of OIML

General remarks:

CECIP supports quality and fair competition. pp q y p
Therefore CECIP supports conformity to legal requirements in 

general and on a high level!

To judge whether a voluntary OIML CTT would be an advantage 
there are many questions which have to be answered before.

June 29th, 2011
CECIP contribution to the OIML seminar CTT
Veronika Martens, President of CECIP LMGPage 11

Questions to a voluntary QMS under supervision of OIML

1 A manufacturer wants to import instruments into EU What is the1. A manufacturer wants to import instruments into EU. What is the 
benefit of his certified OIML CTT QMS?

??? EU has established its own legal system 

=> the manufacturer has to use a Notified Body of EU for certification 
of his QMS instead/in addition  in case he wants to put his 
instruments into the market via certified QMS

2. A manufacturer wants to import instruments into the US using 
NTEP CC What is the benefit of his certified OIML CTT QMS?NTEP CC. What is the benefit of his certified OIML CTT QMS?

??? NTEP has established its own system with VCAP

=> ???

June 29th, 2011
CECIP contribution to the OIML seminar CTT
Veronika Martens, President of CECIP LMGPage 12

> ???
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Questions to a voluntary QMS under supervision of OIML

3. A manufacturer wants to import instruments into other countries of 
the world where a “legal” system is not yet in place. What is the 
benefit of his certified OIML CTT QMS?

???    Has to be identified.

4. A manufacturer wants to import instruments into EU, US and other 
countries of the world (item3). 

Does he has to be certified by at least all 3 organisations in 
parallel ???????

June 29th, 2011
CECIP contribution to the OIML seminar CTT
Veronika Martens, President of CECIP LMGPage 13

Questions to a voluntary QMS under supervision of OIML

5. Other questions :

Does certification under the CTT mean 

• checking procedures in production or 

• checking of compliance of instruments coming out of 
production

• or something else?• or  something else?

What does compliance (e.g. demonstrated by a sticker) say when theWhat does compliance (e.g. demonstrated by a sticker) say when the 
requirements are not harmonised in the countries taking part? See 
OIML R76 for example. There are differences and specialities in 
several countries. 

June 29th, 2011
CECIP contribution to the OIML seminar CTT
Veronika Martens, President of CECIP LMGPage 14
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Questions to a voluntary QMS under supervision of OIML

5. Other questions :

What are the requirements to instruments which are type-approved in 
a country without using OIML certificate and OIML CTT? How are 
those instruments or QMS under supervision to grant fair p g
competition? 

OIML has no legal rights in countries. How can OIML achieve legal 
consequences to achieve fair competition in a country in case of 
non-compliances? 

June 29th, 2011
CECIP contribution to the OIML seminar CTT
Veronika Martens, President of CECIP LMGPage 15

Questions to a voluntary QMS under supervision of OIML

5. Other questions :

• What could be the consequences at all when OIML detects non-
compliance and a national TAC is already issued? OIML certificates and 
OIML CTT have no legal character in any country.

• How to detect non-compliance for instruments without OIML certificate at 
all?

A illi t th t f i t t d d d• Are users willing to pay the costs for instruments produced under a  
voluntary CTT in case others can produce cheaper without that? Not 
joining the CTT and saving costs doesn’t say that produced instruments 
are not in complianceare not in compliance.

•Where is the benefit for a manufacturer to join the OIML 
CTT (return on investment for his additional costs)?

June 29th, 2011
CECIP contribution to the OIML seminar CTT
Veronika Martens, President of CECIP LMGPage 16

CTT (return on investment for his additional costs)?
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Questions to a voluntary QMS under supervision of OIML

These questions and others have to be answered

because

to make the idea successful is that all parties 
involved in the system have to be convinced 

and see a benefit for the future

June 29th, 2011
CECIP contribution to the OIML seminar CTT
Veronika Martens, President of CECIP LMGPage 17

Thank you for attention
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OIML S i C f i T (CTT)OIML Seminar on Conformity to Type (CTT)

29‐30 June 2011 Utrecht the Netherlands29 30 June 2011, Utrecht, the Netherlands

OIML seminar on conformity to type June  y yp
2011

Information about EU system

Corinne LagauterieCorinne Lagauterie 
Ministry of Economy, Finance and Industry 

Head of Bureau de la métrologie

French CIML member

French member of WELMEC Committee

Direction générale de la compétitivité, de l’industrie et des services
Sous-direction de la qualité, de la normalisation, de la métrologie et de la propriété industrielle

Bureau de la métrologie
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Overview of the presentationp

- Useful terms and principlesUseful terms and principles

- Content of documentation 

- Role of manufacturers and notified bodies

- Role of market surveillance authorities, ,
cooperation, legal actions

Present EU experiences- Present EU experiences

Direction générale de la compétitivité, de l’industrie et des services
Sous-direction de la qualité, de la normalisation, de la métrologie et de la propriété industrielle

Bureau de la métrologie

B i i i l f l l t lBasic principles of legal metrology

 For a list of regulated uses (transactions and others)g ( )

 Ensure that instruments in normal operation give 
correct and safe resultscorrect and safe results 

 By fixing metrological requirements that 
i h f lfil ll l h i lif linstruments have to fulfil  all along their life cycle

 By setting up a system of controls from design to y g p y g
production and later in service with adapted level 
of testing and MPEs g

 All the system is based on the principle that initial 
conformity to requirements and to type is ensured

Direction générale de la compétitivité, de l’industrie et des services
Sous-direction de la qualité, de la normalisation, de la métrologie et de la propriété industrielle

Bureau de la métrologie

conformity to requirements and to type is ensured
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E d ti l l tiEuropean and national regulation

Due to the fact that European directives are limitedDue to the fact that European directives are limited

- To only some categories (NAWI and 10 MID 
i )instruments) 

- To the stage of putting on the market and putting g p g p g
into service, 

the national legislation in the EU member states is athe national legislation in the EU member states is a 
mixture of national and European requirements 

L l h l i f f iLegal aspects such as penalties for non conforming 
instruments belongs to the national legislation

Direction générale de la compétitivité, de l’industrie et des services
Sous-direction de la qualité, de la normalisation, de la métrologie et de la propriété industrielle

Bureau de la métrologie

V b l dVocabulary used

MID : measuring instrument directive 2004/22

NAWI directive : Non automatic weighing instrumentNAWI directive : Non automatic weighing instrument 
directive (90/384 now codified version 2009

NB : notified bodies bodies designated by the memberNB : notified bodies, bodies designated by the member 
states to perform certain activities defined in the 
di tidirectives 

MI measuring instrument

WELMEC european cooperation in legal metrology

Direction générale de la compétitivité, de l’industrie et des services
Sous-direction de la qualité, de la normalisation, de la métrologie et de la propriété industrielle

Bureau de la métrologie
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A iAssessment according to MID

Conformity assessment procedure : 1 or 2 modulesConformity assessment procedure : 1 or 2 modules 
of control applicable to a category of MI

13 different modules (A B C C1 D D1 E E1 F F1 H H1)13 different modules (A, B, C, C1,D,D1,E, E1, F, F1, H, H1)

The possible choice is defined in the annexes 
specific to categories of instruments and theyspecific to categories of instruments and they 
depend upon the complexity of the instrument 

M i d l B t i ti D Q litMain modules : B type examination, D Quality 
assurance of production, F verification of the 
product (also H1 design examination which coversproduct (also H1 design examination which covers 
also production phase) 

Direction générale de la compétitivité, de l’industrie et des services
Sous-direction de la qualité, de la normalisation, de la métrologie et de la propriété industrielle

Bureau de la métrologie

Li k ith OIMLLink with OIML

Requirements for MI are writen in a format of 
ti l i t ( l f thessential requirements (only some of them are 

precisely defined)
Principle of presumption of conformity by using 

harmonised standards or OIML normative 
documents but it is not possible to claim that 
conformity with OIML recommendation is y
mandatory

Direction générale de la compétitivité, de l’industrie et des services
Sous-direction de la qualité, de la normalisation, de la métrologie et de la propriété industrielle

Bureau de la métrologie
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D t tiDocumentation 

• Whatever are the modules used MID requires• Whatever are the modules used MID requires 
that the manufacturer establishes the technical 
documentation described in article 10 of MIDdocumentation described in article 10 of MID

• This technical document is the basis for 
conformity evaluation : “it render the design, y g ,
manufacture and operation of the MI intelligible 
and permit an assessment of its conformity withand permit an assessment of its conformity with 
requirements of MID”

Direction générale de la compétitivité, de l’industrie et des services
Sous-direction de la qualité, de la normalisation, de la métrologie et de la propriété industrielle

Bureau de la métrologie

C t t f th d t tiContent of the documentation

The technical doc mentation shall be s fficientlThe technical documentation shall be sufficiently 
detailed to ensure:

— the definition of the metrological characteristics,

— the reproducibility of the metrologicalthe reproducibility of the metrological 
performances of produced instruments when 
properly adjusted using appropriate intendedproperly adjusted using appropriate intended 
means,

th i t it f th i t t— the integrity of the instrument.

