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1.0 INTRODUCTION

The ISO/IEC 17025 Standard outlines general
requirements for the competence of laboratories
performing testing and calibration. The Standard
allows laboratories wishing to express opinions and
interpretations in test reports to do so. ISO 15189 -
Medical laboratories requires laboratories to ensure
appropriate opinion and interpretation of testing results
are provided. ISO/IEC 17020 Standard outlines the
requirements for the competence of Inspection Bodies

that include opinions and interpretations in test reports.

2.0 OBJECTIVE

The purpose of this procedure is to set down ISRAC's
policy and requirements from organizations seeking

accreditation for opinions and interpretations.

3.0 SCOPE

3.1 This procedure applies to the expression
of opinions and interpretations relating to
results, which is considered to be an inherent
part of testing / calibration. ISRAC will not
accredit expression of opinions and
interpretations in reports as a separate activity.
3.2 The procedure applies to the activities of
organizations providing expression of opinions
and interpretations, relating to the preparation of
a contract review, the preparation of a sampling

plan and/or actual sampling, expression of
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opinion content, interpretation of the results,
employment of subcontractors and additional

activities performed by the organization.

3.3 This procedure outlines also the
documents to be submitted to ISRAC when
applying for accreditation covering the
expression of opinions and interpretations in
reports, the code of ethics applying to
organizations accredited to express opinions and
interpretations, and the publication of such
accreditation by ISRAC.

40 APPLICABLE DOCUMENTS

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

laboratories.

4.2 1SO 15189; Medical laboratories-

Requirement for quality and competence.

4.3 ISO/IEC 17020; Conformity assessment -
- Requirements for the operation of various

types of bodies performing inspection

4.4 ISO/IEC 17043; Conformity assessment -

- General requirements for proficiency testing.

4.5  Procedure number 1-455001: Policy for
the Use of the ISRAC Symbol.

4.6 Procedure number 1-000010:
Employment of Subcontractors.

4.7  Procedure number 1-000007: Ethics and
integrity in the CAB.
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4.8 Procedure number 1-000008: Review of
Requests, Tenders and Contracts in Testing and
Calibration Laboratories.

5.0 DEFINITIONS

5.1  Interpretation and/or Expression of
Opinion
An explanation provided by an expert for the possible

reasons and/or meaning of the results obtained, in

regards to decision to be made or actions to be taken.

Note: Determination that the results meet or fail to
meet specification / tolerance / normal values /
Standard requirements is not considered an expression
of opinion or interpretation, see applicable document,

clause 4.1.

5.2 Test

For the purpose of this procedure, the term ‘test' means

sampling / calibration / testing.

6.0 RESPONSIBILITY

6.1 The accredited laboratories are
responsible for the implementation of this

procedure.

6.2 ISRAC inspectors are responsible to
examine the implementation of this
procedure in accredited organizations /

organizations seeking accreditation.
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7.0 METHOD
7.1 Application for Accreditation

7.1.1 A laboratory that is already accredited
by ISRAC for test/calibration can apply to
extend its accredited scope to cover the
expression of opinions and interpretations
relating to the results of tests / calibrations
within the scope of accreditation. The applicant
laboratory must indicate the accredited test
activities for which the laboratory intends to

express opinions and interpretations.

7.1.2 New applicants when applying for
accreditation of testing/calibration should state
in their application if they wish the accredited
scope to include opinions and interpretations
and should indicate the test activities for which
they intend to express opinions and

interpretations.

7.2 Assessment of Application for
Accreditation

7.2.1 ISRAC will assess the processes
implemented by the laboratory for the purposes
of making statements of opinions or
interpretations. Where appropriate, ISRAC will
seek advice from relevant professional bodies as
to the levels of competence required to carry out

such work.

7.2.2 The laboratory’s documented quality

system must reflect the procedures for providing
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expression of opinions and interpretations, and
shall specify the tests for which opinions and

interpretations are provided.

7.2.3
submitted to ISRAC for review at least two

The following documentation shall be

months prior to the planned assessment date
(accreditation, re-accreditation and extension).

7231

processes leading to inclusion of opinions and

Documentation reflecting the

interpretations relating to test results
(procedures, forms etc.).

7.2.3.2

and training of personnel authorized to express

Criteria for competence, experience

opinions and interpretations. The requirement
for both initial accreditation and renewal of

accreditation must be defined.

7.2.3.3

and interpretations expressed by each experts

Three samples (at least) of opinions

during a two year period, in each subject
included in the application for accreditation to

express opinions and interpretations.

