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1.0 INTRODUCTION

Assessment for accreditation, re-accreditation,
extension, and surveillance are contingent upon
compliance of the applicant / accredited
organization, with the accreditation requirements,
and upon submission of information and
documents, supporting the organization's capability
to perform inspection, calibration, or testing
activities in the requested scope. Review of
documentation supporting the above-mentioned
capabilities prior to the assessments allows for
proper preparation and effective assessment.
Handling the assessment findings and continuous
surveillance of activities included in the scope of
accreditation must also be documented by the
applicant / accredited organization. ISRAC shall
assess the submitted documentation (and where

required - the actual operation).

2.0 OBJECTIVE

The aim of this procedure is to define, in
accordance with the relevant international
standards and the local circumstances in Israel, the
requirements for organizations requesting
accreditation / accredited organizations, and the
information to be submitted to ISRAC.

3.0 SCOPE

This procedure defines the general requirements

for accreditation, applicable to all assessment
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bodies accredited by ISRAC. The procedure

relates to the following aspects:

3.1 Definition of an organization under

accreditation.
3.2 Definition of policy documents.

3.3 Emphases for conformity assessment body

applying for accreditation.

3.4 Rules for the accreditation of assessment

bodies for rare tests.

4.0 APPLICABLE
DOCUMENTS

4.1 ISO/IEC 17011: Conformity
assessment — General requirements for

accreditation bodies accrediting conformity

assessment bodies.

4.2 ISO/IEC 17025: General requirements

for the competence of testing and calibration

laboratories.

4.3 1S0O 15189: Medical laboratories —

Requirements for quality and competence

4.4 1SO/IEC 17020: General criteria for the

operation of various types of bodies

performing inspection.

4.5 1SO 17034 General requirements for the

competence of reference material producers.

4.6 ISO/IEC 17043: Conformity assessment --

General requirements for proficiency testing.

4.7 Procedure number 1-611002: ISRAC and its

Accreditation Process.
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4.8 Procedure number 1-000010: Employment of

external providers.

4.9 Procedure number 1-000023: definitions used
in ISRAC's documents.

5.0 DEFINITIONS

See procedure number 1-000023.

6.0 RESPONSIBILITY

Organizations that are scheduled for assessment
and are applying for accreditation, re-accreditation,
extension of accreditation, surveillance, or any
other ISRAC assessment, must comply with the
requirements of this procedure (in addition to the
ISRAC procedures requirements and the
surveillance agreement) as a condition for the

accreditation of the organization.

7.0 PROCEDURE

7.1 General

Where the relevant accreditation standard is not
specified, refer to all accreditation standards, i.e.
ISO/IEC 17025, ISO/IEC 17020, ISO 15189,
ISO/IEC 17043, 1SO 17034.

7.2 Binding ISRAC Policy, Standards and

Applicable Documents

Policy documents of the Israel Laboratory

Accreditation Authority are included in the
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accreditation requirements, thus bind accredited
organizations to all intents and purposes. Policy

documents mean:

7.2.1 A compilation of ISRAC instructions which
are published from time to time in the ISRAC
website, and which contents are included in this
document or in other ISRAC procedures.

7.2.2. ISRAC procedures published on ISRAC's

website, including this procedure.

7.2.3 Guidelines which are distributed directly to
accredited organizations. The organization, on its
own initiative, must be familiar with these

documents and meet their requirements.

7.2.4 The organization shall ensure compliance
with ISRAC procedures published in ISRAC
website and document this in the periodical
documents review as per the requirement of the

relevant accreditation standard

7.2.5 Reference documents included in the scope
of accreditation are binding. A transition period for
updating reference documents is defined when the
updated document is published. Insofar as a period
of time has not been defined, implementation and
assimilation of the new edition will be carried out

no later than one year from the publication date.
7.3 Gifts

ISRAC employees and assessors are required to
sign an employment agreement with ISRAC,
forbidding them to accept any perquisite, gift or

any other gain from the inspected organization.
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To ensure objectivity and to prevent any actual or
apparent bias, ISRAC request organizations not to
offer gifts or perquisites of any kind to its
employees and assessors. ISRAC strictly adheres
to the ethics rules and aims at continuing the equal

and transparent relations with all its customers.

