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2.2

3.2

3.3

3.4

INTRODUCTION

Reference Materials (RMs) are used in all stages of the measurement process,
for method validation, calibration and quality control. They are used for
assessing laboratory proficiency through interlaboratory comparisons and can
be a source of metrological traceability.

SCOPE

This document has been prepared for use by accreditation bodies (ABs)
applying ISO 17034:2016 for accreditation of producers of reference materials.

It is acknowledged that Certified Reference Materials (CRMs) are a specific type
of RM and the guidance given in this document applicable to all types of RMs
unless specifically mentioned otherwise.

REFERENCE STANDARDS AND GUIDES

At the time of publication of this document, ISO/IEC Guide 99 International
vocabulary of metrology - Basic and general concepts and associated terms
(VIM) was under review with new definitions for Reference Materials and
Certified Reference Materials drafted. For updated definitions of these terms
refer to the most recent publication of ISO 17034, ISO Guide 30 or ISO/IEC
Guide 99.

ISO Guide 30 provides terms and definitions used in connection with reference
materials and their corresponding product information sheets, certificates and
reports. The definitions of RMs and CRMs were developed by the ISO
committee responsible for publications on reference materials 1ISO TC/334
(previously known as ISO/REMCO) to incorporate the concepts of both
quantitative and qualitative analysis. As these definitions differ from that
currently contained in ISO/IEC Guide 99 (VIM) and JCGM 200, it remains a
future goal to harmonize these definitions in subsequent editions of these
guides.

For users of reference materials, ISO Guide 31 informs the producers of RMs
to use the term ‘reference material certificate’ solely for CRMs and the term
‘product information sheet’ is used for a document accompanying any other type
of RM, thus making the distinction between Certified and Non Certified RMs.
ISO Guide 31 is an informative reference in ISO 17034.

ISO/TR 16476 has been developed by ISO TC/334 as a useful tool that
investigates, discusses and specifies the general principles of establishing
traceability of measurement results. The principles put forward are based on the
joint BIPM, OIML, ILAC and ISO Declaration on Metrological Traceability (OIML
Bulletin, Volume LIII, Number 1, January 2012). While ISO/TR 16476 is
specifically an informative reference for establishing metrological traceability of
certified values (clause 7.9 of ISO 17034), the principles put forward on
metrological traceability are applicable to all measurement and testing making
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3.5

3.6

3.7

ISO/TR 16476 a useful reference not only for RMPs but all users of (C)RMs as
well.

ISO Guide 35 supports implementation of ISO 17034 by providing more specific
guidance on technical issues related to the production of (C)RMs. This guide
explains the concepts for processes such as the assessment of homogeneity,
stability, characterization, evaluation of uncertainty, and establishment of
traceability for the certification of RMs.

Both ISO/TR 16476 and ISO Guide 35 share a common principle for
metrological traceability, stating the traceability of a measurement result
consists of two parts. To clearly define the identity of the property value and
then, establish the traceability of this property value to the stated reference. The
principle of metrological traceability is the same for producers of RMs and the
users of (C)RMs such as test and calibration laboratories. Thus, a certificate
supporting a Certified Reference Material will always clearly identify the stated
reference to which the certified property value is traceable.

ISO Guide 33 describes good practice in the use of (C)RMs in a measurement
process. The recommendations it provides are exemplified by real-world
examples, which to some degree also reflects the level of complexity associated
with RMs. Property values may be traceable to international scales (such as Sl)
or other established measurement standards. A measured property can be
defined without reference to a particular measurement procedure or is
operationally defined to which only results obtained by the same procedure can
be compared. Topics discussed include the handling of RMs, assessment of
precision and bias, calibration, assignment of values, conventional scales,
selection and use of RMs, etc. and is recommended as a reference for all users
of (C)RMs.

