Website: Yes

— D*PT2 NIHYTN NIVYIN ,NINA
Choosing, Training and Qualification of Assessors

26 : 71093 7901

2-520001 9901 5NN

32 70 19900 97

Version number 26

Procedure number 2-520001

Page 1 of 32

L4

n'DINTY Muna
niT2un nd>noa

Israel Laboratory Accreditation Authority

Valid from

TININ 9PIN2

01.06.2026

Effective from

TANND NN

01.06.2026

QP72 NHIHTNY NYVYIN ,N9Na

Choosing, Training and Qualification of Assessors

2-520001 2991 YN
Procedure Number 2-520001

Authorized by: $DYIVYNN
Signature — N2*NN Date — 7°9N0 Name — oV Position — 1*pan
' 24.05.2026 NNY VPP TN 51N 7Y 1PTIY
Updated by Quality

Yakir Jaoui Manager:

25.05.2026 499 NN 21230 Y TWIN

& \Q Approved by General

Etty Feller Manager:

DYPMYN INY 93 .QA-2 MNIYN NPNN PIIY ISRAC 2WNn Yy DIRSMIN NYN DN 1Y TADN DY DXTHN DIVINDN DXPMYD
2026 >811 25-1 DITIN .T292HD9TIN 12 DY 4PIN2 OM DMPIIN DN

The authorized copies of this document are those on ISRAC computer network, and the master copy held by the QA. All other
copies are uncontrolled and are only valid on the date printed. Printed on May 25, 2026




— QP72 NIHYTN NIYIN ,NINa

Website: Yes Choosing, Training and Qualification of Assessors

26 : DM 190N 2-520001 7901 51N 32 TINn 2 1900 97

Version number 26 Procedure number 2-520001 | Page 2 of 32

P 5 N3 i (srael Accreditation) ISRAC 1T NP0 TPOINSTI IV 7
TIPS YPYD S 790077 770725 0N IO ININD SN nSvmn
ST 5P5 oA

ILAC >2INo»377 )INA SV >TT7977 7779771 D207 10003 19000 v
O2559771 20 5V nTawd (International Laboratory Accreditation Cooperation)
1IP0I O20INII7T

NP, 0IWM XY NAND 10N, 01079 90D IWRA INYII N0 DN ININ PIPNI DIINPT MM DD
ISRAC © my1aynn noNonD MNINDT MWD 7Y — INK DDIONNDN ,INN 1IN D1 1IN

992 \9NY IN 2NN INY ,00797 , YT NNNI JONND PYSNN YD1 9TVD ,0)INY ,p>nynd PR
Y AN52) UNIN NYNOND NNNOON NYAP R NIPON IN IDD ,NT INND INND IIND NN PYSHN
YTV NONDNY IIMINDD MYIN

MTaYN NINONY NNVININ MYIN

Israel Laboratory Accreditation Authority
79,89 7.1 ,NOIYNN NTY NP NI /N7

7015002 N9WN D03

03-9702727 190

03-9702413 OO

israc@jisrac.gov.il : 9NYT

www.israc.gov.il

DYPMYN INY 95 .QA-2 MWD NPNN MY ISRAC 2WNN DY DIRNNIN NIN DN DT TADN HY DY DIWINNDT DXPMYN
2026 78102 25-1 DATIN . T2V IDHTIN 12 DY GPINA DM DIPIN DON

The authorized copies of this document are those on ISRAC computer network, and the master copy held by the QA. All other
copies are uncontrolled and are only valid on the date printed. Printed on May 25, 2026




Website: Yes

— QP72 NIHYTN NIYIN ,NINa

Choosing, Training and Qualification of Assessors

26 : 71093 7901

2-520001 9901 5NN

32 TN 39900 97

Version number 26

Procedure number 2-520001

Page 3 of 32

91190 YV DIy

The change MM NPYUN TIND 9°y0
Date Article

Implementation of applicable DY9NDN NYNLN NYN2 14.05.2026 Entire E

document | TRUNN

documents and publish SOP INNI 5NN DIDIN DI

in ISRAC's website. YN

Clarify ISRAC policy for MYIN NPT TN 12.05.2026 7.7.1

recommendation as part of 2515 11709 NNHDHRA MN¥INND

corrective action 2515 -334 139 PTIN NP

following internal audit 334.

Clarify ISRAC policy for AN MIVAN NPPTN TN 12.05.2026 7.11.5

observation as part of
corrective action 2515

following internal audit 334.