7.4 Obligation to Report

The surveillance agreement, form number
T2-671001-01, Section 2, and discusses the
accredited organizations' obligation to report. To
better clarify this issue, ISRAC would like to
emphasize the following:

The organization is required notify the Authority in
writing and in advance (where possible) of any
significant change as specified above.

The organization's notification shall include all the

available information relevant to the temporary
incapacity, including:

7.4.1 Name of test

7.4.2 Nature of the change

7.4.3 Estimation for the time period of when an
organization incapacity to give conformity

assessment service when relevant.

7.4.4 Organization's alternative for providing the
service during the incapacity period

7.4.5 Organization's commitment to inform its
customers by means of the contract survey and by
any other mean.

7.4.6 Organization's commitment to strictly adhere
to ISRAC guidelines specified in the Employment

of Subcontractors procedure (procedure number 1-
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000010) and in the Policy for the Use of the
ISRAC Symbol procedure (procedure number 1-
455001).

If the period of the organization's incapacity to
provide services in the scope of accreditation
exceeds 3 months, accreditation and assessment
review committee shall be convened to review the

accreditation and the assessment.

7.5 Documents Archiving

Accredited organizations must retain at least one
copy of each version of a valid procedure, and all
the accreditation documentation, including quality
documentation, for a period of no less than 4 years.
The foregoing does not derogate from the
provisions of any law, including regulatory or

other guidance.

7.6 Employment of Personnel

To prevent any doubt and to ensure uniform
requirements, ISRAC policy and clarifications in
regard to the employment of personnel by

accredited organizations are detailed below.

7.6.1 Types of Employment

The accreditation standards refer to the relevant
sections dealing with personnel and the definition
of a requirement for supervision and assurance that
this employee is qualified to perform their work
and that they act in accordance with the

laboratory's management system.
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Thus, the type of employment may vary - direct
employment, or employment by a contract which

details the terms of the agreement.

ISRAC does not assess the legal aspects of
personnel employment, i.e. employer-employee
relations; Nonetheless, material aspects of the
agreement are reviewed, to ensure that all
employees comply to the laboratory's quality
management system and to the accreditation
requirements and that the accreditation is lawfully

granted.

7.6.2 Liability

The accreditation standard requires
that the laboratory or the organization of which it
is part shall be an entity that can be held legally

responsible.

In addition, the accreditation standards define the
commitment requirement and the responsibility of
the organization's management to establish a
guality management system capable of supporting
and providing consistent compliance with the

requirements of the accreditation standards.

Hence, the laboratory or the organization of which
it is part is a legal entity and is responsible for the
laboratory's activities to all intents and purposes,
including and in particular activities in the scope of

accreditation.

For the purpose of this procedure, the organization
holds responsibility for the actions of its

employees, regardless of the type of employment.
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Any testing/calibration/inspection activity
(hereinafter: "Inspection™) or part of such activity,
in the scope of accreditation, is under the full
responsibility of the organization. The organization
may not release itself from its responsibility either
to the customer or to the Authority.

7.6.3 Employee Training

Employee training is one of the organization's
fundamental responsibilities. The requirement for
training applies to all employees, regardless of the

type of employment.

The laboratory management shall document the
goals with respect to the education, qualification,
training, skills, and experience of the laboratory
personnel. The laboratory shall have a policy and
procedures for identifying training needs and
providing training of personnel. The training
program shall be relevant to the present and
anticipated tasks of the laboratory. The
effectiveness of the training actions taken shall be
evaluated. Results of supervision on personal shall

be used as a means of identifying training needs.

As mentioned above, the requirements in regard to
the training and skills of laboratory personnel
apply to all employees, regardless of the type of
employment, and shall be based on the nature of
the tasks performed by the employee and not on

the nature of employment.

