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1.0 INTRODUCTION

Validation of test methods is a process by which
experiments can prove that the performance
characteristics of the test method suitable for
implementation required by the client and the intended

use.

Compliance with the requirements of validation
and verification provides added assurance with
regards to the quality and limitation of a reported
test result.

According to ISO/IEC 17025 and 1SO 15189,
accredited laboratories or laboratories seeking
accreditation to certain testing methods, are
require to validate or verify those test methods
The accredited laboratories are required to comply
with this policy document.

Users of this policy should note that although there are
many publications and methods for validating different
methods no one method is universally agreed.

The laboratories that perform tests shell know the tests
characterizes that relevant to the intended use, because
there is several definitions for the same concept.

Thus, it is ISRAC requirement that the definitions and
terms used by laboratories should adhere to those used
in this policy.

Validation of test methods serves at least two main
purposes:
- Understanding and control of testing method.

- The basis for calculation of combined.
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2.0 PURPOSE

The purpose of this policy is to provide ISRAC
guidance related to the circumstances which require
validation/verification and re validation/ re verification
of test methods.

The policy is intended to provide ISRAC assessors
a tool in assessing laboratory performance as
related to the quality of results they generate and

report.

3.0 SCOPE

This policy deals with the following subjects:
3.1
validation.
3.2

records of test methods validation to present by

Identification of methods, which require

ISRAC requirements concerning data and

accredited laboratory

3.3 Validation of computer software used by the lab

4.0 APPLICABLE DOCUMENTS

4.1 ISO/IEC 17025: General Requirements for the
Competence of Testing and Calibration Laboratories.
4.2 1SO 15189; Medical laboratories --
Requirements for quality and competence

4.3  Eurachem Guide: The fitness for purpose of
Analytical methods: A laboratory guide to method

validation and related topics.
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4.4  Eurachem/Citac Guide: Quantifying Uncertainty
in Analytical measurement.

4.5 VIM- International VVocabulary of basic and
general terms in Metrology

4.6 Document number 1-661002: ISRAC Policy on
Traceability and Uncertainty of Measurement

4.7 Procedure number: 2-623001: Planning and
performing an assessment.

4.8 Procedure numberl-175472: Computerized
systems and data security in the laboratories and test
facilities.

5.0 DEFINITIONS

5.1  All the relevant definitions can be found in the
latest edition of the Eurachem document.

5.2 Re-Validation: repeating validation for method
that already had validation.

5.3  On going validation: control activities of the
method characterize that taken during on going testing
to approve the method control and that the validation

results are valid.

6.0 RESPONSIBILITY

6.1 Itis the responsibility of all ISRAC's technical
assessors to confirm the validation data as sufficient to

ensure competence.

7.0 METHOD

Every method should be validated.

7.1  Implementation of standard methods in

TOYMINNINY 44

TOMINNINY 45

nP»IN :1-661002 1900 THON 4.6
TN MXTYORY MDPY XYNI MYIN

NN 0N : 2-623001 1900 b 4.7
PT1INN

Mo : 1-175472 vaon SNy 4.8
MNPNN MTAVNA YNNI NNVINI MAVMNH
ApPn

mymn 5.0

NN PPN MNP MIHnnYs 5.1
mopn Eurachem -7nona

YIN NN N wINN Non 5.2
.NPON NI2Y 12DY NOVIVD

oV MIP2 MDY Twnnn Pon - 5.3
oY, TUNNN 19INI MLPNN NVIVN NNON
NVOYIA NV NTAYNNY NN NIV
.M9AP PYTY NPINN MIRHIM NP>TIN

manR 6.0

S5Y DYNSPHN DPTIAN YO NvINNa - 6.1
NIND T NPITN OV NMVINA XNTND MVYIN
TAYNN DY NNPNINPN DNDIND

noow 7.0

DNOPINN NPNY NN DLW DD

DTV NPIPN MYV ow» 7.1

DYPMY IRY 93 .QA-2 MNWN NPHRN PMY ISRAC 2wWNn HY DIR¥MN NN BN MY THDN YW DY DIWINGD DIPMYN
2017 720V9D2 27-1 DATIN 7292 1DHTIN 12 OPY §PIN2 0N DMPIAN DN