Direction générale de la compétitivité, de l’industrie et des services
Sous-direction de la qualité, de la normalisation, de la métrologie et de la propriété industrielle

Bureau de la métrologie
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C t t f th d t tiContent of the documentation

The technical documentation shall include insofar asThe technical documentation shall include insofar as
relevant for assessment and identification of the type 

and/orand/or
instrument:
(a) a general description of the instrument;
(b) conceptual design and manufacturing drawings and ( ) p g g g

plans of components, sub-assemblies, circuits, etc;
(c) manufacturing procedures to ensure consistent ( ) g p

production;

Direction générale de la compétitivité, de l’industrie et des services
Sous-direction de la qualité, de la normalisation, de la métrologie et de la propriété industrielle

Bureau de la métrologie

C t t f th d t tiContent of the documentation

(d) if applicable a description of the electronic devices(d) if applicable, a description of the electronic devices 
with drawings, diagrams, flow diagrams of the logic 

d l ft i f ti l i i th iand general software information explaining their 
characteristics and operation;

(e) descriptions and explanations necessary for the 
understanding of paragraphs (b), (c) and (d), 
including the operation of the instrument;

(f) a list of the standards and/or normative documents ( )
referred to in Article 13, applied in full or in part;

Direction générale de la compétitivité, de l’industrie et des services
Sous-direction de la qualité, de la normalisation, de la métrologie et de la propriété industrielle

Bureau de la métrologie
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C t t f th d t tiContent of the documentation
(g) descriptions of the solutions adopted to meet the 

i l i h h d d d/essential requirements where the standards and/or 
normative documents referred to in Article 13 have 
not been applied;not been applied;

(h) results of design calculations, examinations, etc;
(i) the appropriate test results, where necessary, to 

demonstrate that the type and/or instruments comply 
i h h i f hi Di i dwith:  the requirements of this Directive under 

declared rated operating conditions and under 
specified environmental disturbances the durabilityspecified environmental disturbances, the durability 
specifications for gas-, water-, heat-meters as well as 
for liquids other than water

Direction générale de la compétitivité, de l’industrie et des services
Sous-direction de la qualité, de la normalisation, de la métrologie et de la propriété industrielle

Bureau de la métrologie

for liquids other than water.

C t t f th d t tiContent of the documentation

(j) the EC-type examination certificates or EC design 
examination certificates in respect of instruments 
containing parts identical to those in the design.g p g

4. The manufacturer shall specify where seals and 
markings have been appliedmarkings have been applied.

5. The manufacturer shall indicate the conditions for

compatibility with interfaces and sub-assemblies, 
where relevant.

Direction générale de la compétitivité, de l’industrie et des services
Sous-direction de la qualité, de la normalisation, de la métrologie et de la propriété industrielle

Bureau de la métrologie
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Who has access to this documentation?
Where is it kept ?

The manufacturer establishes it (even if he uses aThe manufacturer establishes it (even if he uses a 
representative for certain tasks he cannot delegate 
the establishment of the documentation) )

He provides it to the NB (s) he has chosen for the 
conformity assessment procedure (art 9 of MID)conformity assessment procedure (art 9 of MID) 

He shall inform the NB that holds the technical 
documentation concerning the EC-type examinationdocumentation concerning the EC type examination 
certificate of all modifications to the instrument that 
may affect the conformity of the instrument withy y

the essential requirements or the conditions for validity 
of the certificate.

Direction générale de la compétitivité, de l’industrie et des services
Sous-direction de la qualité, de la normalisation, de la métrologie et de la propriété industrielle

Bureau de la métrologie

of the certificate.

Who has access to the documentation?
Where is it kept ?

Th f t h ll k f th EC tThe manufacturer shall keep a copy of the EC-type 
examination certificate, its annexes and additions 
with the technical documentation for 10 years afterwith the technical documentation for 10 years after 
the last measuring instrument has been manufactured 
(at the disposal of the national authorities)(at the disposal of the national authorities).

The notified body shall hold the technical file 
including the documentation submitted by theincluding the documentation submitted by the 
manufacturer for a period up to the end of the 
validity of the certificate (art 12 of MID covers professionalvalidity of the certificate (art 12 of MID covers professional 
secrecy except vis-à-vis the authority of the Member State which has 
designated it)

Direction générale de la compétitivité, de l’industrie et des services
Sous-direction de la qualité, de la normalisation, de la métrologie et de la propriété industrielle

Bureau de la métrologie
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D t tiDocumentation - summary

- It is mandatory in all cases- It is mandatory in all cases 
- It is very detailed 

Th d i ti t th t it i t ti- The description prevents that it is non representative 
of the future production and that the MI supplied for 
type evaluation is a “golden sample” or a “MI stilltype evaluation is a golden sample  or a MI still 
under development”
It h t b d t d- It has to be updated 

- It is available for later checks by the NB 
- When needed it is available for authorities

Direction générale de la compétitivité, de l’industrie et des services
Sous-direction de la qualité, de la normalisation, de la métrologie et de la propriété industrielle

Bureau de la métrologie

R ibiliti f f tResponsibilities of manufacturers

Whatever is the conformity assessment and moduleWhatever is the conformity assessment and module 
used by the manufacturer it is always mentioned in 
the definition of the module that the manufacturer is 
responsible for the conformity to the requirements 

And for all instruments where certification of the typeAnd for all instruments where certification of the type 
is required the responsibility covers the conformity to 
the type yp

Even when a manufacturer nominates a representative 
to perform some tasks, he cannot delegate his p , g
responsibility concerning conformity

Direction générale de la compétitivité, de l’industrie et des services
Sous-direction de la qualité, de la normalisation, de la métrologie et de la propriété industrielle

Bureau de la métrologie
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Paper declaration by the manufacturerp y
and markings

Whatever is the conformity assessment used the y
manufacturer puts the CE marking and M on the 
instruments and issues a paper declaration of 
conformity

This declaration is kept by the manufacturer at the p y
disposal of the national authorities for ten years after 
the last instrument has been manufactured. It shall 
identify the model of the instrument for which it was 
drawn up.

A copy of the declaration shall be supplied with each 
measuring instrument that is placed on the market.

Direction générale de la compétitivité, de l’industrie et des services
Sous-direction de la qualité, de la normalisation, de la métrologie et de la propriété industrielle

Bureau de la métrologie

R ibiliti f tifi d b diResponsibilities of notified bodies

They have to fulfil the requirements that applies toThey have to fulfil the requirements that applies to 
them

Th i t k d ib d i th ti d lTheir tasks are described in the respective module 
annexes of MID 

Th i ibili i li i d h k h hTheir responsibility is limited to the task they have to 
performed (no general responsibility for the 

f it f th i t t th l )conformity of the instruments themselves) 
The member state that have notified them shall 

ensure that they work correctly

Direction générale de la compétitivité, de l’industrie et des services
Sous-direction de la qualité, de la normalisation, de la métrologie et de la propriété industrielle

Bureau de la métrologie
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M d l BModule B

The manufacturer provides the documentation and in 
most cases a specimen representative

The NB studies the file and the specimen, in p ,
particular he has to examine the technical 
documentation to assure that the manufacturer has 
adequate means to ensure consistent production.

The NB delivers an EC type examination certificate yp
valid 10 years (valid in all EU and even wider)

The manufacturer has to keep the NB informed ofThe manufacturer has to keep the NB informed of 
changes

Direction générale de la compétitivité, de l’industrie et des services
Sous-direction de la qualité, de la normalisation, de la métrologie et de la propriété industrielle

Bureau de la métrologie

M d l DModule D

The manufacturer operates a quality system (QS)The manufacturer operates a quality system (QS)

The quality system shall ensure compliance of the 
i t t ith th t d ib d i th ECinstruments with the type as described in the EC-
type examination certificate and the appropriate 

i f h i irequirements of the Directive.

