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1.0 INTRODUCTION

Metrological traceability and uncertainty of
measurement allow comparison between
measurement results. These characteristics are vital
elements of world trade.

ISO/IEC 17025 emphasizes the requirements
concerning the uncertainty of measurement and
metrological traceability.

Reference to traceability is also mentioned in
ISO/IEC 17020 articles 6.2.8, 6.2.10, and in ISO
15189 article 5.3.1.4

2.0 OBJECTIVE

The objective of this document is to define Israel
Laboratory Accreditation Authority (ISRAC)
policy on the implementation of ISO/IEC 17025,
and 1SO 15189 for metrological traceability and
uncertainty requirements and ISO/IEC 17020

traceability.

3.0 scoPe

This procedure specifies ISRAC requirements,
from all accredited CABs, regarding metrological
traceability and uncertainty of measurements. The
procedure relates to the following aspects:

3.1  Guidelines for metrological traceability

assurance.
3.2 Requirements for uncertainty estimations.
3.3 Reporting the measurement uncertainty.
3.4 Tolerance conformity statements.

Nan 1.0

INNYN MIYINRD MXT) IN) TPNTIVN MDPY
DDA NMPN NON MNON .ATTHN MNSIN P2
NN

MmN Yy waT ow ISO/IEC 17025 ypn
MDPYI DTN MINTI-INRD MYIND
0NN

PN DY NAMIND MDPYN NYNY MONNN
1PN .6.2.10,6.2.8 ©p19 ISO/IEC 17020
.5.3.1.4 1 1S0O 15189

n9n 2.0

NYYTN DX PTHND NN DY THON NIVN
("IYINT) NYTAYN NONDNY MININDD MVIN

ISO/IEC ypn mw» T w5 Mwpn Y51
mapyo vana 1ISO 150189 -1 17025

ISO/IEC 17020 ypm MINTI-NY TPNDIVN
MDPY RWVND

a0 3.0

N TNV MDPYD MYIT PTHIN DNNN
DPTIAN DXANN 21D NN MA»NNN NMIRTN
D191 N PN .MYIN YT HY DIINOINN
: DINAN OINYIN

NOVN MVPY NNLINY DYYS 3.1

MINTN ON NOWNY MwrTn 3.2
DTN MNTIOR DY M1 3.3

NYYON VLIS NIININ SY NINNN 3.4
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3.5 Determination of calibration intervals. Syon nIm nyap 3.5
4.0 APPLICABLE DOCUMENTS oMY o'anon 4.0
4.1 JCGM 200: International Vocabulary of OINRINY 4.1

Metrology — Basic and General Concepts and
Associated terms (VIM).

4.2 1SO 17034, General requirements for the OHIR N 4.2
competence of reference material producers.

4.3 ISO/IEC 17025: General requirements for the OANINY 4.3
competence of testing and calibration
laboratories.

4.4 1SO/IEC Guide 98-3: Guide to the expression MONNINY 44

of uncertainty in measurement (GUM).

4.5 Eurachem/Citac Guide, Quantifying MONNINY 45
Uncertainty in Analytical Measurement.

4.6 ILAC G-8, Guidelines on Decision Rules and MONMNRINY 4.6
Statements of Conformity.

4.7 EA-4/02 M: Evaluation of the Uncertainty of ONN AN 4.7
Measurement in Calibration.

4.8 ILAC G12, Guidelines for the Requirements MOYNRNINY 4.8
for the Competence of Reference Materials
Producers.

4.9 ILAC P10, ILAC policy on traceability of ONNINY 4.9
measurement results.

4.10 ILAC-G17, Introducing the Concept of oNN Ny 4.10

Uncertainty of Measurement in Testing in
Association with the Application of the
Standard ISO/IEC 17025

4.11 ILAC-G24, Guidelines for the determination moIN Ny 4.11

of recalibration intervals of measuring

equipment
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4.12 ILAC G27, Guidance on measurements MOYPN NINY 4.12
performed as part of an inspection process

4.13 ILAC P14, ILAC Policy for Measurement MOYPN ANy 4.13
Uncertainty in Calibration.

4.14 JGCM -106 (synonymous with ISO/IEC MoONN Ny 4.14
Guide 98-4) uncertainty of measurement: role
of measurement uncertainty in conformity
assessment.

