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1.0 Introduction Nan 1.0

The ISO/IEC 17025 structure deals with Section
7.1 contract reviews, tenders and price
guotations, 1ISO 15189 deals with Section 4.4 of
the service provision agreement. These are
demands for a contract review that bind the
competent laboratory to ensure implementation
of requirements on the subject.

The contract review is the preliminary stage of
certification between the laboratory and
customer and the start of work. Its aim is to map
the requirements of the customer compared to
the ability of the laboratory to fulfill them.

The laboratory must ensure that the customer
will receive all information pertaining to the
proposed service.

The requirements of the Israel Laboratory
Accreditation Authority (hereinafter ISRAC) on
the subject of contract reviews are intended to
ensure harmonization between the competent
laboratories on the one hand and good, effective
service for the customer that will take into
account the laboratory’s customers and
consumers (regulators, the laboratory’s
customers, policy maker, etc.) on the other.

2.0 Purpose

This procedure will help the laboratories and
their customers understand the issues that must

be summarized, before signing an agreement or
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receiving an order for provision of service by the

competent authorities.

3.0 Scope

This procedure contains:
3.1 Information and an explanation

on executing the contract review
between the laboratory and the

customer.

3.2 An explanation on conducting a
contract review with

subcontractors.

3.3 Maintenance and documentation

of the contracts.

3.4 Contract review, learning and

implementation of lessons.

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-
Requirement for quality and

competence.

4.3  Procedure number 1-455001: Policy
for reporting results and using
ISRAC symbol.
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4.4

4.5

4.6

5.0

6.0

6.1

6.2

7.0

7.1

Procedure number 1-611012:
Requirements for calibration

laboratories.

Procedure number 2-671001;

Surveillance of accredited CABs.

Procedure number 1-661002:
ISRAC Policy on Metrological
Traceability, Uncertainty of
Measurement and Reporting

Statements of Conformity.
Definitions

Not applicable.

Responsibility

The accredited laboratories are
responsible for implementing this

procedure.

The assessors of ISRAC are
responsible for assessing the
implementation of the procedures at

the accredited laboratories.
Method

The purpose of a contract

review

According to the standards ISO/IEC 17025

Section 7.1, ISO 15189 Section 4.4, the policy
and procedures of the laboratory on the subject

of contract reviews are aimed at ensuring that:
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711

7.1.2

7.1.3

7.1.4

7.15

7.1.6

The requirement and the
information required from both
parties are properly defined,

documented and understood.

The laboratory has the ability
and means to comply with the

requirements;

When the laboratory uses
subcontractors and other
laboratories, the requirements
described in Section 6.6 of
ISO/IEC 17025 and in Section
4.5 of 1ISO 15189 apply and the
laboratory informs the customer
of all activities conducted by a
subcontractor and requests the

customer’s approval.

The most suitable method for
performing the test and/or
calibration has been chosen, and
this method can satisfy the

customer’s requirements.

The laboratory informs the
customer when the method it
has requested is considered

unsuitable or antiquated.

When a customer asks for a
declaration of conformance of
the results of a test / calibration
to a specification or standard or
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7.1.2

7.13

7.1.4

7.1.5

7.1.6
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7.1.10  The laboratory must cooperate
with its customers or their
representatives to clarify
customer requirements and to

oversee their execution.

7.1.11  Documentation of contract
reviews, including any
significant change, must be
kept. In addition, documentation
of discussions with the customer
must be kept with regard to its
requirements or results of the

laboratory activity in this regard.

The requirements of standards place emphasis on
customer service, disclosure and lack of
deception.

ISRAC considers the contract review to be a tool
for the laboratory for examining the conformance
of its services to the customer’s requirements.
The contract review is a kind of “memorandum”,
a preliminary stage to a contract, which is
intended to examine the “offer” and
“acceptance”, the customer’s requirements on the
one hand and the ability of the laboratory to

satisfy them on the other.

The laboratory must ensure that the contract /
service is sufficiently detailed and will review all
subjects whose clarification is required before
signing the agreement and executing the service.

The content of the review will be negotiated by

N2WO GNYO NTAYHN Oy NN 7.1.10
DYY DNOPNI IN PIIMPY DY
oYy MPON MYIT NINAN
SPNINI DY MPr
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,MPOY MPYN DY WIT MNY ONIPNN MYT
PYONN ORI MOPYN

NTIYHN Y1290 NHINN PO NN MYIN
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JIOYPITN MIYSNI NN PN TYNIY ,NNND
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both parties and the consent documented in the
laboratory.