He asks a NB to assess this QSQ

When it is done the NB is also responsible of the  
surveyance of the QS (regular audits but alsosurveyance of the QS (regular audits but also 
possibly unexpected visits)

Direction générale de la compétitivité, de l’industrie et des services
Sous-direction de la qualité, de la normalisation, de la métrologie et de la propriété industrielle

Bureau de la métrologie
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d lModule F

The manufacturer shall ensure conformity to the 
type and the requirements

The NB makes tests on individual instrumentsThe NB makes tests on individual instruments 
(visual inspection and tests)

And delivers a certificates of conformity in 
respect of the tests he has performedp p

Direction générale de la compétitivité, de l’industrie et des services
Sous-direction de la qualité, de la normalisation, de la métrologie et de la propriété industrielle

Bureau de la métrologie

R ibilit f b t tResponsibility of member states

Transposition of the directives in the national 
l iregulation

Correct implementation (designation and surveillance 
of notified bodies, market surveillance)

Take appropriate actions so that instruments areTake appropriate actions so that instruments are 
brought back in conformity by the manufacturer  or 
anyone who has put non conforming instrument onanyone who has put non conforming instrument on 
the market or in service

Direction générale de la compétitivité, de l’industrie et des services
Sous-direction de la qualité, de la normalisation, de la métrologie et de la propriété industrielle

Bureau de la métrologie
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Market s r eillanceMarket surveillance 

Several types of operation contribute to MS 

• General information of all stakeholders• General information of all stakeholders 

• Visits of manufacturers 

• Examination of accompanying papers and 
simple testssimple tests 

• Complete testing in laboratory 

(See WELMEC guide 5.2)

Direction générale de la compétitivité, de l’industrie et des services
Sous-direction de la qualité, de la normalisation, de la métrologie et de la propriété industrielle

Bureau de la métrologie

M k t ill dMarket surveillance and synergy

E h f i f i i f i i l 18 Exchange of information is foreseen in article 18 
of MID (it covers type approval certificates, 
certificates of approval of QS and reports ofcertificates of approval of QS and reports of 
notified bodies

 In legal metrology instruments are also submittedIn legal metrology instruments are also submitted 
to controls in service or after repair. At this 
occasion one may discover a non compliance 

hi h d f h i h iwhich dates from the time the instrument was put 
on the market and in service, this will also 
contribute to market surveillancecontribute to market surveillance 

 Information could also come from federations of 
manufacturers

Direction générale de la compétitivité, de l’industrie et des services
Sous-direction de la qualité, de la normalisation, de la métrologie et de la propriété industrielle

Bureau de la métrologie

manufacturers 
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iExperience

 WELMEC is supporting the harmonised WELMEC is supporting the harmonised 
correct implementation of MID 
 WG 5 of WELMEC is a platform of 

cooperation and exchange of informationcooperation and exchange of information 
(guidance documents available on welmec.org)

 Since 2008 a new EU regulation gives more Since 2008 a new EU regulation gives more 
duties to members states in market 
surveillance field. It also covers accreditation

Direction générale de la compétitivité, de l’industrie et des services
Sous-direction de la qualité, de la normalisation, de la métrologie et de la propriété industrielle

Bureau de la métrologie

C l iConclusion

• Content of documentationContent of documentation
• Conformity assessment procedures
• Responsibility of notified bodiesp y
• Responsibility of manufacturers
• Declaration of conformity
• Market surveillance and exchange of information
• Legal actions to bring instruments in conformity (possibility of 

i it f th k t)removing it from the market)
• Legal obligation for the manufacturer to bring in conformity  

instruments s u e s
• Controls of instruments in service 

../..

Direction générale de la compétitivité, de l’industrie et des services
Sous-direction de la qualité, de la normalisation, de la métrologie et de la propriété industrielle

Bureau de la métrologie
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l iconclusion

The whole system contributes to ensure that the 
di ti i tl i l t d d th t ldirective is correctly implemented and that only 
instruments in conformity with the requirements 

d i h h if li bl hand with the type if applicable are put on the 
market

but all actors have to contribute continouslybut all actors have to contribute continously

Direction générale de la compétitivité, de l’industrie et des services
Sous-direction de la qualité, de la normalisation, de la métrologie et de la propriété industrielle

Bureau de la métrologie

Thank oThank you

Merci de votre attention 

Questions ? 

corinne.lagauterie@finances.gouv.fr

Direction générale de la compétitivité, de l’industrie et des services
Sous-direction de la qualité, de la normalisation, de la métrologie et de la propriété industrielle

Bureau de la métrologie
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Pre-1999 Approach to CTTPre 1999 Approach to CTT

• NTEP receives challenge of certificate

• NTEP acquires samples of production instruments

 l t  d ti  i t t• NTEP evaluates production instruments
– Conformity: Challenger pays evaluation fees
– Nonconformity: Certificate holder pays evaluation fees y p y

and the certificate is withdrawn

NTEP Conformity Assessment Program 3

Pre-1999 Approach to CTTPre 1999 Approach to CTT

• Puts challenger at financial risk

• Puts NTEP at financial risk

P  i d t• Proven inadequate

NTEP Conformity Assessment Program 4
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1999: New Direction1999: New Direction

• 1999: Focus changed to production and quality 
control processes (front end)

• 2001: Framework for Conformity Assessment was • 2001: Framework for Conformity Assessment was 
approved for NTEP Administrative Policy

• 2002: Conformity Assessment Work Group created
• 2009: 

– Administrative Policy Refined
– Pilot program initiated for load cells

NTEP Conformity Assessment Program 5

Conformity Assessment y
Defined

“A program to ensure the continued compliance of “A program to ensure the continued compliance of 
manufactured devices with the requirements 
defined in the Certificate of Conformance.”

Participants in conformity assessment can include:
– Manufacturer or supplier
– Issuing Authority

Dealer– Dealer
– Service Personnel
– End User

NTEP Conformity Assessment Program 6

End User
– Regulatory Official, etc.

CTT 2011-I/08 3/15



Elements of NTEP Conformity y
Assessment Program

Administrative 
Certificate 

Review

Initial 
Verification

Verified 
Conformity 
Assessment Verification Program 

(VCAP)

Conformity 
Assessment

NTEP Conformity Assessment Program 7

Initial VerificationInitial Verification

• The 1st official inspection and test of a commercial 
weighing or measuring instrument by a weights and 

 ffi i lmeasures official
• Online reporting system in place for use by weights 

and measures officialsand measures officials
– Report good and bad results
– Voluntary participation

• Does not verify conformance to influence factors

NTEP Conformity Assessment Program 8
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Administrative Certificate 
Review

• Certificate accurately reflect current metrological 
characteristics of the instrument

• Type remains in compliance with latest standards 
(NIST Handbook 44) including those adopted after 
the certificate was issuedthe certificate was issued

• Periodic updates to certificates to provide 
information consistent with current NTEP practices

Input comes from all sources regarding production 
devices in comparison to Certificates of 

NTEP Conformity Assessment Program 9

devices in comparison to Certificates of 
Conformance

Verified Conformity y
Assessment Program (VCAP)

A f it  t  t if  A conformity assessment process must verify 
compliance with influence factor requirements, 
so…

• Manufacturer shall have VCAP program in place

• Manufacturer shall provide NTEP with a certification 
body audit report clearly stating compliance with body audit report clearly stating compliance with 
VCAP

Described as “verifying those things manufacturers 

NTEP Conformity Assessment Program 10

Described as verifying those things manufacturers 
should already be doing”
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VCAP Scope: Influence FactorsVCAP Scope: Influence Factors

• Weighing instruments and elements subject to 
influence factor testing during type evaluation

• Load Cells
• Indicating Elementsg
• Weighing/Load Receiving Elements with load cells that do 

not have their own NTEP certification
• Complete scalesComplete scales
• Automatic Weighing Systems
• Belt-Conveyor Scales

A t ti  B lk W i hi  S t

NTEP Conformity Assessment Program 11

• Automatic Bulk Weighing Systems

Applying the Elements of pp y g
Conformity Assessment

Initial Verification:  Applies to all instruments

Administrative Certificate Review:  Applies to allAdministrative Certificate Review:  Applies to all
instruments

VCAP:  Only applies to weighing instruments subject to:
• NIST Handbook 44 influence factor requirements

I fl  f t  t ti  d i  t  l ti• Influence factor testing during type evaluation

NTEP Conformity Assessment Program 12
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VCAP: General Certificate 
Holder’s Responsibilities

1. Quality Management System governing design 
and manufacture

2. Production and testing equipment and facilities

3. Identify Metrologically Significant Components

NTEP Conformity Assessment Program 13

VCAP: General Certificate 
Holder’s Responsibilities

4. Possess statistical process control

5. Sampling plan and acceptance criteria

6 O t ’  l  d lib ti  d6. Operator’s manuals and calibration procedures

7 System to handle nonconforming instruments7. System to handle nonconforming instruments

NTEP Conformity Assessment Program 14
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Sample SizesSample Sizes

Units per Year Minimum Number (total of samples 
production) per Yearp ) p

2 – 50 2

51 500 351 – 500 3

501 – 35,000 5

35,001+ 8

NTEP Conformity Assessment Program 15

VCAP: General Certificate 
Holder’s Responsibilities

8. Controls over suppliers

9. Corrective Action System for noncompliant 
materials

10.Engineering Change System

NTEP Conformity Assessment Program 16
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VCAP: General Certificate 
Holder’s Responsibilities

11.Document and Data Control System

12.Production Control System

3 S t  t  id tif  d t  t l i ll  13.System to identify and trace metrologically 
significant components

14.Training System with documentation of training

NTEP Conformity Assessment Program 17

Verified Conformity y
Assessment

• Internal Self-Assessment Plan

• Subsequent audits on a 3-year interval

May be extended up to 5 years based on objective evidenceMay be extended up to 5 years based on objective evidence

NTEP Conformity Assessment Program 18
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Certification Body’s y
Responsibility

The selected Certification Body is to be accredited by 
ANSI-ASQ National Accreditation Board (ANAB). The 
ANSI ASQ N ti l A dit ti  B d i  th  U S  ANSI-ASQ National Accreditation Board is the U.S. 
accreditation body for management systems. 
ANAB accredits certification bodies (CBs) for ISO 
9001 quality management systems (QMS) and ISO 
14001 environmental management systems (EMS), 
as well as a number of industry-specific as well as a number of industry specific 
requirements, or equivalent.

