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1.0 INTRODUCTION Nan 1.0

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 uncertainty of measurement and
metrological traceability.

2.0 OBJECTIVE

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

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.

3.5 Determination of calibration intervals.

4.0

4.1 JCGM 200: International VVocabulary of
Metrology — Basic and General Concepts and
Associated terms (VIM).

4.2 1SO GUIDE 34, General requirements for the
competence of reference material producers.

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

APPLICABLE DOCUMENTS
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laboratories

4.4 1SO/IEC Guide 98-3:2008 Guide to the
expression of uncertainty in measurement
(GUM).

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

4.6 EAL-4/16 G, The Expression of Uncertainty
in Quantitative Testing

4.7 ILAC G-8, Guidelines on the Reporting of
Compliance with Specification.

4.8 EA-4/02, Expression of the Uncertainty of
Measurement in Calibration.

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

4.10 ILAC P10, ILAC policy on traceability of
measurement results.

4.11 ILAC-G24, Guidelines for the determination
of calibration intervals of measuring
instruments

4.12 ILAC P14, ILAC policy for uncertainty in
calibration.

5.0 DEFINITIONS

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 relevant requirements
of this procedure to any activity in the scope of
their accreditation.

6.2 ISRAC division managers are responsible to
confirm implementation of this procedure.

7.0 METHOD

MONNINY 4.4

OINRINY 4.5
MO INY - 4.6
OIRINY 4.7
ONRINY 4.8

MONNINY 4.9

MONN Ny 4.10
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mann 5.0
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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 signatory to CIPM MRA of BIPM
(Bureau International des Poids et Mesures).

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

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 test /
calibration certificates bear a logo of the
accreditation body who 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 an evidence for the metrological

TINIVN MAXPYY NP5 MYt 7.1
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SV PNIIVN MDPY NPVIND DIIIN MYIN
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traceability of the reported results.
7.1.6 ISRAC accredited CABs may derive the
metrological traceability for reference materials
(RM, CRM) from reference materials providers
(RMP) accredited to 1SO Guide 34:2009.
7.1.7 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.
7.1.8 Incase it is not possible to derive a
comprehensive metrological traceability from the
sources as mentioned above, an alternative solution
shall be submitted for ISRAC consideration. In
regards to assessment of metrological traceability
from alternative sources ISRAC follows ILAC
policy, set in reference document 4.10.
7.2 Metrological traceability requirements
for calibration laboratories

7.2.1 Accredited calibration laboratories may
calibrate their own 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 are included in the scope of
accreditation applied, provided that the relevant
calibration method is included in this scope.

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

NNTHN MRNIND PNVN
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1PNY 0NN DYPooN (CRM ,RM ) o
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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
quality 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.

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 it is required.
7.2.3 For some calibrations metrological
traceability to SI units as per ISO/IEC 17025
section 5.6.2.1.2, is not possible.

In regards to this issue, ISRAC follows ILAC
policy, set in reference document 4.10.

The laboratory shall submit an evidence for
ISRAC consideration, that the above general

;PPN XOD NAVN) IONIVNN MDPYN

NO5YD NONONN PPN NYDOIN NVIWN TYUND-
RSN MO DY DOWAVNN D151 DNPY

qP°N2 1Y) RY NIMNIRN NOVIVN TYNI-
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IUND NININ MWD NNRY NYITI DTN
INND NI TN, NNDINDN qP>N2 NHDI NVIVN
NIPN2 . ININD MDN DY DOWAVNN DNV
:DTAYNN DY M

VYA YIND NNXYA NTNN MAN NN D»IO-
N NIPINND

NPOYNY NTIYNI NTHN MAN NN D»ID-
T DTN MYTO ORNNA PNDIVHN MDPY

N7aYN2 NTNN MIANX NN 9O NWITY NTavHNn
MY ITY DXNNA THINDIVN MDPY NPIDNY
ND DTN MAN HPIY NVIVYN TWND 13 DN
.IN2NON NTIYNIA NYYO)

DNV MYNYN NX NNID D) NN NTIYNN
MIAN MYNNNI 19N TYUN DYPWINN DD 2D
WTINDY MWD NN WTNN D9 NONX NN
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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 a certified 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 For some tests, performance using S| units

as per ISO/IEC 17025 section 5.6.2.2.2 and as per

ISO 15189 section 5.6.3, is not possible.

In regards to this issue, ISRAC follows ILAC

policy, set in reference document 4.10.

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 the standard

documents mentioned above.

7.3.3 For inspection laboratories 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 standard operating procedures (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, reference

document 4.4.

Total uncertainty budgets must include details

compatible with the objective and accuracy of the

reported measurements.