4.15 EA 4/14 INF, The Selection and Use of MOYNN NNy 4.15
Reference Materials.

5.0 DEFINITIONS mynn 5.0

ISRAC follows definitions of

traceability and uncertainty as in VIM

(see clause 4.1)

and CMC (Calibration and Measurement
Capabilities) as in ILAC P14 (see clause 4.12).

6.0 RESPONSIBILITY

6.1 CABs shall implement the relevant
requirements of this procedure to any activity in the

scope of their accreditation.

6.2 ISRAC's Head of Divisions are
responsible for assessing the implementation of this

procedure.

SV MITHN NN NXINHD MYIN
NI MIRTND ONRY THINITVNN MDPYN

(4.1 pyo Nx9) VIM oow 1nomna

nx9) ILAC P14 oow nona nxamn -\CMC
(4.12 yyo

mInx 6.0

NN DYDY DYPTIAN DONN NPINNL - 6.1
q9P>N2Y MDP¥92 SNNN DY DMVINIIN OIPONN
.DNONON

P72 MYI2 DN OUNI NPINNL - 6.2
V9NN nynovn
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7.0 METHOD

7.1  General requirements for metrological
traceability

7.1.1 ISRAC accredited CABs are required to
demonstrate metrological traceability of the critical
equipment and/or critical reference materials used.
The equipment/reference material is considered to
be critical if its use is necessary to perform a
measurement test or calibration that affects the
quality of results, i.e., the uncertainty contribution
associated with the critical equipment/reference
material is significant to the total uncertainty of the
calibration or test result.

7.1.2 Metrological traceability of measuring
equipment and/or reference materials is not
required if it has been demonstrated quantitatively
that the equipment/material does not affect the
quality of results.

7.1.3 ISRAC accredited CABs may derive
metrological traceability for the equipment and/or
reference materials from the National Physical
Laboratory of Israel and any National metrology
institute / laboratory (NMI) if the institute /
laboratory is a signatory to CIPM MRA of BIPM

(Bureau International des Poids et Mesures).

7.1.4 The criteria for compliance with the
requirement above is the publication of relevant
measurement of uncertainty values of the
institute/laboratory in the database found on the
BIPM internet site, KCDB page (Key Comparison
Data Base), Appendix C.

now 7.0
NIV MAPYY NPYYI mwrT 7.1
7.1.1

SY TNIDIVN MPY NPVIAND DIIN MYIN
D»VYIPN DINMT YININ IR/ PVMIPN TVINN

YT-DY DYINDINN OXPTIAN DN

DINMN N/ TSN JWINIWA DINSIIN
>TD WAT) DN WINOWN DX DMPVMPY DXAVN)
MN 9Y AWNN HPI N NP>TA N0 y8a
[ TP89 NMYPN MNTIN-NR IMNT . MININN

5N 1992 N NHRNN YVAIPN DINMN N
DIRNINN NN

NIVN MDPY NPLVIANY VATINRY  7.1.2
Y TUNRD DINMN MININ IRA DTN TP DY
MON DY NYaVn DNY PRY 7Y 1PN MTY
JSINSINN

YT-DY DONOINN PN OdNn 7.1.3
TYND NNDIVN MDPY HIAPY ©IND MYIN
TPPININ NTAVHNN OINMN 31N INA NTTHN
INOIVNY MMIND NN / NTAYN DI NPIDAD

CIPM 117003 09v9 1ox 0291 9w (NMI)
(Bureau International des BIPM v MRA
.Poids et Mesures)