PRINCIPLES OF ACCREDITATION AND REFERENCE MATERIALS

As detailed in ISO 17034, the production of reference materials involves a
number of processes including:

a) production planning’;

b) the selection of subcontractors (where relevant)’;

c) production control;

d) material handling, storage and processing;

e) assessment of homogeneity and stability;

f) characterization of property values;

g) assignment of property values and associated uncertainties’;

h) authorization of property values and associated uncertainties’;

i) authorization of RM documents’;

j) distribution.

With all of these processes forming part of an ISO 17034 accreditation.

“Processes that are not to be subcontracted as per ISO 17034.
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4.2

4.3

4.4

4.5

5.1

A RMP accredited to ISO 17034 may not subcontract processes a, b, g, h & i
as indicated above.

A RMP may also be a testing and/or calibration provider holding both ISO 17034
and ISO/IEC 17025 accreditation, having a number of the RMP production
processes such as characterization and assessment of homogeneity and
stability assessed as part of their ISO/IEC 17025 accreditation.

Where a commercial RMP is not accredited to ISO 17034 but is accredited to
ISO/IEC 17025 for test and calibration activities that support the production of a
RM, it is acknowledged that these activities alone are not equivalent to all of the
processes involved in the production and reporting of a (C)RM.

Thus it is the responsibility of each Accreditation Body to ensure the use of their
accreditation symbol gives clear indication as to which conformity assessment
activity the accreditation is related. Where a CAB issues a ‘Certificate/Report of
Analysis’ of a material under an ISO/IEC 17025 accreditation, it must be
ensured that said certificate does not give the impression that it is being issued
under a Reference Material Producers accreditation.

PERFORMING THE ASSESSMENT OF A REFERENCE MATERIAL
PRODUCER (ZZfiR{TE)
EEPELEEEDEEDER

Assessment preparation  ZEZE D # (i

Prior to conducting the on-site assessment, the AB will need to obtain sufficient
information from the RMP to ensure all aspects of ISO 17034 are assessed in
full. In addition to the usual information required from all accredited facilities
(scope of accreditation, test methods, equipment, organization structure, etc.),
the following information for the assessment RMPs should be considered:
RMBEEZEMRT HIHT-Y. REMEITISO 17034 DL ERFEHEZEETHC
LEMHERICTA-HIC BEYELEEE RMP) h o+ RIEREF[ILENDH S,
ETHOREEA M EEE,N CTFONSBEDFER GEEEHE. HERTE. ik,
HEERE) ICNA . RMP OBEICBVWTIEUTORBREEE T HENEFELL,

a) tasks performed for each type or group of RMs (characterization,
homogeneity and stability testing) and methods/techniques used. This
applies to all tasks whether performed in-house or subcontracted;

B2 DIZEME (RM) DAL T RIET IL—TITDONWTERINDEH (BT,
HEMS - REMRER) ROERINSAE il Chik RMP BESMEEY
OINEREERIHERIEIT AN ZRDHLTERINS,

b) subcontractor information, the tasks the subcontractors perform and
relevant background information for each subcontractor for example,
whether they are accredited for the activity and/or how the subcontractor
has been deemed technically competent to perform the task;
BEEXEOERR. FEFENERIIXBRUSFAXZEORERR (BIZ
(E.E&ETEHEHOVWTRERESA TSN, RO/ RIEFEEXEN S X
BEFETITDNEEZLDILEEDLSITHIERLIZDN) .
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52

5.3

c) the stated reference for each CRM type or group, plus any other relevant
information regarding metrological traceability including in-house
calibrations.

8% DRIZENME (CRM) DEATRIETIV—TICET I EHohI-FE
SR RURBKREZSOFHEFFAN —HEYTAIZET H1ER.

As per the requirements in ISO/IEC 17011 clause 7.4, the selection of a suitable
assessment team is to be based on the activities performed by the RMP and
their subcontractors, the scope of (C)RMs produced and technical disciplines
covered.