™Mapya 2515 n7no NNHON1
.334 129 pTan

DYPMYN INY 93 .QA-2 MNIYN NPNN PIIY ISRAC 2WNn Yy DIRSMIN NYN DN 1Y TADN DY DXTHN DIVINDN DXPMYD
2026 >811 25-1 DITIN .T292HD9TIN 12 DY 4PIN2 OM DMPIIN DN

The authorized copies of this document are those on ISRAC computer network, and the master copy held by the QA. All other

copies are uncontrolled and are only valid on the date printed. Printed on May 25, 2026




— QP72 NIHYTN NIYIN ,NINa

Website: Yes Choosing, Training and Qualification of Assessors

26 Hnlvabinbivia 2-520001 99091 51 32 791 4 1991 97
Version number 26 Procedure number 2-520001 | Page 4 of 32
02323y 19N
5 Ryan 1.0
5 bl 2.0
6 mman 3.0
6 2IRIWS DIDROR 4.0
7 AT 5.0
7 nYINN 6.0
8 o 7.0
31 7N 8.0
31 j-Righ=I=H 9.0

Table of Contents

5 INTRODUCTION 1.0
5 PURPOSE 2.0
6 SCOPE 3.0
6 APPLICABLE DOCUMENTS 4.0
7 DEFINITIONS 5.0
7 RESPONSIBILITY 6.0
8 METHOD 7.0
31 DOCUMENTATION 8.0
31 APPENDICES 9.0

DYPMYN INY 93 .QA-2 MNIYN NPNN PIIY ISRAC 2WNn Yy DIRSMIN NYN DN 1Y TADN DY DXTHN DIVINDN DXPMYD
2026 >811 25-1 DITIN .T292HD9TIN 12 DY 4PIN2 OM DMPIIN DN

The authorized copies of this document are those on ISRAC computer network, and the master copy held by the QA. All other
copies are uncontrolled and are only valid on the date printed. Printed on May 25, 2026




Website: Yes

— D*PT2 NIHYTN NIVYIN ,NINA
Choosing, Training and Qualification of Assessors

26 : 71093 7901

2-520001 9901 5NN

32 TN 59900 97

Version number 26

Procedure number 2-520001

Page 5 of 32

1.0  INTRODUCTION

A CAB (Conformity Assessment Body) accreditation
process includes CAB assessments conducted by the
assessment staff, comprised of one or more assessors.
The assessors are employees of the Israeli Laboratory
Accreditation Authority (hereinafter “ISRAC”), or
outside workers employed by ISRAC for the purpose
of conducting the assessments. In any case, the
assessors have a vital function in ISRAC since the
effectiveness and reliability of a CAB’s accreditation is
critically dependent upon the competence,
professionalism and integrity of the assessors.

The need to maintain an effective system that includes
defining the requirements for assessors, ensuring the
assessors’ competence and their commitment to the
procedures of the accreditation body, and maintaining
assessor records is defined in the ISO/IEC 17011

standard section 6.0.

2.0 PURPOSE

The purposes of this procedure are:

2.1 To ensure that the assessors and specialists
employed by ISRAC meet the requirements of
ISO/IEC 17011 any time they perform their job as
assessors for ISRAC.

2.2 To ensure supervision and control of the work
performed by assessors to efficiently improve the
quality of assessors and aim for consistency in all their

work.
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3.0 SCOPE man 3.0

This procedure describes the manner by which ISRAC
chooses candidates for the role of assessors or technical
experts, trains and appoints them, and maintains

continuous control over their work.

4.0 APPLICABLE DOCUMENTS

4.1 Israel Laboratory Accreditation Authority Law,
since 1997

4.2 ISO/IEC 19011: Guideline for quality and/or
environmental management systems auditing

4.3 OECD/GLP part 3 “Revised guidance for the
conduct of laboratory inspection and study audits”
4.4 1LAC G3: Guideline for training courses for
assessors used by accreditation bodies

4.5 ISO/IEC 17011: Conformity assessment -
General requirements for accreditation bodies
accrediting conformity assessment bodies

4.6 ISO/IEC 17025: General requirements for the
competence of testing and calibration laboratories
4.7 1SO 15189: Medical laboratories —
Requirements for quality and competence

4.8 ISO/IEC 17020: Conformity assessment --
Requirements for the operation of various types of
bodies performing inspection

4.9 ISO/IEC 17043: Conformity assessment --
General requirements for proficiency testing

4.10 ISO 17034: General requirements for the
competence of reference material producers

4.11 Procedure number 2-421003: Confidentiality
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4.12 Procedure number 2-623001: Planning and
performing the assessment

4.13 Procedure number 2-651001: Accreditation and
assessment review committee

4.14 Procedure number 1-661002: ISRAC policy on
traceability and uncertainty of measurement

4.15 Procedure number 1-661004: Validation policy for
test methods

4.16 Procedure number 1-455001: Policy for
reporting results and using the ISRAC symbol

4.17 Procedure number 2-421001: Organization and
Job Descriptions

4.18 Procedure number 1-000023: Definitions used in
ISRAC's documents

4.19 Procedure number 2-000014: Feedback from
Interested Parties

4.20 Procedure number 2-432006: Nonconformities,
Corrective, Preventive, and Improvement Actions
4.21 Procedure number 2-432010: Management
review

4.22 Procedure number 2-435001: ISRAC's
documents definitions procedure, its Numbering and

Electronic Maintenance

5.0 DEFINITIONS

For relevant definitions see procedure 1-000023.

6.0 RESPONSIBILITY

6.1 General-Manager

It is the responsibility of ISRAC’S General Manager,
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to allocate the resources needed to train and monitor

the assessors.