WD DOYY NYITI NTNRYY \PIVvpn 7.1.4
S5y D»VINDIN NTTHN NINT ON YITY DIV
VIITVINN INNI DMNNN VYDA 57N DN

(Key Comparison Data q471av BIPM Sv
Appendix C ,Base) KCDB
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7.1.5 ISRAC accredited CABs may derive the
metrological traceability for their equipment from
ISRAC accredited calibration laboratories and/or
laboratories accredited by other accreditation
bodies, on condition that the relevant calibration
certificates bear a logo of the accreditation body
which is signatory to a multilateral recognition
agreement (MRA) with ILAC, which includes the
regional organizations APLAC, IAAC & EA.
Certificates issued as mentioned above are
acceptable as evidence for the metrological
traceability of the reported results.
7.1.6 Calibrations or tests based on a series of
values, from different measurements (e.g., mass,
temperature or concentration) require metrological
traceability to be established to all elements of the
series.

7.2 Metrological traceability requirements

for calibration laboratories

7.2.1 Accredited calibration laboratories may
calibrate their reference standards required for the
performance of calibrations that are included in the
scope of accreditation, provided that the relevant
calibration method is included in the laboratory’s
scope of accreditation.
7.2.2 Calibration laboratories that are in the
process of accreditation may calibrate their own
reference standards required for the performance of
calibration that is included in the scope of
accreditation applied, provided that the relevant

calibration method is included in this scope.

YT-HY DONOINN DPTAN OdNN 7.1.5
TYNY TNV MDPY DIAPY DD MYIN
INA YT DY MONDIN DD MTAVNN NTTIN
,DXINN NINDN 291 T HY MOINDIN MTIYNN
NN NIRYI NPOIMDIN PN MTIVNY ININI
Dy DNNY NONDN G0 DPHND

ILAC MRA n15n 5o
(Multilateral Recognition Agreement)
OMONIRND NN 0) 99151, ILAC ,nnona

mTvnn .APLAC, IAAC, EA o» KN

MPYY NITYD MDAIPN DY NN INSINY
DINNYTHRN MINSIND TPNDTIVN

1770 DY DODIANN MPPTAIIN DO 7.1.6
,NDN MDY NV NYTTHN DY HY

SV NDID’ NN D21NN (11227 IN NINVINL
2211 NYTON 255919 D30 PNINIVNRN MDPYN

M7 NINNI0N MBPYY MYsHT 7.2
91991

955 M5 MONOM YO MTayn  7.2.1
INGID DOWITIN DYV NTNN MIAN NN JINYD
S9N NVIYY ONIN ,NDINDNA DI
NP 9P°N2 NP9 NVINSIN

900NN TPONNA NIRNDIV ,OPD NTayn 7.2.2
OV NTNN MAN NN NNNYY 51 NN
N2NONY NYPIAIY DI NN DIWITIN
NYPA2 NYH) NPVLINDIN HPON NVIWY MNINI
DININD

DYPMYN INY 95 .QA-1 MNIVYN NPNRN PMY ISRAC 2wNND Y DINNNIN NIN DN NT THDN HYW DTN DM IWVINDD DPIIVD
2025 N1 15-2 DTN . TA92 109N 12 DPY GPIN2 BN DMP1AN OON

The authorized copies of this document are those on ISRAC computer network and the master copy held by the QA. All other
copies are uncontrolled and are only valid on the date printed. Printed on May 15, 2025




Website: Yes

NRIN NN NTO992 MINT OX,NNNT0N MAPYY MYIN NP1

ISRAC Policy on Metrological Traceability, Uncertainty of
Measurement and Reporting Statements of Conformity

vY91Y

19 : O 7901

1-661002 : 9991 YN

21 7wn 10 1900 97

Version number 19

Procedure number 1-661002

Page 10 of 21

The laboratory shall verify the metrological
traceability of the reference standards mentioned
above after receiving the accreditation.
Metrological traceability of reference standards is
considered to be satisfactory if the said calibration
method has been included in the scope of
accreditation without modifications affecting
quality of the results.

The metrological traceability is considered to be

non-conforming if:

- The said calibration method has been included
in the scope of accreditation with modifications
affecting the quality of the result.

- If the method has not been included in the
scope of accreditation.

