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1.0 INTRODUCTION

The principle activity of the Israel CAB Accreditation
Authority (hereinafter “ISRAC”) is to evaluate the ability of
conformity assessment bodies (CABs) to perform their duties
according to the following:

The ability of laboratories to perform specific tests,
calibrations, sampling and inspections (hereafter “tests”).
The ability of certification bodies to manage

Certification systems in the fields of quality, environmental
control, safety, testing of product qualifications and their
supporting quality system and additional types of assessment
performed by certification bodies.

The ability of inspection bodies to manage an inspection
system including planning and performing inspection and
surveillance assessments.

One of the tools used to evaluate CABs is the assessment.
Accreditation is awarded according to the results of
assessments.

Through surveillance and re-accreditation are intended to
ensure that the CABs continue to comply with the
accreditation requirements.

The assessment constitutes of an examination of the CAB’s
documentation and activity. The assessment may be
performed at the ISRAC offices, at the CAB itself, or at
facilities where the CAB operates.

In order to undertake the assessment, ISRAC employs the
services of expert assessors in the professional field and in
the field of quality, according to the scope of accreditation
requested by the CAB.

The procedure for re-accreditation or surveillance
assessment is defined in ISO/IEC 17011, section 7.
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The principles of this procedure are also used for auditing
according to the OECD-GLP principles.

2.0 PURPOSE

The purposes of this procedure:

2.1 To define criteria for planning a CAB assessment by
an assessment team.

2.2 To provide a set of rules which ensure that the
assessment is performed in the most efficient and effective
manner and that its objectives are reached.

2.3 To ensure uniformity in the assessors’ activities.

3.0 SCOPE

This procedure describes the manner of planning and
preparing for an assessment of a CAB (hereinafter
“assessment”). This procedure regards pre-assessments,
assessments for accreditation and re-accreditation,
expansion, surveillance and follow-up assessments. ISRAC
also performs unannounced assessments and special
assessments (mainly following complaints) which
occasionally have focused purposes. The following
principles are suitable for those assessments as well.
However the planning of performing an unannounced
assessment will sometimes are performed differently to
reach its purpose.

3.1  The procedure includes the following:

311
3.1.2
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3.1.3 Examination of the CAB’s documents;
3.14 Evaluation of the cost of the
assessment;

3.1.5 Pre-assessment;

3.1.6 Planning the on-site assessment;

3.1.7 Performance of the on-site assessment;

3.1.8 Assessment report;

3.1.9 Follow-up activities after completion of
the on-site assessment;

3.1.10  Preparing the file towards the
discussion in the Accreditation and Assessment

Review Committee.

4.0 APPLICABLE DOCUMENTS

4.1 The Israel Accreditation Authority Law, 1997

4.2 ISO/IEC 17011: Conformity Assessment —
General requirements for accreditation bodies
accrediting conformity assessments bodies.

4.3 ISO/IEC 17025: General requirements for the

competence of testing and calibration laboratories;

4.4 ISO/IEC 17043: Conformity assessment -- General

requirements for proficiency testing.
4.5 ISO/IEC 17020: Conformity assessment --
Requirements for the operation of various types of

bodies performing inspection
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4.6 ISO/IEC 17034: General requirements for the
competence of reference material producers.

4.7 1SO 15189 Medical laboratories: Requirements for
guality and competence.

4.8 1AF/ILAC A4: Guidance on the application of
ISO/IEC 17020

4.9  Procedure number 1-000014: Preliminary
Requirements for Assessment, Re-assessment and
Expanding the Assessment

4.10 Procedure number 2-651001: The Decision
Process Regarding the Accreditation Status of
Conformity Assessment Bodies.

4.11 Procedure number 2-421003: Confidentiality
Procedure.

4.12 Procedure number 2-671001: Surveillance of
Accredited Organizations

4.13 Procedure number A-621001: Financial
Arrangements for the Process of Accreditation and
Recognition.

4.14 Procedure number 2-621001: Procedure for
Reviewing and Dealing with the Laboratory
Documents

4.15 Procedure number 2-520001: Accreditation and
Training Assessors.

4.16 Document number 1-621001: Regarding
ISRAC and the Accreditation Process.

4.17 Document number 1-611002: Explanations and
Requirements Regarding the Accreditation Process.
4.18 Document number 1-611012: Explanations,
Guidance, Recommendations and Requirements for

Calibration Laboratories.
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4.19 Document number 1-611003: Presentation of
the Organization Document.

4.20 Document number 1-611004: Checklist for
ISO/IEC 17025.

4.21 Document number 1-611014: Checklist for
Medical Laboratories Document.

4.22 Document number 1-611084: Check list for
ISO/IEC 17020

4.23 Israeli Standard, SI 19011: Guidelines for
Auditing Management Systems.

4.24 Procedure number 2-614002: Procedure for the
Accreditation of a Multi-Site Organization.

4.25 Document number 1-000020: Customer's service.
4.26 Procedure number 1-000023: definitions used in
ISRAC's documents.

5.0 DEFINITIONS

See procedure number 1-000023 for relevant definitions as:

5.1 Organization (Conformity assessment body —
CAB)

5.2  Test

5.3 Technical Assessors

5.4  Technical-Lead Assessor
5.5 Lead Assessor

5.6  Technical Expert

5.7 Assessment
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5.8 Vertical Assessment technique for Forward

Trace

5.9 Vertical Assessment technique for Backward

Trace
5.10 Horizontal Assessment technique
5.11 On Site Assessment
5.12 Accreditation Assessment
5.13 Re-Accreditation Assessment
5.14 Extension Assessment
5.15 Surveillance Assessment
5.16 Office Assessment
5.17 Integrated Assessment
5.18 Split Assessment

5.19 Special Assessment (Follow up Assessment on

corrective actions)
5.20 Pre- assessment
5.21 Assessment Team

5.22 Observer

6.0 RESPONSIBILITY

6.1 General

The assessors in the assessment team are responsible for
behaving in accordance with the guidelines defined in this
procedure and in the ISRAC documents, as instructed in the

professional assessor's course and in additional training, and
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in accordance with the rules of ethics and confidentiality,
during the assessment (see form number T2-520001-07E:
ISRAC Code of Conduct).

6.2 Responsibility of the Head of Division

The Head of Division serves as the contact person between
the CAB and ISRAC and must ensure that every detail
regarding the assessment is executed according to this
procedure.

For a detailed review of the Head of Division’s responsibility

see Appendix number 1.

6.3 Responsibility of the Lead Assessor

The Lead Assessor is responsible for implementing this
procedure and achieving the assessment objectives and for
performing the assessment in accordance with ISRAC
requirements and procedures, in a thorough manner and
without prejudice. Sequence of Action and responsibility for

an Accreditation Assessment, see Appendix number 1.

6.4 Responsibility of the Technical Assessor

The assessors in the assessment team are responsible for
working in full cooperation with each other and with the
Lead Assessor.

The technical assessor is responsible for:

6.4.1 Announcing any conflict of interest with the
organization.
6.4.2 Assessing the technical competence of the

CAB in the fields delegated to him.
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6.4.3 Planning the technical aspects of the assessment
that are under his responsibility, including choosing a
sample of the organization’s activities, submitted for
accreditation that shall be reviewed during the
assessment. Planning shall take in account to one

assessment day for every technology.

6.4.4 Planning the required tasks to be performed by
the CAB in preparation for the assessment in order to
ensure its efficient and effective performance.

6.4.5 Submitting the technical assessment plan to the
approval of the Lead Assessor.

Note: Assessors from abroad should hold a preliminary
meeting with the Lead Assessor after his/her arrival and
before the assessment.

6.4.6

the assessment.

To report fully of the observations and findings of

6.4.7 The assessors are responsible to delete and
exterminate all the assessments' documents, immediately

when the notification of it will announce.

6.5 Responsibility of Assessor/Observer

6.5.1 An assessor/ observer from the assessment team is
responsible to inform the Head of Division of any conflict of
interests, if one exists or is created between himself and the
CAB.