6.2 Head of Divisions

It is the responsibility of the Head of Divisions to
choose and train candidates for the job of assessors,
appoint assessors and to assure that the assessor will
undergo periodical evaluation by an appropriate

person.

6.3 Quality Manager

It is the responsibility of the Quality Manager to
monitor the assessor's performance, the documentation
in the assessor's files and in Priority data base, to
prepare a yearly program of training for ISRAC’s
assessors and to ensure that these activities are carried

out according to this procedure.
6.4 Secretary
It is the responsibility of the secretary to draft the

contracts for the assessors, technical experts and

trainees and to send them a signed copy.
6.5 Assessment Manager

The Assessment Manager is responsible for assigning

assessors and observers for periodical monitoring.

7.0 METHOD

7.1
technical assessor
7.1.1
ISRAC assessors as described below has the right to

Application of candidates for team leader/

Every person who meets the requirements to

apply for the position of Technical or Team Leader of

ISRAC. In order to do so, he shall submit a Curriculum

DN YUNY 6.2
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Vita, describing his personal details, education and
professional experience. A candidate interested in
entering ISRAC's reservoir of assessors is invited to
send their Curriculum Vita (CV) to the e-mail address
published on the website. The CV shall provide
information on education and experience in the field
based upon the relevant standards (see form number
T2-520001-01). Two sources of recommendation
should be added.

The fields of expertise in which ISRAC requires
assessors are published on ISRAC web site, as
needed.

Comment: An additional source of candidates for
Technical or Team Leader are recommendations from
Policy or Technical Committees, Professional Peers
and from bodies who are working in cooperation with

ISRAC.

7.1.2 Upon receiving the Curriculum Vita of a
candidate for Technical Assessor or Technical Expert,
it will be passed for review and approval of the relevant
Head of Division. In addition, the Quality Manager
shall be informed. The CV will be reviewed by the
Head of Division to check whether his knowledge and
experience comply with the requirements stated below:
7.2  Requirements to ISRAC's assessors:

7.2.1 Preliminary requirements to all Assessors:

7.2.1.1 Understanding of both the spoken and the
written language used in the assessment.
7.2.1.2 A university education in science,

technology or social science

INDIVN ,DNOYIRD PVIT 1N MNP
DI PINYNN THVIN IMINPNHN NP
MNP MOYS 1PN MYIN YPTI2 NNRNDY
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S TUNRNA MLNINN
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7.2.1.3 Knowledge or expertise of at least 4 years
work experience on a particular subject relating to the

scope of accreditation.

7.2.1.4 Recommendation from colleague, when
possible.
7.2.1.5 As long as he did not sign on the

agreement for an assessor, signature on form number
T2-520001-28, training process agreement.

722 Additional requirements to the preliminary

requirement for all assessors, for the Team Leader:

7.2.2.1.1  Completion of training as technical
assessor.
7.2.2.1.2  Recommended experience of at least two

years of work with and/or in a CAB (e.g., calibration

laboratory, testing laboratory).

Note: ISRAC senior staff members may undergo a
direct qualification as team leaders and not be required

to undergo training as technical assessors.

SV NI ONEPR DN 7.2.1.3
P12 vNY 12 DINNA DOY 4 MNSD
BN l7R b RAVINIp)A)

,DINNANSPROIUINOY NSONn 7.2.1.4
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9901 DNV DY INNND V> PTIAY
.12 0291, T2-520001-28
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7.2.3 Requirements for an Assessor in the field of GCLP/GLP onNa p1ay mwat 7.2.3
GLP/GCLP:
7.2.3.1 Recommended experience of at least two DYV MN SV o Ny 7.2.3.1

years of work with an organization that operates a
quality system of GLP or GMP.

7.2.4 Where an applicant is acceptable, the Head
of Division will invite him to a preliminary interview
together with the Quality Manager to get acquainted. If
not, the applicant will be updated accordingly by the
Head of Division or Quality Manager.

Note: An interview is not mandatory in case ISRAC is

previously acquainted with the candidate.
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7.2.4.1 During the interview, the candidate is
acknowledged regarding the role of the assessor and
the training process by signing him/her on the training
process agreement (see form number T2-5200001-28).
In addition, the candidate shall receive a confidentiality
form and an ethics agreement (see form number T2-
421003-01: confidentiality form and form number T2-
520001-07). It shall be stressed that the candidate is not
to expect any payment from ISRAC during the training
process, except for the 2 assessments he shall perform
under supervision.

7.2.5 A condition to continue the training process
is the signing of the above-mentioned obligations. The
Quality Manager is responsible to ensure these
obligations are properly signed and archived in the
assessor's professional file, before inviting the
candidate to the assessor's course.

7.2.6 Signing an agreement for an assessor (form

number T2-520001-08) shall replace these obligations.

7.3 Assessors Course

7.3.1 If a candidate meets the requirements and has
signed the obligations, he will be added to the list for
Technical Assessors or Team Leader training.

All assessors, even if they are not going to be a
Technical Assessor, must pass the Technical Assessors
course.

