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1.0 Introduction Nan 10

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 the
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 fulfil 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
receiving an order for provision of service by the

competent authorities.

,INN PO 7.1 Pyoa 37 ISO/IEC 17025 ypn
Pyo1 37 1SO 15189 P 71NN MY 0211510
PO -5 MYITI TN MY 1NN DO0NA 4.4
NYVANY NINDIND NTIVHN DX MNPV NN

NYNI MYIT DWW

2 NNOONY DX TPNN ADWN N NNIND IPD
Mo INIVN .NTIAYN NONNNDY MPOD NTIVHN
TINYY NTIYNN NDID DIN ON MIPHN MYIT NN

A

YTIRN RIDN HaAP> MPON YD NMVIAND NTaYHNN Y
INIDN MWD WINN

,12N2) MITAVN NONONY ININDN MYIN M7
MYVIND YTV NN AP XYL (MYIN

MY TN MONDIIN NMITAVNN P2 TISNININ
MNMPY NN NIYNL NP WYX NIPIY DP31)) 210

,NTAYAN NIMPY 0NV DNPIDINY NTIVNHN
STTORI (9) NPYTHN YR

n9vn 2.0

2N JPMMPI MTIYND Y1 NY DN
NY2P IN DIDN NYPNN MY ,050D YWY DIRVIN
MONDIN MTAYNN YT DY MY 1NNY MINTN
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3.0 Scope mnn 3.0

This procedure contains: 2 990 MO

3.1 Information and an explanation P2 NVIND PO NI DY oM YN 3.1
on executing the contract review MP22 A1Y0N
between the laboratory and the
customer.

3.2 Anexplanation on conducting a 13920 DY NN PO M2 Y 110R 3.2
contract review with VN
subcontractors.

3.3 Maintenance and documentation OTWWM DNND APNRNN - 3.3
of the contracts.

. . DNPY NPAN , DN NPPO 3.4

3.4 Contract review, learning and

.DNYNLM
implementation of lessons.
. "IV O .

4.0 Applicable documents DR BXIMNYR - 4.0

41 ISO/IEC 17025, General PONNANY - 4.1
requirements for the competence of
testing and calibration laboratories.

42 1SO 15189, Medical Laboratories- JOONNANY - 4.2
Requirement for quality and
competence.

43 EA-2/15 M: EA requirements for WONNINY - 4.3
the accreditation of flexible scopes.

4.4  Procedure number 1-455001: Policy nYYTN :1-455001 : 1900 5N 4.4

for reporting results and using
ISRAC symbol.

MYIN 99NDA YHINIWY NINSIN MPT
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4.5

4.6

4.7

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:

NIWIIT : 1-611012 9900 NN

4.5

5195 0NN OMINNIND

9y MPr9 : 2-671001 19010 DN

4.6

L0001 DMININ

N : 1-661002 99010 DM

4.7

MNTYON,TNDI0N MDPYD MVIN
099179 MNNIN NPT NPTNHA

MY 5.0

DOV NY

YN 6.0

NPNINN MONOIND MTAYHN 6.1
.Y 9NN oD

NP0 DONINK MYINOPL 6.2
.NIDHDNN NITAYNIA DN DY

VXY 7.0

AN PO NN 7.1

ISO ,7.1 9y0 ISO/IEC 17025 D»pnY OXNNA

NWN2A 7POMN NTAVNHN NP TN 4.4 Pyo -15189

Y NPVIANY DNIVH ,NNIN IPD
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7.1.1 The requirement and the MNWYN YITIN YT MYITN 711
information required from both ,INOD DTN DTSN
parties are properly defined, D220 D*TINN
documented and understood.

7.1.2 The laboratory has the ability TINYD DOYNNHNI NN NTIVNID 7.1.2
and means to comply with the P YT
requirements;

7.1.3 When the laboratory uses WVIDOW NYIY NTIYNN IUND 7.13
subcontractors and other MYYTN,MYN MTaym Noapa
laboratories, the requirements PN OV 6.6 PYDI MININDN
described in Section 6.6 of 1PN 4.5 Py ISO/IEC 17025
ISO/IEC 17025 and in Section NT2¥M M5N 1SO 15189
4.5 of 1SO 15189 apply and the 73 7Y MP2N R 7Y 1n
laboratory informs the customer VAP Y WHDY NN
of all activities conducted by a MIP7N MY NYPI MYD
subcontractor and requests the
customer’s approval.

7.14 The most suitable method for VNI NDINNNN NVIWN 1IN 7.1.4
performing the test and/or W NI, 51ON INA NPITAN
calibration has been chosen, and MPIN MYIT DR PADI N2
this method can satisfy the
customer’s requirements.