6.5.2 The observer is responsible to abstain from
disturbing or taking part in the performance of the
assessment in any way. The observer must heed all the Lead

Assessor’s directives.

6.6 Assessment Manager's responsibility
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6.6.1
the organization to be assessed and with the assessors, under

The Assessment Manager shall be in contact with

the Head of Division's supervision.
6.6.2
assessment's date for the assessment; request the consent of

The Assessment Manager will coordinate the

the organization to be assessed regarding the assessment
team (for non-ISRAC personnel) prior to notifying the
assessor and commencing the assessment (form number
T2-623001-02).
6.6.3

the assessment process as: sending the assessment summary,

The Assessment Manager shall follow

getting corrective action from the Organization and ISRAC
answer...and shall alert the Head of department when
necessary.
6.6.4

status.

Documentation of the organization's

7.0 METHOD

7.1 Principles of the Assessment

7.1.1 An assessment is planned, managed and performed
through the use of established techniques and methods in
order to ensure that the assessment findings are relevant,
reliable and adequate so as to present a real picture of the
degree of compliance to the accreditation standards, for
example ISO/IEC 17025 or ISO 15189, ISO/IEC 17020
ISO/IEC 17043.

7.1.2 The assessment is confined in assessing a sample of
the procedures, activities and employees. According to the
rules that: one technology is to be assessed during one day
and for every three technologies, one assessment day for

quality issues is attributed.

6.6.1
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7.1.3  The assessment program is planned ahead: at the
middle of every calendar year prior to the assessments date.
The assessment date shall be determined according to the
CAB's accreditation/recognition date. The assessment will
be set about six months before the CAB's accreditation
expires, as much as possible.

See appendix 3 for guidelines for building the assessment
annual program.

7.1.3.1

assessment plan or corresponding QSOFT applications

The annual program is documented in the annual

(starting an assessment and defining a technical
Assessment), where each assessment is given as assessment
number (see definitions).

7.1.3.2
time between accreditation/certification's assessments should

The assessment cycle is of two years so that the

not exceed 24 months.
7.1.33
Accreditation Deputy General Manager, control these

The Head of Division, or in his absence the

activities
7.1.4
according to the scope of the CAB's accreditation and are

The fields and scope of the assessment are defined

usually presented to the CAB, prior to the assessment. The
assessment shall be priced in accordance with the
“evaluation of assessment’s costs” agreed with the CAB and
as defined in procedure number A-621001.

7.1.5

assessment team do not reveal the content and/or character of

Unless required by law, the members of the

the documents and other information obtained and/or
acquired during the assessment. If it is demanded, that
documents obtained from the CAB during the assessment,
should be transmitted, it shall not be performed without the

explicit authorization of the assessment’s client and the
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examined CAB. The members of the assessment team sign a
Confidentiality, a Conflict of Interest and a code of conduct
agreement (see procedure 2-421003).

7.1.6 The results of the assessment serve as the basis
for ISRAC’s decision regarding the accreditation of the
CAB (procedure number 2-651001) and provide information
that may be used by the CAB to learn more about its

activities and improve.

7.2 Opening an Assessment File

The Assessment Manager prior to planning the assessment
opens an assessment file. At this stage, the file should
include the approved pricing for the assessment and a

document defining the requested scope of accreditation.

7.3 Selection and Appointment of the Assessment

Team

7.3.1 General

7.3.1.1 The assessment team shall be selected and
appointed by the Head of Division, according to their
expertise.

7.3.1.2  Inthe first accreditation assessment of inspection
body it is obliged to include in the inspection ISRAC
employee.

7.3.1.3  In selection of the assessment team it will be taken
into account the desire to avoid performance of assessments
by one particular assessor over time consecutively, in order
to eliminate the »familiarity threat.

7.3.2 Consent of the CAB to the assessment team not

part of the permanent team of ISRAC.
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7321
of the Organization/CAB regarding the assessors/consultants

The Assessment Manager will request the consent

who fits to be part of the assessment team for the year (for
non-1SRAC personnel) prior to notifying the assessor and
commencing the assessment. The assessment manager will
do so using form number T2-623001-02.In case of
unplanned assessments in the lab with the same team; the
assessment manager will send the lab a mail as followed:
"Ondate_ the lab confirmed and stated that there is no
conflict of interest to the assessors below. As far as the la
object it must inform ISRAC of its objection in 3 working
days. If ISRAC will not receive a response, it will be
considered as an agreement for the assessors to participate in
the assessment”’.

7.3.2.2

that the assessment team's assessors have the appropriate

The Head of Division is responsible to make sure

security clearance, when relevant.

Note: If, in addition to the members of the assessment team
observers are to be included, the CAB’s consent regarding
them should also be obtained. Consent need not be obtained

for observers and assessors who are ISRAC employees.

7.3.2.3

assess the professional scope of accreditation, all the

If to the assessment team, an expert was chosen to

professional assessments stages will be according to this
procedure including preparation, assessment plan,
conducting and writing the findings will be under authorize
assessor supervision. The authorize assessor will ashore that
all the assessment activities are in accordance to ISRAC's

procedures and requirements.
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7.3.24

to replace an assessor in the assessment team for reasonable

The CAB may request and explain why they wish

reasons, such as a conflict of interest.

In case of disagreement between the CAB and the Head of
Division regarding an assessor, the subject will be handed to
the Deputy General Manager. The Head of Division shall
inform the CAB on the decision.

7.3.3

The assessors in the assessment team to which the CAB had

Appointment of the assessment team

been given an opportunity to respond shall be appointed by
the Head of Division in writing, using the appointment and
absence of conflict of interests form number T2-623001-03.

7.4 The Organization's Documents

74.1

the organization, requesting documents and records as

The Assessment Manager will be in contact with

details procedure number 1-000014 and other documents as
needed. The organization's documents shall be treated

according to procedure number 2-671001.

74.2
technical SOPs to the Technical Assessors, according to the

The Assessment Manager, will transmit the

Head of Division's advice.
7.5 Planning the On-Site Assessment
7.5.1

7511

on-site assessment plan is prepared. The plan should enable

The assessment plan

To ensure an effective and efficient assessment an

the assessment team to draw conclusions on the extent of the
CAB’s compliance with the accreditation requirements, for
the activities within the scope of accreditation, in the shortest
time possible. The assessment plan shall include all the

subjects to be reviewed according to the assessment type.
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7.5.1.2
assessment team headed by the Lead Assessor and approved

The on-site assessment shall be planned by the

by the Head of division. The team should have all the
documents required for the purpose of planning the
assessment (see procedure number 1-000014).

7.5.1.3

Manger shall fill the two first pages of the test program,

The Secretary of the Division or the Assessment

upon the Head of Division's request. The Head of Division
will indicate the Organization's name and number.
7.5.14

the assessment plan which should include a combination of a

The Head of Division is responsible to approve

vertical and horizontal assessment technique. In planning the
assessment the Technical Assessors should be chosen
according to the requested scope of accreditation.

7.5.2 CONTENT OF THE ASSESSMENT

PLAN

7521

assessment: accreditation, re-accreditation, surveillance,

Planning the assessment according to the type of

office or extension of scope

7.5.2.1.1 In surveillance assessment the scope is determined
according to the guidelines defined in procedure number
2-671001.

7.5.2.2  The assessment plan will be according to one or
more of the standards such as: ISO/IEC 17020, 1SO 15189,
ISO/IEC 17025and ISO/IEC 17043.

7.5.2.3

each accredited CAB, a sample of the scope of accreditation

On accreditation assessment and reassessment of

will be assessed on a regular basis. The technical assessors
will conduct assessment of technical competence in specific

areas of testing, calibration and inspection.
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Comment: An extension of the scope of accreditation
granted (date of General Manager letter) up to six months
before a re-accreditation assessment shall not be assessed
during the re-accreditation assessment. Note that in case a
weakness is brought up during the extension assessment, the
lead auditor and the head of department have the right to
recommend the performance of a technical assessment. In
such a case, it is possible to unify it with the re-accreditation
assessment.