Note.: Each GLP assessor shall participate in a GLP
training.
7.3.2 The assessor course is the beginning of the
training. Training should aim to familiarize the

candidate with the accreditation methodologies,

STOYIND 9N2Y YOI oA 7.2.4.1
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accreditation criteria, assessment techniques and
expected professional behaviors. The number of
participants be restricted to a maximum of 25 persons.
The training course shall last a minimum of 28 hours
and shall also include several self-tutoring hours.
733 The condition for continuing the qualification
is a successful final exam of the assessor course and an

exam for the relevant standard or standards, with a

minimum grade of 75.

7.3.4 When the grade of the candidate is less than
75%, but he has a good potential for becoming an
assessor by professional and personal characteristics,
he will get an additional opportunity for training or
study the appropriate standard (e.g. ISO/IEC 17025 or
ISO 15189 or ISO/IEC 17020) and pass again, the final

exam of the course.

7.3.5 The Quality Manager shall categorize a
candidate who passes successfully the assessor's course
from "candidate" to "course graduate” in Priority Data
Base. These candidates could go on to the practical
training. The assessor's status shall be updated

according to the progress of the qualification process.

7.3.5.1 The assessors course includes training in

the following subjects:

7.3.5.1.1 The requirements of the relevant

accreditation standard

7.3.5.1.2 Knowledge of accreditation body's rules and

processes
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7.3.5.1.3 Knowledge of accreditation and accreditation
scheme requirements and relevant guidance

and application documents

7.3.5.1.4 Knowledge of general management system

principles and tools

7.3.5.1.5 Soft skills (communication, note-taking and

report-writing, interviewing)

7.3.5.1.6 Knowledge of risk-based assessment

principles

7.3.5.1.7 The team leaders training shall also include

management of an assessment team.

7.3.5.2 The course shall include workshops to
exercise the theory. Participants should work in groups

of up to 5 persons representing different disciplines.

7.3.6 All course materials shall be prepared in
advance to the participants, including the accreditation
standards, relevant procedures and case studies.

7.3.7 During the course the participants will be
evaluated based on participation, leadership and
teamwork.

7.3.8 At the end of the course the participants will
be examined on the course's contents.

Note: An assessor who's training has not been
completed within 4 years from the assessor's course

shall need to undergo a refresher training.

7.4 The practical training of an Assessor

7.4.1 The Head of Divisions, who wants to
continue the training of a potential assessor, should

announce it on writing to the Quality Manager to
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request the relevant information from the assessor (see
relevant forms in section 9 of this procedure).

7.4.2 The relevant Head of Division must ensure
that the assessors sign the agreement or at least the
training process agreement before joining the practical
training process.

7.4.3 The training process for GLP inspectors,
Technical and Team leaders consists of the following

stages:

7.4.3.1 Observing at least two days of ISRAC
assessments (in this point it will decide if another

observation is necessary).

Comment: A technical expert, who performed at least
two assessments and undergoes qualification as a

Technical Assessor does not require this step.

7.4.3.2 Conducting two days of assessments
under observation of an experienced assessor. It is
preferable that different assessors should observe the

assessor under training.

At this stage, the assessor will be graded on his
performance, knowledge and personal ability in
activities such as: Openness to accept different
solutions to the standards requirements, ability to
achieve the assessment’s objectives, ability to
concentrate on the important aspects, patience and
attentiveness, ability to refrain from giving advice,
defining and wording the non-conformities.

7.4.4 It is the responsibility of the evaluating-
assessor to fill out an assessor evaluation form (see
form number T2-520001-02) which shall be filed in the
personal file of the assessor. It is preferable that more

than one Assessor should take part in the evaluation.
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Assessors who reached the stage of conducting an
assessment under observation shall read the relevant
procedures from the ISRACs web site and shall
document it in the assessment report or in the assessor
nomination.

7.4.5 TRAINING OF A QUALIFIED ASSESSOR
FOR A NEW POSITION / FIELD

The condition for assigning an experienced assessor to
a new position/field, in the same assessor category, is a
training and a successful exam on the requirements of
the relevant accreditation standard. In addition, the
assessor is required to carry out an assessment under
observation in the field of his new position, by the head
of relevant division or assessor with relevant
experience. The observation process will be according
to the above. If the evaluation grade will be lower than
4, at least another re-assessment under observation will
be needed, and the assessor will be reevaluated.

7.4.6 TRAINING OF A TECHNICAL ASSESSOR
FOR A TECHNICAL-LEAD ASSESSOR

A Technical-lead assessor is a technical assessor who is
also qualified to perform opening and wrap-up
meetings for technical assessments and to manage an
assessment team.

Certified Technical Assessors, who have performed
four successful technical assessments, can apply for
Technical-Lead. Certification as Technical-Lead will
be following one successful assessment as a Technical-

lead, during which he shall perform the opening and
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closure meetings of in an assessment, which includes

an additional assessor.

7.4.7 TRAINING OF A TECHNICAL ASSESSOR
FOR A TEAM LEADER

The condition for lead assigning is that he successfully
passes the team leader’s training. The training will be

according to the following stages:

74.7.1 Observing in at one ISRAC assessments
(if required).
7.4.7.2 Conducting two assessments under

observation of an experienced assessor from ISRAC, at

least one assessment with crew (at least one assessor).