ISO/IEC 17011 7.4 IB(ZHELY, WYL BEF—LDETEIL. RMP RUZDFERXE
FICKYERINDEE . RUEEINS(C)RMs DEIF . i NZHEE SN BBl
PEICEDEERIND_EIZHS,

NOTE  Further details on the preparation for assessment are found in ISO/IEC 17011.
T BEOEMBICHMNHESLEHFHMAERIL. ISO/IEC 17011 [SEEBSN TS,

Assessment of RMPs RMPs D&EZE

ISO 17034 clause 7.6 requires measurement procedures meet the relevant
requirements of ISO/IEC 17025 in order to ensure measurements made
achieve the required specifications and accuracy of the RM property values.
To achieve this requirement the AB will need to consider:

ISO 17034 7.6 IBIL. EfESNT=BITEH RM FHEEITKROONAEHERUVIEHES
Fidil- 9 CEEHERICT D012, BIFEFIEABEES S ISO/IEC 17025 EREIF
[SBEETRIEEZERLTND, FDEOHICETEHEIL. LTEEETILELNDH
60

a) the methods are appropriate to the intended use and are the latest edition
unless it is not appropriate or possible to do so;
BIEAENERSN-RARICHLBEYITHY .. ThEBERT S EMNBEYITE
WXRITERATERWNGEERE . ZFTDRTHLHE,

b) in-house, non-standard methods are developed by qualified personnel with
adequate resources;

RMP MWEFELE-AZERUVREND AL, +RGEREZLLERMN SN
BRICE>THRRESNTLNDIE,

c) non-standard methods be appropriately validated before use;
BBNOFEGE, BRI T2ICREMER SN TODIE,

d) non-standard methods, including in-house methods and methods used
outside of their intended scope, are validated to confirm they are fit for the
intended use. The validation must be as extensive as is necessary and a
statement as to whether the method is fit for the intended use made; and

BRENDAERMP AEFEL-AZ. ERSh-EREESNTRHL LS A
FEEED) X TNHAERTHIRARICSEEL TSI LEZHREICT H-DIC. &
LMHERETITICE, ZHMER IV EGCEELRTIREATON. TOHEN
BEREN-ARICHLEYITHAEDRANGIATNEIE,

e) the range and accuracy of values obtainable from methods are relevant to
the intended use.

FHEICKYBONDEDHEFERUVFEESL, TOERSN-H&ICHLELY T
HHZE,
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5.4

5.5

5.6

Measuring equipment (ISO 17034 clause 7.7) used in RM production must
also be used in compliance with relevant requirements of ISO/IEC 17025. To
achieve this requirement, the AB should consider at least the following:

RM £ EIZHLSNSHBIFELEE (1SO 17034 7.7 H) &, ISO/IEC 17025 DRET S
BERFEZEHETHIOAVLNGTNIEGESAE, TDOFHIZRERE X%
ELLUTEEZEERTHENEELL,

a) the RMP and/or its subcontractors have access to the measuring and test
equipment required. The equipment is fit for purpose and has been verified
as complying with specified requirements; and
RMP R/ XIFZDEEEEN . WELGAEEEZFERATESE, TODH
EHEEFBEMICEELTEY . "MOREDERFEADBEENMRIESH T
Hlé&,

b) when the measurement accuracy and measurement uncertainty affect the
validity of a RM property value, measuring equipment is calibrated;
BEEEIL. TDREDHEESRVBERHENEN RM FFIEEDZ L ECF
EI55E6 . RESNEL,

Consequently, the requirements for metrological traceability may apply to
measuring equipment including equipment used in the production of non-
certified RMs. See ISO/IEC 17025 for further details on the requirements for
measuring equipment.

Li=hSoT, StEFHRIFL—YEYT/ICBET S ERFIAL, ERHEENEDE
EICAVLNAEEZECAEREICLERAIND S, IR EEDEKREHICHH
5B ERICDOULVTIL ISO/IEC 17025 2B BN L,

NOTE ILAC Policy on the Traceability of Measurement Results, ILAC P10, may

also be applied to other conformity assessment activities where testing
and/or calibration are involved.

