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A synopsis of the above meeting is
detailed below. The meeting was struc
tured with plenary sessions at the start
and finish, with appropriate Working
Group meetings and discussions
between these two.

Discussion topics

The plenary sessions in addition to

agreeing an agenda and detailing the

aims for the meeting, also included

reports from the ISO/REMCO Chair and

the I1SO Secretariat, and introduced, and

then discussed, the additional key topics

of:

B how to increase the active member-
ship of ISO/REMCO,

B how to improve the liaison coordina-
tion of ISO/REMCO and

B new opportunities to promote the
work of ISO/REMCO using the
Internet and social media.

Membership update and liaison
coordination

The strong liaison relationships that ISO/
REMCO has built up with international
organisations over past years since its
inception in 1975—for example, 1SO/
CASCO and the International Laboratory
Accreditation Cooperation (ILAC)—again
proved invaluable in 2017. It provided the
necessary communication framework for
input into the new and revised 17000
series standards. I1SO 17034 was devel-
oped by ISO/CASCO in a joint work-

12 SPECTROSCOPYEUROPE

ing group with ISO/REMCO, and was
published on 1 November 2016." ISO/
REMCO also made inputs to the current
revision of ISO/IEC 17025 to clarify the
requirements for metrological traceability
using certified reference materials and
to include the use of reference materi-
als, especially for assuring the quality of
results.

As has been stated many times in this
column, the requirement for "Quality”
is a continuously moving and chang-
ing requirement and this is reflected in
the later section of this article with the
updates to the current implementation
of ISO 17034 and ISO/IEC 17025 by the
national accreditation bodies.

In relation to this, ISO/REMCO
is currently providing input into the
proposed revision of the International
Vocabulary of Metrology (VIM) “VIM
4" under the direction of the BIPM
JCGM Working Group (WG2), where
specifically there is the requirement to
update the definitions of what are both
a "Reference Material” and a “Certified
Reference Material”.

As currently defined in ISO 17034,
a Certified Reference Material (CRM)
is a reference material (RM), where in
addition to the stated requirements for
the RM, the metrological traceability of
the certified value is stated, together
with a value for the uncertainty of the
property value, where by definition
(and inclusion as a normative refer-
ence) these should be produced under
ISO/IEC 17025.

Table 1 shows the requirements for
ISO 17034,

Once the dust has settled, after what
will no doubt be a lively debate from
many sides, be assured these changes
to these fundamental definitions will be
communicated via this column.

New opportunities for the
promotion of the work of
ISO/REMCO

In 2009, a hard-copy information book-
let was published that gave an overview
of the scope and objectives, the struc
ture as well as the guidance documents
being developed and maintained by the
committee. Following the success of
the booklet, the working group respon-
sible (WG6) started to investigate other
avenues for the promotion of the work
of ISO/REMCO, and this has resulted in
an information “booklet”, Introduction
to ISO/REMCO, being made available
in Portable Document Format (.pdf) in
October 2017.

This document extensively uses hyper-
links to appropriate websites to maintain
the document as up-to-date as possible,
and where the latest version is shown by
the date in the file name.?

At the meeting, there was also a pres-
entation of the ISO/REMCO website
currently in development. This website
resides within the overall ISO environ-
ment and follows ISO-defined design
and structure. However, these Technical
Committee sites are defined to promote
and share news, information etc,, along-
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Table 1. Production requirements for RMs and CRMs.

General requirements Applicable
subclause

Production planning

Production control

Material handling and storage

Material processing

Measurement procedures

Measuring equipment

Data integrity and evaluation
Metrological traceability of certified values
Assessment of homogeneity
Assessment and monitoring of stability
Characterisation

Assignment of property values
Assignment of the uncertainties of the
property values

RM documents and labels

Distribution service

Control of quality and technical records
Management of non-conforming work

Handling of complaints

side the more structured 1SO website.
The development continues with the
aim of making the website in 2018.

Work programme

In addition to these important discussion
items, 1ISO/REMCO has an active work
programme associated with reference
materials, with its Guides and Technical
Report programme. The principal activi-
ties for 2018 and beyond are as follows.

Guidance for the characterisa-
tion and the assessment of the
homogeneity and stability of
reference materials

As previously discussed, the new
ISO Guide 35: "Reference Materials—
Guidance for characterisation and
assessment of homogeneity and stabil-
ity” was published in September 2017,
and is therefore available for purchase.” It
provides the essential primary reference
guidance for the measurement of these
fundamental requirements associated
with reference materials, and thereby
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Required
Required
Required
Required
Required
Required
Required
Not required
Required
Required
Required, where values are to be assigned

Required, where values are to be assigned
Not required

Required
Required
Required
Required
Required

the essential control parameters to assist
compliance to ISO 17034.

Guidance on the production of
qualitative reference materials
and the assignment of nominal
properties

Following on from discussion during
the meeting a request for approval for
a new work item has been submitted
to establish a guidance document for
the production of qualitative reference
materials, which has subsequently been
accepted by the Technical Management
Board (TMB) of 1SO, and which will be
discussed at the next meeting in Ottawa
inJuly 2018.

Investigating the possibilities for
new work items

Given that the natural revision cycle
associated with the (new) standard
ISO 17034 and the associated Guides
has now entered the quiet post-release
phase, after the publication of the new/
revised documentation, then there is

Required
Required 73
Required 7.4
Required 75
Required 7.6
Required 7.7
Required 7.8
Required 7.9
Required 710
Required 711
Required 712
Required 713
Required for certified values 713
Required 714
Required 715
Required 7.16
Required 717
Required 718

the opportunity to re-direct resources
into potentially new areas of interest,
by the formation of ad hoc groups.
Tasked with reviewing new ideas, the
ad hoc groups formed in 2016 gave
feedback on the review work that had
been performed in preparation for the
development of terms of reference and
possible new work item proposals for
the groups.