7.5.2.4  The Head of Division shall ensure that all the
relevant up-dated (translated when necessary) procedures are
available to the Lead and Technical Assessors at least 10
working days prior to an assessment.

7525

body you must include (if applicable) at minimum of two

In accreditation assessment plan of inspection

visits of facilities in which inspection is carried out.

7.5.2.6

premises of the client. But not necessarily to the premises

Inspection activities are normally performed on the

where inspection activities take place. In Inspection
assessments the site that will be assess will be chosen, if

applicable, by the assessment team.

7.5.2.7

In a technical assessment in which the laboratory is

An assessment on a Client test site

requested to coordinate a demo site, and performance of
action that is part of the existing scope of accreditation or
requested extension, a site close as possible to the laboratory
will be determined, the distance will not exceeding 50 km
from the reference laboratory or from the offices of ISRAC,.
Only in exceptional cases, subject to prior approval of Head
of Division, a test site beyond this detailed instruction will

be determined.
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7.5.2.8
all assessors should considered the following:
7.5.2.8.1 The number of technologies used by the CAB. It is

recommended to dedicate one day of assessment in each

In planning the accreditation assessment plan, the

technology.

7.5.2.8.2 The number of methods in each technology.
7.5.2.8.3 The number of authorized personnel performing
each method.

7.5.2.8.4 The integrity of the procedures submitted in the
quality manual and the technical procedures.

7.5.2.8.5 Does the laboratory have quality control
procedures for monitoring the validity of tests: For example
the CAB’s participation in proficiency testing and their
results (when applicable).

7.5.2.8.6 Follow-up on corrective actions from last
assessment, when relevant.

75.2.9
planning the assessment:

7.5.2.9.1 Did the CAB cooperate with ISRAC and promptly

provide all that was required of it?

CAB history to be taken into consideration in

7.5.2.9.2 Have any complaints been made to ISRAC,
regarding the CAB?

7.5.2.9.3 Were multiple cases of non-conformities observed
in the past and with what type of grading?

7.5.2.9.4 Should the implementation of corrective actions
from previous assessments be reviewed?

(Appears in the material prepared for the accreditation and
assessment review committee on the previous assessment)
7.5.2.9.5 The existence of employees or test/ calibration/
inspection/ certification methods that were not witnessed in

previous assessments.
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7.5.2.9.6 In accreditation and re-accreditation assessments,
at least one method per each technology shall be sampled for
the assessment by professional assessors.

7.5.2.10 The assessment plan shall be sufficiently flexible
as to permit changes due to information gathered during the
performance of the on-site assessment (such as the need for a
horizontal assessment of a particular element of the quality
system due to a severe finding in a particular test system) and

in order to enable the effective use of the available resources.

7.5.2.11 The assessment team (Technical and Lead
Assessors) shall write the assessment plan on the appropriate
form (see as examples form numbers T2-623001-08,
T2-623001-10, and T2-623001-20-24...).

7.5.2.12 When planning a split assessment covering several
consecutive or separate days, for laboratories which have
multi-sites and/or multi-disciplines, a separate assessment
plan should be written for each assessment day and approved
by the Head of Division.
7.5.2.13 The Lead Assessor shall concentrate all the
assessment plans into one assessment form and approve the
assessment plan by signing it, based on the acceptance
criteria mentioned on the form, and will submit it for
approval to the Head of Division.
7.5.2.14 The Head of Division is responsible to check the
assessment plan and to approve it according to the following
criteria:
. That the test methods' representation is according to
the principle of one assessment day per every technology,

~hen appropriate,

75.29.6
599 NINAY NNN NVIY DY YINIIT MANDY

DTH VW WTNN NONDM NONDNA

1y DIWMY  NINONN PN NPT PNYMOV
.DPNEPNN DPTIAN

NV PY90N 7PN PN N 7.5.2.10
YTRN NNIIND DIWITL DMIPY JWANRD 7T
MDY INNA PTINN NDMIY YT TIN GONIY
DNUN VININ DY PPN NPT TNSN
TN X¥PNN IRYIND ,NMDIND NN

SV DOPAN XN (NHNDN NPT
.DYANWUNN

DYNXPN DPT) PTInn Y 7.5.2.11
D9V PTINN NINN NN TN (DN PTID
9901 DYDY RHINTI XY TID DIRNNDN
;T2-623001-10; T2623001-26 ,T2-623001-08
(... T2-623001-20-24

D)7 7901 Y91 PTIn OoNa 7.5.2.12
D»NINN 29 ONNIN NIY D72 IN DIPN
IOIN PNN PTN O D30 ,0MINN 17 VIN

SPND YN OTY IVIND IWN

995 NN 19,922 phan 7.5.2.13
NN, TN PN NPIDNN DNVY ,NMDINN
DMMIVIIPN VYDA HY INDINN IWN?
SPRN YR MWD WO DV DXONINN

NN PNIAY ,PNRD WNY NvINNa 7.5.2.14
9 HY INNINN NIYRI PTINN NN MPPN
: DYNIN DNPIVIPN

95 PNDNOVY NMVIYN NN NP>Ta °
POMIIVI TPNINDOVI DY NIPOYN

PTAN0 INNYNL MOLOYN NN NP> Ta °
,0TP

DYPMYN INY 95 .QA-2 MNIVN NPRN PV ISRAC 2wNND Y DIRNNIN NN BN DT THDN HY DI PNN DMIVINDD DPNYN
2017 921V9031 27-21 DTN . 7292 )ID9TIN 12 OPY GPINA DN DMPIN DN

The authorized copies of this document are those on ISRAC computer network and the master copy held by the QA. All other
copies are uncontrolled and are only valid on the date printed. Printed on September 27, 2017




Website: Yes

Planning and Performing the Assessment — 21 $18%2) 19359

30 : 71093 7900

2-623001 : 99910 5

59 T 22 9900 91

Version number 30

Procedure number 2-623001

Page 22 of 59

. Compare the test's methods assessed to those
assessed in the previous assessments.

° For integrated assessment (re-accreditation and
axpansion) that the appropriate method were sampled to cover
all the extended scope.

. For integrated assessment, that the test methods for
axpansion, have been specified in detail in the comments
column, of the assessment program.

° For Integrated assessment without additional cost:
that the time planned for witnessing the method to be
axpanded does not exceed 2 hours and does not compromise
the methods' sample to be witness for re-accreditation (test
certification with an extension at no extra cost)

. All the fields in the assessment program form are
filled with information, as appropriate (with the exception of
field "comments"),

. That only one assessor in training, under observation,
1as been assigned to the assessment team (there is no limit to
viewers),

. That assessor in training to be Lead assessor, is being
observed preferentially by a Lead assessor from ISRAC's
staff,

° That the technical program is suitable for the allocated
lime.

7.5.2.15 Signature is proof of performance of the previous

paragraph.

7.5.2.16

Assessor he will sign twice.

7.5.3

In cases where the Head of Division is the Lead

SCOPE OF ASSESSMENT

The scope of the assessment delineates the borders of the
assessment in terms of: geographical location of the CAB

and the assessment sites, sample of activities and processes
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to be assessed within the total scope of accreditation; sample
of employees assessed from among authorized personnel,
authorized signatories and all officials at the CAB involved
in the scope of accreditation.

753.1

the scope of the assessment does not oblige to include a visit

It is possible to perform an office assessment, if

to the site and witness the activity when:
7.5.3.1.1 in case a request for extension is applied, there is
no need from the Technical Assessor to decide regarding

technical competence of the CAB

7.5.3.1.2 All major components of the extension were

assessed and apply to the current requested extension.

7.5.3.2
assessment is performed at the inspection sites where their

In certification and inspection bodies part of the

activities are performed. Likewise in laboratories that offer
tests outside their facility.
Notes:

1. A comprehensive examination of 100% of the activities

and 100% of employees for all the activities for which the
CAB is requesting accreditation would be liable to take an
extremely long time, thus shutting down the CAB for an
extended period. Accordingly, ISRAC confines itself to an
assessment of a sample of the procedures, activities and
employees.