The laboratory is fully responsible for working
proactively to prevent misleading of customers,
and providing the most suitable service for their
needs, in terms of competency of the laboratory,
the schedule for issuing the test certificates, the
method suitable for the requirements and the
uncertainty appropriate to the needs of the
customer, and in any other aspect related to the
customer.

The contract is supposed to determine that the
laboratory has the human resources, information
resources and physical resources necessary and
that its employees have the skill and
professionalism required to execute the requested
service.

It should be emphasized that when there are gaps
between the order or tender that the customer has
submitted and the final contract signed between
the parties, the gaps must be settled before
starting the work.

The negotiated contract will be acceptable for
both parties.

7.2 Policy and procedures

The laboratory will keep clear procedures that
determine who is qualified to perform a contract
review, while providing specific attention to this
authorization in the case of a multi-discipline

and/or multi-site laboratory.
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7.2.1 The laboratory procedures
will cover the following

subjects:

7.2.1.1  The subjects that are to be
examined in a contract review.

7.2.1.2  The process of decision making
before accepting a work order.

7.2.1.3  The assignment of powers in the
laboratory in the context of executing the
contract review, its maintenance and
managing of tracking for it.

The procedure will detail the requirements of
education / experience before giving this
authorization and will relate to the manner of
providing the authorization.

7.2.1.4 Response to subcontractors in

conducting the contract review.

7.2.1.5 Periodical review of the activity
in the field for learning lessons.

7.2.1.6  Professional periodical review
of long term or large-scale contracts and
the degree of their suitability or the need
to update them.

7.2.1.7  The process of updating the
contract review in the organization inward,
in an engagement with the customer
including receiving of the customer’s

consent.
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7.3 Contract review sections — test
laboratories and medical

laboratories

The requirements and guidelines of ISRAC are
relevant to issues that the accredited laboratory
must finalize with the customer. The

requirements for medical laboratories are

marked:

7.3.1 Is the customer interested in
receiving results of accredited tests?
Note: Receipt of a certificate with

ISRAC s logo constitutes evidence that the
test has been performed within the
accreditation.

Certificates without ISRAC ’s logo or do not
include an explicit statement that the tests
specified in the certificate are performed
under accreditation, are not defined as the
results of tests under the accreditation and
are not under the accreditation or ISRAC’s
supervision of the laboratory.

7.3.2

delivering the item for testing at the

Is the customer interested in

accredited laboratory or must the service

be provided at the customer’s site?

Note: Sometimes, accredited laboratories have a
separate degree of accreditation for a test at the
reference site, i.e. in a laboratory, and at a
temporary site, i.e. the customer’s premises.
Sometimes there is a difference in what the

laboratory can perform in its permanent
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1TV 5Y IV

7.3.2
NIV INX NONOINN NTAYNI NPYTAD VN

NN MDY PINIYN NP ONN

MPO INNI MIYD 1NN WA

92271, 02115 , 2007 M TIVIS AW
L0277, DIN77 INND 7122725 TI99 11900177
SVPO INNID 92977, 290177 ININD) T TIVO
YN35 712120 7TV 79 )22 5T O DINYS
T1ON2/0 O2I0177 O>INNT 220 N2V V3277 1)
SV, IINTIT N

OPMYN IRY 55 .QA-1 NNYN NPNRN PMYI ISRAC 2WNN DY DIRYMIN NYN DN N3 THON DY DITNM DIWIRDN DIPMIYN
2018 >NnN1 14-1 DATIN .T292 DTN 12 DYDY GPINA DN OMIPHIAN 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 May 14, 2018




91991 NPT MTAYNN OIPN IN DTN , MY NMINTN *9PO

Website: Yes Service orders, Tenders or Contracts from Testing and
Calibration Laboratories
11 nivabializlv)a 1-000008 : 7991 NN

27 Ty 14 19010 97

Version number 11

Procedure number 1-000008

Page 14 of 27

premises and the temporary sites in terms of
uncertainty and range.

7.3.3 What are the customer’s
requirements (such as meeting of

regulatory requirements)?

734 What is the item to be tested?
7.35 What is the testing method,

what is the reference document for
performing the test?

7.3.5.1  When the customer does not
detail the method, it is possible to base on
the laboratory’s procedure.

7.3.5.2  The laboratory will relate to the
requested precision and the required
detection limit. The customer must be
informed of and consent to the selected
method.