If the method has been included in the laboratory’s
scope of accreditation with modifications affecting
guality of the results, the laboratory is required to
perform one of the following:

- In-house recalibration of the reference
standards using the modified method,

- or recalibration of the reference standards by a
laboratory complying with the requirements for
metrological traceability source as specified in this

procedure.

If the calibration method of the reference standards
has not been included in the laboratory’s scope of
accreditation, it is required to calibrate its reference
standards by a laboratory complying with the
requirements for metrological traceability source

as specified in this procedure.

MAND PNIIVN MDPY PITAN NTIVHN
.19N0NN NYIAP INND IWON NTNHN

DYMNIRN NTHRN MAND TPNNIVN MDPY
NNNN DVIN NVOY IYRD NPPND NIVNI
DOWAWNN DMPY NIY NDNDNN 9P2Na NHY)
SIRNIND MON DY

PN XYY NAVNI THINDIVNN MDPYN

: DYNAN DMPN2

NY9YD NONONN PPN NHYIN NVIWN TUND -
RSN MO DY DOWAVN D151 DMPY

qP>N2 19923 XY NNNINRND NVIWN TWUND -
NaR)alvipiy

YN NN MDWINN NNND NYITI NTIVNIN
INRD NI TR ,NNINON 9PN NDDI NVIVN
NIPNI .ARNIND MDN DY DWIWNN DMIPY
:NTAVNN DY M

NIV YINN NNV NTNN MIAN DX IMIY -
IN TIPINHN

NPODNY NTIVNI DTN MAN NN DD -

LT 9N MYATO ORNNA PNOIVHN MDPY

NT2YN DTN MIAN NN 91D NYIT DTN
MYMTO DXNN2 NON0N MDPY NPIDNY
NY 0PN MAN DD NVIWN GIWUND DY DN
.IN2NON NTIYNIA DYDY
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The laboratory is also requested to analyze the
significance of the changes to the calibration of
instruments calibrated using the said reference
standards, to recalibrate its instruments and to
inform its clients concerning the issues identified
and of their implications, as much as it is required.
7.2.3 For some calibrations, metrological
traceability to Sl units is not applicable. Regarding
those cases, ISRAC follows ILAC P10 policy.
The laboratory shall submit evidence for ISRAC
consideration, that the above general metrological
traceability policy is not applicable, and that the
alternative solution conforms to the requirements
of ISO/IEC 17025.
7.3 Metrological traceability requirements
in testing laboratories

7.3.1 If acertified reference material (CRM) is
intended for use by medical laboratories and has
been characterized by the values included in the
JCTLM database of BIMP, the material is
considered to have valid metrological traceability.
7.3.2 ISRAC accredited CABs may derive the
metrological traceability for reference materials
(RM, CRM) from reference materials providers
(RMP) accredited to 1SO 17034, when available:
it should be recognized that the accreditation of
RMP’s to ISO 17034 is still developing and CRMs
may not be available from accredited RMP’s. In
those cases, ISRAC accredited CABs shall
demonstrate that CRM have been provided by a
component RMP and that they are suitable for their

intended use.

DPYN MYNRVYN DR NNID D) NN NTIVNHN
MAN MYNNNI DN TYN DIPYINN D1 12D
WTINDY MPYIN NN WTNN 9»I5) NONX NN
995 ,0MMAOYN PIY NPYIA DY MMpPSH
VTV