7.4.7.3 At this stage, the assessor will be graded
on his performance and personal ability in activities as

team leader.

The team leader will be graded on his personal ability
in activities such as: organizing the assessment include
supervision of the technical assessors, organizing the
opening & closing meeting, organizing the assessment
team, aiding the technical assessors with the report on
their observations.

Note: qualification of a technical-lead assessor as a
team leader is equivalent to a qualification of a

technical assessor as a team leader.

7.5 Technical assessor criteria evaluation

The assessor's evaluation is composed of several
characteristics like experience, behavior during the
assessment, skills and more. Each character has his

additional in the total evaluation. The demonstration of
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meeting the qualification requirements is performed
using defined criteria and grade range in a scale of 1-5
and documented in form number T2-520001-02,
Assessor Evaluation.

At the end of training at least two filled assessor
evaluation forms will exist for each applicant assessor
that finishes the training procedure.

The characteristics can be divided to three kinds:
Behavioral characteristics, knowledge characteristics

and management characteristics.

Behavior characteristics can’t be improved; therefore,

the applicant should excel with at least 4.

Management characteristics can be semi-improved;

therefore, the final grade must be at least 3.

Knowledge characteristics can be improved, and
implementation of corrective actions is possible. Thus,
the final grade must be at least 2.5 to conduct
additional training. Afterwards, a minimum of 4 is
required. All this provided that there is no doubt about

the technical assessor’s knowledge.

7.5.1 MAIN BEHAVIOR CHARACTERISTICS

7.5.1.1 Open minded and flexible.

7.5.1.2 Patient and listening.

7.5.1.3 Ensure proper ethics and does not give
advice.

7.5.1.4 Leadership and attentiveness.

7.5.2 MAIN MANAGEMENT
CHARACTERISTICS
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7.52.1 Differentiate between crucial, essential,

and less important issues

7.5.2.2 Meet schedule and assessment plan
7.5.2.3 Well-phrased and clearly presented non-
conformities

7.5.2.4 Independence at assessment

7.5.2.5 Preparing list of issues to assess, and

logical assessment planning to allow extensive work

7.5.2.6 Non-conformities checked in other areas
7.5.3 MAIN KNOWLEDGE CHARACTERISTICS
7.5.3.1 Familiar with the relevant standards
7.53.2 Familiar with the test/ calibration
methods

7.5.3.3 Familiar with the CAB's processes and

business environment

7534 Familiar with relevant regulatory

requirements.

7.5.3.5 Familiar with ISRAC's rules and

procedures.

7.5.4 For team leaders, the following will be
checked as well: management of opening and closing
meeting, management of assessment team, checking of

non-compliances in other areas.

7.6 Attribution of technical assessor to the

different technologies
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7.6.1 Defining the Technical Assessor’s different NYNINIVI ONSPN PTIA THV 7.6.1
technologies will be based on sufficient documented NPOON NTIIND NMITY TAD DY NWY» MNVN
evidence of education, experience and maintaining 295 MW NPHYI PO, NDOUNI
competence according to of the following criteria: :DININ DNIOIPN
7.6.1.1 The assessor’s CV will show his skills in PTAN 5V DONN MNP 7.6.1.1

the tested subject. TN DINNI MNP DY DINN

7.6.1.2 As long as the field is new to the assessor, WTN DINNI 12170V D23 7.6.1.2

self-learning of the tested subject is required. In this NP3 .DINNN SV HONIY TIP7 ¥AT ,PTID

case the assessor should document it in a signed 2Y INNN MNSA NN TYN PTIAN 7Y MY

declaration on form number T2-520001-21. If possible, nPoa . T2-520001-21 9900 020 22

DONNN PTIA Y PTIN Y89 W IWOND
ARPRONSPN PTIA,PTIAN YW o)

the new assessor shall observe a skilled technical

assessor.

7.6.2 Each record shall be linked by the Quality TPV MMNPN DNIND THN D 7.6.2
Manager to the technology linked to the assessor, PNZNIVI MIINN IMIN NPINKL WP
which certified in Priority database. oV DNMN D0, PTIIN NYININ PON

Ri2atah]
D>032 O)W?21 2713277 710WI3 - 77

Remark: In some Assessor records in the

database there may be comments regarding the
INONINPT IV DWI72 I D197

W) WUND DY 02 2015, TNV
shall be considered whenever assigning them in JIPN0RZ ON2INAS 2 2T 1IN0 7

qualifications, mostly in the method level. These

the assessment program.

7.7 Certifying an Assessor Py ANVAN M 7.7
7.7.1 If the Head of Division recommends NNY 9NN GIRD YR 7PN 7.7.1
certifying the assessor, he shall transmit its MR HTNY INNDNN PV ,PTIAD NRYIN
recommendation to the Quality Manager on form .T2-520001-06 1991 DV 1) DY
number T2-520001-06.