ILAC PIOGRIERHREDFL—HEY TaIZBT 5 ILAC AP (L. HER U
/RIFREZSCOESHIHEEEICHERAINSD,

Proficiency testing can be used to monitor the on-going competence of the
producer and subcontractors for all tests and measurements that contribute to
the quality of an RM and its property value. During assessment the AB will
need to consider that the requirements in ISO/IEC 17025 for assuring the
quality of results are followed for all measurement procedures.

BRAEAERE. RM O RERUVZDRFHEEICTFSTH52 TORBRRVBRIEICEL
T.RMP RUBEEXEDHRGHGRENEZHR T A-OICANSIENTES. R
EHEIEIEEDBET. 2 TOAEFIRITOVWTHEDKEDHERICETS
ISO/IEC 17025 DERBIEIZHH>TWNDILEEETINENH D,

NOTE ILAC Policy for Participation in Proficiency Testing Activities, ILAC P9,
contains additional information on the use of proficiency testing in the
accreditation process.

ILAC P9 (BBEABRTENI~DSMICEET % ILAC A8 (X, BETOERIZEITS
HeEERER ORI AICE T S EMMRIEREZHRL TS,

Assessment of RMP’s Subcontractors RMP DiEEEENEE

5.7

It should be emphasized that accreditation is granted to the RMP, and not to
subcontractors. The AB will need to ensure that any documentation issued to
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5.8

5.9

6.1

subcontractors by a RMP as a result of a successful assessment by the RMP
of the subcontractor, does not imply certification nor accreditation by the AB.
ISO/IEC 17011 and ILAC P8 detail requirements for the use of accreditation
symbols and other claims of accreditation.

BT ARELGDE. BEIEX RMP IZHLTIRESNSGLDOTHY . FEEXEICRE
ENDLDTIEGENWEWNSITETH D, REMEIE.RMP [CLABEXENDEED
HERELTRMP h i BEBICHLETINGHoWHIXEN ., BEHEICKD
FRAEREFEORICRELERI ALDTHEVWILZHRICT ILENDH S,
ISO/IEC 17011 RN ILAC P8 (&, BELURILDFERAR UMM DRE DG D F
SRICEIT AFMGERFEZZATLD,

For critical activities undertaken by subcontractors, the AB should, where
necessary, witness a selection of examples of how the RMP evaluates the
competence of its subcontractors on-site, see clause 6.2.6 of ISO 17034. This
may be necessary where the competence of a subcontractor involved in the
generation of measurement data for the characterization of property values
and assessment of homogeneity and stability, cannot be determined through
the information provided by the RMP.

REHBEIX, FRAEEICIYERINIEEZLEHICELT. RERIGEIZX,
RMP [ZKDFEEEE ORI TORENFE (FEXEDEE) (BRI EMNEFELL
(ISO 17034 6.2.6 5 M) . CHL(T. HFHEMBEOEM T RUHE N TEMHRZD
DRAET—ADERICEE T HEEEEFEDRENH RVMP Mo 1ERICK
DTRETELEMGEEITHELLGYSS,

It is noted, ISO 17034 prevents the selection of subcontractors as a
subcontracted activity.

ISO 17034 (X, FEEXEEEDTOERENEETRTHIELZELTINSILICHE
E9 % (IS0 17034 6.2.3),

GUIDANCE ON THE APPLICATION OF ISO 17034:2016
(BEMERMTE)
ISO 17034:2016 (BN F 3|

This section provides guidance for the application of ISO 17034. The clause
numbers in this Section (6) follow those of ISO 17034:2016. Since not all
clauses require interpretation, the numbering is not consecutive.