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 September 27, 2017




Website: YES

Validation Policy for — npsa mosw ¥ 91750 Xwia N1

Test Methods

08 : NP7 199N

1-661004 : 9901 5NN

14 70 8 19910 97

Version number 08

Procedure number 1-661004

Page 8 of 14

accredited laboratory:

Standard methods, such as those published by official
recognized bodies as Israeli Official Standards, ASTM,
USP, AOAC, ISO, EPA, BP Standard Methods. Kits
that validate by the supplies and other reputable
technical organizations are not required to be validated
when used without any changes. It is worthwhile to
mention, that although such methods need not be
validated. The requirement for a method to be valid is
for it to be a recognized standard or a validation report
that confirms that its performance is inline with the
requirements or the validation result that received by
the kits supplier. In these cases the laboratory should
prove that the characteristics defined in the validation
are achieved when the test is performed in the lab and
required for accreditation.

A partial validation is verification.

This verification can be used for the evaluation of the
uncertainty of the test method as performed in the
laboratory.

The verification should prove that the standard method
is applicable in the laboratory in a repeatable and
traceable manner.

Verification studies may require reduced number of
repeated testing (independent replicates) compared to
validation study and without any change of the method.
Validation and verification studies need to address
issues of interest as per the definitions above & thus the
necessary tests selected for a specific study and may
have to include all of the validation characteristics.

7.2
accredited laboratory:

Validation, ISO/IEC 17025 and 1SO 15189, for

Implementation of non standard methods in
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the purpose of having a method included in the
laboratory scope of accreditation, is required for:

7.2.1 Non-standard and “In House” methods.

7.2.2

method, when such a modification has been made the

Laboratory modification of a standard

lab should validate these changes and the impact on the
quality of the results. (For example: modification of
equipment & software, diluents and matrix, reference
materials and standards, media, control parameters
such as time & temperature, test environment, addition
or omission of steps, modification in samples handling,

changes in calculations etc).

7.2.3 Standard methods used outside the limits of
their approved scope.
724 When something goes wrong in the method

or changing reference material, equipment etc'.

7.3 7.3 The extent of validation tests mentioned in
sections 7.2.4-7.2.1, depend on several factors
including finding suitable appropriate materials,
economic considerations and intended use of the
results. Evaluation will be based on the extent

necessary, sound scientific data and rational.

7.4  The characteristics that should be validated in a
guantitative analytical method includes Precision,
Accuracy/bias, Selectivity/ Specificity, Linearity and
range, Ruggedness/Robustness and on a case by case
basis, Limit of quantitation and/or Limit of detection,

each as the sole characteristics needed for a validation
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of particular cases.

7.4.1 Methods should be validated for their
intended use may be interpreted as below:
74.1.1 A method intended to demonstrate

absence of a given contaminating measure and / analyte
should be validated for LOD (Limit of Detection),
accuracy and robustness and does not require studies
such as Linearity.

7.4.1.2
which the client of the result is likely to act, should

A method used to generate results upon

specify the order of magnitude of useful values to be
used for the measurand subject to the validation
studies, i.e. the quantitative order of magnitude of the
values of interest - this knowledge, in addition to its
essence for the planning of the validation, will
determine the methods, fitness or lack of it. The
validation acceptance criteria should address relevant
values suited for the intended use.

7.5 Under optimal conditions, such as in cases of
introduction of a new laboratory method, validation
should be designed and performed prospectively (prior
to introduction of the method for use to provide client
with test results). Prospective validation is ISRAC
preferred approach to validation conducted by
laboratories.