2. The word “sample” does not refer to “statistical
sample” but solely to the part of the activities and
employees, which the assessor believes may serve as the
basis for drawing conclusions regarding the CAB’s

conformity with the accreditation requirements.
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7.6 The Assessors’ Preparations for the

Assessment

Each assessor in the assessment team shall review the
relevant information for his field of responsibility:
Procedures, reports, list of authorized employees for test
performance and any other documents.

7.6.1 Reviewing the technical procedures of the CAB.
7.6.1.1 The assessor shall review the procedures’
conformance with the relevant technical standard’s
requirement and/ or other technical requirements in the field.
7.6.1.2
ISRAC requirements and the applicable documents like:
ISO/IEC 17025, AOAC, SM, USP, EPA, ASTM. Ifa

regulator is involved conformance to its requirements should

The assessor shall review conformance with

also be considered.
7.6.1.3
on the CAB’s procedures. ISRAC does not expect the

The assessor shall prepare a list of his comments

assessor to correct the procedures or make detailed
comments, etc. The objective of the review is to recognize
significant differences in comparison with the applicable
standards, or identification of major mistakes in the
procedure. The assessor will examine if the procedure
enables harmonized performance and its wording is un
ambiguous.

7.6.1.4

his comments:

The technical assessor shall decide according to

7.6.1.4.1 The problems found in the documents are
significant and therefore an assessment can’t be performed.
In that case, the technical assessor shall inform the Lead

Assessor that an assessment can’t be performed and explain
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his decision together with a list of the significant problems

arising from the CAB’s documentation.

The problems found in the documents are not significant but
significant documents are missing, such as procedures.
Validation reports, etc. In that case, the technical assessor
shall present a list of the missing documents to the Lead

Assessor who shall in turn request it from the organization.

7.6.1.4.2 The problems found in the documents are not
significant and no additional documents are necessary. In
that case the assessor shall review his comments during the

assessment, with the CAB.

7.6.1.4.3 If the comments are marginal they can be left with

the CAB after the assessment.

7.6.2
preparing for the assessment include:
7.6.2.1
signatories.
7.6.2.2

The work documents used by the assessors

List of authorized personnel and authorized

Table of the reference documents vs. the CAB
procedures and the accreditation scope documents.
7.6.2.3  The Quality Manual to be reviewed by the Lead
Assessor and standard operating procedures (including
uncertainty budgets for calibration) to be reviewed by

professional assessors

7.6.2.4  Assessment procedures such as this procedure for
preparing the assessment.
7.6.2.5 Appropriate Assessment planning and

summarizing form like form number T2- 623001-08.
7.6.2.6  Form number T2-623001-06E: Observation
notebook and checklists (if prepared) for documenting the

assessment findings and evidence supporting these findings.
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7.6.2.7  Form number T2-623001-25E: Non-conformity

and corrective action.

7.6.3 For each abroad assessor, the Head of Division
will send the following procedures: Planning and performing
the assessment, Confidentiality Procedure, Traceability and

uncertainty.

7.7 Preparing the Organization for Assessment

7.7.1 The announcement of the assessment, including a
request for specific preparation (if relevant), shall be sent by
Assessment Manager, after planning the assessment. The
announcement shall be sent several days before the
beginning of the assessment.

The notification shall be prepared on form number.
T2-623001-05 and shall include the following:

7.7.1.1  Names of the members of the assessment team and
the field to be assessed by each member of the assessment
team. It should be noted whether observers are attending the
assessment.

7.7.1.2  Prior preparations the CAB should perform in
order to enable an efficient assessment (e.g., prior

preparation of test samples, sample sites, etc.)

7.7.1.3 The organization’s employees who should be
available during the assessment.

7.7.2 The CAB shall give its consent to the notification
in writing, on the attached form T2-623001-05. If the CAB
has objections to specific details in the notification, it can

discuss it with the appropriate ISRAC's Lead Assessor or
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Head of Division, meaning that: if the Lead Assessor is not
from ISRAC it will be with the Head of Division. When
necessary a consultation could be done between the Lead
Assessor and with the Head of Division. Changes in the
assessment plan shall be approved by the Head of Division

(the one that approved the initial plan).

71.7.3
by ISRAC assessors who have been approved by the

The unannounced assessments will be performed

organization for the relevant accreditation period (see form
number T2-623001-02E) and only in the presence of an
ISRAC employee as part of the assessment team.

A Technical-Lead Assessor shall not perform an
unannounced assessment without being escorted by an
ISRAC employee.

The surveillance assessments shall include unannounced
assessments which shall be performed according to a
shortened version of this procedure, not including

announcing the assessment, exchange of documentation etc.

7.8 Performance of On-Site Assessment

Performance of on-site assessment is divided into four parts:
opening meeting; actual on-site assessment; intermediate

meetings of the assessment team; and closing meeting.

7.8.1 OPENING MEETING

The opening meeting constitutes the formal opening of the
assessment at the CAB, and is attended by the assessment
team, the CAB management, and those directly responsible
for the activities that are to be assessed (according to the

management’s decision).
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The opening and closing meetings are led by the Lead
Assessor, in the following order See form number
T2-623001-19E:

7.8.1.1  Acquaintance

Mutual acquaintance among those present at the opening
meeting, including a concise description of their functions
and the importance of active cooperation during the
assessment. The Lead Assessor can record the
opening/closing meeting participants list using form T2-
623001-17, or otherwise appropriate.

7.8.1.2 Obijectives and Scope of the Assessment

A review of the objectives and scope of the assessment as
well as an estimate of the timetable including breaks,
intermediate meetings of the assessment team, and the
closing meeting with the CAB.

7.8.1.3

Following Arrangements:

Arrangements, the Lead Assessor will Review the

7.8.1.3.1 Verification that the resources and facilities
required by the evaluating team are available.

7.8.1.3.2 Channels of communication between the
assessment team and the CAB’s management.

7.8.1.3.3 Confirmation of confidentiality; All ISRAC staff
have signed a confidentiality agreement, therefore any
information received before, after or during the assessment is
kept confidentially at ISRAC.

7.8.1.3.4 Verification of safety issues, clearance (when
relevant) and emergency procedures relevant to the
assessment team.

7.8.1.3.5 Determining the persons accompanying the

assessment team;
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Each assessor from the team shall be accompanied by one of
the CAB employees who are not being assessed at that time.
The Lead Assessor will emphasize that the functions of the
accompanying person are:

- To lead the assessor to the assessment sites and to
ensure that the CAB’s safety and confidentiality rules are
observed by the assessor.

- To observe the assessment together with the assessor,
and to testify to the observation with his signature at the end
of the assessment. His signature does not constitute
acceptance of any non-conformity reached by the assessor
from the observation. When the representative of the CAB
refuses to sign then the Lead Assessor shall verify the reason.
If however they continue to refuse this should be stated in the
final report.

- The accompanying person is forbidden to intervene in
the assessment, to suggest answers or to assist/ hamper, in
any manner, the assessor or the organization’s representative
under assessment.

7.8.1.3.6 The CAB consultant may be present during the
assessment. The consultant is forbidden to intervene in the
assessment, to suggest answers or to assist/ hamper, in any
manner, the assessor or the organization’s representative
under assessment.

7.8.1.3.7 Discussions and lunch break:

The discussions shall take place in a separate room allocated
by the CAB, without the presence of CAB employees. The
Lead Assessor shall state that the team prefers to eat a light
lunch at ISRACs expense during the course of its
intermediate meeting. These discussions should not be
interpreted as any hint of difficulties or problems with the
CAB.
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7.8.1.4  Criteria and work methods employed by ISRAC:
7.8.1.4.1 The Lead Assessor shall state that ISRAC operates
according to the criteria established in ISO/IEC 17011 and
EA and ILAC guidelines. The assessment team is committed
to confidentiality and to the rules of professional ethics and
codes of behavior.