-1 DPNY DNDN OOPI D»p  7.2.3
MYIN 9N 0PN Ny .S MmN nsa
ALAC P10 nv»T0 70010 NX NNNND

T99 NYTY MWAN NPNIAY PSND NTAYHN DY

TNV MDPYY NOHYIN NP TR NNONY
DNIN YNINN NINIM NY NN DYY ININID

. ISO/IEC 17025 yp»n mwo1y

DTN NNV MPYY MW7 7.3
NprTan

7.3.1

MY PIOIN NI NPNIDT MTIPNL WIIWY

79 ,CRM ,2winn 01N 90N 9wNd

5w JCTLM ommn 9011 0X992310 039N
NIV MDPY Sy¥aY awn 9N ,BIPM
19PN

7.3.2

,RM) 011> »9mIn2 wnnwnd oowaT mvan

YT> DY DYINOINN DXPTIAN DN

PNIIIVN MDPY Yoya DYVITIVY RN (CRM

9wN5,1SO 17034 ypno ©¥9n0mn omINnN
DINY >IN NI NONONVY T PIND W - PN
,NNann 1y onn NN 1ISO 17034 ypnb
PRI ND DINM IMNY MIVIN NHRMP 1Y
DY5PDINN DXANN ,ION DMIPNA . THOM I
DN MININY TID TN N> MY MY
VIDIWY DMINRNND DY PYI 1IN 7Y IPND
STYVPNN
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7.3.3 For some tests, performance using Sl units
as per ISO/IEC 17025 section 6.5.3 and as per 1ISO
15189 section 5.6.3, is not possible.

In regard to this issue, ISRAC follows ILAC P10
policy, section 7a or 7b.

The laboratory shall submit evidence that the above
general metrological traceability policy is not
applicable, and that the alternative solution
conforms to the requirements of ILAC P10 policy,
section 7a or 7b.

7.3.4 For inspection bodies see paragraphs 6.2.7,
6.2.8 in ISO/IEC 17020.

7.4 Uncertainty assessment requirements in
calibration laboratories

7.4.1 ISRAC accredited calibration laboratories
shall have SOPs, which shall be followed to
conduct uncertainty estimations for each calibration
included in the scope of accreditation. The
uncertainty estimations shall be fully documented.
7.4.2 ISRAC accredited calibration laboratories
shall calculate uncertainty values in accordance
with the methods specified in GUM, ref. doc. 4.4).
Total uncertainty budgets must include details
compatible with the objective and accuracy of the
reported measurements.
ISRAC accredits calibration laboratories for their
best estimate of measurement uncertainty values
that can be expected to be achieved by a laboratory
during calibration or a measurement available to

customers under normal conditions.

7.3.3
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7.5 Requirements for reporting the
uncertainty in calibration certificates
751
are required to include in calibration certificates,

ISRAC accredited calibration laboratories

bearing ISRAC logo, statements regarding
metrological traceability, uncertainty values of the
results, level of confidence and coverage factor of
the uncertainty.

7.5.2 All calibration results issued by ISRAC
accredited calibration laboratories that bear the
ISRAC symbol shall include the relevant
uncertainty values.

The numerical value of the expanded uncertainty
shall be given to, at most, two significant digits.
ISRAC accredited calibration laboratories shall
present the measurement uncertainty in the same
unit as that of the measurand or in a term relative to
the measurand (e.g. percent).

ISRAC accredited calibration laboratories shall
report the expanded uncertainty at the level of
confidence of 95% approximately.

Contributions to the uncertainty stated on the
calibration certificate shall include relevant short-
term contributions during calibration and
contributions that can reasonably be attributed to the
customer’s device. Where applicable the uncertainty
shall cover the same contributions to uncertainty
that were included in evaluation of the CMC
uncertainty component, except that uncertainty
components evaluated for the best existing device

shall be replaced with those of the customer’s

D155 NN MNT ONX MNTO MYHT 7.5
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device. Therefore, reported uncertainties tend to be
larger than the uncertainty covered by the CMC.
The reported uncertainty values shall not be less
than the measurement uncertainty values in the
scope of accreditation for which the laboratory has
been accredited.

The calibration certificate will include the note:
“The reported expanded measurement uncertainty
is stated as the standard measurement uncertainty
multiplied by the coverage factor k such that the
coverage probability corresponds to approximately
95 %.”