All the organization's employees must comply with

the quality management system and with the

PONINR ("NPYTA POND) NPNA/SPI/NPITA
NI NMPINND NNN) ,NDNDNN NINDNI ,MNN
ISY IINYY INYI NIND PR ININD DY
VAN 2955 )M ,NMIPDN 29D 31D, NPINND

072 N9 7.6.3

TADIN PIIND DY NPDI0IN PMIND NNNX
,DYT2IYN DI DY . PTAY DY MOITND NINTY NN
.27 NN NMNX NDN ,NPOYNN MY D02

VINN D52 DTN NN NDIN NTAVNN NOIN
SV NN NDITN ,NIVIN 1D ,NYOvNnY
P .N2NONIY MDY DIANYNN MITAY
YI7IN NNPID DTYIND DIDNN NPOTN NTIVID
977NN NN .O>TAYD NOITN YNNI NOVTH
DY NMAXM NPNONN MOVNY MVIADI NPIN
MW NPDVPON DY NIV YN .NTIVNIN
DYT2IVN DY MPY9 MINSIN YAV NOVTIN
99T Y9I NI OIYNNN WNYY

5555 NYPVIAST NININ NOVTIN ,NAND
MOVNPN PNNY NPT DY, )NIND N2Y O>TNYN
.POYNN NNNYINNY N

MINN NN DINGD , 021D ,)NIND YT
INPPY DPDY NPINT ,MDINRN DN NPMIND)

OPMYN IRY 55 .QA-1 NNYN NPNRN PNV ISRAC 2WNN HY DIRYMIN NYN DN N3 THON DY DITNM DIWIRDN DIPIIYN
2018 9719K1 18-2 DATIN . 7292 YOOTIN 12 DY 97IN2 OM DM 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 April 18, 2018




Website: YES

N92DNY NOYYY MYIIT

General Requirements for Accreditation

11 O 19010

Procedure number 1-000019 : 9991 5N

32 in 13 9900 91

Version number 11

Procedure number: 1-000019

Page 13 of 32

quality manager's instructions and must participate
in the required training sessions, including training
in the subject of organization's procedures and

quality system.

7.6.4 Adequate Supervision

The laboratory shall provide adequate supervision
of the personnel involved in conformity
assessment activities including trainees, by
personnel familiar with the conformity assessment
methods and procedures, knowledgeable in
assessing the results of these tests. The
organization shall document the supervision period
in a way that will make tracking supervised

activities possible.

The organization is responsible for adequate
supervision of all its employees, including trainees

and other employees.

ISRAC requires the work of any employee
performing activities in the scope of accreditation

to be adequately supervised.

7.6.5 Conflict of Interest

The requirement to prevent pressure and any kind
of conflict of interest and impartialities is a
substantial requirement of the accreditation
standard. This requirement is even more important
in the case of part time employees, employees who

are also employed by other organizations etc.

The laboratory is responsible for verifying that all

its employees including sub-contractors are free of

MN9D MIVTN MY ,MYITHN MDITNL PYN
NDNA NN PN P97 NN

0% Mpse 7.6.4

DY27YNN MTAW DY OO MPIS POON NTIVNN
T Dy, 055N NM2IY NHRNND NOIYN NPV
M) MYLIYI DINOPAY DNINYN DT
DXNPIAM ,NTAYH MY 5D NIV NP>TIAN
TYNY YNIND ION MPIT2 HY MININD NOIWNA
IYAND YD NDPY TPNNY TO MPIaN NOPN NN
NPIvNN T2IYN YN IN THY DNIN DIHNIND

Dy D2IN 19IND NPAY NIND NPINN ,NINND
7N OPY,025)N MY )T DY DPOVIND D95
DM DY

TV N 95 SV INTIAY DY MPYD NYNT MYIN
.19H0NN NNDNI NIND NIY

09999y 1 7.6.5

NV NN NONDNN NPNI OPMNN YT
NIVNI DY TN DY N0 D) DINND NYIND
IND IUNRD GPIN NIVN NYIAPN NYMITN .DNO
D12 ,7PPON NIWNIA DITLIY PPOYN

227191 DADN NTIAY MMPHNI DXPOVIND

991,72 K95 22D PN ,NTAVHN NPINKRA
YTIN PRI DT HY DIPONNY D35 MVN NYIp

OPMYN IRY 55 .QA-1 NNYN NPNRN PNV ISRAC 2WNN HY DIRYMIN NYN DN N3 THON DY DITNM DIWIRDN DIPIIYN
2018 9719K1 18-2 DATIN . 7292 YOOTIN 12 DY 97IN2 OM DM 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 April 18, 2018




Website: YES

N92DNY NOYYY MYIIT

General Requirements for Accreditation

11 O 19010

Procedure number 1-000019 : 9991 5N

32 in 14 7900 91

Version number 11

Procedure number: 1-000019

Page 14 of 32

conflicts of interest between their work in the
laboratory and their other activities, or between
their work at the laboratory and any other
financial/commercial interest and they act

impartially.