7.8.1.4.2 The Lead Assessor shall clarify that the assessment
is a sample based, since the assessment is limited in time and
resources, and that the assessment portrays the existing
situation in the CAB. In addition, the assessment team
confines its examination solely to the requested scope of
accreditation.

7.8.1.5 Tour of the CAB

When the assessment takes place in the CAB facility, the
Lead Assessor shall ask the CAB management for a short
preliminary tour of the CAB, for the assessment team.

The preliminary tour should contribute to creating a
comfortable atmosphere and promote the cooperation
between the assessment team and the CAB's team assessed.
During the tour, it is important to enable the CAB
management to present improvements that have been made
recently, provide background about the CAB, etc. Attention
should also be paid during the tour to the overall impression
from the CAB, such as working and environmental
conditions.

In special cases, the preliminary tour may influence the
assessment plan. In such cases, the Lead Assessor is
responsible for examining and approving these changes

accordingly.

7.8.2 THE ASSESSMENT
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After the opening meeting each team member leaves with an
accompanying person (When applicable) to perform the
assessment according to the assessment plan.

The Lead Assessor shall usually begin with an examination
of the implementation of the quality manual, while the
remaining assessors in the team shall begin to evaluate the
performance of the testing/ inspection/ surveillance/
certification methods as pre-determined in the assessment
plan.

Implementation of the assessment program will be achieved
by observing and questioning the CAB's employees. The
assessor is not limited to ask regarding the subjects that
appear in the assessment program.

7.8.2.1.1 In case of a surveillance assessment, together with
a Technical Assessor, it is recommended that the Lead
Assessor assess the implementation of the quality system in
different fields (if relevant) than those being assessed by the
Technical Assessor.

7.8.2.1.2 If a problem arises regarding the availability of
particular employees that were selected in the assessment
plan and there are no alternative employees and this
influences the achievement of the assessment objectives, the
Technical Assessor will inform the Lead Assessor, who will
in turn inform the representative of the management. They
shall discuss the implications on the time scale and the length
of the assessment.

7.8.2.1.3 The Lead Assessor will report immediately to the
representative of ISRA,'s Management any obstacle or
problem preventing the assessment team from performing the
assessment and achieving the assessment’s objectives. The

Lead Assessor may also consult with the Head of Division /
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Deputy General Manager — Head of Accreditation / General
Manager on this matter.

7.8.2.1.4 The assessors shall collect information and
evidence regarding the activities they examine in their draft
book. The information should enable them to make a
decision as to whether the CAB meets the accreditation
requirements in the examined activity. The information shall
be based on evidence and facts.

Information may be collected and verified by various means

and from several sources, as noted in the following sections.

7.8.2.1.5 lsrac require that the laboratory will show during
the assessment or not longer than 48 hours after the
assessment all relevant information that is required
including: contact with customers, contract review, (it should
showed be shown that it is not misleading and that the CAB
has the ability to provide its obligations), test reports or any
other document that provide evidence of the organization
professional relationship with the customer.

ISRAC policy is to examine all documents and check with
serious consideration the circumstantial of the organization

refusal of preventing documents.

7.8.2.1.6 All information collected during the course of the
assessment shall be documented in the draft notebook and/or
on the assessment forms, and shall include identifying details
of: the date, employee's name and the test/activity performed.
The obligation of confidentiality applies to all
documentation. Documents shall be forwarded by the

assessors, in full, to ISRAC, including the assessors’ draft
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log. The responsibility of passing all the records safely to
ISRAC is on the assessor.

7.8.2.2
and Working Conditions

Observations on Activities, Working Environment

Observation of technical activity and the working
environment serves as an extremely important tool in the
assessment of a technical activity. In the observation, the
assessor shall ask the employee to perform a particular task
included in his area of authorization. The purpose of the
observation is principally to determine the following:
7.8.2.2.1 The extent of the employee’s professional
competence (e.g. is the employee familiar with the
certification and inspection procedures, is the employee’s
training sufficient etc.);

7.8.2.2.2 The extent to which the equipment used is
appropriate for the activity performed (e.g. is the equipment
functional, calibrated, etc.)

7.8.2.2.3 The extent to which the environmental conditions
are appropriate for the activities performed.

7.8.2.2.4 The extent to which the standard operating
procedures comply with the applicable documents within the
scope of accreditation.

7.8.2.2.5 The extent to which the accreditation requirements
are implemented in the performance of tests.

The assessor shall observe the activity without making
comments or gestures implying approval or criticism of the
performance.

The assessor will ask the employee questions that will help
clarify for him whether the employee is aware of the reasons
for performing the actions done and whether he/she knows
how to handle special or exceptional situations that may be

related to the activity, or of the manner of reporting of such
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situations, as well as additional questions assisting the
assessor to determine whether the employee is acting in
accordance with the guidelines of the quality system and the
procedures relevant to the activity.

The assessor shall document whom he observed, which
activity was performed and according to which procedure
and also whom he questioned regarding the quality system.

The assessment report shall be based on these records.

7.8.2.3 Implementation of Documents in the CAB

The implementation of documents, such as the quality
manual, SOPs, instructions, licenses, permits and diagrams
shall be examined in comparison to the applicable documents
related to the scope of the accreditation. The implementation
review should include all the levels of the CAB personnel.

7.8.2.4 Examination of Records

7.8.2.4.1 An examination of records in comparison to the
CAB documents.

The records may include:

— Memoranda of meetings, management reviews and the
corrective and preventative actions taken following these
surveys.

— Test reports and certificates.

- Work logs.

- Customer complaints and the manner of processing
them.

— Reports on internal audits and the corrective actions
taken following them.

— Proficiency testing between employees.
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- Plans for inter-CAB proficiency testing, including

results of and corrective actions taken.

- Calibration certificates for the testing equipment
- A database for validating of test methods.

Cases of non-compliance revealed during the examination of
records may constitute grounds for implementing a
horizontal assessment.

7.8.2.5 Evaluation of the CAB through External Sources

An examination of reports from external sources, such as
feedback from the CAB’s customers, ranking of the CAB as
a supplier/ subcontractor by the CAB’s customers.

7.8.2.6  Evaluation of the Basis for the Sampling and

Measurement Programs

Evaluation of the basis for the relevant sampling plans and of
the procedures for ensuring effective quality control of the
sampling and measurement processes.

7.8.2.7  Evaluation of the Manner in which the CAB

Measures its Improvement

Evaluation of the manner of collection and analysis of data
by the CAB, the standards and criteria by which the CAB

measures its improvement.

7.8.3 ASSESSMENT FINDINGS

7.8.3.1  Each assessor shall evaluate the facts, information
and evidence gathered by him during the course of the
assessment, against the applicable documents for processes
within the scope of accreditation and against the

accreditation requirements.
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The assessment findings may comply or not with a reference
standard, a procedure in the CAB, with an applicable
document including good practice of the field.

7.8.3.2  The draft notebook should be used to state all the
assessor’s observations.

7.8.3.3  Findings constituting non-compliance shall be
documented on form number T2-623001-25E. The findings
shall be recorded clearly and concisely, and according to the
instructions. Non-compliance forms constitute a basis for
proposals for corrective actions required of the CAB, and are
supported by the observed during the assessment.

7.8.3.4

assessment notebook, as part of the assessment's

Points for improvement will be recorded in the

documentation and will be reflected in the assessment report.

7.8.4 INTERMEDIATE MEETING OF THE
ASSESSMENT TEAM

7.84.1
both in the middle of the day and prior to holding the closing

The assessment team shall meet for a discussion

meeting. The Lead Assessor shall run the meeting, the goals
of which are:

7.8.4.1.1 To review the findings and all other appropriate
information gathered during the course of the assessment. To
review the performance of the assessment and make changes
in the assessment plan if necessary.

7.8.4.1.2 To reach a consensus regarding recorded cases of
non-compliance and their basis in the requirement documents
of the accreditation system.

7.8.4.2  Non-conformities are classified into three levels:
Level 3 is assigned to non-conformities when the

professional competence of the organization is not
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guestioned but a deviation from procedures or standards is
suspected.