NTEP Conformity Assessment Program 19

Certification Body’s y
Responsibility

Accreditation to Standard Industry Classification (SIC) 
codes (3596/3821) or equivalent.

Sequence Number: 847

2007 NAICS, U.S. Code: 333997

2007 NAICS U S  Title: Scale and Bench Manufacturing2007 NAICS U.S. Title: Scale and Bench Manufacturing

NTEP Conformity Assessment Program 20
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Certification Body’s y
Responsibility

• International auditors available

• Notify NCWM when a major breakdown is found in 
certificate holder’s VCAP program

• Submit “Systems Audit Checklist” with clear 
statement of compliancestatement of compliance

NTEP Conformity Assessment Program 21

Systems Audit ChecklistsSystems Audit Checklists

• Manufacturer Checklist

• Private Label Checklist

NTEP Conformity Assessment Program 22
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Private Label ChecklistPrivate Label Checklist

1. Provide proof that the private label certificate is 
traceable to an active “parent” certificate

2. Provide records showing the supplier has a current 
VCAP audit meeting requirements

3 Provide purchase and sales records for the auditor 3. Provide purchase and sales records for the auditor 
verifying that no other supplier is being used for the 
certified instrument

4. Assist auditor to confirm the suppliers sales records 
agree

NTEP Conformity Assessment Program 23

Private Label Checklist 
(continued)

5. Have a plan in place to report nonconforming 
instruments to the supplier and to address 
nonconforming instruments in inventorynonconforming instruments in inventory

6. Have an internal audit plan for verifying 
nonconformance action

7. Keep internal audit records for review at auditor’s 
discretion

8 ISO auditor must provide a clear statement of 8. ISO auditor must provide a clear statement of 
compliance to NCWM

NTEP Conformity Assessment Program 24
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ConsequencesConsequences

• Failure to comply with any element of the 
Conformity Assessment Program results in an 
Inactive Certificate of ConformanceInactive Certificate of Conformance

• Instruments produced before that date are Instruments produced before that date are 
traceable to an active certificate

NTEP Conformity Assessment Program 25

Progress ReportProgress Report

VCAP deadline for load cell manufacturers: May 2011

• 22 Certificates were made inactive on May 31, 2011 
for failure to submit a VCAP audit report
• Most of those are still in process for VCAP complianceMost of those are still in process for VCAP compliance
• Can reactivate within 12 months without new evaluation
• If more than 12 months, a new evaluation is required 

• 310 Certificates remain in Active status

NTEP Conformity Assessment Program 26
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Is VCAP Effective?Is VCAP Effective?

2009  2009: 
• Some load cell manufacturers were already doing 

the things required in VCAPg q
• Some were doing nothing to verify conformity or 

production load cells

June 2011: 
• All load cell manufacturers with active NTEP All load cell manufacturers with active NTEP 

Certificates of Conformance have verified conformity 
assessment programs for influence factors.

PRESENTATION TITLE 27

Next Steps:Next Steps:

• NTEP Committee Recommendation for next 
instrument type:

Weighing/Load-Receiving Elements under 2000 lb using load 
cells that are not traceable to NTEP certificates.

• Timeline: To be determined

• Open Hearings will be held at the 96th NCWM 
Annual Meeting on July 18 and 19, 2011.

NTEP Conformity Assessment Program 28
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Assimilation of NTEP VCAP 
and OIML CTT?

• Find disagreements and address them together

• Harmonization lends credibility and strength to both 
organizations/programs

• One audit: less cost, less burden, full effect

NTEP Conformity Assessment Program 29

Thank You

June 29, 2011DON ONWILER | EXECUTIVE DIRECTOR
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– Recent Developments and Experiences –

29 June 2011
Ut ht Th N th l dUtrecht, The Netherlands

Alex WinchesterAlex Winchester
National Measurement Institute, Australia 
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OutlineOutline

 Background 
 The Australian Urban Water Industry

 The Role of National Measurement Institute

 Recent Developments
 National Framework for Urban Water Metering

 Water Metering Codes of Practice

 Compliance Testing Code of Practice Compliance Testing Code of Practice
 Development

 Issues

 Experience and Lessons
 User Funded Conformity Testing

 Applications for Other Sectors

 Questions

Background – Australian Urban Water IndustryBackground – Australian Urban Water Industry

 What does it look like?

 Australian water service providers vary extensively in size, 
scope as well as metering experience and knowledge.

 Water Corporation of WA
 Responsible for water services across most 

of WA – 2.5 million km2

 100,000’s customers – residential, 
industrial, agricultural and mining

 Meter testing facilities – NMI appointed 
Approving AuthorityApproving Authority

CTT 2011-I/09 2/9



Background – Australian Urban Water IndustryBackground – Australian Urban Water Industry

 What does it look like?

 Australian water service providers vary extensively in size, 
scope as well as metering experience and knowledge.

 Southern Water
 Responsible for water services in 

Hobart and surrounding areasHobart and surrounding areas 
approx. 70,000 connections

 Recently formed, July 2009, from 
amalgamating 12 Local Council water 
service providers

 Currently installing residential meters 
in Hobart for first time

Background – Australian Urban Water IndustryBackground – Australian Urban Water Industry

 What does it look like? 

 Water Services Association of Australia

Peak industry association with 30 members 
and 29 associate members (water service 
providers).

Members provide water and waste water 
i t i t l 16 illi A t liservices to approximately 16 million Australians 

and many industrial and commercial enterprises. 

Produces industry Codes of Practice and 
facilities communication across industryfacilities communication across industry.

Focus on all aspects of the urban water 
industry, including water metering.

CTT 2011-I/09 3/9



Background – The Role of NMIBackground – The Role of NMI

 Under the Act, the National Measurement National
Institute (NMI) has responsibility for the type 
(pattern) approval and initial verification of 
utility meters (inc. water meters) in Australia.

Measurement
Act 

1960 (Cth)

 The Regulations currently provide an 
ti f l i f t t

National
exemption for larger sizes of water meters –
to be removed in future – however residential 
water meters must comply with the Act.

Measurement
Regulations
1999 (Cth)

The Regulations also give NMI authority to 
examine approved measuring instruments toexamine approved measuring instruments to 

ensure that they conform to the approved pattern.

Recent Developments – A National FrameworkRecent Developments – A National Framework

 Includes metering workshops, technical 
consultation Smart Water Meter Specificationconsultation, Smart Water Meter Specification

 In 2010 the National Framework for Urban 
Water Metering was published

 Joint NMI and WSAA document intended to 
provide nationally consistent principles and 
approaches to the metering of cold and 
heated, drinking and non-drinking water 

 In addition to outlining current regulatory 
requirements, the framework specifies best q , p
practice principles and recommendations 
related to the metering of water

CTT 2011-I/09 4/9



Recent Developments – Codes of Practice

 A supporting series of Codes of Practice containing technical 
requirements that underpin the guiding principles established

Recent Developments – Codes of Practice

requirements that underpin the guiding principles established 
in the Framework are being developed:

 Sub Metering Code of Practice (CoP) Finalised, pub. July 2011

 Meter Compliance Testing CoP

 Meter Selection CoP

Under development, pub. late 2012

Development to commence late 2011

 Meter Installation CoP

 Meter Exchange CoP

…

…

 Fire Service Metering CoP

 Stand Pipe and Hydrant Metering CoP

 T d W t M t i C P

…

…

 Trade Waste Metering CoP …

Compliance Testing Code of Practice - DevelopmentCompliance Testing Code of Practice - Development

 Work began in early 2011 

 Progress…

 First meeting 8-9 March 2011 – Sydney Water

 Initial drafting of documentation underway Initial drafting of documentation underway

 Industry-wide survey circulated – awaiting response

 Scope includes In-service Compliance Testing…

 and Conformity to Type Testing

 Testing meters after years of in-field service

 Test Methodology – AS 3565.4

 …and Conformity to Type Testing

 Type testing new production-run meters

 Test methodology – NMI/OIML R 49

 NMI currently has a regulatory role ensuring Conformity to Type

CTT 2011-I/09 5/9



Compliance Testing Code of Practice - Development

 Technical Working Group membership includes:

Compliance Testing Code of Practice - Development

 Sydney Water - Working Group Leader

 ACTew AGL – Australian Capital Territory

 Barwon Water – Geelong, Victoriag,

 Hunter Water – Newcastle, New South Wales

 Queensland Urban Utilities – Brisbane, Queensland

 SA Water – South Australia

 South East Water – Melbourne, Victoria

 Southern Water – Hobart, Tasmania

 Water Corporation of Western Australia – Western Australia 

 Yarra Valley Water – Melbourne, Victoria … plus WSAA and NMI 

The need for conformity/compliance testing is accepted and 
well understood by many water service providers

Compliance Testing Code of Practice - IssuesCompliance Testing Code of Practice - Issues

 Issues: 

1. Funding the costs of Conformity to Type Testing

In principle agreement from working group that WSAA 
members will fund the costs of meter testing, both in-
service compliance and conformity to type.