It should be emphasized that validation prior to use of
the method is recommended as the first step however
one should repeat the validation as an on-going activity
to confirm the link between the performance of the
laboratory and the initial tests.

75.1

used in the past, it should be subjected to validation,

When a non-validated method that has been

(retrospective validation).
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Instead of a validation study ISRAC assessors will
accept scientific data which is generated by a
laboratory during the routine conduct of statistical
quality control tests (control charts data) and other
laboratory Control Testing Program data, Proficiency
Test, ILC's and Comparisons between lab workers,.
Such data, when presented in an unambiguous and
comprehensive manner and addresses validation
parameters of interest, shall be considered as satisfying
ISRAC validation requirement provided that the
standard operating procedure (the Test Method) is
identical to the procedure which otherwise would be
required to be validated. The equipment that use for the
method was calibrated while the validation perform and
row data has been collected for that purpose.

7.6 Regardless of the type of validation, the
organization shall prepare a protocol and associated
approved report.

7.7  With regards to number of repeated testing
(independent replicates) required for the study of
validation characteristic: Although, on a pure scientific
basis, this should be determined based on sound
statistical pre validation data (the more, the less
uncertain the test results are), the minimum number of
repeated testing as recommended by ISRAC is 3.

7.8 The laboratory shall document and follow their
validation and verification policy. The policy should
also include a policy for re-verification. As a minimum,

re verification is required when:

7.8.1

to its pre determined acceptance criteria.

The results of the validation do not conform
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7.8.2
that an instrument calibrated prior to the validation

When post validation calibration indicates

study conduct shifted out of its calibrated state during
the validation study to such an extent that it casts doubt
regarding the validity of the data generated in the
study.
7.8.3
methods.
7.8.4

When changes are made in the standard

Upon testing site change.

7.8.5
basis, including standard methods.
7.8.6

standard.
7.8.7

the initial validation.
7.9

remains in a controlled state, the laboratory

Methods, which are not used on a routine

Introducting of new lot/batch of a reference

Changes in personnel, which was involved in

In order to assure that a validated method

shallimplement periodic re-verification plan or observe
and control the method in an “ongoing* fashion by the
usage of appropriate statistical quality control analysis
and control chart.

7.10 Method associated software validation.

7.10.1

developed by the user & used in the performance of a

ISRAC requires that computer software,

laboratory method subject to validation, must be
sufficiently documented so as to provide evidence that
it is suitably validated as being adequate for use for its
intended purpose. Validation of software guidance is
out of the scope of this policy. Refer to procedure

number 1-175472: Computerized systems and data
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security in the laboratories and test facilities.
7.10.2
shelf software in general use within their designed

ISRAC shall consider commercial off the

application range to be sufficiently validated.

7.10.3  Whether or not a method by itself is required
to be validated, laboratory software re configuration
and modification should be validated.

7.11 Verification cannot be contracted out — it must
be conducted on site, under the responsibility of the
laboratory which intends to run the test under routine
use and by the personnel intended to run the test
method routinely. The lab should use the same
equipment, the same materials and in the same

environmental.

7.12 The test method subject to the validation study
shall be documented and approved. The method shall
not be changed throughout the validation study or after
the study without duly approved, documented change
control activity. Such changes may require
revalidation.

7.13 Personnel engaged in the validation procedures
should undergo a thorough training. Such training

should be documented.

7.14 The desired Combined Uncertainty should be set
as part of the acceptance criteria. Precision value of the
method (considered to be the main contribution to the
measurement uncertainty) should never exceed the
desired combined uncertainty (see document number
1-661002: ISRAC Policy on Traceability and

Uncertainty of Measurement).

7.10.2
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7.15 The validation report should include individual
test results in addition to other numerical expressions
as needed. The provision of a table comparing results
and evidence for achieving the acceptance criteria,
which were set up in the protocol, is an obligatory
component of all validation reports.

8.0 DOCUMENTATION

N/R

9.0 APPENDICES

N/R
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