7.2.34

(detailing the tests for which each expert is

A list of authorized personnel

authorized to provide opinion and
interpretation), Curriculum Vitae documents
(education, experience) and the training
(supporting the granting and renewal of
authorization) provided to personnel authorized

to express opinion and interpretation.
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7.3 Accreditation nanen 7.3
DYON»NN DIPNN 7.3.1

7.3.1.1 The Standards deal with the
requirements for the competence of laboratories
performing testing or calibration, in relation to
reporting of the results and for the expression of
opinions and interpretations. Correspondingly,
the provision of opinions and interpretations
should not extend beyond the tests or
calibrations within the accredited scope of the
laboratory, and which were performed by the
laboratory.

7.3.2 The scope of accreditation shall
reflect the tests for which the laboratory is
accredited to provide opinions and

interpretations.

7.3.3 If the expression of opinions and
interpretations not covered by ISRAC
accreditation, then this must clearly indicate by

making a suitable disclaimer such as:

"The opinions and interpretations indicated are

outside the scope of ISRAC accreditation”.

7.3.4 For organizations accredited in
accordance with ISO/IEC 17020, clause 7.1.2
requires that "The inspection body shall have
and shall use adequate documented instructions
on inspection planning and on sampling and
inspection techniques, where the absence of
such instructions could jeopardize the
effectiveness of the inspection process. Where
applicable, the inspection body shall have

sufficient knowledge of statistical techniques to

MYSAND ,MTIVD NMPYID MVITHY
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2NN 7.1.2 Pyo,ISO/IEC 17020 ypn
YNNWYN DYa 1PN MP )NINY D
DT INONY DMINNN DIINONI
DITYN IWNRD ,NMIPIAN MDY NN
,DOOW 1277 .MPYAN MY NN DD
MLV YT YA P MPAN PN
MLV NVINY NPLDIVLLD

NHYI I DNITI NPLDIVLD

7 MINNIN DY

DXPNWN IRY 53 .QA-1 NNHYN NPRN PV ISRAC 2WN1 DY DIRNNIN NYN ON NT THDN DY DX DIVINDD DPMIYN
2013 920N 7-2 DTN . T2H2)HDHTIN 12 OPY GPINI DM DIPIAN DPN

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 October 7, 2013




YN NTNRY - MIVID HYT NN

Website Yes Expression of Opinion and Interpretation of Test and
Inspection Results
08 alvabialslv)a 1-0000012 : 9901 5N 19 7 10 "o0m A7

Version number 08

Procedure number 1-0000012

Page 10 of 19

ensure statistically sound sampling procedures
and the correct processing and interpretation of
results."

For this matter refer also to section 7.6 of this
procedure (corresponding to the numbers of the
relevant clauses of ISO/IEC 17020).

For organizations accredited in accordance with
ISO 15189, refer to the requirements specified
in clauses 4.7 and 5.8.3k of the Standard, and
ensure that appropriate opinion and
interpretation relating to results are provided by
a suitable party.

7.4 Expression of Opinion for Court

Purposes

74.1 The Evidence Ordinance (New
Version) 1971 clause 20 states the court may
admit as evidence, in writing, an opinion by an
expert as to a matter of science, research, art or
professional knowledge. An opinion submitted
to the court as evidence shall be admissible as
sworn evidence.

In such case, the opinion shall be drawn up in
the forms prescribed in the First Schedule or in
forms as similar to them as possible, i.e. the
opinion shall include the expert's name, address,
work place, education and experience, and a
statement made by the expert that he is aware
that the opinion is considered as sworn evidence

given in court.

7.4.2 The court may order that the expert

shall be examined in court. Thus, it is strongly

7.6 PYD D) DNMNND WO NT PNIYD
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recommended that the opinion shall be
supported by the test data, articles and any other
applicable document on which the expert based

his opinion.
7.5 Use of the ISRAC Symbol

75.1 Use of the ISRAC symbol: An
opinion based on results of test / calibrations /
inspection preformed by a non accredited
organization, or by an accredited organization
but outside the scope of accreditation, shall not
be submitted on paper carrying the accreditation
symbol. In this case, the opinion shall not be
covered by ISRAC accreditation, and shall be
submitted on a paper separate from the test
certificate covered by ISRAC accreditation.

7.6 ISO/IEC 17025, 1ISO 15189 and ISO/IEC
17020 clauses relating to expression of opinions

and interpretations

The following is applicable equally to both test and
calibration laboratories; where the terms "test" or "test
report" are used below, these should also be taken to

mean "calibration” and "calibration certificate".

7.6.1 ISO/IEC 17025, 1SO 15189 and
ISO/IEC 17020 clause 4.1

76.11

the laboratory being able to demonstrate that it

The emphasis of these clauses is on

maintains impartiality and avoids conflicts of

interest through management control, even when

NN NN TINY 99N 02 1o DY
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it is part of a larger organization and when
personnel are involved in activities relating to
that organization, other than testing or
calibration. The links with other parts of the

organization must be clearly defined.