In any case of suspected conflict of interest or
impartially, actual or apparent, the organization
will address it using risk assessment and will strive
to reduce said risks. If needed, the organization
may request ISRAC to examine the issue and

provide guidance

7.6.6 Financial Arrangements

As part of prevention of any conflict of interest, the
organization must review the payment method to
the various employees. For laboratories accredited
in accordance with the Standards Law, laboratories
accreditation criteria are determined by the
Commissioner of Standardization (Director's
Instruction 7.1), Section 5j states: "The laboratory
shall not pay its employees' wages, in full or in
part, or any other compensation, which is
determined based on the number of tests performed
by the employee or on the results of tests

performed by the employee."”

According to Section 11a of the criteria, each
accredited laboratory must submit to the
Commissioner an accountant confirmation of

conformance to the director's instruction.

According to the instructions above and the

accreditation requirement, ISRAC and the
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Commissioner prohibit bonuses, including any
kind of compensation, which is determined based
on the number of test and/or the results of tests

performed by the employee.

Accredited organizations shall be required by
ISRAC to submit details of employment at the
laboratory, including information about the
arrangements made by the organization to prevent

pressure on employees.

7.6.7 Subcontracting

Accreditations standard allows the employment of
subcontractors, and provide the requirements for
subcontractors' employment. In addition to
conformance to the accreditation std. requirements,
the organization must conform to the ISRAC

requirements detailed in Procedure

1-000010 Employment of external providers.

7.6.8 Conclusion

ISRAC is aware of laboratories' need to operate as
commercial and profitable bodies, and to the

resulting limitations.

ISRAC shall consider case by case, and shall be
open to accepting different types and agreements
between the organization and its employees.
However, since the accreditation is granted by
ISRAC to the entire organization, it must assess
conformity of the organization, including its

employees, to the accreditation requirements.
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All the organization's employees must be treated
equally both in regard to responsibility for the tests
performed and in regard to training, conformance

to the quality management system and availability.

7.7 Complaints

The accreditation std. requires accredited
laboratories to keep records of all complaints (and
appeals as applicable) and of the investigations and
corrective actions taken by the laboratory.

The laboratory's policy and a procedure
description of the handling process for

complaints shall be available to any
interested party on request

The documented shall include a process how
to receive, evaluate and make decisions on
complaints.

The process for handling complaints shall
include at least the following:

e description of the process for receiving,
validating, investigating the complaint,
and deciding what actions are to be taken
in response to it;

e tracking and recording complaints,
including actions undertaken to resolve
them;

e ensuring that any appropriate action is taken.
7.8 Internal Audits

The accreditation standards require accredited
organizations to conduct internal audits. The
internal audit program shall address all elements of
the quality management system, including testing

and/or calibration activities, and others.

The organization should plan a yearly initial
internal audit program and update said program

DTN Y930 IR DY MONMNNN ,NNIND
MPrTA0 NPINND 192 377 ,7NF NPNY NN
,MPYON ,MOVTNN DY 192 )M ,DOYNINY
.DYT2IYN DY OMMNT MR NIIWND DM

mawon 7.7

PINND ,NONDM NTAVNN WIN'T NINONN 1PN
(2391295 DY) NMDNN DI 220 MMV
MY IOPNIY NNPNNN MNIYIM MPPNN 12D
aRmiVany)

PN MNYNA DIV NTIAVNN DM NPTNH
ANWPA 9 DY Y Hya DY MmNt

N9YN NYAPY MINXNN 910D NTAVNHN DN
N DY MLVONN NYaAP)