7.3.5.3  When the customer has chosen a
method that is unsuitable or antiquated, the
laboratory will inform it of this.

7.3.5.4 When it is necessary to use non-
standard methods, they will be negotiated
with the customer.

Note: An accredited laboratory may test
according to a standard, according to the
customer’s requirements or according to the
laboratory procedure that is based on various
technical documents. The customer can make
sure why the laboratory has been accredited in
the accreditation scope document that is
published on ISRAC s website.
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7.3.5.,5 The laboratory’s representative ON MPYN DY 1N NTIYNN PN)  7.3.5.5
will check with the customer YW MINTNN OND YTIN NI
whether he is aware of the NP>7aN

uncertainty of the test.
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the tolerance for considering the
uncertainty of measurement and the risk
level is known, the contract review must
describe a decision-making rule and risk
level.

7.3.6 A check must be made with the
customer as to which party is responsible
for sampling.

7.3.6.1  When the sampling is done by
the laboratory, the sampling plan and its
statistical will be examined with the
customer. The representative of the
laboratory will receive all the information
that he must know in order for the final
result to be significant and representative
of the aggregate upon bringing the tested
sample. In addition, the laboratory will
state the information details that the
customer must report to the laboratory on
the matter of the sample that is being
brought to the laboratory, the manner of
sampling, handling conditions, sampling
plan, etc. The laboratory will state whether
it is accredited for sampling.

7.3.6.2  When the sampling is conducted
by the customer, the laboratory has the
duty of explaining to the customer how
this will be clearly stated in the test
certificate. In addition, the laboratory will
explain to the customer what are the

factors, in sampling and handling of the
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sample, which are critical to the quality of
the result.

At least the following factors should be
considered:

7.3.6.2.1  The manner of sampling
(avoidance of contamination of the sample
when it is taken, etc.).

What the most suitable storage tool for
the sample is.

7.3.6.2.2  The need for fixation of the
sample (when applicable).

7.3.6.2.3  What the storage and
handling conditions suitable for the sample
are, so that the sample composition will
not change, for example: evaporation,
proliferation of bacteria, temperature,
photosensitivity, degradation, adsorption
to the vessel.

7.3.7 The limits of the method, the
laboratory will discuss the detection limit
and the quantification limit required by the
customer and/or the standard.

7.3.8 The laboratory must explain to
the customer the restrictions of the method
(stemming from sensitivity, selectivity,
linearity, etc.).

7.3.9 It will be agreed whether the
customer is interested in receiving
interpretation and an opinion in addition to
the results of the test and whether the

laboratory is authorized to do so.
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7.3.10  Does the customer consent to
subcontracting for performing the tests?
Does the customer have subcontracting
requirements? Is the subcontractor
accredited by ISRAC to conduct the tests
that are being forwarded to it, and will the
test certificate bear ISRAC’s logo and will
it be under the accreditation? The
laboratory will negotiate with the customer
whether it will receive the test certificate
directly from the subcontractor or whether
the subcontractor’s test certificate will be
attached to the laboratory’s certificate, so
that the results will be copied to the test
certificate of the laboratory ordering its
services, with an indication and
identification of the tests that were
subcontracted.

7.3.11  What is the schedule for
performing the tests and receiving the
results?

7.3.12  The content of the test
certificate.

7.3.13  The laboratory must establish
contact people and explain in the contract
review that any variation from the
agreement (by either side) requires
notifying the counterparty. At the time of
the contract review, an updating

mechanism must be established.
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7.4 Contract review — calibration

laboratories

74.1

receiving the results of the calibration

Is the customer interested in

within the certification?

Note: The receipt of a certificate with ISRAC’s
logo or explicitly state that the calibrations
included in the report are under accreditation,
constitute evidence that calibration was
performed within the framework of the
accreditation. Certificates without ISRAC s logo
are not under the accreditation or ISRAC'’s
supervision of the laboratory.

7.4.1.1  The organization will include

the following clarification in the contract
review:

The receipt of a certificate with ISRAC’s logo or
explicitly state that the calibrations included in
the report are under accreditation constitutes
evidence that the calibration has been done
within the accreditation.

Certificates without ISRAC’s logo are not under
the accreditation or ISRAC’s supervision of the
laboratory.

7.4.2 Is the customer interested in
delivering the item for calibration at the
accredited laboratory or is the calibration
service required to be provided at the
customer’s premises?

Note: The calibration laboratories have a

separate degree of accreditation for calibration
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at the reference site, i.e. in a laboratory, and at a
temporary site, i.e. the customer’s premises.
These accreditation degrees may differ.

74.3 Giving the customer’s

requirements (such as technical

requirements or compliance with the
requirements of regulation).

7.4.4 What is the item to be

calibrated?