 F th t i id th t tl d t k For those water service providers that currently undertake 
some testing (almost exclusively in-service compliance), there 
are available cost savings due to increased batch/lot sizes 
across a nationally coordinated approachacross a nationally coordinated approach.

 For those water service providers that currently do not 
undertake compliance or conformity testing, there are obvious 
b fit d t ld b l th i di id l hbenefits and costs would be less than individual approaches.

CTT 2011-I/09 6/9



Compliance Testing Code of Practice - IssuesCompliance Testing Code of Practice - Issues

 Issues: NMI receives WSAA funding and commissions 
&1. Funding models testing at approved & accredited laboratories.

WSAA receives annual 
funding from members

NMI undertakes 
regulatory actionfunding from members –

part of current fee 
structure or special levy.

regulatory action 
as needed.

Compliance Testing Code of Practice - IssuesCompliance Testing Code of Practice - Issues

 Issues: 

1. Funding models continued…

WSAA provides test results for 
benefit of members – NMI takes 
regulatory action as needed.

CTT 2011-I/09 7/9



Compliance Testing Code of Practice - IssuesCompliance Testing Code of Practice - Issues

 More issues…

2. Actual costs of testing

3. Test infrastructure capacity

4 Statistical sampling4. Statistical sampling 

5. Program coordination

6. Responses to non-conformities  p

7. Ownership and sharing of results

8. Liability and privacy

 Most of these issues are highly interrelated, with solutions to 
one area creating problems in others and vice-versa

Lessons – User Funded Conformity Testing

 Manufacturers do not want to pay for Conformity Testing.

Lessons – User Funded Conformity Testing

 Consumers are unable (unaware) to pay for Conformity Testing. 

 National Authorities can not afford to pay for Conformity Testing. 

BUT

 Users of measuring instruments want to ensure the instruments 
they use every day are accurate, and many large Users have 
the capacit and inclination to pa for Conformit Testing

…BUT…

 U f i i t t ld id f di d

the capacity and inclination to pay for Conformity Testing.

“The water meter is the industry’s cash register”

 Users of measuring instruments could provide funding, under a 
range of models, for conformity to type testing, such as:

Utility Companies – water, gas and electricity meters

Grocery Stores – weighing instruments

Etc…

CTT 2011-I/09 8/9



Lessons – Applications for Other Sectors

 Proactive engagement with user industries is vital.

Lessons – Applications for Other Sectors

 A coordinated approach is ideal – for example, contact through 
industry associations and groups. 

 Obvious limitations depending upon the measuring instrument and p g p g
industry in question.

Th i i fit ll hThere is no one-size-fits-all approach, 
however developing partnerships with 

i d t i d t th t iindustries and sectors that use measuring 
instruments can produce innovative funding 

d l f C f it t T T timodels for Conformity to Type Testing.

Thank you!Thank you! 

Questions?Questions?

Alex Winchester
Ph + 61 2 8467 3866Phone: + 61 2 8467 3866
Email: alexander.winchester@measurement.gov.au
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Perspectives of an OIML Type 
Approval Utilising Economy: Approval Utilising Economy: 
New Zealand

OIML Seminar on Conformity to Type (CTT) Utrecht, the 
Netherlands, 29-30 June 2011

Presented by:
St h O’B iStephen O’Brien
Manager - Measurement and Product Safety Service
Ministry of Consumer Affairs
New ZealandNew Zealand
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Presentation Outline

• Measurement and Product Safety Service’s 
Role - focus legal metrologyRole focus legal metrology

• Give an overview - size and scope of NewGive an overview size and scope of New 
Zealand Type Approval regime

• Consider the need for a CTT programme

• Identify and discuss aspects to be considered 
in developing a CTT Programme 

Measurement and Product Safety Servicey

• Operational unit in the Ministry of Consumer 
AffairsAffairs

• Responsible for administration and enforcement 
of: Trade Measurementof:  Trade Measurement

Product Safety

Fuel Qualityy

• Inspectors - national focus, regionally based 

l b t i ISO 17025 A dit d (• laboratories - ISO 17025 Accredited (mass, 
volume and length metrology) – currently not 
R76 Type Approval

CTT 2011-I/10 2/9



Measurement and Product Safety Servicey

• Legal Metrology activities:

• LegislationLegislation

• Provision of physical standards

• National type approval• National type approval

• Accrediting private sector verifiers

• Surveillance and enforcement• Surveillance and enforcement

• International Linkages

Utili i P ti i t OIML MAA’ R49 R76 d R60• Utilizing Participant OIML MAA’s: R49, R76 and R60

• Perspectives of: Regulator, LM Authority, economy 
outside Europe reliant on international OIML Approvaloutside Europe, reliant on  international OIML Approval 
Testing

SIZE - NZ National Type Approval Regime 

Nationally NZ has approximately 2000 instrument types 
approved.

The largest categories are: 

• Weighing Instruments - Including: automatic, semi-
automatic, beltweighers, price computing and counting 
weighing instruments: 69% (1400)

Li id M i I t t I l di DFM• Liquid Measuring Instruments - Including: DFM, 
Measuring systems for fuels, milk and other liquids:15% 
(300)( )

Others include:  Volume Measures, Indicating Devices, 
Length Measuring Instruments and Measures of Length

CTT 2011-I/10 3/9



SCOPE - NZ National Type Approval Regime 

Total National Approvals issued: 194
(since January 2008) ( y )

In-situ Approvals

Firewood or similar volume measures: 16Firewood or similar volume measures: 

Other weighing/measuring instruments: 

16

27

Approvals based on overseas OIML Type Approval andApprovals based on overseas OIML Type Approval and 

testing: 
70

Variants to existing approvals: 76Variants to existing approvals: 76

Majority based on overseas Approval Testing

Where NZ OIML Type Approval Testing 
l t d completed 

NMI Australia 60%

NMi Certin B.V., The Netherlands 20%

NMO (Formally NWML), UK 10%

PTB, Germany 3%

CMI, Czech Metrological Institute 2%

NMIJ / AIST, Japan 2%

General Administration of Quality Supervision, Inspection 
d Q ti f P R Chi

2%
and Quarantine of P.R. China:
Swedish National Testing and Research Institute AB(S.P.) 1%

The Danish Accreditation and Metrology Fund (DANAK) 1%The Danish Accreditation and Metrology Fund (DANAK) 1%
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Relevance to CTT

• New Zealand - Relatively Small: Economy 4.5 Million 
people, 21st Gross Domestic Product (GDP) and 23rd Net 
National Income (NNI) per capita - OECDNational Income (NNI) per capita OECD

• Over 2000 Type Approvals. Majority with reliance on 
overseas OIML Type Approval and test dataoverseas OIML Type Approval and test data

• Reduction of strong national type approval testing 
capability; increased complexity of global supply chain; p y; p y g pp y ;
and need for confidence that production instruments meet 
type - all support development CTT Programme

• Not alone in this regard: Total 113 OIML Member States 
and 28 OIML Issuing Authorities (Non-Automatic 
Weighing Instruments)Weighing Instruments) 

• Weighing and liquid measuring instruments critical  

CTT – Missing Link between Pre and Post 
Market TestingMarket Testing

Pre-Market Post-Market

• OIML and National 
Type Approval

L b t

• Verification

• Surveillance and 
i ti ti iti• Laboratory 

Testing:
Examination

inspection activities

• Inspection of 
t t k– Examination

– Performance 

– Influence

outputs – packages

• Field Testing:
P fInfluence

– Endurance 

– Disturbance

– Performance 
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Regulatory Model – Applied to CTTg y pp

Deliberately

• Majority compliant 

• Regulator focus on middle 
Deliberately 

Non-compliant 
(enforcement) 

g
group

• Incentivise compliance by 

Non-compliant 
(raising 

awareness, 

introducing possibility of 
getting caught

education, 
enforcement)   • Activity raises awareness

• Reduced risk of Market 
F il f C li t

Compliant 

Failure for Compliant group

• E.g. Lead in toys

Risk Management Approach Needed g pp

• Comprehensive risk management framework needed for CTT 
activities

• Framework needs to identify, analyse and evaluate risks to 
ensure limited CTT resources are effectively used:

– 54 categories of instrument - range of medical, 
commercial, environmental and safety  consequences for 
iinaccuracy

– Large number of OIML Type Approvals 

– Variety consequences affect individuals, marketplace  or 
society 

• CTT Programme - reference to ISO 31000:2009 Risk 
Management Principles and Guidelines
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Exchange of Information  g

• Rapid exchange of information a key element of CTT 
ProgrammeProgramme

• Example: EU RAPEX System - rapid alert system for 
all dangerous consumer products.  Allows for the 
rapid exchange of information between Member 
States

• Information must be:• Information must be:

• Accurate / Trustworthy

• TimelyTimely

• Agreed format 

• Relevant

 

• In context 

Developing Economies p g
• OIML needs to consider the views and perspectives of developing 

economies in an CTT Programme

R l t ti l f d l i i t b ‘d i• Real potential for developing economies to become a ‘dumping 
ground’ for instruments that do not consistently meet their approved 
type