Level 1 is assigned to non-conformities that disrupt directly
the quality of the published results or due to a flaw in the
organization’s quality system that might lead to a system
failure.

Failure to correct the non-conformity within a specified
period of time may result in the removal of accreditation
Level 2- A group of level 3 non-conformities, repeating the
same type of problem shall be classified as level 2 non-
conformity.

For findings in level 1 and 2 the CAB has the obligation to
suggest appropriate corrective actions as a condition for
closing the assessment.

Comment — when a finding is not in the scope of
accreditation or the assessor chooses to comment on
something, it is classified as a comment.

Comment: the classification is given during the assessment

by each assessor in its field.
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conformity than the Lead Assessor’s opinion rules.

7.8.5 CLOSING MEETING

7.8.5.1 The closing meeting is attended by the assessment
team, the CAB management, and those directly responsible
for the examined functions. The object of the closing
meeting is to present the assessment findings in a manner in
which they shall be understood by the CAB. No evaluations
shall be made in the closing meeting regarding the extent of

the CAB’s compliance with the accreditation requirements;
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the assessors shall confine themselves solely to presenting
the observations and findings.
The closing meeting is run by the Lead Assessor, according

to the order detailed below.

7.8.5.2 Introductory Comments

The Lead Assessor shall explain to the CAB that the on-site
assessment has been completed, and that the observations
and findings shall now be presented to the CAB.

The Lead Assessor shall explain that report of the assessment
including the grading of the findings (if not performed at the
end of the assessment on site) shall be forwarded to the CAB
within fourteen (14) working days from the last assessment
day.

The CAB must forward its proposals for corrective actions to
ISRAC within twenty (20) working days, on the non-
conformity forms given to the CAB at the final meeting. The
ISRAC accreditation and assessment review committee shall
discuss the accreditation of the CAB.

During new accreditation, the organization has up to six (6)
months to complete the corrective actions, otherwise a new
assessment shall be made in order to assure the
implementation of the accreditation requirement, prior to

granting accreditation

In case of a split assessment, the closure of the assessment
will be performed within one year from the day of the first
assessment and not more than one year of the last

assessment.
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7.8.5.3 Presentation of the Findings by the Assessment

Team

The Lead Assessor shall present the activities that were
examined and the findings (cases of compliance and non-
compliance).

The findings shall be read from the findings form, a copy of
which was passed to the CAB.

The CAB shall receive a copy of the forms of non-
compliance, the original which serves as legal evidence will
be maintained by the assessor and will be forwarded to
ISRAC. The organization will provide ISRAC with its
proposals for corrective actions as reply to the findings given

on the form.

7.8.5.4 Questions from the CAB

The Lead Assessor shall give the CAB the opportunity to
raise questions or reservations regarding the findings. An
effort should be made to resolve questions or reservations
relating directly to the assessment process during the
meeting. However, if substantial questions or reservations
are raised that go beyond a clarification of the assessment
process, the Lead Assessor should record these in the same
notebook in which the closing meeting is documented and
assure the CAB that ISRAC shall forward its response. There
should be no arguments with the CAB.

7.8.5.,5 The Lead Assessor must again remind the CAB
that all the information conveyed to the team is confidential
and state that “The assessment is performed only on a sample
of the activities and therefore although the team has

presented its findings but there may be other non-

compliances not detected during this assessment”
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7.8.5.6 Expression of Thanks to the CAB and Closing the

Assessment

On behalf of the assessment team, the Lead Assessor
expresses thanks to the CAB for the hospitality, patience and
endurance shown by the CAB and its employees during the
assessment. The Lead Assessor closes the closing meeting.
No conclusions from the assessment should be stated.

7.9 Assessment Report

7.9.1 The Lead Assessor shall send the organization an
assessment report, within fourteen (14) working days from
the assessment day.

In special cases and especially when a foreign assessor is
involved the general manager can permit in advance

submitting the report within 30 days of the assessment.

7.9.2 In unannounced assessment which is a part of a
serial of assessments composing an investigation, the report
will be distributed in ISRAC and not to the organization.
7.9.3 The assessment team (Technical and Lead
Assessors) shall write the assessment report on the

appropriate form see section 9.

794 The report should include a precise record of the
assessment’s findings as submitted to the CAB, and
classification of the level of severity of the non-compliance.
In addition the report will note positive aspects observed in
the organization during the assessment, or systematic aspects
the assessor would to emphasize. The report shall include
impressions and not only summary of incompliance. Clear
guidance is mentioned in the Format for the assessment plan

and report.
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7.9.5
preparation, precision and integrity of the assessment report,

The Lead Assessor is responsible for the

in consultation with the Head of Division.
7.9.6
Accreditation Deputy General Manager .

The assessment report is approved by the

The Head of Division shall approve the assessment

report, in case he was not the Lead Assessor.

7.9.7 The report shall serve as the basis for the information
submitted to the Accreditation and Assessment Review
Committee. The additional information required by the
committee appears in the procedure number 2-651001).

7.9.8 INTERMEDIATE REPORT

When a split assessment is carried out a intermit report must

be issued after each part of the assessment, unless the

assessments do not span more than a month’s time (30 days).

7.10 Follow-Up Activities after Completion of the

On-Site Assessment

7.10.1 SUBMISSION BY THE CAB OF

CORRECTIVE ACTIONS

7.10.1.1 The CAB will send the corrective actions on form
number T2-623001-25E, to the Head of Division.

ISRAC's answer will be submitted within twenty (20)
working days from the date of assessment.
A corrective action must be one that ensures the removal of

the causes leading to the non-compliance.
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It also will include documentation testifying on
performance of corrective actions and proof of their
implementation and when relevant their effectiveness.
7.10.1.2 A finding graded as comment there is no
obligation of the CAB to address.
7.10.1.3 In accreditation assessment and or in extension
assessments, the CAB will have the possibility to submit the
corrective actions even after 20 working days.

Note: in those cases, it is preferable that the first round of
the corrective actions will be submitted up to three months
form the assessment day to provide the CAB with the
opportunity for an additional round of correction.

The treatment of all the assessments' findings (including the
checking of the corrective actions and receiving ISRAC's
response to them) will be completed within six months of
the assessment, as described in procedure 2-651001. It
should be emphasized that if the corrective actions will not
be completed six months after the assessment, an additional
assessment will be performed in order to ensure the
implementation of the accreditation requirements.

7.10.1.4 The Head of Division will transfer the report of
corrective actions for the review of the Lead Assessor and
the Technical Assessor.

7.10.1.5 Corrective actions will be reviewed by the assessor
that raised them in the assessment.

7.10.1.6 The Lead Assessor can review technical corrective

actions when he has the necessary appropriate knowledge.

7.10.1.7 When necessary the Lead Assessor and the
technical assessor will have a consultation.
7.10.1.8 In exceptional cases when the Lead Assessor is

forced to review the report on corrective actions when his
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knowledge is not deep enough, the Lead Assessor must
consult a technical person with appropriate knowledge.

7.10.1.9
be removed within 20 days, the organization shall state a

If the causes leading to the non-compliance can’t

deadline for the implementation of the corrective action.

7.10.1.10 The Head of Division is responsible to reply to the
CAB regarding its corrective action as mentioned in
document number 1-000020.

7.10.1.11 The assessment pricing includes two rounds of
response to corrective actions. Beyond two rounds, the Head
of Division has to submit to the approval of the CAB form
number TA-621001-08.

7.10.1.12 If the corrective actions are received close to the
convening of the Accreditation and Assessment Review
Committee (from 7 days before) then an answer shall be sent
to the organization after the gathering of the committee,

together with the General Manager's decision.