7.15 The laboratory informs the MPON DX NYTON NTIVON 7.1.5
customer when the method it NIVYM) v22v NOOWN TURD
has requested is considered TRYPD IN TIIRNND NID
unsuitable or antiquated.

7.1.6 When a customer asks for a Y25 NINXN YPIAN MPY IWUND 7.1.6
declaration of conformance of S15/NPYT2 MINRHIN MNNIN
the results of a test / calibration 079D IV IN PN N VAN
to a specification or standard or NOSNN NP Y59 1PN N

.M7N22 DTN NN OMIMN
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7.1.7

7.1.8

7.19

calibration, specification or
standard, the 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.

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.
Each contract must be agreed to
by both parties — the laboratory
and the customer. The
customer’s request for any
change will not detract from the
integrity of the laboratory or the

validity of its results.

The customer must be informed
of any deviation from the

contract.

If changes have been made in
the contract after starting the
work of the laboratory, the
contract must be reviewed and
any change must be agreed to

with each affected party.

PN N VI MYITY DTN
VONN OHY TN IPON
DYNDN NPNY DX2MN 1INV
.MpoN oy

MININN P2 DY DIDMP TUND
P25 MPON WHNY 1719070 N

P2 DNNIY YNIDN NIND

NN PTOND NN ,DYTISN

95 .1TIAYN NYINN NAD DY
MY DY DIV NPNY 2N NN
MIPOM NTAYNN — OYTTNN

ND NINY DI YO NMPYN NYpa
IN NTAVNN NIV DY YN
SPMNNN MOPN

25 5y MPON IR YT NN
DN DPIN

NN DMWY IYNINM NN
,ITAYNN NTIAY NNN INNRD
59 NVIND NPPO YNIY NN

95 DY DO NPNY 21N NPV

MOVININ

7.1.7

7.1.8

7.1.9
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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 DY NN 7.1.10
DY DY IN TPMMPY DY
owYY MPON MYIT NININ

PN YY NP9

MPPO YN NMYY NN 7.1.11
2NN MY 5 555N DN
TN NHYY NN )0 MO
PMVIIT 220 MPON DY OINT
NTIYNN NPV MNNIN N

Y wpm

,MIPYY MY DY WXYT MNY DNPNN MYVOIIT
SPYONN ORI MPPYN

NTAYHN Y1290 NHINN PO IR MYIN
PO .MIPYN MYIITO PMPY NNPNNN NN
DYTP1N 25V ,7D2712T 11D PYN N NN
JINDPITN MNYSIIT NN PINAD TYNY ,NNIND
12 TYD NTAYNN NIDN TN MPON MYIT
STND

VNN O MPY/NNIND D NNTY DTN DY
DIV YT DNV DIRYNIN DI NX MPON 1T
NPON 12IN .MPYN IV DO0NN NNPNN
T2V TVIND NNODNN DI TTNN MY MY OND?
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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.

2190 NTAVNN DY NRONN NNPINNI

NN P2V, NP 1PYLN YNNY MDVPRIND
NYNIN YN ,0MNPIIXD 1NN OIRNND MY
NPANY OMINT NMIMY NN ,NTIVHN MY
NINNNN DOV N1NIAN ,NPYTIN MTIVN
,MIPON 998D NINNNN NMINTIN ONY MVWITD
MPO2 ¥aNN 90N VLN DI

SUNNOARYN NTAYNY 7D AP NN ININD
P72V 79) DIXINI D1V DIANWNY YT YANWYN
VNI MWYITTN NPVINPN MNYY YOYa
VPINnN MYYn

IN DNRTNN P2 DY DNDNP IUNRI ,WITM
DNMNIY XNDN NIND 12T MPON WINY TI00N
N2PNN 790 DXIYAN NN PTOND W, O>TTNN P2

DTN
LDYTIND MY DY 5PN 1PN, 010 NNIND

oY P M 7.2

) DWAIPN DN DN PPINN NTAVNON
VLI MONMPNN TIN,NIN IPO YNID THOM
TPNIND 27 DTN IITH IWNRD N INWIND
JPANN 27 INA
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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.