AIE([F1SO 17034 BRAD - DIe#tHFT~T ., AIE (6 IH) DIEFEF(X ISO
17034:2016 DELDIZELTUVS, ETOEENBRELELT DT TIEELV =
. BEFTIFIEEFHELLELY,

4 General requirements  —fifZRKEIE

4.1 Contractual matters ZZ£J(Zf8+>HE1E

4.1.1 When ensuring the requirements for a RM are adequately
defined, documented and understood, the RMP should
consider that the matrix, property values and the value’s
metrological traceability and measurement uncertainty meet
the needs of the given application or field of application. In
some cases, the stability time required should also be
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included in the review. If necessary, the RMP should give
advice to the customers and help them to determine their
needs.

RMP (&, RM [T HERBIEN+RITHEESN ., XELS
. BEINBEELEHERICTH=012, IRV IR $EHEE., 3
IHEDFEEHBINL—HEYTA R UBIERFEMN S, ##rtwa_
AMERIEERARPTFO=——XE@mTNEINEBETHEN
ZFELL, ZEICEOTIE BEREINILEHREBLEL—IZED
BHIENEFELLRMP [T ERIGE . BRICHMEL.BEED=
—ADREEZIETDHIEMNEELLY,

Technical and production requirements

BT RUEEICE Y HAEREE

7.5

7.6

7.7

7.9

Material processing #E DT

When candidate RMs are sent to subcontractors for testing, they
should be uniquely labeled, suitably packed and stored in suitable
conditions during transport. Instructions on the storage conditions
should be given to the subcontractors.

HERADIEM RM ZBEXEICEDES . BRIZINILF TSN, B
Yz, B ILBEYGEGETRESNSGIENEFELL., RE
HIZHh D BIEREFFARXBICIRHEINSIENZEELLY,

Measurement procedures EIE FIIE

The applicable requirements of ISO/IEC 17025 apply to measurement
procedures. See Section 5, assessment of RMPs for additional
guidance on application of the requirements of ISO/IEC 17025 for
measurement procedures.

BIEFIEICIE., 32295 ISO/IEC 17025 DERFBEA BRSNS,
EFIEA~DISO/IEC 17025 ZRFIEDBERAIC DL TIX, 5 IH(RMP D&
B)NSEIED,

Measuring equipment A|EZEE

The applicable requirements of ISO/IEC 17025 apply to measuring
equipment. See Section 5, assessment of RMPs for additional
guidance on application of the requirements of ISO/IEC 17025 for
measuring equipment.

BIEEEIZIE, %495 ISO/IEC 17025 DERFEAERINS, Al
EHEEAND ISO/IEC 17025 BERFBIEDEAICDLNTIX. 5 IE(RMP O FE
BE)NSEITES,

Metrological traceability of certified values
REHEDFTEFHRINL—YEY T4

Additional guidance on reference materials and metrological
traceability is provided in Section 2 of this document.

It should be noted that ILAC Policy on the Traceability of
Measurement Results, ILAC P10, may also be applied to other
conformity assessment activities where testing and/or calibration are
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7.10

7.11

7.12

involved.
RM EEEEHAINL—HE Y TIZBEHLEBMMLEFEIE. XED 218
TRLTUWLAS,
ILAC P1I0CGRIEHER DL —HETAIZBET S ILAC AEDIFHBR R U/
XIFREZECHOBEESHEHEEENCLBEHAINISZLICEETHIE
MEELLY,

Assessment of homogeneity & 140 5T

7.10.3 It should be noted that the requirements for measurement
procedures in clause 7.6 also apply to the assessment of
homogeneity.

76 HOBAIEFIRICH I 2ERFBEISHE ST (DF=HD
BIEFIE) ICLERASNAZLIZBET HIEMNEFELLY,

Assessment and monitoring of stability

REMDFERVE=L) T

7.11.1 Prediction of stability using a model is acceptable if such
model is well established and widely accepted in the discipline
concerned.
It is noted, the requirements for measurement procedures in
clause 7.6 also apply to the assessment of stability.