7.10.2 SUBMISSION OF THE ASSESSMENT FILE TO
THE HEAD OF DIVISION

The Lead Assessor shall forward the assessment file to the
Head of Division, including the responses of the assessment
team to the CAB’s corrective actions. The Head of Division
shall examine the integrity of the assessment file (see section
8 for the content of the file) and will make sure that
recommendation.

e The checklist of the assessment file (form number

T2-623001-09) has been completed;
e The scope of accreditation found in the file, is the

latest and has been signed to confirm its content;
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e The bookmarks are correctly placed in the file, to
mark the important documents to be reviewed by the
Certification and Assessment Review Committee;

e acopy containing all the rounds of the corrective
actions are in the file including the letter to the
closing of all the findings.

o the assessment report, including the detailed signed
assessment plan;

o the original findings are in the file, which were
signed during the assessment;

e the assessments' notebook of all the assessors are to
be found and signed by the Lead Assessor and the
appropriate assessor.

The complete assessment file will be submitted by the Head
of Division to the Accreditation and Assessment Review
Committee together with the Proposal for discussion,
including his recommendation according to procedure
number 2-651001.

7.10.3  Accreditation Deputy General Management or
someone appointed by him will chair the Accreditation and
Assessment Review Committee to review the assessment file
according to procedure number 2-651001 that shall be
reported on a form number T2-651001-03. There may be
situations in which completion of information could be
needed. In this case the file shall be returned to the Head of
division. At the end of the procedure, a recommendation for

decision shall be submitted to the ISRAC's General Manager.

7.10.4 FOLLOW-UP ASSESSMENT ON
CORRECTIVE ACTIONS

7.10.4.1 If the General Manager decides on the

performance of a follow-up assessment, to ensure the
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implementation and effectiveness of the corrective actions,
the assessors must re-read the cases of non-compliance
requiring solution. If the follow-up assessment reveals
additional cases of non-compliance, the Lead Assessor
should report to the Head of Division, which must bring this
matter to the attention of the Accreditation and Assessment
Review Committee. A follow-up assessment should be
performed as any other assessment and additional subjects
may be addressed. The assessment should be planned
performed and non-compliances written as detailed above.
7.10.4.2 Any financial issues resulting from the follow-up
on corrective actions, more than 2 rounds, should be handled

according to procedure number A-621001.

7.11 Closing an Assessment File

The assessment file shall be closed in either of the following
two cases:

7.11.1  After the general manager's decision to accredit
the organization and after all the cases of non-compliances
found in the assessment have been resolved.

7.11.2  When a decision is reached to discontinue the
accreditation process of the CAB and the CAB has been
informed.
7.11.3

will be sent to the assessment team, which the file is closed

Upon closure of the assessment file, a notification

and they have to destroy the assessment documents.

7.12 Pre-Assessment

7.12.1

request. The scope of the pre-assessment should be approved

A pre-assessment shall be held upon the CAB's
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by the Deputy Accreditation General Manager. A pre-
assessment shall be performed by a Lead Assessor who is
often the Head of Division and is usually completed within
one day.

7.12.1.1 The following documents are the minimum that
have to be reviewed prior to a pre-assessment: The
presentation of the CAB, including the certified personnel,
the quality manual and preferably some of the test
procedures.

7.12.1.2

manager or deputy general manager, it is possible to perform

In special cases, with the approval of the general

a pre-assessment without reviewing the CAB’s procedures.
7.12.2  The Head of Division should ensure that the vital
components of the quality system are present, or that the
CAB has addressed these. In particular, the Lead Assessor
and/or Head of Division must determine whether the CAB
has a declared policy defining the responsibility and means
for the implementation of each of the relevant accreditation
requirements.

In performing this task, the Lead Assessor and/or Head of
Division must ensure that the CAB management fully and
properly understands the purpose of internal audits and the
importance of a periodic management review, in order to

examine the effectiveness of its quality system.

7.12.3
documented quality system, the Lead Assessor and/or Head

In addition to the examination of the CAB’s

of Division will discuss with the CAB the scope of
accreditation submitted by the CAB, and hold a brief
inspection of the CAB’s testing facilities.

7.12.4  During the pre-assessment, the Lead Assessor

and/or the Head of Division must indicate which issues have
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not been addressed by the CAB and should be completed
prior to performance of the on-site assessment.

7.12.5
reported in an assessment report within fourteen (14) days of

The results of the pre-assessment should be

the assessment.

The summary should be supported by general and detailed
comments in the report. The report should detail which
issues were included in the assessment and their conformity
with the relevant standard. A copy of the pre-assessment
report shall be submitted to the CAB and the head of
accreditation at ISRAC.

8.0 DOCUMENTATION

8.1 Assessment plan is kept, by years in:
I\2. N\avanaax_Klali\Assessment

8.2  All records relating to the implementation of this
procedure are to be documented in the assessment section of
the CAB file.

The assessment file shall contain:

Note: Before all the documents relating to a single CAB, a
Form number T2-623001-09: Check list and responsibilities
for assessment performance, shall be placed.

8.3 A copy of the pricing form, approved by the Deputy
Finance General Manager & Legal Advisor shall be filed
also under payments.

8.4 Notification of the CAB of the names of the members
in the assessment team, and the CAB’s consent to the team.
8.5 A copy of the appointment of the members of the

assessment team.

PIIND YT DY VNV KDY DIRWYIN ONN PTIN
NN PN VIN D DIOUND VN

NPT TN OTp Mnsn - 7.125
AN OY (14) WY YIINR TIN DOON

NP MIYN HY DOINNY TIN DIDDN

WDIN PIND TN MTN AT MOLNIN)

5Y PN DNNNNN NN PTANL VYD) DIRVD
NYTH PN .NN0N PTIIN PIIND YPIN I
9753P09) PTIN PIIND 10N PTIN-OTP
Naklalviy

mmw4a 8.0

ASSESSMENT ) opTann mmn 8.1
:POXNA DNV Y90 NNV (PLAN
Klali\Assessment_1\02»» N .1:\2

DY 97N NN MNMVPN MmN Yy 8.2

SPTIN IR PPN PTIN NN VTN
992 PTINN PN

D2o1V77 02900071 59 2295 W
ONZ IPN VYT DOV V29 TNN PTINS

.T2-623001-09 790p» DOV PTIH

YT DY IWVIND NNHN DNV YW PNy 8.3
D) PN DYVIYN NXYM DD H7IND
.DMHYUNN N¥IN2

2N MNY DY PTN WIS Nyhn - 8.4
NXY PN PHINRD NNODM PTINN INN

PTIN INY MIAN DY N Py 8.5

DYPMYN INY 95 .QA-2 MNIVN NPRN PV ISRAC 2wNND Y DIRNNIN NN BN DT THDN HY DI PNN DMIVINDD DPNYN
2017 921V9031 27-21 DTN . 7292 )ID9TIN 12 OPY GPINA DN DMPIN DN

The authorized copies of this document are those on ISRAC computer network and the master copy held by the QA. All other
copies are uncontrolled and are only valid on the date printed. Printed on September 27, 2017




Website: Yes

Planning and Performing the Assessment — 21 $18%2) 19359

30 : 71093 7900

2-623001 : 99910 5

59 7NN 48 19010 97

Version number 30

Procedure number 2-623001

Page 48 of 59

8.6 A copy of the results of the initial examination of the
quality guide and SOPs.

A copy of the findings relating to the documents as sent to
the CAB, and the CAB’s corrective actions.

The Lead Assessor’s summary of the findings from the
examination of the submitted documents, and his
recommendations for holding a pre-assessment / planning an
assessment / other.

8.7  The assessment plan, approved by the Head of Division.

8.8 Notification to the CAB of the on-site assessment, and
confirmation by the CAB.

8.9  Special performance directives of the Head of
Division.

8.10 The assessment team’s draft notebook.

8.11 Non-compliance forms and summary.

8.12 Additional documents and records supporting the
assessment’s findings.

8.13 Assessment report, approved by the Head of Division.
8.14 A copy of the decision of the accreditation and
assessment review committee, if applicable.

8.15 The CAB’s report on completion of the
implementation of corrective actions or their suggestion
including a deadline for completion.