7.4.3 ISRAC accredits calibration laboratories for

their CMC values.

7.5 Requirements on reporting the

DNIN YNTNN PNININ MY NN DY ININID
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MTAYNA NONDINVN MPYY MYIT 7.3
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9PN
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.4.10 DWW TNONA YaPIV
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ISO/IEC ypn mp>a mTayn May 7.3.3

.6.2.8 ,6.2.7 o»yo Nx1 17020

MTaPNI MNT ON NIIYNY MYNT 7.4
9990
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(4.4
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uncertainty in calibration certificates
7.5.1 ISRAC accredited calibration laboratories
are required to include in calibration certificates,
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.
ISRAC accredited calibration laboratories shall
report the expanded uncertainty at the level of
confidence of 95% approximately.
The reported uncertainty values shall not be less
than the CMC values for which the laboratory has
been accredited.
7.6 Uncertainty estimation requirements

in testing laboratories
7.6.1 Uncertainty assessment is required for all
the test method 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 4.4-4.6.
7.6.2 True/false negative/positive result
probability assessments shall be attached to the
qualitative test results where it is 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.
7.6.4 If the test method does not provide a solid
and metrologically valid basis for the estimation of
measurement uncertainty, the testing laboratory
shall follow the requirements of ISO/IEC 17025,
section 5.4.6.2.
7.6.5 Information regarding uncertainty
components identification and uncertainty

Y0y MONOMN DYPON MTIYN  7.5.1
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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 uncertainty of the

measurement results ordered.

7.7 Uncertainty reporting requirements -
test certificates

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.

- Uncertainty values are requested by the test

method.

- Uncertainty values are essential for issuing the

statement of compliance to tolerance specification.

7.8 Calibration intervals

ISRAC accredited laboratories are requested to

establish policies and SOPs for the estimation of

calibration intervals. The methods shall be

validated. The data, the considerations involved in

decision making process, as well as the

conclusions, shall be documented.

The original estimation of calibration interval may
be based on experience and technical judgment.
Factors to be considered include, but are not limited
to:

- Manufacturer recommendation

- Expected scope and intensity of use

- Environmental effects

- Required measurement uncertainty

- Data characterizing instruments that are similar or
of specific type.

The laboratory shall review and update the
calibration intervals based on data that it has
collected and reduced. The laboratory shall
establish methods and SOPs for the data review.
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The decision may change based on:

- Regarding the instruments as individual items or
as groups.

- Degree of drift.

- Historical data of previous calibrations.

- Measurement uncertainty requirement.

The laboratory shall select appropriate methods,

and shall verify the updates made to the 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.

The laboratories shall follow the guidelines

specified in reference document 4.7.

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
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equipment or material shall be issued only in case

all the relevant measurements have been conducted

and the compliance has been found in all
measurement points.

7.10 Requirements for conformity to
tolerance statements in the calibration
certificate

The calibration laboratory shall state compliance

with tolerance specifications if the measured value,

expanded by the measurement uncertainty, is within
the tolerance margins.

The calibration laboratory shall state non-
compliance with tolerance specifications if the
measured value, expanded by the measurement
uncertainty, is outside the tolerance limits.

In any other case, the laboratory shall clarify that it
is not possible to state compliance or non-
compliance with tolerance specification.

In case it is not possible to state compliance or non-
compliance with tolerance specification a
clarification may be added, indicating the status of
the calibration result in regards to the tolerance
limits.

If cases the tolerance specifications were
determined without considering the calibration
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 CMC
values.

Such expansion must be explained in the contract
survey and must be agreed upon with the client in
writing.

The calibration certificate shall clearly reflect the
expansion relative to the original tolerance
specification, in order to avoid misleading clients or
other parties.
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In cases regulatory requirements concerning the

rules of stating the compliance with specification

are issued, calibration laboratory shall follow them.

7.11 Requirements for conformity to
tolerance statements by testing
laboratories

Testing laboratories shall follow the instructions of

section 7.10 above, except the following cases:

Testing laboratories may disregard the uncertainty
considerations when estimating the compliance to
tolerance specification if:

- there is a documented agreement with the client to
do so.

- a requirement to do so is specified in the
applicable reference document.

- there is a regulatory requirement to do so.

- it is a common practice for the relevant test
method.

The laboratory shall be responsible to avoid any
misunderstanding in regards to estimation of the
compliance to tolerance specification i.e. with or
without considering the uncertainty

7.12 Requirements for inspection bodies
ISRAC accredited inspection bodies, which
conduct measurements as a part of inspection
process, shall follow relevant requirements above
concerning testing laboratories.

8.0 DOCUMENTATION

Not Applicable

APPENDIXES
Not Applicable
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