ETLERAVEREEDFRIL. ZOETILA+T2IHELL.

EENBTFOPRTLELZEANON TSGR ICOAHFRIND,
285,76 HOBEFIRICH I HERFIEIL, REMEE (D=
HDREFIR) ICHLTHERAEIN D,

7.11.2 Under normal circumstances, stability assessment for each
and every property value should be performed. It is not
appropriate to assume the stability of a property value based
on the assessment of another value unless correlation is
demonstrated.

BEE, A2OBHEELTITOVTREREHEEERT S
ENEFELL, HAFHEDTEMZ A DFHEEDFEIED
WTHETHIEF. TN DHEBRAEMNRIESN TULELRY.,
BTN,

7.11.3 A change of procedure, or the source of the candidate
materials, or a deviation from previous data may necessitate
a reassessment of stability.
FIEDEEXL1%MH RM DEHEDEENHOI-HE . HBHL
FLURIDT =2 D&HENELCTZIHE . REMOBFFEL
BICGDBENDHD,

Characterization {E{T+

7.12.3 When a property value is method-specific or operationally
defined, only results using the same method are meaningful.
Therefore, to be more useful, methods published by
standards writing bodies or widely recognized professional
bodies in the concerned field are recommended.
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FIEEAFERED . RITHEESNREICLYFO NS
B, ENER—DHFEERAVHRDANEREL D, LA
T.HRECARMEZIYVEDHA=HIZIE. MREREERE
BEAPFICEVTLEHONTOWSEMRERKIZE - TARS
NEAZEERYTHIENHERESNSD,

7.12.4 ltis noted, the requirements for measurement procedures in
clause 7.6 also apply to the characterization of assigned
property values.

7.6 HOBAEFIRICH T HEREBIRIL, FrEEDER RIE
FIEIZHL TH@ERASN D,

7.13 Assignment of property values and their uncertainties
BHFHERVZOREMEDFE

7.13.5 The uncertainty of property values from single-artifact CRMs
that are certified based on a single calibration may be carried
out using the normal procedures as outlined in the GUM. It
should be noted, however, that the uncertainty calculation of
this type of CRM will need to include long term stability effects.

NOTE An example of this type of CRM would be a hardness block.

It is necessary to have a system for reviewing and updating
uncertainty calculations following recalibration of reference
equipment, a change of subcontractors, a change of material
suppliers or other changes that would significantly affect the
magnitude of relevant uncertainty components.
BERDOANIHELTEESNS CRM D FFHEEHME R D IE
[CEDNWTRHESNDGEE . TOTENSE, GUM ITIRET S
- RRIILFIEEZAVTFHEL TH LW LHL. COED
CRM DA EMNSEHE X, RAREMEDHEZEDLILEN
HAH_EICBETHENEELL,

SEEC CODFED CRM O—HlEL T, BIZEANEITOND,

BETHFENSERDEEICERLGHZEEZEZAS. SRR
FOBRE.FEFENEE, RHMHIEEDOEEILZOM
DEEBIZGLT, FENSHERNBTZLEA—LEHFIHVART
LELDBELNDD,

7.13.6 Uncertainty in this Section covers both “measurement
uncertainty” of a quantity value and “uncertainty” associated
with a nominal property (i.e. property of a phenomenon,
body, or substance, where the property has no magnitude
e.g. color chart, DNA sequence, etc.).