Following on from an extensive
review and discussion in the ad hoc
group AHG4 “Development of guid-
ance on the characterisation of pure
chemical materials” Working Group
meeting, it was decided that, unsurpris-
ingly, the existing scope was too broad
to be effectively covered by one topic.
Therefore, AHG4 has been renamed to
“Purity RMs for small organic molecules”
and a new group has been created,
AHG6 “Purity RMs for inorganic mate-
rials”.

Both groups have been tasked with
searching and reviewing the existing
documents relating to the appropri-
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Figure 1. The revised structure of ISO/REMCO.

ate reference materials, for discussion
during the 41° ISO/REMCO Meeting
(July 2018).

Ad hoc group 5 (AGH5)
“Development of new approaches
to the assessment of homogeneity
and stability” focussed their efforts in
searching available documentation on
this topic, and a preliminary report was
presented; the conclusion of which was
principally that whilst there were a small
number of new topics discussed, there
was no major advancement in alterna-
tive procedures to those which have
already been extensively revised and
documented in the new ISO Guide 35.
However, AHG5 will complete searches
on reference material producer (RMP)
websites and international organi-
sations, such as the International
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Conference on Harmonization of
Technical Requirements for Registration
of Pharmaceuticals for Human Use
(ICH) for new information on homo-
geneity and stability assessment
approaches and will provide a recom-
mendation to REMCO for further action
at the 41°' ISO/REMCO meeting.

At the meeting, there was also a
request tabled with respect to the need
for developing a guidance document
for RMs in process analytical technolo-
gies (PAT) and for characterisation of
RMs for multivariate properties, and this
suggestion is being submitted to the
ISO/REMCO membership for approval in
2018, for discussion in July.

Because of these changes, the struc
ture of ISO/REMCO has been revised
and is shown in Figure 1.

Next meeting

The 41" meeting of ISO/REMCO will be
held in Ottawa, Canada from 10 to 13
July 2018.

New 17000

series standards:
implementation update

In this fast-changing environment, cata-
lysed by the new ISO 17034:2016
and ISO/IEC 17025:2017, an update is
detailed below as to how the accredita-
tion of these standards is being imple-
mented by the national accreditation
body (UKAS), from a UK perspective.

IS0 17034

The new ISO 17034 outlines the general
requirements for the producers of RMs,
including certified reference materials
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(CRMs). It has been both completely
technically and structurally revised. For
this reason, it is fully aligned with the
new ISO/IEC 17025:2017. Also, not
previously stated, but implicit in the tran-
sition of a “Guide” to a “Standard”, is the
ability now for harmonisation within the
member states of the European Union,
and thereby the provision for Multilateral
Recognition Agreements (MLAs) to be
established.

Therefore, this paradigm shift from
"Guide” to “Standard” can be likened to the
similar transition that occurred from 1SO
Guide 25 to ISO/IEC 17025 many years
ago. Many of these end-users, accredited
to the new ISO/IEC 17025:2017 will be
laboratories, where for the first time there
are clear and unambiguous statements in
the standard that “Certified values of certi-
fied reference materials from reference
material producers (RMPs) conforming
to ISO 17034 provide metrological trace-
ability” and “"RMPs fulfilling the require-
ments of ISO 17034 are considered to be
competent”.

Unsurprisingly, given the time-frame
agreed within ILAC, national accredita-
tion bodies have already trained asses-
sors, agreed requirements, established
programmes and have initiated the
transition process to ISO 17034. From
personal experience, there are already
organisations now accredited to 1SO
17034:2016. Fortunately, in most, if not
all, national accreditation bodies the
number of RMPs is relatively small, and
therefore the logistics of the process is
correspondingly simple.

ISO/IEC 17025
Given the chronological separa-
tion of the publication dates of these
two new standards, by approximately
twelve months, national accreditation
body implementation of the transition
programme for ISO/IEC 17025 also
reflects this separation. One would antic
ipate that an organisation transitioned to
ISO 17034:2016 in early 2018, would be
expected to be transitioned to the associ-
ated ISO/IEC 17025:2017 again, one year
later, in early 2019.

However, as previously stated, the
mandated implementation period by
ILAC for the national accreditation bodies,
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is three years, and “...the clock is tick-

ing". If one considers, for example that

there are approximately 1600 calibration
and testing laboratories accredited to

ISO/IEC 17025 by the United Kingdom

Accreditation Service (UKAS) in the UK,

then the logistics of this process could

surely be described as “challenging”!
So, in summary, in 2018:

B For RMPs, there is now an interna-
tional standard, one normative refer-
ence and three I1SO Guides that
support the production and certifica-
tion of RMs to ensure that the quality
of the RMs meets the requirements
of the ISO 17000 accredited labora-
tories; and for the users of Certified
Reference Materials in those environ-
ments, at long last there, is an I1SO
17000 standard combination which
will provide the confidence in manu-
facturing using I1SO 17034, and the
certified value assignment, associ-
ated expanded uncertainty budget
and traceability, via ISO/IEC 17025.

B As has often be stated in this column
when discussing the purchase of
CRMs, the phrase caveat emptor,
(definition: “the principle that the
buyer alone is responsible for check-
ing the quality and suitability of
goods before a purchase is made”)
applies; but now, if a RMP is accred-
ited to both these new ISO 17000
standards, surely "the first quality
question on the list” has been unre-
servedly answered in the affirmative?
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