7.4.5 What is the calibration method,
what is the reference document for
performing the calibration?

7.4.5.1
detail the method, it is possible to base on

When the customer does not

the laboratory’s procedure. The customer
must be informed of the method that has
been selected.

7.4.5.2

method that is unsuitable or antiquated, the

When the customer has chosen a

laboratory will inform the customer of this
within a contract review.
7.45.3

standard methods, they will be negotiated

When it is necessary to use non-

with the customer within a contract

review.

Note: An accredited calibration laboratory may
calibrate according to a standard, according to
the customer’s requirements or according to the
laboratory procedure that is based on various
technical documents.

7.4.6 What are the parameters to be

calibrated and the calibration points?
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The parameters for calibration and the sequence
of calibration points will be negotiated with the
customer within a contract review.

Note: The calibrations of different laboratories
may contain different calibration points. The
customer is responsible for determining the
sequence of the calibration points that is
appropriate for the intended use of the calibrated
device. The customer will consider and
determine the suitability of the calibrating
laboratory’s offer to the required calibration
point sequence. The calibrating laboratory may
adapt the calibration points to the customer’s
requirements if the required points are in the
scope of the accreditation.

7.4.7 What is the uncertainty required

of the calibration?

The calibration laboratories are required to
provide the uncertainty values with all
calibration results.

The calibration laboratories are accredited for the
optimal uncertainty values (CMC — calibration
measurement capability).

The uncertainty that will be provided to the
customer will never be better, i.e. lower, than the
optimal uncertainty, the relevant CMC.

Note: The giving of uncertainty values greater
than the optimal uncertainty is not to be
considered as providing poor service. Optimal

uncertainty is not always required.
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7.4.8

adjustment of the device, when relevant?

Is the customer interested in

When a calibrated device is adjusted, accredited
calibration laboratories are required to calibrate
before and after adjustment. The relevant
calibration certificate will include two sets of
results.

Note: It is important for the customer to know
whether adjustment has been done and what the
state of the instrument was before the
adjustment. This information is evidence that the
instrument worked or did not work properly
before providing the calibration service.

This information is vital for determining
calibration intervals.

7.4.9
check of conformance of the calibration

Will the laboratory perform a

results to the tolerance specification? What

is the relevant tolerance specification?

When a customer asks for a declaration for the
calibration results for a specification or standard,
a specification or standard and decision making
rules must be clearly defined. If the requirements
of a specification or standard are not defined,
decision rules that have been chosen must be
negotiated with the customer.

The laboratory must document decision rules and
take the risk level into account (the risk of the
laboratory against the risk of the customer),
such as false accept / false reject or statistical

assumptions.
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When decision making rules are defined

by the customer, or normative regulations

and documents, additional consideration of
the risk level is not essential.

A conformance report must clearly include the

following subjects:

1. Which results the conformance refers to.

2.  Which specifications, standards or their
parts are fulfilled or are not fulfilled.

3. Which decision making rule is being
implemented (if it is an integral part of
the specification or the standard).

7.4.9.1

laboratory establishes conformance to a

Even in cases in which the

specification, the tolerance for considering
the uncertainty of measurement and the

risk level is known, the contract review
must describe a decision making rule and
risk level. A calibration laboratory may
determine the conformance of the
calibration requirements to the tolerance
specification according to the guidelines in
procedure No.: 1-611012, requirements for
organizations accredited for calibration.
Note: The laboratory may negotiate with the
customer the tolerance specification from
different sources such as: a standard,
manufacturer’s specification, customer’s
specification, the laboratory’s procedure.
Different calibration laboratories may offer
customers different tolerance specifications.

When relevant, the laboratory can clarify and

N 9172 19IX2 21995 TI¥ MHNIN M T
: DONYIN
MNNXIND NONPNND MRHINIPND .1
DPPON N DIPN , 00090 NN .2
.DMMPNN K7 N DNDMPNN
NN) OVPN NOVONN NYIP DD DR .3
IN VI9NNN TI9I ONYA PON NY NI
pnm

NTIYNN IWRD DMPNI DY 7.4.9.1

NYIVON VITNY MNNIN NYIP

NN, NTTRN MNTN ONI MAYNNN2

995 NN NHIN PO INND W AT 120N

S5 NN NN NN NVINN NYAP
MNSIN DY MNNIND NN WP 191D

NYMIND 9 HY NSION VINY KON

DMMNIND MYIIT,1-611012 : 1900 YNNIV
RoAtmpRubin}alvdja

TN MP571 DY DID5 171212 7773V077 W
DI90 )17 : )0 DN P00 N21IP077 DIOY
19512 . 1TAVNIN SV 570,125 D190 )17
Y90 TINZIT TIPND TIINY 51D M TIVOY
712029 [ITAVOIT P05 1T TWND . O N2
D22 51577 INSIN D220 NN 12859) 7173775
DIN V22513120 NSW W)T719) NP0 1205
I DIOVS TIONINT VTV IN TIONINT