• Lack of awareness of the importance of type approved 
measurements by legal metrology officials, by custom authorities, by 
the responsible Ministries

• Need to know ‘what and how’ to check for CTT, preferable at the 
border or importer

• General lack of knowledge of measuring instruments: software in• General lack of knowledge of measuring instruments: software in 
particular and possibilities of manipulation

• Comprehensive, yet easy to check, system needed  

• Eberhard Seiler – OIML  Facilitator for developing country matters
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APLMF - Regional Approach to CTTg pp

• Members: 22  Full : AUSTRALIA, CAMBODIA, CANADA, PEOPLE’S REPUBLIC OF 

CHINA, HONG KONG, INDONESIA, JAPAN, DPR OF KOREA, REPUBLIC OF KOREA, MALAYSIA, , , , , , , ,

MONGOLIA, NEW ZEALAND, PHILIPPINES, PAPUA NEW GUINEA, RUSSIAN FEDERATION, 

SINGAPORE, CHINESE TAIPEI, THAILAND, USA and VIETNAM.  Corresponding Member: LAO 

PDR

• OIML Issuing Authorities and Members with type 
approval capabilitypp p y

• Large regional economic and population base

• Provide training and development opportunities for• Provide training and development opportunities for 
members 

R l i l ti OIML CTT P• Role implementing OIML CTT Programme

Conclusions
• A robust CTT Programme critical to maintaining 

confidence in the OIML Type Approval System (MAA 
and Basic)and Basic)

• Internationally regulators need assurance that 
production instruments entering their markets are 
consistent with the approved type over the entire time 
period that the instrument is produced

• Such a system needs:• Such a system needs:

– Risk Management Approach 

– Involve a system for the exchange of informationInvolve a system for the exchange of information

– Consider the needs of developing economies

– Utilise Regional Capability - APLMF 
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• Thank you for your attentiony y

• Any questions or comments?
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Mechanisms in place in various countries to ensure that measuring instruments  

comply with the approved type 

(texts provided by the countries) 
 

Japan 

In Japan, there is a “Verification System” by an official body such as a national or prefectural authority in which the verification 
mark is fixed when a product passes the examination of structure and instrumental error.  In addition, another verification 
system called “Designated Manufacturer System” went into effect when Measurement Law was revised in 1993. In this system, 
the Minister of Ministry of Economy, Trade and Industry (METI) designates a manufacturer that has a certain level of quality 
control. The designated manufacturer is allowed to perform the initial inspection of their products and to fix an inspection 
(verification) mark that indicates conformity to the metrological requirements.   

This system aims to exempt the manufacturer with a certain level of quality control from initial verification by the 
national/prefectural authority. The manufacturer is designated through a rigorous and comprehensive examination of quality 
control system. The requirements imposed on the manufacturer in the examination are specified based on the Measurement 
Law. These requirements are actually compatible with those specified by the ISO 9000. In addition, periodical annual 
examinations are conducted in order to continuously monitor the competence of the designated manufacturer. 

The manufacturers in Japan maintain conformity of their products to the requirement under the Measurement Law through such 
a severe quality control system. Therefore, quality and conformity to type for all specified measuring instruments produced in 
Japan are secured enough by “Verification System” and “Designated Manufacturer System.” 

Specified measuring instruments produced in foreign countries also need to be verified.  In addition, the Measurement Law in 
Japan allows oversea manufacturers to be designated and to fix the “verification mark.” At present, twenty-six (26) factories in 
six (6) countries have been authorized by the government (METI) as the designated manufacturers. 

Therefore, we have a strong concern that establishment of a new system of conformity to type may lead to imposing an 
additional cost and duties on national/ prefectural metrological authorities and the manufacturers. 

 

Kenya 

Kenya has in place a mechanism for this programme. It starts from type approval . It is by law established that all weighing and 
measuring equipment intended for trade use in the country must be of the approved type or if not yet approved they must 
undergo type approval before being put to trade use. 

All type approvals are done at the Weights and Measures Departmental headquarters. Conformity to type tests (otherwise 
known as initial verification) are undertaken by the regional offices around the country. These tests are undertaken on the basis 
of open directives from the Headquarters which include the database and essential tests for each equipment. Therefore all 
equipment intended for approval are submitted to the office of Director, at the Weights and Measures Headquarters. Equipment 
of the type approved models are submitted at any regional office for purposes of undertaking conformity to type tests. 

In this respect, the responsible organization has in place surveillance programs to ensure compliance in this area. The regional 
offices personnel frequently carry out inspection visits to industries and trade premises to ensure compliance. 

 

The Netherlands 

In the Netherlands, legal metrology is restricted to those areas of use of measuring instruments where it is expected that there is 
a substantial risk that the free market mechanism provides insufficient protection against unfair transactions and trade.. 

The concept of this framework is:   

1. To only implement those areas of use for which regulation by legislation is considered absolutely necessary, 
2. Keep the costs of administrative burden low, 
3. Harmonize the existing regimes as much as possible, 
4. Regulate on a high level of abstraction, 
5. Strict separation of tasks between bodies designated for certification (NB´s) and market surveillance bodies. 

Where possible and/or desirable and where a sufficient level of competence and degree of organization is available, self-
regulation under strict conditions is accepted and promoted.  

This conceptual framework has been implemented in the Dutch law on Metrology which contains separate chapters comprising: 

 Those transactions employing measurements for which legal requirements apply, 
 Conformity assessment, 
 The placing on the market and use of measurement devices and sanctions in case of offence, 
 Surveillance and inspection. 
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Concerning conformity assessment the applicable European directives have been implemented. For certain instruments 
covered by MID, but of which their use is outside the measurement areas covered by NL legislation the enforcement still is 
applicable in case those measuring instruments are marked to state compliance with the MID requirements. 

Further additional national regulation is in place for those types of instruments not covered by European directives but included 
in the scope of the legally regulated areas of use. 

The national law also covers the requirements of enforcement with respect to the EU regulation for market surveillance. 

The certification of measuring instruments on basis of performance of conformity assessment is executed by nominated private 
organizations, which have been notified to EU and other member states. 

Surveillance is performed by a nominated authority. Execution of the surveillance task of which is 100 % covered by the 
government resources based on a multi-annual contract. The surveillance activity comprises in principle a random unannounced 
inspection on metrological aspects but taking into account a risk analysis on the kind of measuring instrument. The inspections 
include tests on compliance to the applicable accuracy requirements.   In general all measuring instruments will pass in review 
in an about 4-year period. The contractor (government) requires annual reports on instruments inspected and detected 
abnormalities. Databases cover all individual measurement devices in use under legal metrology control. 

Subsequent verification on a regular basis is in general not applied in NL. Only for taximeters this system of verification is 
implemented and for the other measurement instruments within legal control a subsequent verification is mandatory only after a 
repair whereby the seal has been broken. Organizations certified by a notified conformity assessment body are allowed to 
perform such verifications.  

Concerning utility metering the legal metrological control is performed on a statistical basis and executed by the utility metering 
branch organization. The previous mentioned nominated surveillance body evaluates the statistical approach and reports to the 
Ministry on this approach and the results of the execution of this metrological control. Where necessary batches of instruments 
may be rejected on basis of these reports and are exchanged. 

Since the certification of measuring instruments within the framework of legal metrological control is performed by nominated 
private organizations the approval and evaluation reports need to become available to the surveillance body in order to verify 
the metrological requirements. Hence this information is stored in a protected database maintained by the surveillance body on 
behave of the government.    

 

Poland 

In Poland our law regulation controls measuring instruments which are used in following areas: in protection of health, life and 
environment; in protection of safety and law and order; in protection of consumers’ rights; in collecting fees, taxes and non-tax 
budget dues as well as in establishing discounts, penalties, remuneration and compensations, and in charging and establishing 
dues and services alike; in customs control; in trade. 

Forms of legal metrological control in Poland are: 

 Type Approval - carried out by GUM only; 
 Initial Verification - carried out by Regional Verification Offices, Local Verification Offices or authorized third-party 

companies (certain kinds of measuring instruments only1); 
 Subsequent Verification - carried out by Regional Verification Offices, Local Verification Offices or authorized third-

party companies (certain kinds of measuring instruments only). 
In general legal metrological control in Poland consists of three steps: type approval, initial verification and subsequent 
verification. Measuring instruments subject to all three steps are listed in annex 1. 

Mechanism used in Poland to ensure that measuring instruments comply with the approved type is the initial verification 
required before placing the instrument on the market. 

 According to the Law on measures (art. 8m) during initial verification there are following checks: 

 verification of compliance with approved type (construction, materials, metrological characteristics),  
 verification of markings and symbols,  
 verification of compliance with technical documentation if apply. 
 After certain of time period defined in legal regulations subsequent verification is being conducted. 

During subsequent verification there are following checks: 

 verification if markings are present, verification if the instrument is not broken,  
 verification of metrological characteristics (MPE etc. ). 