AECETR"THENSIL EDEDRAERENS"EEE
MIME (Tabhb, KESZLLVRER MERXIEMEDHE
B, BIZIE. AS—Fr—b O DNABHIGEE, ) ITHES“THEMS”
DRAZERRELTIVS,

7.14  RM documents and labels RM XZKUSAN)L
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7.14.3 There are reference cultures kept in various economies such

as American Type Culture Collection (ATCC), Type Culture
Collection of Chinese Academy of Science (CGMCC),
National Collection of Type Cultures (NCTC), UK, and
European Collection of Animal Cell Cultures. Additionally,
traditional biochemical tests and culturing techniques are
used to define the identity of microorganisms and/or DNA
sequencing may also be used. The traceability statement for
these CRMs will need to identify which reference cultures, or
which definition (measurement procedure), is referenced as
the stated reference. Where the stated reference is a
reference culture, it may be appropriate to also state the
number of passages and the sub-culturing techniques on the
certificate.
For some biological CRMs, both the DNA sequence as well
as the identity of the microorganism is given on the
certificate in which case it is necessary to clearly identify the
certified property value, i.e. whether it is the identity or the
DNA sequence or both.
Where the property value is operationally defined, it is
necessary to clearly state the measurement procedure
including the measurement unit, or the measurement
standard. This is applicable for biological CRMs used for
matching the test results (such as DNA sequence or
serological / biochemical tests) with that of the test
specimens, in which case the test (DNA sequence or
serological / biochemical tests) used to characterize the
microorganisms as well as the test results would be reported
on the certificate.
For those CRMs where the identity of a chemical compound
is the certified property value it may be warranted to report
both the identity and the purity of the compound and, if
applicable, other information such as its molecular structure,
the confirmatory technique(s) used to identify the compound,
the stated reference and the criteria for identity confirmation.
A state reference and the criteria for identity confirmation are
needed for supporting traceability for such qualitative CRMs.

BERIBRLAGERE TRESW TV S (BIZ IR,
American Type Culture Collection(ATCC). Type Culture
Collection of Chinese Academy of Science (CGMCC). National
Collection of Type Cultures (NCTC), UK & T} European
Collection of Animal Cell Cultures) , i1 X T. {2 AELFR
BROBERMICKYBEMDREMNITHN ., RU/XIEDNA Y
— oM ThnEIELH B, T CRM DRL—HEY
TAZERT D-OICE. EDREKR. RIZEDEZECGAIEA
F)MNEHLNT-S 08 (a stated reference) "ELTSHBEIN TLY
LDONERTETDLENDHD, “EHON-SHR"MNIFEKRDE
B BB A ELRAEICEH THILNEULIGEDN
BB,

AWFH) CRM TIX, DNA 25 EAEY D B 7 D5 % F8EE

Issue No: 2.0

Issue Date: 10 December 2021 Page 13 of 17




APAC TEC1-008 APAC Guidance for accreditation of Reference Material

Producers (RMPs)

il:%ﬂﬁ?é%@ﬁﬁ)éo CO)LZ- 1—.|.f3\|:m. nIEé*Lf~¢é-f1ﬂE7‘d~o)
M. Thbhb, BEDHHMN XL DNA BFIDHH . HBULIEEA
HONEREIZTHIENBETH D,

B (E) D IRESNIREICKYEBONSIGE . AIEEALE
BUAEFIE. RIFBEZEELZHARTOILELHD, I
(. SHER R ERERAE R (DNA BLF (I I FE - £ b FRER) 208
BEEE=HICANSEYFE CRM ML TN, TN LS54
SEIF. BBRBERLELEMEYORIEICALGNIZRERDIE
# (DNA B3I X (F M0 iF - £ FHER) AR ETHRE SN DA
Do

L EVMDRIEZERIFMEET S CRM Tl 1I:A¢%0)|‘Jm&
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7.17  Management of non-conforming work A& %750 &

7.17.1  Common examples of non-conforming work include
environmental conditions in the testing or calibration areas
exceeding the specified limits, tests performed using
instruments with overdue calibration, acceptance criteria of
quality control not met, unsatisfactory performance in
proficiency testing schemes, etc.