:INAY 519> NNYNA DIV PONN

NOINM NPPN,NNON,ADAP TONN NINN e
12NN NYITIN MIYON DY

MYIYIN D10 NNYNA DDV MMV APYN e
AT VPN IRSIND MYITIN

JINRNND NYITI MDY NOPN D NN e

o»nNs odpTan 7.8

DYINA [ TADI NIND DIYNT NINONN NPN
D97 OXPTINN NN .DMNNY DPTIN HY
, 2NN NN HY DOVINONN YIY ONMNN
MIP29N IR/ DPIN IR NPYTAN MMV MO
SINNOIN

TNIVYNI D»NN DXPTAN NION N1APY ¥ 5955
NNPTN NNIINN NN ITYY NTIYNN DY .MV

OPMYN IRY 55 .QA-1 NNYN NPNRN PNV ISRAC 2WNN HY DIRYMIN NYN DN N3 THON DY DITNM DIWIRDN DIPIIYN
2018 9719K1 18-2 DATIN . 7292 YOOTIN 12 DY 97IN2 OM DM 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 April 18, 2018




_ 197012 MY MY
Website: YES General Requirements for Accreditation
11 7O 1901 Procedure number 1-000019 : 9901 511 32 v 17 9900 91
Version number 11 Procedure number: 1-000019 Page 17 of 32

according to the results of the audits and the risks

inherent in the methods used.

Note: For the convenience of the conformity
assessment bodies, 1ISO 19011: Guidelines for
Auditing Management Systems, may be used. The
Standard details the guidelines for the

performance of internal audits.

7.9 Management Review

The accreditation procedure requires accredited
organizations to perform management reviews.
The organization's management shall periodically
conduct a review of the laboratory's quality
management system and testing activities to ensure
their continuing suitability and effectiveness, and
to introduce necessary changes or improvements.
The period for conducting a management review is

at least once a year.

7.10 Web Site

ISRAC's web site includes an updated list of
accredited organizations and research facilities and
their scope of accreditation. Laboratories / Testing
Facilities wishing to add a link to their web site to
the list may send their request to ISRAC at the
following email address: israc@israc.gov.il, or to
fax. No. 03-9702413. In addition, an organization
wishing to add their web site address to the scope

of accreditation may send their request to ISRAC.
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7.11 Rules for the Accreditation of Laboratories

for Rare Tests

The Israel Laboratory Accreditation Authority
Law; 1997, defines accreditation as "recognizing
the professional competence and capability of
laboratories to perform tests in accordance with
standards, regulations, specifications and other
reference documents. Full performance of a
specific method (including sample receipt
procedures and sending the results) is a

prerequisite for the accreditation for that method.

The frequency of performance may affect the
laboratory's competence and capability to perform
a test (and/or calibration and/or surveillance
activity). Naturally, tests that are performed daily
are different than a test that is performed once a
year. Accordingly, ISRAC has determined that
method verification is required for the rarely
performed test each time the test is performed.
Another possibility is the performance of
independent testing, initiated to save one skill for a
given period (the period could be an accreditation
cycle). The nature of the verification will be

determined by the use of the results.

These requirements shall be specified in the
organization's policy statement and in the specific
SOPs.

The organization must submit references to

support the definition of "low frequency" for each
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test, and specify how personnel competence in the

performance of the test is maintained.

7.12 ISRAC Policy for Corrective Actions and
Handling of Nonconformities

7.12.1 Documentation and Classification of

Nonconformities

When performing assessments, ISRAC assessors
record nonconformities to the standard, SOP,

surveillance agreement, ISRAC requirement etc.

These nonconformities represent disagreements
identified in the assessment between the

requirement and the actual implementation.

The assessment team is required to record all the
disagreements identified during the assessment.
Upon completion of the assessment (usually), the
assessment team issues a form for the organization,
listing the nonconformities (Form number
T2-623001-25: Summary of Handling of

Nonconformities and the Corrective Actions).

The form specifies the nonconformity reference
document, and in some cases (optional) the non-
conformance classification according to procedure
number 2-623001).