7.2.1.8 The procedures of a laboratory with a
flexible scope, in addition to what has been
stated in sections 7.2.1.1-7.2.1.7, shall detail how

DINYNT YONN NTAYNN S9N 7.2.1
:1O°NaAN

DN PO PN W OORVDN 7.2.1.1

95 MLYNNN NYAP Pon  7.2.1.2

T2 TN NYAp

NTIYNI NPIDNON RPN 7.2.1.3
INPINN,NNIND IPO VNI DY TWPN2

2D APYNN 2N

DIV POON/NIIVNN MYIT NN VI DN

IRWANN NPIYN 19IND DRMIY 1N INWIN 1NN

NDYA MYN NOIPY mon»nn  7.2.1.4
.IMNN PO

YN OV ONMPN NPPO - 7.2.1.5
.DXNPY NPON TNND DINNI

OV TONNPN TINNPN NP 7.2.1.6
NN P21 52N IN NNV IIX DN
.DNITYA TN N ONOY NHIRNNN

MIN NHIND PO NITY POIN 7.2.1.7
NP 9915 MPON D MIYPNNA NN
.MPYN HY NNnooN

, Y00 DN 9PN OY MITavN YoM 7.2.1.8
YON»NY,7.2.1.1-7.2.1.7 ©X9YDI IDNI qONI
N2V MPY NYPA NTAYN NTAYNN TNOD

ND TN, NOY WD GPO0N MDINNA NXRYIIN
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it processes a request which is within the
boundaries of its flexible scope, but where the
activity has not been undertaken before (i.e. not
on the List). In such cases the Lab needs to
ensure the following:

7.2.1.8.1 It informs the customer that it will not
be able to issue a report/certificate under
accreditation until the activities have been
established and authorized within its system
under its flexible scope process

7.2.1.8.2 It informs the customer of the
appropriate implications (e.g. turnaround time,
price, etc).

7.2.1.8.3 It has access to all necessary resources
and other means required for the completion of
the specific requested activity

7.2.1.8.4 It has suitably qualified personnel for
the completion of the specific activity and its
validation or verification.

7.2.1.8.5 The necessary validation or verification
has been carried out.

7.2.1.8.6 Updating of the List is made only after
appropriate technical activities have been
properly performed as per the design and
implementation process and duly authorized by
the Lab.

7.2.1.8.7 All premises of the Lab involved

in the additional conformity assessment
activity have been previously declared to
ISRAC. Moreover, an additional

conformity assessment activity shall not be

included in the List if it involves new
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premises of the Lab that have not been
previously assessed by ISRAC.
7.2.1.8.8 ISRAC or the CAB shall not imply in
any communication that holding a flexible scope
is an overt sign that it ismore competent than a
CAB holding a fixed scope.
7.2.8.1.9 Should the outcome of a validation
process of an activity concludes that CAB is not
capable of issuing valid reports/certificates, the
CAB shall inform the client that the CAB will
not be able to issue accredited reports/certificates
and the reasons for this.7.2.1.9 The
organization's 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.
7.3 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:
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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
premises and the temporary sites in terms of
uncertainty and range.

7.3.3

requirements (such as meeting of

What are the customer’s

regulatory requirements)?

7.3.4 What is the item to be tested?
7.35 What is the testing method,
what is the reference document for

performing the test?
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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.
7.3.5.5 The laboratory’s representative

will check with the customer

whether he is aware of the

uncertainty of the test.

7.3.5.6 When a customer asks for a
declaration for the test results for a
specification or standard, decision-making
rules must be clearly defined. If the
requirements of a specification or standard

are not defined, decision rules that have
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been chosen must be negotiated with the

customer.

Even in cases in which the laboratory
establishes conformance to a specification,
the tolerance for considering the
uncertainty of measurement and the risk
level is known, the contract review must
describe a decision-making rule.

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
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explain to the customer what are the
factors, in sampling and handling of the
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
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the results of the test and whether the

laboratory is authorized to do so.

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.). 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 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

7.3.10  Does the customer consent to
subcontracting for performing the tests?

Does the customer have subcontracting
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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.

7.4 Contract review — calibration

laboratories
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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
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.
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7.4.3 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?

7.45.1

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.

7.45.2

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?

The parameters for calibration and the sequence
of calibration points will be negotiated with the

customer within a contract review.
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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.

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
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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

conformity of the calibration results to the

Is the laboratory asked to check the

required specification? What are the required
specifications?When a client requests a
conformity statement, the decision rules shall be
clearly defined. In case that the requirements of
the specification or standard are not defined, the
chosen decision rules must be agreed with the

client. See also procedure 1-661002.

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. 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.
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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
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
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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

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.
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7.4.12  What is the schedule for
performing the calibrations?
7.4.13  The laboratory will not include

in accredited calibration certificate that
and in the calibration certificates relevant
to these certificates the declarations:
“Serviceable”, “Restricted”,
“Unserviceable”, etc.

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
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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.

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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