7.6 Uncertainty estimation requirements in
testing laboratories

7.6.1 Uncertainty assessment is required for all
the test methods included in the laboratory’s scope
of accreditation.
ISRAC accredited testing laboratories shall
calculate / assess the uncertainty values for
guantitative results in accordance with the reference
documents 4.4, 4.5 based on an understanding of
the theoretical principles or practical experience of
the performance of the method.
7.6.2 True/false negative/positive result
probability assessments shall be attached (if
possible) to the qualitative test results where they
are relevant.
7.6.3 The laboratory shall maintain and implement
SOPs for estimation of measurement uncertainty.
The laboratory shall identify the uncertainty of all
components affecting the measurement result

including those arising from sampling.

DNVP PP NI DNNTHN MNRTNN-IN Y
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7.6.4 If the test method does not provide a robust
and metrologically valid basis for the estimation of
measurement uncertainty, the testing laboratory
shall follow the requirements of ISO/IEC 17025,
section 7.6.3.
7.6.5 Information regarding uncertainty
components identification and uncertainty
estimations shall be documented and available for
the laboratory customer's review. The laboratory
shall inform the customer at the contract review
stage, upon his request, about the expected
uncertainty of the measurement results ordered.
7.7 Uncertainty reporting requirements -
test certificates
The testing laboratory shall include uncertainty
values in the test certificates, where:
- The uncertainty results are to provide validity of
the results.

- As per client’s request.

As per regulatory requirement.
- The test method requires Uncertainty values.
- Uncertainty values are essential for issuing the
statement of compliance with requirements or
specifications.

7.8 Calibration intervals
7.8.1 ISRAC accredited laboratories are requested
to establish policies and sops for the estimation of
calibration intervals. The methods shall be
validated. The data and all considerations for
decision-making and the conclusions must be

documented.
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N NOIWNY INDITVN GPIN HYAY TN DIDA
NTIVN NN, NPYTAN MNNN DY MXTIN
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7.8.2 The original estimation of calibration
interval may be based on experience and technical
judgment.

Factors to be considered include, but not limited to:

7.8.2.1 Manufacturer recommendation

7.8.2.2 Expected scope and intensity of use
7.8.2.3 Environmental effects

7.8.2.4  Required measurement uncertainty
7.8.2.5 Data characterizing instruments that are

similar or of specific type.

7.8.3  The laboratory shall review and update the
calibration intervals based on data that it has
collected and processed. The laboratory shall
establish methods and SOPs for data review.
7.8.4  The decision may change based on:
7.8.4.1 Reference to an instruments as individual

items or as groups.

7.8.4.2 Degree and rate of drift.

7.8.4.3 Historical data of previous calibrations.
7.8.4.4 Measurement uncertainty requirement.
7.8.5

methods and shall verify the updates made to the

The laboratory shall select appropriate

calibration intervals.

7.9 General requirements — conformity
statements
ISRAC accredited laboratories may include a
statement of compliance with tolerance

specifications in their test/calibration certificates.
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The laboratories shall follow the guidelines
specified in reference document 4.6.

Tolerance specifications may be derived from a
national or international standard document,
technical publication, manufacturer
recommendation, client’s requirement, regulatory
requirement etc.

The measurements relevant to compliance
statement shall be included in the laboratory’s
scope of accreditation.

Compliance statement shall be issued if the relevant
uncertainty value is reasonably smaller than the
tolerance interval.

The laboratory shall specify in the test / calibration
report the tolerance specifications and a reference
to the tolerance requirements document.
Compliance statements issued by the laboratory
shall refer to the specific measurement points at
which the calibration or test were conducted.
General compliance statements regarding the
performance of an instrument, measuring
equipment or material shall be issued only in case
all the relevant measurements have been conducted,
and compliance has been found in all measurement
points.

7.10 Decision rules for reporting statements
of conformity to specification shall
follow the guidelines specified in
reference document 4.6

A laboratory may determine the decision rule for the
conformity statement in accordance with the rules

set out in the reference document 4.6 According to a
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"simple decision” rule or a decision rule based on
"guard band".