With the exception of those classified as
"comments", he organization is required to address
the nonconformities identified in the assessment,

regardless of their classification.
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The Lead Assessor shall read the nonconformities
in the concluding meeting, to allow questions and

clarification requests.

7.12.2 Response to Nonconformities

The organization must submit clear documentation
and reference for the performance of thorough and
cross-organizational corrective actions, within 20
days from the completion of the assessment. The
documentation shall be submitted to ISRAC on
Form number T2-623001-25: Summary of
handling of nonconformities and the corrective
actions. Handling of nonconformities shall

include, where applicable:

7.12.2.1 An audit aimed at identifying similar

nonconformities.

7.12.2.2. An investigation to identify the root

cause of the nonconformity.

7.12.2.3 A discussion and decision regarding the
corrective and preventive actions to be taken (after
being investigated how a failure event could occur
in the first place and prevent a recurrence of a
similar problem), schedule, responsibility for
implementation and actions effectiveness

measures.

7.12.2.4 Implementation of the corrective and
preventive actions as planned (including

effectiveness assessment).

7.12.2.5 Summary of the decisions in regard to the

corrective and preventive actions taken (or to be
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taken), and documentation of their implementation
(e.g. revised SOP, training documentation,
acquisition of equipment, calibration of

equipment, replacement of materials etc.).

7.12.2.6 Effectiveness assessment of the
implemented actions according to the pre-
determined schedule and measures. The
assessments observations, corrective and
preventive actions and effectiveness assessment
shall be examined in the organization's
management review, according to standard

requirements.

The corrective actions shall be examined based on
the documentation submitted by the organization

rather than conversations.

If the assessor concludes that the response to one
or more of the nonconformities is insufficient, the
organization shall be allowed to submit again the
documentation of corrective actions and additional

actions completing the nonconformity handling.

The additional documentation shall be submitted
within 20 working days from the day ISRAC's
comments to the first submission were received. In
some cases, a different schedule may be
determined for ISRAC's response to the corrective

actions submitted by the organization.

If the corrective action is still insufficient after the
second submission, and additional submissions are

required, the organization shall bear the costs for
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any additional handling, until the completion of the

nonconformities identified in the assessment.

Payment shall be determined based on the
resources required for completion of the operation,
according to the Authority's regular fee. The
organization shall be required to sign a payment
commitment for the additional handling on form
number TA-621001-08.

7.12.3 Closing of Assessment Observations

The Lead Assessor shall receive the handling of
nonconformities and the opinion of the expert
assessors. He/she shall review the actions taken
and shall determine whether the handling of
nonconformities is sufficient and whether the file
may be transferred to the Head of Division for
approval. If the Head of Division determines that
the response is sufficient, he/she shall add his
opinion and submit the file to the Accreditation
and Assessment Review Committee.

The committee shall review the file and write its
recommendation in regard to the accreditation to
ISRAC's General Manager. The General Manager
shall accept the decision in regard to the

organization's accreditation status.
7.13 Control and QA of Test Results

Laboratories accreditation standards 1SO 15189,
ISO/IEC 17025 and ISO/IEC 17020 specify the
requirements for ensuring the reliability of

laboratory test results. The standards also specify
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the requirements regarding the management,

competence and technical actions of the laboratory.

The most important aspect is assuring the quality
of test results delivered to the laboratory results
users, according to the user needs. The laboratory
management is responsible for examining the
laboratory activities on an ongoing basis and to

introduce required improvements.

The following constitute important tools in
examining the quality of laboratory work: internal
audits, management review and assuring the

quality of the result.

Accreditation std. for conformity assessment
activity of testing requires quality assurance of the

results of each test in the scope of accreditation:

"The laboratory shall have quality control
procedures for monitoring the validity of tests and
calibrations undertaken. The resulting data shall
be recorded in such a way that trends are
detectable and, where practicable, statistical
techniques shall be applied to the reviewing of the
results. This monitoring shall be planned and
reviewed and may include, but not be limited to,

the following:

7.13.1 Regular use of certified reference materials
(approved) and internal quality control using
secondary reference materials; (in any case, use of
the same material for both calibration and quality

control is prohibited).
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7.13.2 Participation in inter laboratory comparison
or proficiency-testing programs as specify in
ISRAC policy and evaluation of comparison
testing performed by accredited laboratories (proc.
1-681001)

7.13.3 Replicate tests or calibrations using the
same or different methods;

7.13.4 Retesting or recalibration of retained items;

7.13.5 Correlation of results for different

characteristics of an item.