Note: There is no need to fill a recommendation for a PT137 N¥oP7 OV 1203 TN PX -7

lead-technical assessor who is already a team leader. 221D PTII NI 223NN

The documentation shall include a TNTONI IN OININD 718590771 21990 TWwonin
recommendation from organizations or IONY NTND 79003, 2289 X)) D773 DTN
academic institutes in which the assessor is ISP VTIPS W) 10 2
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active, to verify that he still has access to
technical information.

7.7.2 The Quality Manager, shall check the
completeness of the recommended assessor and shall
transfer the file to the approval of the General Manager
7.7.3 After approval by the General Manager the
Quality Manager shall issue and sign the assessor's
certificate (form number T2-520001-03) and shall send
a copy to the assessor.

7.7.4 In this stage it is mandatory to ensure that the
assessor signed the agreement.

7.7.5 The training process is recorded in the Data
Base, and at this stage the assessor's status should be
1Active" and "Certified" and the technologies to which
the assessor is certified should be defined in Priority
data base.
7.7.6 If the head of the division recommends not
using the person as an assessor, at any point during the
training period, the recommendation will be filed. The
quality manager will classify the assessor as “Not
Active” in the Priority Data Base and update the
reasons and date of the training/operation cease.

The Head of Division is responsible to assess the need

to update the rejected candidate.

7.8 Assigning a Certified Assessor

7.8.1 Preparation of Working Plan

7.8.1.1 Towards the end of each calendar year,
when planning the next year’s work plan, the Quality
Manager shall prepare a list of active assessors to the

Head of Divisions.
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7.8.1.2 The Head of Divisions shall go over the
list and mark those that they intend to work with in the
following year. This information will be passed on to
the Quality Manager who shall check whether they all

have valid agreement and appendices.

7.8.1.3 The Head of Division is responsible to
make sure that an agreement and confidentiality and

ethics forms have been signed before starting any

activity.
7.8.2 Assessor File Maintenance
7.8.2.1 The Quality Manager is responsible for

updating the assessor's files and organizing yearly
training for assessors (documented under form number
T2-520001-10 or in the data system).

7.8.2.2 The Quality Manager is responsible for
sending the assessors from Israel a request to fill
appendices 3 and 4 of the assessor agreement) as the
yearly update of their training by the middle of the
calendar year. The appendices can be sent to the
assessors from ISRAC's google drive. The filled excel
chart shall be sent in the following folder:

[\S ©P712 01\D8YM DYPTIA 2\DTR M .

D»MPN OPTIAD DINPN DNIDIVODS

Remark: Appendices 3 and 4 describe the current
occupation work and the courses that the assessors
participate during the passing year.

7.8.3 Requirements for Maintaining Technical

Competence in the Fields of Expertise
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7.8.3.1 Documented verification of the technical
competence for each assessor shall be done on a

regular basis.

7.8.3.2 Maintaining competence for the different

technologies shall be based on the general fields:

° Chemistry
o Biology
° Medicine
° Engineering
° Calibration
7.8.3.3 Maintaining technical competence shall

be based on regulatory requirements (such as, regulator

procedures) and updated normative documents.

7.8.3.4 Technical competence shall be
maintained according to the criteria defined in
appendices 3-4: working in the relevant field;
participation in local or international professional or
standardization committee as a committee
member/expert; and/or participate in professional
convention; and/or participate in professional seminar
or webinars from recognized bodies as relevant; and/or
member in standard committee; and/or teaching in
university or another known academic institute; and/or
self-learning or in a course; and/or writing a
professional article in the field; and/or participation in
professional meetings organized by ISRAC, such as

round-tables in the designated fields.

Note 1: In absence of a relevant technical
activity with/in a CAB and/or academic (active
researcher in the technical fields) and/or

documented self-learning it is recommended that

Page 22 of 32
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maintaining competence shall be done according
to minimal criteria as per the following fields:

o Chemistry - seminars/webinars aimed at
assessors in the fields of chemistry (e.g.,
Isranalytics, AOAC, IFCC, EURACHEM,).

e Biology — seminars/webinars aimed at
assessors in the fields of biology (e.g., IUMS,
IUBMB,).

o Medicine - seminars/webinars aimed at
assessors in the fields of medical laboratories
(e.g., ILMAR).

o Calibration - seminars/webinars aimed at
assessors in the fields of calibration (e.g.,
BIPM and Israel Analytics, insofar as the
meetings deal with metrological traceability).

o FEngineering - involvement in standardization
committees, construction of technical
specifications, or government office studies.

Note 2: It is preferred to receive a statement based on
a documented reference, however the above will not be
defined as the sole condition for considering the

assessor's statement as admissible.

7.8.3.5 Each assessor shall document a bi-annual
self-reading of ISRAC procedures and regulator
instructions in form number T2-520001-04, Self-

training plan for assessors.