Subsequent verification has its period of validity defined in law for every category of instrument. Subsequent verification can be 
every year like for some measuring instruments for liquids, every two or three years like for weighing instruments, every five or 
even ten years like for heat or gas meters.  As a result of subsequent verification in case of positive result of inspection (for 
example testing whether measuring errors are within MPE prescribed in technical regulations) inspector leaves mark (sticker) or 
paper document (certificate) showing that instrument was positively verified. 

Result of verification allows to use the instrument for next period.  

Metrological surveillance plays also an important role as a mechanism used to ensure that measuring instrument complies with 
the approved type. 

On the territory of Poland we have Metrological Surveillance inspectors that check some percent of measuring instruments in: 

 shops and other places where products are sold for customers and price is given as a result of measurement, 
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 filling stations, 
 taxis,  
 drugstores/pharmacies, 
 other areas under legal metrological control. 

Every year Bureau of Metrological Surveillance publishes the report showing how many instruments where checked, the 
percentage of good instruments, how many tickets were given, how many shops, pharmacies and other points were controlled.  

Apart from this there is also market surveillance inspection, in Poland it is not metrological authority, but they can control points 
of sale, shops and producers, and they also check if measuring instruments have a proof of verification. If necessary, market 
surveillance inspection contacts metrological surveillance. 

Comparing legal metrological control in Poland to the legal metrological control systems presented in OIML D16 “Principles of 
assurance of metrological control” we can evaluate the Polish system to be at the market stage highly restrictive with an element 
of balanced system (initial verification in some cases can be performed by authorized manufacturer). 

Annex 1 

Measuring instrument subject to type approval, initial verification and subsequent verification 

1. Fixed storage tanks; 
2. Instruments for measuring the speed of vehicles in traffic (radar, laser, control speedometers); 
3. Weighbridges for weighing road vehicles in motion; 
4. Road measuring tankers; 
5. Tyre pressure gauges for motor vehicles; 
6. instrument for measuring the standard mass per storage volume of grain: standard 20 L, usable 20 L, 1 L i ¼ L. 

 

Measuring instrument subject to type approval and initial verification 

1. Metal barrels; 
2. Glass hydrometers - alcoholmeters and alcohol hydrometers. 

 

Serbia 

Currently in the Republic of Serbia there is no specific (national) program or system that addresses the issue of conformity to 
type. To be precise, in our country two mechanisms are deployed, i.e. type approval and verification of measuring instruments 
used for purposes under legal control. Verification of an individual measuring instrument is mainly performed if the type of the 
measuring instrument has been examined and a type approval certificate issued. 

Verification of individual measuring instruments together with the supervision of measuring instruments brought about detection 
of non-conforming measuring instruments. This resulted in withdrawal of issued type approval certificate, about which it was 
reported in the relevant OIML enquiry some years ago. 

In order to ensure that measuring instruments comply with the approved type some ways of analysis of production of measuring 
instruments or examination of quality system applied in such a production has been considered with intention to prevent non-
conforming measuring instruments to be produced. 

As Republic of Serbia is the country in transition that signed SAA with the European Union we are in process of harmonizing our 
legislation in field of metrology with the EU legislation. Consequently we are committed and we are making great efforts to adopt 
the mechanisms that are in place in EU to ensure that measuring instruments comply with the approved type or that addresses 
the issue of conformity to type. 

 

United Kingdom 

Conformity to Type (CTT) is established in the UK through the implementation of the two EC metrology Directives; the Non-
automatic Weighing Instruments Directive (2009/23/EC) and the Measuring Instruments Directive (2004/22/EC). 

The two EC Directives provide a number of commonly used conformity assessment procedures to ensure that measuring 
instruments comply with the approved type and the Directive. Other conformity assessment procedures are also available in the 
MID that establish conformity with the requirements of the Directive without the requirement to first conduct a type approval 
(these are not described below).   

NAWI 

There are two conformity assessment procedures in the NAWI Directive relating to CTT; EC verification and EC declaration of 
type conformity (guarantee of production control). 

EC verification is the procedure whereby the manufacturer ensures and declares that the instruments, which are checked 
(tested and examined) by a Notified Body, are in conformity with the type described in the EC type-examination certificate and 
that they satisfy the requirements of the Directive. The manufacturer shall take all necessary measures in order that the 
manufacturing process ensures conformity of the instruments.  

EC declaration of type conformity (guarantee of production quality) is the procedure whereby the manufacturer, who has 
adequately implemented a quality system, declares that the instruments concerned are in conformity with the type as described 
in the EC type-approval certificate and that they satisfy the requirements of the Directive. A Notified Body shall examine and 
evaluate the quality system to determine whether it ensures conformity of the instruments with the type as described in the EC 
type-approval certificate and with the requirements of the Directive.  All the elements, requirements and provisions adopted by 
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the manufacturer shall be documented in a systematic and orderly manner in the form of written rules, procedures and 
instructions (covering the manufacturing process, quality control and assurance techniques, examinations and tests, etc.). 

MID 

The conformity assessment procedures in the MID relating to CTT are: 

 Annex D – Declaration of Conformity to Type based on Quality Assurance of the Production Process 
 Annex E – Declaration of Conformity to Type based on Quality Assurance of Final Product Inspection and Testing 
 Annex F – Declaration of Conformity to Type based on Product Verification 

Annex B is the applicable conformity assessment procedure for EC type-examination, so the conformity assessment procedures 
are usually denoted as B + D, B + E and B + F.  

In terms of the procedures, Annex D is broadly equivalent to the EC declaration of type conformity (guarantee of production 
quality) and Annex F is broadly equivalent to the EC verification as described above for NAWIs. Annex E also utilises the 
concept of an approved quality system, except for Annex E the quality system relates to final product inspection and testing 
(instead of the production process) and is typically only used for (electro-)mechanical or ‘simple’ measuring instruments, e.g. 
capacity serving measures. 
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International Organization of Legal Metrology

Report on the OIML Utrecht Seminar on 
Conformity to Type

Stephen O'Brien1

Summary

On 29 and 30 June 2011 an OIML Seminar was held in Utrecht, the Netherlands, on Conformity to 
Type (CTT). The Seminar was organised by the International Bureau of Legal Metrology (BIML) 
in response to a request from the International Committee of Legal Metrology (CIML) made at its 
45th Meeting.

The issues and concerns regarding the conformity to type of measuring instruments under legal 
control have been considered in a number of OIML fora for some time. This Seminar was seen as 
an opportunity to focus on CTT and identify a potential way forward for CIML consideration.

The  Seminar  was  attended  by  43  delegates  representing  a  cross  section  of  legal  metrology 
regulators,  issuing  authorities  and  industry  associations  from  the  Asia-Pacific  and  European 
regions.

This report summarises the key points raised by speakers and during discussions at this Seminar. It 
also outlines the Seminar’s informal recommendations on moving forward in the CTT area. These 
recommendations are intended to stimulate further discussion at the planned OIML CTT Seminar in 
Prague. They reflect consensus views but were not subject to formal vote and endorsement at the 
OIML Utrecht Seminar.

On the first day of the Seminar speakers presented the experiences and perspectives of international 
conformity assessment bodies, EU and US manufacturers and regulators from the US, EU, Australia 
and New Zealand. The second day took the form of a panel discussion. This discussion analysed the 
critical  issues  in  relation  to  CTT  and  the  perspectives  of  participants  and  identified  agreed 
conclusions for the Seminar.

The  presentations  of  all  the  Seminar  speakers  are  available  on  the  CTT  web  page: 
http://www.oiml.org/seminars/2011_CTT

The key points identified in the presentations and subsequent discussions include:

 CTT is an area of work that has been discussed and considered within OIML fora for many 
years. From the global perspective complexities exist around: finding an appropriate funding 
model,  exchanging information, global supply chains, responding to non-compliance and 
avoiding duplication of current EU and US CTT schemes. In spite of these complexities, 
conformity  to  type  is  seen as  important  for  the  maintenance  of  on-going confidence  in 
OIML certification systems (the MAA and the Basic Certificate System) and needs to be the 
focus of a formal OIML Working Group.

1 Mr. Stephen O'Brien is the CIML Member for New-Zealand. He was the convener of the ad-hoc working group 
established by the 45th CIML Meeting (Orlando, USA, 2010) to organise the program for the CTT Seminar.
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 Globally, regulators need assurance that production instruments entering their economies are 
consistent  with  the  OIML  certified  type.  This  is  an  issue  of  particular  importance  to 
economies  outside the jurisdiction of  existing regional  CTT systems and without  strong 
national CTT compliance or testing programmes.

 Discussions  at  the  Seminar  highlighted  that  the  term  CTT  has  a  variety  of  potential 
interpretations  for  individuals  with regard  to what  it  means,  where  it  would  be  applied 
within  the  supply  chain  and  who  would  be  responsible  for  it.  To  enable  CTT  to  be 
effectively discussed and progressed by the CIML a ‘working’ temporary definition of CTT 
needs to be established. This definition would differentiate CTT from post market inspection 
or surveillance of instruments and initial or subsequent verification. The informal consensus 
view of those present at the Seminar was that any OIML CTT activities should concentrate 
on pre-market assurance that “production meets type”.