1277 SINT ONI TAVNNT

OPMYN IRY 55 .QA-1 NNYN NPNRN PMYI ISRAC 2WNN DY DIRYMIN NYN DN N3 THON DY DITNM DIWIRDN DIPMIYN
2018 >NnN1 14-1 DATIN .T292 DTN 12 DYDY GPINA DN OMIPHIAN 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 May 14, 2018




91991 NPT MTAYNN OIPN IN DTN , MY NMINTN *9PO

Website: Yes Service orders, Tenders or Contracts from Testing and
Calibration Laboratories
11 : 1107 790N 1-000008 : 9901 51 27 70 24 9990 97,

Version number 11

Procedure number 1-000008

Page 24 of 27

state the location of the calibration results
relevant to the tolerance limits and emphasize
that it is not possible to determine the
conformance or non-conformance to the
specification while considering the uncertainty of
the calibration.

7.4.10

receiving the recommendation of the

Is the customer interested in

laboratory as to the next calibration date?

A laboratory must explain to the customer that it
is a recommendation only and that the
responsibility for establishing the calibration
intervals is assumed by the customer.

A test certificate of an accredited calibration
laboratory will not contain any recommendation
on recalibration intervals, unless negotiated with
the customer.

7.4.10.1 An accredited calibration

laboratory is required to base its
recommendation to the customer for

calibration intervals on well-established
information that is available to it, such as:
historical information on the calibrated
instrument that has been accrued at a
calibration laboratory, information bases

on similar instruments, recommendations

of equipment manufacturers, the expected
degree of use of the calibrated instrument,

the expected environmental impact, etc.
7.4.10.2 The laboratory will form its
recommendations for the calibration

intervals for the customer’s item in
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accordance with the requirements of

ISRAC in procedure No. 1-661002 "The

policy of ISRAC for metrological

traceability, uncertainty in in measurement

and reporting of specification

conformance™ Section 7.8.

Note: The recommendation of the calibration
specification for the next calibration date does
not bind the customer. On the other hand, the
customer that determines calibration dates in a
non-prudent manner may at the time of execution
of the calibration discover deviations that cast
doubts as to the correctness of the results
received before the calibration.

7.4.11  Does the customer consent to
subcontracting of calibrations, when

relevant? Does the customer have
subcontracting requirements?

Note: The accredited laboratory must act in
accordance with the supervision agreement and
the guidelines of ISRAC on the subject that are
published in ISRAC s bulletin and in its
authority.
7.4.12
performing the calibrations?
7.4.13

in accredited calibration certificate that

What is the schedule for

The laboratory will not include

and in the calibration certificates relevant
to these certificates the declarations:
“Serviceable”, “Restricted”,

“Unserviceable”, etc.
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7.4.14 s the customer interested in a

full or abridged certificate?

According to ISO/EIC 17025, the certificate in
abridged format is possible if there is a written
understanding of this with the customer.

7.4.15

calibration label?

Is the customer interested in a

A calibration label that a calibration laboratory
provides, which is relevant to a calibration
certificate bearing ISRAC’s logo, will not
contain any information item that is not included
in the test certificate.

7.5 The contract and its update

The accreditation standards referred to in this
standard require that the laboratory inform the
customer of any deviation from the contract.
constractions laboratory has a duty to report to
the local committees according to the law.

If it is necessary to update the contract after the
work starts, the laboratory will repeat the same
contract process review and will notify all
relevant parties of the update.

7.6 Records

The standards ISO/IEC 17025 and 1SO 15189
state that review records must be kept, including
any significant change in them, and that records
of relevant talks with the customer related to the
requirements of the customer or the results of
work for the customer in the contract execution

period must also be kept.
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The contract review will be made out in writing
and will be kept in the laboratory.

The laboratory is allowed to forward a copy of
the contract review to the customer or make sure
that the customer is aware of any deviation from
its requirements and/or of the ability of the
laboratory to provide the full requested service in
the manner required.

The laboratory will document and keep records
of relevant talks with the customer, including
talks in which it discusses the contract review
with it and any deviation from its requirements.
The information from the contract review and all
attendant issues will be forwarded to the testing

parties.
8.0 Documentation

Not applicable.

9.0 Appendices

Not applicable.
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