It is important to note the need to keep records of non-
conforming work in accordance with ISO 17034 clause
7.16.2 as these might be needed in a future dispute
situation.
THEEEBFBO—MRAGHELT, HBR-RETVTIZEITAER
FENREMBEZEA TS, RIEHRNBE-HEFEFERAL
THRZERL:-. REEEOHREEZEm-L TV, HEe
HEBRIBTATHBRLGHER. ENEITOND,
ISO 17034 7.16.2 IHIZHELY, FFEDFRF DIHF THELIGH A HE
EARHL-H. FEEEBDREBRETELTHEILEEETH
Do
8 Management system requirements
RROANRT LICEET S EREIE
8.3 General management system documentation (Option A)

IR AVN AT LD E GEREL A)

The management system of an RMP will depend on a number of

factors including the size of the RMP, number of staff members and the

range, volume and complexity of the work it performs. In cases where

a RMP is part of a larger organization, RMP activities may already be

incorporated in a system covering the organization’s total range of

operations.
RMP DIRTAVMY AT LIE, RMP DIRE, RAvT7DHH ., £ D&
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7.1

7.2

B, 8. B0 E . RAGERITIKET 5, RMP BNRELHEBDO—ET
HHHEE.RMP DEE . MBOEEXBHEEEN/N—TEH5XATLDOH
[CERICHEARAENTWDEENH D,

8.5 Control of records (Option A)  F2ExDEIE GEREL A)

Requirements for control of quality and technical records are also
given in section 7.16 of ISO 17034.

mE R UMD EEDERFIAIL SO 17034 7.16 HIZHERH
SNTLS,

8.6 Management review (Option A) TR AURLE 12— GEREL A)

Note 2 of clause 8.6.1 provides a recommendation that a typical period
for conducting a management review is once every year.

ISO 17034 86.2 IHMEE 2 TIE. IHRIAVILEL—DHEEHY
BREEELTESE | EHELTD,

8.7 Internal audits (Option A) NEFEZE GEIREZ A)

8.7.1  An RMP should perform internal audits at least once a year.
The frequency should be adjusted depending on the
demonstrable effectiveness of the management system and
its proven stability.

RMP [E73<ED 1 FIC 1 BINBEEREZ R T HENEF
LUy ZDHEEFRFEAREG IR UAVN S AT LOEMMEEE
DREMICESOTHETHIENEFLLY,

8.7.2 Internal auditors should be familiar with the requirements of
ISO 17034 and ISO/IEC 17025 (or ISO 15189 for medical

RMs).
NEEEE B(X 1SO 17034 KU ISO/IEC 17025(R IKERERIZEE
MEIZDULTIE ISO 15189)DERBIHICHEBLTLNAIENE

ELLY,

DESCRIBING THE SCOPE OF ACCREDITATION FOR A REFERENCE
MATERIAL PRODUCER

In accordance with ISO/IEC 17011:2017, a scope of accreditation must make
the distinction between certified RMs, non-certified RMs when listing the specific
types of RMs covered by the accreditation.

For all conformity assessment types, ISO/IEC 17011 recognizes the use of
flexible scopes of accreditation noting additional procedural requirements for
Accreditation Bodies when assessing and managing flexible scopes.
Accreditation Bodies using flexible scopes of accreditation must ensure that the
RMP has determined and can demonstrate that the measurement procedures
used remain valid across the breadth of material matrices, analyte/characteristic
covered by the scope.
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7.3 Consideration should be given to additional guidance developed by ILAC in
ILAC G18.
8. REFERENCES
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APAC MRA-001 Procedures for Establishing and Maintaining Mutual
Recognition Amongst APAC Accreditation Bodies

APAC MRA-002  APAC Mutual Recognition Arrangement (MRA)

AMENDMENT TABLE

This table provides a summary of the changes to the document with this issue.

Date Section(s) Amendment(s)

2021-12-10 | All sections General editorial update and consolidation
of guidance into a more concise guide.

2019 Background This section removed

2019 Introduction Section titles ‘Purpose’ in the previous
version split into ‘Introduction’ and ‘Scope’
to align with the structure of other APAC
guides.
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