7.8.3.6 Maintaining technical competence is a
condition for performing an assessment. In case an
assessor did not maintain technical competence, this
will be comprehensively taken into consideration and

documented in the preparation of work plans by each
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Head of Division with the supervision by the
Accreditation Deputy General Manager. If there is an
exception, it must be documented as a planned
deviation. Each case of lack of supporting
documentation for technical competence maintenance
should be considered separately, including determining
risk mitigation measures such as increasing the
monitoring regime, additional opinion concerning
assessments from an independent technical individual.
7.8.3.7 In addition to the annual training, ISRAC
provides free access to all training. Non-reporting and

proving technical maintenance two years in a row will

initiate status change to "non-active".

Note: it shall be emphasized that age or date of
retirement from the field alone shall not be
considered as a consideration in operating of a
technical assessor on behalf of ISRAC.

7.8.4 Reporting, discussing and documenting
decisions concerning any potential conflict of interest
or need for additional training shall be managed by the

Quality Manager as necessary and during the

management review.
7.9 Employment of foreign assessors

7.9.1 When no local assessor or technical expert in
the required field of accreditation is available for an
assessment, ISRAC is authorized to use the services of
assessors or technical expert from abroad.

7.9.2 The technical expert will have knowledge or
expertise on particular subjects relating to the scope of
accreditation. When a suitable technical expert or

assessor in the required field from abroad is identified,
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who can carry out an assessment for ISRAC, CV shall
be received, to provide information on education,
experience and or certification as an assessor in the
field, experience in carrying out assessments in the
field based upon the relevant standards.

7.9.3 Providing the assessor is found to be
suitable, the Head of Division will send him an
assessor’s agreement including confidentiality and
ethics agreement to sign.

7.9.4 An assessor from abroad that is an active
assessor and will present an assessor’s certificate from
an accreditation body that is part of the ILAC MRA,
will be trained for ISRAC’s requirements to allow him
to perform an assessment as an authorized assessor.
The training will be documented and will include

at least procedure 2-623001, Planning and

Performing an Assessment, and when relevant

will include additional procedures published on
ISRAC's website.

7.9.5 When the person is a suitable technical
expert in his field but has no experience as an assessor
belonging to an ILAC-MRA signatory he may be used

as a technical expert, see section 7.10.

7.9.6 The division head is responsible for ensuring
that the assessors file contains the following

documents:

7.9.6.1 Curriculum Vitae (preferably as form
number T2-520001-01);

7.9.6.2 Education certificates;
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7.9.6.3  Graduation certificate from an assessor
course or documentation showing that he is a qualified
assessor by an accreditation body which is signed on
the ILAC-MRA;

7.9.6.4  Assessors contract including a confidentiality

and ethics agreement signed and valid.

7.9.7 Only if the head of division finds the file
complete can the foreign assessor be assigned. In case
there are relevant regulatory requirements for the field
assessed by a foreign assessor it is required to verify
adequate assessment of these requirements.

7.9.8 Preparation for the arrival of a foreign
assessor or technical expert shall be handled according
to the regulations of the Ministry of Interior. In any

case the assessors shall not purchase their plane ticket.
7.10 Employment of Technical Experts
7.10.1

When there is no available authorized
assessor in the required field of accreditation for
ISRAC to carry out an assessment, ISRAC is
authorized to use the services of technical experts.
The technical expert will have the knowledge or
expertise on a particular subject relating to the
scope of accreditation as defined for technical
assSessors.

When a technical expert is located, with
expertise in the required field of accreditation
needed by ISRAC, the Head of Division will
send him a questionnaire requesting information
on his education (T2-520001-01) and experience
in the required field or the technical expert will
send his CV and certificates. The Head of

Division will check the completed questionnaire
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or the CV and, and if it is suitable, will request
the Quality Manager to send to the required
documents similar to the process for assessors, in
addition to the technical expert presentation and
training form.

7.10.2  The Head of Division will assign the
technical expert only after ensuring that his personal file
contains a contract including CV and copies of relevant
diplomas to clarify the education and experience in the
field.
7.10.3  Since the technical expert is not qualified as
an authorized assessor, does not possess the knowledge
of how to conduct an assessment and not aware to
ISRAC’s requirements, the assessment report draft,
findings and their classification will be written by the
authorized assessor, accompanying the technical expert.
The definition of the role of the technical expert’s
accompanying assessor is described in form number T2-

520001-25. In case not defined otherwise, the

accompanying assessor is the Team Leader.

7.11 Periodical Monitoring of Assessors and

Technical Experts

7.11.1  Periodical monitoring will be performed for
each assessor and technical expert including evaluation
of performance and professional ability during an
assessment (see form number T2-520001-02) for each
relevant accreditation scheme.

7.11.2 At least once every three years, an evaluation
for each Technical Expert or Technical Assessor for
each accreditation standard he is qualified. The

evaluation shall be filled by the Team leader in an
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assessment that the Technical Expert or Technical
Assessor participates in.