8.16 Follow up on the completion of the corrective actions
by the CAB.
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9.0 APPENDIXES

9.1 Appendix number 1 — Sequence of Actions and
Responsibilities for an Accreditation Assessment.

9.2  Appendix number 2 -Flow chart for the assessment
procedure

9.3 Appendix number 3: Criteria for the annual
assessment plan

9.4 Form number T2- 623001-02E: Consent for the
assessment team.

9.5 Form number T2-623001-03E: Appointment of an
Assessor.

9.6 Form number T2-623001-05E: Notification of an
assessment and preparations.

9.7 Form number T2-623001-06E: Observation
Notebook.

9.8 Form number T2-623001-08: Format for the
assessment plan and report.

9.9 Form number T2-623001-08M: Format for the
assessment plan and report according for medical
laboratories.

9.10 Form number T2-623001-09: Check list and
responsibilities for the assessment performance.

9.11 Form number T2-623001-10: Format for the
assessment plan and report according to 17020.

9.12 Form number T2-623001-17: Assessment presence
form.

9.13 Form number T2-623001-19E : Opening meeting,

warp up meeting.
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9.14 Form number T2-623001-20: Assessment report
17025+17020.

9.15 Form number T2-623001-21: Format for the
assessment plan and report according to Regulator
requirement Occupational Noise.

9.16 Form number T2-623001-22: Format for the
assessment plan and report according to Regulator
requirement Occupational Noise and 17025.

9.17 Form number T2-623001-24: Format for the
assessment plan and report according Regulator requirement
for water-meters and 17025.

9.18 Form number T2-623001-25E: Non-conformity and
corrective actions form.

9.19 Form number T2-623001-26: Format for the
assessment plan and report according to 17025 and 15189
9.20 Form number T2-623001-27: The role of the Lead
assessor; accompanying a technical assessor in the
calibration field.

9.21 Form number T2-623001-28: Summary of the duties

and role of the Lead and Technical assessor

NYTY YoM : T2-623001-20 790n ooy 9.14
17020+17025 mw>1TY P10 0190
MTY Y9ON :T2-623001-21 1900 oo 9.15
LYY NMOHNY MWITY PTan OO0

MYTY YNON : T2-623001-22 790mn ooy 9.16
17025 + vy MO MYMTY P 1N DIPD

MTY 5N :T2-623001-24 1900 oo 9.17
+ D0 7N VO MYITY PTan DD
.17025

219V DML :T2-623001-25 1900 vV 9.18
NRND NI

MTY 5N :T2-623001-26 1900 09w 9.19
.15189 17025 p7an 010

P12 PPN ; T2-623001-27 1900 oo 9.20
DINNA ONXPNN PTIAN NN INYNN 922N
pALRTY

8PN : T2-623001-28 7900 oo 9.21
MNP 22N PTIAN TPIND

DYPMYN INY 95 .QA-2 MNIVN NPRN PV ISRAC 2wNND Y DIRNNIN NN BN DT THDN HY DI PNN DMIVINDD DPNYN
2017 921V9031 27-21 DTN . 7292 )ID9TIN 12 OPY GPINA DN DMPIN DN

The authorized copies of this document are those on ISRAC computer network and the master copy held by the QA. All other
copies are uncontrolled and are only valid on the date printed. Printed on September 27, 2017




Website: Yes Planning and Performing the Assessment — 21 $18%2) 19359

30 171D 190N 2-623001 : 9991 5NN 59 70 519990 97,
Version number 30 Procedure number 2-623001 Page 51 of 59
19991 NS

Appendix number 1

2721 YYD NPINNY MY 910

Sequence of Actions and Responsibility for an

Accreditation Assessment
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1. Pricing of the assessment — performed by the Head of
Division and approved by the Finance Deputy General
Manager & Legal Adviser.

2. The organization sends prepayment — the Finance Deputy
General Manager & Legal Adviser., who informs the Head of
Division (for surveillance assessments the organization will

pay in advance).

3. Selection of the assessment team by the Head of Division,
with a possibility to consult the Lead Assessor. The Head of
Division is Responsible for the adequacy of the team to the

assessment.

3.1 Approval from the organization of the members of the
assessment team and official appointment of the assessment

team.

4. Planning the on-site assessment: Responsibility of the Lead
Assessor and to the approval of the Head of Division.

5. Notification to the organization of the on-site assessment
and receipt of approval, responsibility of the Assessor
Manager.

5.1 Final coordination vis-a-vis the Assessment Team

according to the Head of Division's need

6. The Lead Assessor shall make sure that the Surveillance
Agreement has been signed by the CAB and ready to be
brought back to ISRAC if necessary; otherwise, a non-

conformity shall be left to the organization.

Performance of the on-site assessment: responsibility of the
Lead Assessor: Opening meeting, performance of the

assessment, intermediate meeting of the assessment team,
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closing meeting, corrective action forms and classification

thereof.

7. The assessment report (within 14 days from the
assessment). The Lead Assessor prepares a report of the
assessment and forwards it to the Head of Division for

approval.
8. The organization’s corrective actions:

The organization submits corrective actions (within 20
working days from the assessment). The Head of Division is
responsible for approving these or passing them to the
assessment team for approval. The assessment team examines
and decides whether to approve the actions. The Head of

Division is responsible for communication with the CAB.

9. Preparation of the file for the Accreditation and Assessment
Review Committee: responsibility of the Head of Division.

10. Decision regarding accreditation and the continuation of

the corrective actions.

The Lead Assessor shall fill its part in the background for the
discussion regarding the CAB accreditation. The Head of
Division shall approve it (including its recommendation) and
pass it to the Accreditation and Assessment review

Committee.

11. The Head of Division is responsible for examining the
complete implementation of the corrective actions by the

organization, (follow-up assessment, etc.).
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Appendix number 02

Flowchart for Planning and Performing the Assessment

(In Hebrew only)
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Criteria for the annual assessment plan (in Hebrew only)
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CRITERIA FOR THE
ANNUAL ASSESSMENT

Re-accreditation assessment shall be planned as to

be performed in less than two years from previous
re-assessment. Thus, re-assessment shall planned
at least six months before the accreditation expires.
For calibration laboratories, involving a large
number of technical assessors from abroad,
planning can start up to 9 months before the

accreditation expiry date.

New accreditation assessment shall not be split
unless they can be adjacent dates.

Assessment should be led by ISRAC's Head of
Divisions. Appointment of External Lead Assessors
needs the approval of the Assessment General

Manager Deputy.

Escort if required (for consultant) will be
performed by Head of divisions or by an external
assessor after the approval of the Assessment

General Manager Deputy.

Assessments performed by assessors from overseas

should be coordinated as follows:

-Best exploitation of the assessor's time for the
benefit of all laboratories in the scope according to

their accreditation's expiry date.
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-In the summer (July-August) and the holidays, no
assessment should be planned because of the
elevated traveling costs.

-Arrival of the assessor from oversea should be
planned, one day before the on-site assessment and
departure on the last day or the day after the latest
assessment, as much as possible, the weekend

should not be included

The Assessment Manager should prepare a list of
technical assessors; the Head of Division shall
approve the list. The list should be refreshed if
possible in order to avoid familiarity between the

assessors and the organizations.

The complete list should be sent to the appropriate
laboratory for confirmation, at the beginning of the
calendar year or at a reasonable time which should

allow the performance of the assessment on time.

When planning a Technical assessment, one should
prefer a Technical-Lead Assessor and avoid using
a Lead Assessor to accompany the Technical

Assessor and making opening and closing meeting.

All assessments are part of the annual assessment
plan. Each Head of Division shall plan and at least

one un-announced assessment.

It is possible to plan the performance of un-announced

assessments according to scope of activities

If costs have to be added to the original assessment
plan, the Head of Division has to report it

according to the deviations procedure in order to
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obtain approval from the General Manager. For YYP N T2 D203 57N P11 Y12V
exempla: using an assessor from abroad or a novN7, 7713 DRI YV IV, YINID
consultant instead of a local technical assessor, TNDINTIN TPNZNI0Z PTI0 28
scheduling more than one assessment day per
technology or adding more days for quality

assessment.
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