7.6.1.2 Clauses 4.1.5 (b), (c) and (d)
emphasize in addition the personal integrity
required from the opinion and interpretation

providers.

7.6.2 ISO/IEC 17025, 1SO 15189 clause 4.2
and ISO/IEC 17020 clause 7.1

The laboratory’s policies and procedures for making
statements of opinions and interpretations shall be
documented within the quality system. These shall
include limitations to the extent of the use of opinions
and interpretations. (For example: opinion and
interpretations shall only be provided in some
technical disciplines but not others, for purposes of
clarification only), the circumstances under which they
may be given (for example: client request, compliance
with legal requirements, professional opinions based
on investigative work), format for the wording of
statements of opinion and interpretation, whether set
by the laboratory or by external agencies.

7.6.3 ISO/IEC 17025, 1SO 15189 clauses 4.4
and 5.4 and ISO/IEC 17020 clause 5.1.5

7.6.3.1

performance of a contract review. ISRAC

These clauses relate to the

requirements for conducting a contract review

are specified in procedure number 1-000008 and
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are mandatory in this context. A comprehensive
contract review is an essential element in a
laboratory’s demonstration of its competence to

express opinions and interpretations.

7.6.3.2  The organization contract review
procedure shall include confirmation that the
client’s need s and wishes regarding opinion and
interpretation have been understood with respect
to whether the statement is within the
laboratory’s accredited scope, that the client has
understood and accepted the implications of
such statement, that the laboratory has the
necessary professional personnel authorized to
make such statement, and that any legal
requirements are understood and can be

complied with.

7.6.3.3  The contract review shall establish the
decisions for which the opinion and
interpretation are required, and the intended use
of the opinion (internal use, evidence in court

etc.).

7.6.3.4  The contract review shall establish the
extent to which a statement of opinions and
interpretations will be based on test results
compared to information drawn from other
sources, such as tests which are not covered by
the laboratory’s scope of accreditation, or on
externally supplied data, documentary research
precedent or previous experience and
information. The contract review shall examine

the validity of such information. Care should be
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exercised in such case, since it is possible that
opinions and interpretations based on such
sources, although being within the professional
capacity of the laboratory experts, may fall
outside the scope covered by their accreditation.
In situations where the laboratory is reporting
results of statistical calculations which have
been based on assumptions, the contract review
shall ensure that the client is aware of, and
accepts, the basis for the calculations.

7.6.3.5

interpretation (format, test results, ISRAC

The content of the opinion and

symbol, identification details etc).

7.6.4 ISO/IEC 17025, ISO 15189 clause 4.5
and ISO/IEC 17020 clause 6.3

These clauses relate to the sub-contracting of tests.
Accredited organizations may sub-contract the
expression of opinions and interpretations, provided
that the test and the providing of opinions and
interpretations are covered by the organization scope
of accreditation. In such case, the test report shall
include the original statement of opinion and
interpretation issued by the subcontractor.

7.6.5 ISO/IEC 17025, 1SO 15189 clause 4.9
and ISO/IEC 17020 clause 8.7

This clause relates to the handling of nonconformities,
and applies when there is doubt about the validity of

statement of opinion and interpretation that have been

made, or of any sources of information upon which the

statement have been based.

7.6.6 ISO/IEC 17025, and ISO/IEC 17020
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clauses 4.14 and 4.15

The laboratory’s management ensures that activities
related to making statements of opinions and
interpretations are controlled by the quality system.
Internal audits shall be conducted to assess compliance
to ISRAC requirements and to the organization's
policy in regards to the specific subject. The
organization's activity in regards to this subject shall
also be reviewed in the management review conducted
by the organization. Management reviews shall
examine the organization's periodic activities relating
to the providing of opinions and interpretations, and
shall determine the revisions required to the statement
of opinions and interpretations procedure (data
collection, consideration of interfering factors,
reference to the entire information available etc.),
and/or regarding contract review preparation procedure
in this subject and/or the presentation of opinions and
interpretations in the certificates issued by the
laboratory.