 Mandatory national and regional CTT systems supported by legislative, administrative and 
enforcement frameworks are currently in place in some regions and economies (e.g. EU, 
USA Japan,  etc.).  If  the  OIML wants  to improve CTT on a  global  level  these  existing 
systems need to be considered and taken into account.

 Understanding and application of the appropriate elements from the ISO/CASCO ‘toolbox’ 
of international standards and guides on conformity assessment is needed to ensure that any 
OIML work on conformity to type is consistent with international ‘best practice’. It is also 
important to obtain leverage from the knowledge and experience of ISO and the IEC in the 
conformity area.

 One suggested potential way forward was to form a joint OIML UNECE working group 
tasked with a  mandate  from the CIML to apply the ISO/CASCO toolbox to  the  OIML 
certificate systems and to improve CTT in the global marketplace. A similar approach was 
successfully  applied  in  the  IEC-Ex  field  and  further  examination  may  produce  useful 
insights.

 The  need  for  a  ‘level  playing  field’  for  instrument  manufacturers,  supported  by  a  fair 
regulatory system was highlighted to ensure fair and equitable competition and to avoid 
market distortion from non-compliant instruments.

 Independent pre-market surveillance and instrument testing are important elements to be 
considered in any CTT programme to incentivise compliance by introducing the potential 
for  detection  of  instruments  that  are  non-compliant  with  their  approved  type.  It  does 
however  need  to  be  noted  that  OIML has  no  regulatory  powers.  Developing  effective 
responses to non-compliance identified within the global marketplace would need careful 
consideration and may be outside the scope of legislative control in many jurisdictions. The 
OIML would need to seek legal advice if a CTT programme were to proceed.

 Instrument  manufacturers  have  a  number  of  questions  regarding  the  potential  benefits, 
compliance costs and practical operation of any OIML CTT activities that will need to be 
answered before they are able to support such a programme. CECIP, for example, is now in 
the  position of  needing more  information about  the  details  of  any possible  OIML CTT 
programme.  The  success  of  any  CTT  activity  will  rely  on  the  support  of  instrument 
manufacturers so effective consultation and manufacturer involvement will be critical.
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 Elements of the US National  Type Evaluation Program (NTEP) Conformity Assessment 
Programme  and  its  pilot  application  to  load cells  were  described  and  discussed.  This 
programme is aimed at ensuring the continued compliance of manufactured devices in the 
US with  the  requirements  defined  in  their  Certificate  of  Conformance.  One of  the  key 
elements  of  this  approach  is  the  Verified  Conformity  Assessment  Programme  (VCAP). 
VCAP prescribes a number of requirements that US manufacturers must fulfil in order to 
maintain an active Certificate of Conformance.

 European  Union  legislation  and  directives  in  combination  with  a  variety  of  national 
requirements form the current European system aimed at ensuring instruments conform to 
the  applicable  requirements  and  to  their  respective  types.  The  Measuring  Instruments 
Directive (MID) and fulfilment of the responsibilities prescribed in the applicable modular 
annexes (modules A-H) by notified bodies and manufacturers form the foundation of this 
system.  Completion  of  the  applicable  modules  in  combination  with  the  related 
documentation, manufacturer’s declaration of conformity and market surveillance support 
CTT within Europe for the 11 categories of measuring instruments covered by the MID.

 Any potential OIML CTT activities need to recognise and complement the existing MID and 
legislative  requirements  within  the  EU  and  the  developing  US  Verified  Conformity 
Assessment Program (VCAP). Any OIML activity must add value and not duplicate current 
requirements or impose additional compliance costs without clear benefits.

 The need to avoid OIML duplication of existing EU and US CCT programmes must be 
balanced with the need for economies outside of Europe and the US to have access to or 
guidance on developing a CTT programme. Without some form of normative guidelines or 
co-ordination  there  is  the  potential  for  development  of  a  proliferation  of  regional  and 
national CTT programmes that may have contradictory or duplicate requirements creating 
technical barriers to trade.

 The OIML needs to consider the views and perspectives of developing economies. Without 
the support of a CTT programme developing economies have the real potential to become a 
‘dumping ground’ for instruments that do not meet their type.

 The issue of ‘dumping’ measuring instruments is not just an issue that concerns developing 
economies. The issue is a potential problem for any economy that does not have an effective 
CTT programme.

 It was noted that consideration needs to be given to the role of Regional Legal Metrology 
Organizations such as APLMF, AFRIMETS and SADCMEL in future OIML CTT work.

 A variety of  funding models  need to  be considered to  fund CTT work.  One possibility 
discussed was that of identifying the instrument users that would benefit from CTT and 
applying a ‘user pays’ funding model. Australian work with the Urban Water Industry is 
seen as a successful, small scale example of the operation of such a model.

 Fundamental to any work in the CTT area is to have agreed definitions for some of the terms 
used to describe the elements associated with CTT including market surveillance, the clear 
differentiation between CTT testing and in-service  verification or  re-verification,  quality 
assurance, sampling, quality management programme, auditing and first, second and third 
party conformity assessment.
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 A comprehensive risk management framework is needed to ensure the effectiveness of any 
CTT activities. Such a framework needs to be used to identify, analyse and evaluate risks to 
ensure limited global CTT resources are effectively targeted. Potentially, activity could be 
restricted to those areas where it is expected that a substantial risk would exist if the free 
market mechanism provides insufficient protection against unfair transactions or results in 
unsafe  measurement  outcomes  (ISO  31000:2009  Risk  Management  Principles  and 
Guidelines is a potential useful reference).

Recommendations

NOTE: The following are intended to inform further discussion at the OIML Seminar in Prague. 
They reflect consensus views but were not subject to formal vote and endorsement at the OIML 
Utrecht Seminar.

Taking into consideration the strategic importance of Conformity to Type to global confidence in 
OIML certification (MAA and Basic Certificates), the complexity of issues surrounding this area of 
work and the need for normative guidelines, it is suggested that the CIML consider the following:

1. The CIML formally assigns responsibility for Conformity to Type to the work programme 
of an OIML Technical Committee. Due to the fact that Conformity to Type has overarching 
implications  for  all  instrument  categories  and for  both the MAA and Basic  Certificate  
Systems, further CIML consideration needs to be given to where this work is assigned.

2. This  Technical  Committee  is  requested  to  develop  a  normative  document  or  guidance  
document on Conformity to Type to reference current programmes in the US and the EU, 
identify  ‘best  practice’,  and  inform future  global  development  work  in  this  area.  This  
document could:

 compose a definition of CTT;

 define terminology used in the CTT area;

 identify  potential  roles  and responsibilities  of  Issuing Authorities,  Manufacturers, 
National Legal Metrology Authorities and Regulators in relation to CTT;

 after  consideration  of  compliance  cost  and  effectiveness,  identify  and  reference 
international  ‘best  practice’  and  the  appropriate  elements  from  the  ISO/CASCO 
‘toolbox’ of international standards and guides on conformity assessment;

 describe and identity key elements needed to be considered when setting up a CTT;

 describe and reference existing MID and legislative requirements within the EU and 
the US Verified Conformity Assessment Program (VCAP);

 provide  information  and  technical  advice  for  developing  economies,  economies 
outside of Europe and the US and Regional Legal Metrology bodies on CTT.

The support of instrument manufacturers will be critical to the success of any CTT activity. 
Their  involvement  and  consultation  in  the  development  of  this  document  is  seen  as 
important.
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3. To utilise  the  planned one-day Seminar  to  be held in  association with the 46th CIML  
Meeting in Prague to inform the CIML on CTT. In particular to look at the ISO/CASCO 
‘toolbox’ of international standards and guides in this area and examine how they were  
successfully applied in the IEC-Ex field. This Seminar is considered important to continue 
to raise awareness and inform CIML Members and to build on the momentum from the  
Utrecht Seminar.

Prior to or during the CIML CTT Seminar it would be useful to develop a ‘working’ 
temporary definition of what is meant by a CTT programme to reduce the potential for 
miscommunication and facilitate discussion.

With a clearer knowledge of the elements of the ISO/CASCO ‘toolbox’ from this CIML 
Seminar, consideration should be given to a joint OIML / UNECE working group approach 
to CTT.

4. To improve the quality  and expand the content  of  OIML Certificates  and their  related  
documentation to support CTT. It is suggested that in parallel with the development of a  
CTT normative guideline the content and quality of OIML Certificates and their related  
documentation could be reviewed and potentially improved to better identify the certified 
instrument and clearly prescribe the responsibilities of manufacturers. This could include the 
use of photographs or other identifiers.

Conclusion

Conformity  to  Type  is  a strategically  important  work  area  for  the  OIML and the  global  legal 
metrology system. The Utrecht Seminar successfully highlighted and discussed a wide variety of 
issues and perspectives presented in this report for CIML Members to consider. The challenge as 
we move forward will  be to ensure that the constructive dialogue that has been held to date is 
transformed into appropriate OIML activity.

The support of the BIML and NMi (the Netherlands) and the active participation of the presenters 
and the delegates that attended this Seminar is acknowledged and appreciated.

________________________________________
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