7.11.3 At least once in three years, each Team
leader is to be observed by an experienced assessor or
by ISRAC’s General Manager. Since periodical
monitoring for a Team Leader is intended to examine
management capabilities, as long as there is no suitable
assessment for a Team Leader qualified to more than
one accreditation standard, observation will be done
according to one accreditation standard and will be
considered as monitoring for the other standards.
7.11.4  Once in three years, each Technical-lead
assessor is to be observed by an experienced assessor.
Since periodical monitoring for a Technical-lead
assessor is intended to examine self-management
capabilities, as long as there is no suitable assessment
for a Technical-lead assessor, observation will be done
as a technical assessor as long as six years did not pass
since the last observation as a Technical-lead assessor.
7.11.5  In general, the witnessing of a technical or
technical-lead assessor shall be conducted by an
assessor from the same discipline. Usually this will be
the Head of Division or a qualified person for
conducting accreditation committees in the field.
Monitoring shall also be conducted by reviewing
assessment reports and the accreditation committee.
7.11.6  The evaluator will fill an evaluation form
and send it to the Head of Division and Quality
Manager, in order to decide if it is necessary to retrain
or recertify the person or if he cannot continue to be
assigned as an assessor and needs to be notified of such

a decision. If there is no remark, the form will be filed.
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7.11.7  In opposite to training, where close
supervision is to be carried out throughout the entire
assessment, in the framework of periodic monitoring,
the escort will be provided as possible, except for a
team leader and technical-lead assessor, for whom
close supervision will be performed throughout the
entire assessment.

7.11.8  The Quality Manager is responsible for
preparing a list of assessors who require observation
and to send the list to the Head of Divisions for

implementation.

7.11.9  The Assessment Managers are responsible
for assigning an observer to the relevant assessors,
based upon the annual assessment program.

7.11.10 The Head of Division is responsible for
performing a documented training or an appropriate
corrective action if one of the assessors obtains a low-
grade review. In cases, where two complaints or
negative opinions were received concerning the
assessor, turning him into a technical expert under
observation or inactivation shall be considered.
7.11.11 In addition to the evaluation summary, the
opinion shall include feedback from CABs (according
to procedure 2-000014, Feedback from Interested
Parties) or ISRAC staff (according to procedure 2-
432006: Nonconformities, Corrective, Preventive, and
Improvement Actions), participation in ISRAC
trainings or reporting of special events referring to the
assessor by the Head of Divisions or other ISRAC staff

members. Reporting and discussion concerning the

assessor's evaluation results shall be managed by the
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Quality Manager as necessary and during the
management review.

7.11.12  Periodical monitoring frequency can be
modified based on information from observations in
assessments, comments from reviews of assessment
reports or accreditation committees, feedback from
CAB:s etc. Justification shall be documented as part of

a deviation.

7.12 Additional Involvement of Assessors

Assessors may fill additional roles, such as accreditation
committees, according to their expertise. Similarly to the
conditions for assigning to an assessment, consent and
nomination forms shall be filled (see procedure 2-

623001, Planning and Performing an Assessment).

7.13 Employment of Technical Experts from
Professional Associations and

Accreditation Bodies under ILAC-MRA

7.13.1  ISRAC is taking part in assessments in
which operate technical experts from professional
associations like: ISTA, EFI or active assessors of
Accreditation Bodies, who are members and

signatories of the ILAC-MRA.

7.13.2  The responsibility for training and periodical
monitoring of those assessors is of the professional

association.
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8.0 DOCUMENTATION

Each of ISRACs assessors/ technical experts has a
personal file (see procedure 2-421001). The file’s
contents will have at least the assessor’s CV, Education
certificates, signed confidentiality agreement, signed
code of conduct agreement, signed work agreement,
evaluation forms, and any other relevant information
that is required.

The module used for documenting information

concerning assessors is kept in Priority Data Base.

9.0 APPENDICES
9.1 Form T2-520001-01: Curriculum Vitae.

9.2 Form T2-520001-02: Assessor evaluation form.

9.3 Form T2-520001-03: Assessor certification
form.

9.4 Form T2-520001-04: Self-training plan for
assessors.

9.5 Form T2-520001-06: Recommendation for
assessor certification.

9.6 Form number T2-520001-07: ISRAC code of
conduct.

9.7 Form number T2-520001-08: Agreement for

assessor services.
9.8 Form number T2-520001-10: Participation in

training activity.

9.9 Form number T2-520001-11: Agreement for

medical assessor services.
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9.10 Form number T2-520001-12: Agreement for

regulator assessor services.

9.11 Form numberT2-520001-21: Declaration of

gaining knowledge in a new professional subject

9.12 Form number T2-5200001-25: The role and
function of the assessor accompanying the trainee

assessor/ advisor performing an assessment for ISRAC.

9.13 Form number T2-5200001-28: The training

process agreement.

9.14 Form number T2-421003-01: Confidentiality

form.

9.15 Form number T2-520001-38: Technical

Assessors Course Exam.

9.16 Form number T2-520001-39: Technical
Assessors Course Exam — ISO/IEC 15189.

9.17 Form number T2-520001-40: Technical
Assessors Course Exam — ISO/IEC 17020.

9.18 Form number T2-520001-41: Technical
Assessors Course Exam — OECD-GLP.

9.19 Form number T2-520001-42: Technical
Assessors Course Exam — ISO/IEC 17025.

9.20 Form number T2-520001-47: Summary Letter of

Foreign Assessor Visit.
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