Note: The selected methods should be appropriate
for the type and volume of the work undertaken."

According to these sections, the laboratory must
determine a quality control policy for each test.
The laboratory shall have quality control
procedures for each test/calibration method

undertaken.

The laboratory shall ensure that at least some of
the quality control means listed in the accreditation
std. re assimilated and implemented for each test
method (even where the specific relevant test
standard does not include such requirement). The
laboratory's policy shall include a requirement to
perform annual review and assessment of all
elements of the quality management system,
including quality control activities, quality
assurance activities, and personnel operating
within the scope of accreditation at least once

annually, under some type of surveillance.
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7.14 Update of Standard Methods

An accredited organization is required to ensure
that it uses the latest valid edition of a standard
method. The maximum permissible period for
updating to the latest edition shall be determined
according to regulatory requirements or within one

year from the update of the relevant document.

When the customer requires work according to the
previous edition regularly, the laboratory must
inform ISRAC in advance. In such case, the
standard edition shall be indicated in the laboratory
scope of accreditation. If the requirement is for a
single test performance according to a previous
edition of the applicable document - the edition
shall be noted in the survey contract and in the

results report.

In the transfer period between standard editions,
the laboratory is required to inform the customer
regarding the edition according to which the test

shall be performed.

ISRAC approval in advance for the suggested
change is not required. The laboratory competence
in performing the test shall be examined in the next
scheduled assessment. The laboratory shall send
revised procedures to ISRAC up to two months
prior to the scheduled annual assessment. If
ISRAC sees appropriate, it shall conduct a specific
assessment to examine conformance to the latest
valid edition or reschedule a planned surveillance

audit to an earlier date.
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7.15 Handling of Deviating Samples

Deviating samples are samples taken and/or
transported and/or stored by the client or the
sampler or the laboratory or by any other party not
according to the standard or procedure

requirements. For example:

7.15.1 The time period from the sampling to the

test exceeds the maximum permissible time.

7.15.2 The sample size (quantity) is less than

required.

7.15.3 The sample was not transported under the
required conditions: temperature, humidity,

packaging etc.

7.15.4 The accreditation standard include the

following requirements:

7.15.4.1 Deviating samples and the cause of
deviation shall be recorded.

7.15.4.2 Report shall be sent to the customer and
further actions taken shall be according to

decisions made in coordination with the customer.

7.15.4.3 The results of each test shall be reported
accurately, clearly, unambiguously and
objectively, indicating the deviation, so that the
customer or client shall understand the limitations

of the reported result.

ISRAC requires laboratories to include a chapter in
the sampling procedure, or write a policy for

handling of deviating samples, which will conform
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to the standard requirements and to experts'

opinion.

7.16 Reporting of the Test Certificate

Information Source:

Test certificates issued by the organization include
in some cases information received from other
sources. In some of these cases, the organization
cannot verify the reliability of the information. The
bodies providing the information may not be

accredited.

In these cases, the organization shall indicate in the
test certificate that the information was not
obtained by the organization, but received from
another party which is not accredited by ISRAC, or
that the organization relies on information received
from... or any other suitable phrasing which
clarifies the source of information and prevents

misreporting to the customer or client.

7.17 Reporting of the Testing or Sampling

Location

The conformity assessment body shall record
relevant sampling data include diagrams or other
equivalent means to identify the sampling location
on site when appropriate, to enable the conformity

assessment activity to be repeated

The certificates issued by the laboratory and the
internal records shall indicate the location of
sampling and/or the location where the test was

carried out on the site.
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7.18 Test, Inspection Reports and Calibration

Certificates

7.18.1 Conformance to Standard Requirements

Laboratories are required to issue test reports in
various formats, such as result page, study report,
internal electronic file, electronic file issued for the

customer, client and other parties.

The accreditation standard defines the minimum
required information for reporting results and the
content of reports and certificates issued by the

conformity assessment body.