7.6.7 ISO/IEC 17025 clause 5.2, 1SO 15189
clause 5.1 and ISO/IEC 17020 clause 6.1

The laboratory management shall be able to
demonstrate that the personnel authorized to give
opinions and interpretations are competent to do so
within the scope vested in them. Competence criteria
for giving opinions and interpretations should be
established, specifying the qualifications, experience
and knowledge required, in line with ISO/IEC 17025,
Notes 1 and 2. Competence criteria established by
professional or trade organizations may be used for

this purpose.
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The laboratory shall have procedures ensuring that
personnel authorized to make statements of opinions
and interpretations maintain up to date their knowledge
and understanding of the relevant technical issue, and
are familiar with the developments (including
technological, scientific and regulatory developments)
within their scope of expertise. Authorized experts are
required to demonstrate up to date knowledge in their
scope of expertise (studies, participation in
conferences / workshops, independent studies etc.).
The laboratory shall be able to present periodic
assessment documentation of personnel expertise,
indicating that authorized personnel meet
requirements. The laboratory shall establish
requirements for maintaining the accreditation for
providing opinions and interpretations, including
participation of authorized personnel in discussions
presenting samples of such opinions and
interpretations, their implication on decision made /
actions taken and critical factors affecting the
preparation of the opinion and interpretation.

In medical laboratories, the participation of personnel
authorized to provide opinions and interpretations in
documented activities shall be ensured, including
meetings with clinical personnel in which the use of
laboratory services is discussed (general or specific
cases), as required by 1SO 15189, clause 4.7.

7.6.8 ISO/IEC 17025, clause 5.7, 1SO 15189
clause 5.10, ISO/IEC 17020 clause 7.4

7.6.8.1  The laboratory shall relate to aspects

of pre-analytical activity (selection of sample,
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sampling, transportation, storage), and shall
examine whether the sample represent the whole
for which conclusions are required. The
laboratory shall relate to changes which may
occur in the whole (changes in the production of
a plant affecting emission from stacks, changes
in water flow in regards to temperature, flowing
to the tested water body, changes in the
operation of a specific equipment, changes in
hormones level throughout the day etc.) and
assess whether the sampling plan takes the
effects of such changes into consideration.

The reports sample/s data shall clearly identify the
sources of information for the samples used for the
preparation of the opinion and interpretation, and
the actions taken by the organization to verify the

validity of the samples.

7.6.9 ISO/IEC 17025, 1SO 15189 clause 5.10
ISO/IEC 17043 clause 7.4

Test reports and calibration certificates will normally
contain the factual results of the tests and
measurements performed, unless the laboratory has a
valid reason for omitting them. An example of such
case is where the client has specifically requested the
laboratory to pronounce solely on whether or not the
item tested is in compliance with a stated
specification containing measurable criteria, without
giving details. As indicated in the note in the
Definitions section, the determination that the results
meet or fail to meet specification / tolerance / normal
values / Standard requirements is not considered an

expression of opinion or interpretation, as per the
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Standard. The organization shall record the factual
test results and the measurement, and shall maintain
them according to its record retention policy.
Normally, reports contain results that relate only to
the items tested or calibrated. Where opinions and
interpretations are given that extrapolate those results
beyond the item tested, for example where the item is
a sample from a wider set, the laboratory shall check
that the extent of opinions and interpretations is
consistent with that established in contract review,
see section 7.6.3.4.

7.6.10 ISO/IEC 17025 clause 5.10.4

Calibration certificates issued by an accredited
laboratory shall not include the date of the next
calibration. The laboratory may recommend, in
accordance with the requirements of ISO/IEC 17025.

7.6.11 ISO/IEC 17025 clause 5.10.5

Where a laboratory gives opinions and
interpretations on an item which has not been tested
to its complete specification, the report shall include
a statement to the effect that “these opinions and
interpretations have been derived from the results of
a limited set of tests”, or similar wording. The report
shall state what tests have been performed as the
basis for such opinion and interpretation.

Where an organization gives opinions and
interpretations indicating that an item meets the
specification despite having failed one or more tests,
it shall give a clearly reasoned explanation as to how
and why it has arrived at this conclusion. The
laboratory shall present the detailed test results in

order to allow assessment of the validity of the
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opinions and interpretations given.

Where opinions and interpretations are
communicated to a client by direct dialogue, this
should be done by authorized personnel, and shall be
documented, including the identity of the personnel
involved, the date, identification of sample/s to

which the opinion and interpretation relates.

7.6.12 ISO/IEC 17025 clause 5.10.6

Special attention shall be taken where reports contain
opinions and interpretations which rely on results
obtained from tests performed by subcontractors
and/or data provided by the client. The documented
data for such reports shall clearly identify the source
of data used in preparing the opinion and
interpretation, and the steps taken by the organization
to establish their validity. The requirements of ISO
17025 clause 4.5 and ISRAC requirements also apply
in this case (use of the ISRAC symbol in this case
shall be according to ISRAC policy regarding

subcontractors).

8.0 DOCUMENTATION

8.1 Inany case, the test results, the data
base and the basis for the opinion and
interpretation must be kept by the
organization in accordance with its records

retention procedures.

9.0 APPENDICES
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