1.Binary Statement for Simple Acceptance Rule (w ;0 NDAP HHD DY MINPA NN .1
= Q) Statements of conformity are reported as:

¢ Pass - the measured value is below the acceptance NS TTN TR - (PASS) 12y -

limit, AL = TL. .N92pN M52 TINa
o Fail - the measured value is above the acceptance NNDY TN TN - (Fail) My Ny -
limit, AL=T 92PN M0 NN

2.Binary Statement with Guard Band Statements of
conformity are reported as:

e Pass - acceptance based on guard band; the
measurement result being below the acceptance
limit, AL=TL —w.

o Fail - rejection based on guard band,; if the
measurement result is above the acceptance limit,
AL=TL —-w.

3. Non-binary Statement with Guard Band
Statements of conformity are reported as:

e Pass - the measured result is below the acceptance
limit, AL=TL —w.

¢ Conditional Pass - the measured result is inside the
guard band and below the tolerance limit, in the
interval [TL —w, TL].

e Conditional Fail - the measured result is above the
tolerance limit but below the tolerance limit added
to the guard band, in the interval [TL, TL + w].

o Fail - the measured result is above the tolerance

limit added to the guard band, TL + w.

: 1INV NVINT DY N1 NINXN

5y NOOINN NYaP - (PASS) 72y
NND) TR TN, PNV MY
.Dapn M) TIna

oy nooNN MNT - (Fail) 72y X
NS TN TN, PHVID MYINT
.N92PN MY NINNn

1INV MYINT DY NI NI NINNND

NN TN TN - (PASS) 72y
.N22pN M) TINa

NTTHIN IRXIND - NN 2N
NNVYAN NYINT TINT IR
NN ,NON NYNY NNNNI
[TL - w, TL].

CONDITIONAL ) »™mn Yy 72y XY
NINN RN T30 Ty — (FAIL
2912 TINA TN ,NDION MN2ND
PNV MVINID GONY NON
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For calibration of measuring equipment, in cases
the tolerance specifications were determined
without considering the measurement uncertainty
and thus compliance with the specification cannot
be stated, the laboratory may, after consulting the
client, expand the tolerance limits by values not
exceeding the relevant best estimate of
measurement uncertainty values.
Such an expansion must be explained in the
contract survey and must be agreed upon with the
client in writing.
A calibration certificate shall clearly reflect the
extension of the limits of the original endurance
specification so that no consumer or interested
party will be misled in cases, regulatory
requirements concerning the rules of stating the
compliance with specification are issued,
calibration laboratory shall follow them.
If it is explicitly stated in the standard or
specification that measurement uncertainty has
been accounted for when setting the limits, the
laboratory measurement uncertainty shall meet the
uncertainty value expected for the specific
calibration/testing method according to the specific
standard, else, the value difference in between the
laboratory measurement uncertainty value and the
target typical uncertainty value in the standard shall
be taken in to account.

7.11 Requirements for conformity to

tolerance statements by testing

laboratories
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Testing laboratories shall follow the instructions of
section 7.10 above, except for the following cases:
Testing laboratories may disregard the uncertainty
considerations when estimating the compliance
with tolerance specification if:
- there is a documented agreement with the client
on the subject of a decisions rule to comply with
the specification, with a detailed explanation in the
contract review and the testing report
- a requirement to do so is specified in the
applicable reference document.
- there is a regulatory requirement to do so.
- it is common practice for the relevant test method.
- itis explicitly stated in the standard or
specification that measurement uncertainty has
been accounted for when setting the limits
The laboratory shall be responsible for avoiding
any misunderstanding regard estimation of the
compliance to tolerance specification, i.e., with or
without considering the uncertainty and shared
risk.
Lab. Note: As long as the reported value reaches
the tolerance, the risk of a wrong conclusion
rises. Reporting a value which is on the tolerance
range is 50%. For example, when the tolerance is
6, and the measurement result is also 6, the
probability for a wrong or right result is 50%

(regardless of the uncertainty values).

7.12 Requirements for inspection bodies
ISRAC accredited inspection bodies, which

conduct measurements as a part of the inspection
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process, shall follow the relevant requirements
above concerning testing laboratories.

8.0 DOCUMENTATION
Not Applicable.

9.0 APPENDICES
Not Applicable.
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