The accredited organization must meet all standard
requirements. The organization must examine each
standard requirement, and convince the assessors
that its solution conforms to the standard

requirements.

For example:

A standard requires: "Unique identification of the
test report or calibration certificate (such as the
serial number), and on each page an identification
to ensure that the page is recognized as a part of
the test report or calibration certificate, and a clear
identification of the end of the test report or

calibration certificate."

Test reports issued by the laboratory as a hard copy

must meet all standard requirements in full, i.e.:

Unique identification of the test report or

calibration certificate (such as the serial number);
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Identification on each page to ensure that the page
is recognized as part of the test report or
calibration certificate and clear identification of the

end of the test report or calibration certificate.

In addition, the end of each test report/calibration
certificate shall be clearly identified, in such way
to ensure clear and unambiguous identification of
the last line of the certificate/report written by the

laboratory.

When issuing test reports in an electronic format,
the laboratory must protect the document in such
way as to prevent unauthorized access or
amendment of these records, by locking the

document or by documented tracking of changes.

7.18.2 Reporting the Results of Laboratory-
Developed Methods

Laboratories may be accredited to perform
laboratory-developed methods rather than standard
methods. Test report issued for the test conducted
by laboratory developed methods must indicate the
procedure according to which the test was
conducted. The report shall indicate the method in
such way to ensure that the customer understands
that the test was not conducted according to the

standard method.

The laboratory shall provide additional information
regarding the test method, as required by the
contract review or as per customer request under

professional and business information restriction.
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When the customer requests a statement of
conformity to a specification or standard for the
test or calibration (e.g. pass/fail, in-tolerance/out-
of-tolerance), the specification or standard and the
decision rule shall be clearly defined. Unless
inherent in the requested specification or standard,
the decision rule selected shall be communicated
to, and agreed with, the customer.

7.18.3 Interpretation of the Results of Test in the

Scope of Accreditation

In some cases, the test certificate does not clearly
identify the item tested. When the test includes
multiple activities detailed in the test standard and
referring to each section in the certificate is not
possible, it may be unclear whether all sections
were carried out (in some cases some sections may

be irrelevant and therefore are not conducted).

For example, conformity assessment activity in
standards such as Israeli Standards 158, 579, 1205,
1220 Part 3, 1498, 1596.

In such cases, the laboratory must report the

following in the test certificate:

Two optional conclusions may be presented:

Conclusion A - The system meets the requirements
of Israeli Standard XXX.

Conclusion B - The system was tested in
accordance with sections and was found
conforming / not conforming to the requirements

of Sections of Israeli Standard XXX. Approval of
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system conformance to the requirements of Israeli

Standard XXX requires conformance to Sections.

It should be emphasized that test
reports/certificates must specify all the sections
according to which the system was tested.

7.19 Reporting of Quantitative Test Results
Definitions:

The Limit of Quantification (LOQ) of a test
method is the lowest amount of analytic in a
sample that can be quantitatively analyzed with a

reasonable level of reliability and reproducibility.

The Limit of Detection (LOD) of a test method is
the concentration of analytic which can be detected

with a reasonable level of reliability.

The accreditation standard required that reporting
results shall be in a non-misleading way to the

customer.

Based on the above definitions and on the standard
requirement to prevent misreporting to the
customer, the laboratory must use discretion when
reporting the quantitative results of an analytical

method.

i.e. when reporting results that are lower than the
LOQ of the method, the laboratory may select one

of the following options:

7.19.1 Report "Result lower than the LOQ"

without specifying the value,

or
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7.19.2 Report the quantitative result value, with a
clarification stating that the result’s uncertainty
can be 100% or higher. In any case, the laboratory
must clarify to the customer that in this range,
between the LOQ and the LOD, the result was not
determined with a reasonable level of reliability

and reproducibility.

When reporting results that are lower than the
LOD, the laboratory must clarify to the customer,
by indicating in the test certificate, that the result is
lower than the LOD of the method, i.e. the analytic
was not identified in the test since the test is not

capable of detecting such low quantities.

8.0 DOCUMENTATION

Not applicable.

9.0 APPENDICES

Not applicable.
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