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1.0 INTRODUCTION

Accreditation of a conformity assessment body
(CAB) by the Israel Accreditation Authority
(hereinafter: ISRAC), as a third party, provides the
CAB’s clients, and those who use its services, with
objective proof that the CAB is qualified to perform
the tests/activities for which it has been accredited,
and that the results provided by it are reliable.
ISRAC is responsible, towards both the CAB and
those using its services, to grant/ extend a CAB’s
accreditation, if it has proven that it conforms with
the accreditation requirements and to suspend or
terminate, either completely or partially, a CAB’s
accreditation when it no longer meets the
accreditation requirements.

The internal body within ISRAC that discusses and
recommends on these matters is called the
Accreditation and Assessment Review Committee
(hereinafter: the Accreditation Committee or the
Committee).

Therefore, the rules regarding the appointment of
the Committee, the criteria for accreditation, and the
Committee’s actions and decision-making process
must be transparent, uniform and clear. The
requirement to define the accreditation criteria is
shown in the standard ISO/IEC 17011, section 7.7.

2.0 PURPOSE

The purpose of this procedure is to define the
accreditation criteria and to ensure the proper,
transparent and uniform action of the Accreditation

committee, in compliance with ISRAC’s procedures
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and policies and shall enable proper, well-founded

decision-making regarding a CAB’s accreditation.

3.0 SCOPE

This procedure defines the rules for the appointment
and activity of the Accreditation committee. The
procedure deals with the following subjects:

3.1  Appointment and composition of the

Committee;

3.2 The Committee’s functions and authorities;
3.3 Summoning the Committee;

3.4 Convening the Committee;

3.5 Running and documenting the Committee
meetings;

3.6 Committee recommendations;

3.7  Approval of the Committee’s
recommendation by the General Manager;

3.8 Notifying the CAB;

4.0 APPLICABLE DOCUMENTS

4.1 ISRAC Law, 1997 (paragraphs 1, 5[3,5]);

4.2 1SO 15189 — Medical laboratories —
Requirements for Quality and Competence.

4.3 ISO/IEC 17011: Conformity assessment —
General requirements for accreditation bodies
accrediting conformity assessment bodies.

4.4 ISO/IEC 17025: General requirements for the

competence of testing and calibration laboratories;
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4.5 ISO/IEC 17020: Conformity assessment --
Requirements for the operation of various types of
bodies performing inspection.

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

4.7 1SO/IEC 17034: General requirements for
the competence of reference material producers.
4.8 EA 2/15: EA Requirements for the
Accreditation of Flexible Scopes

4.9  Procedure number 1-200000: GLP-manual.
4.10 Procedure number 2-651002: Hearing.

4.11 Procedure number 2-421003: Confidentiality.

4.12 Procedure number 2-650001: Measures to be
Taken for Suspension, Termination, Reduction,
Voluntary Withdraw of Accreditation.

4.13 Procedure number 2-623001: Planning and
performing the assessment.

4.14 Procedure number 2-671001: Surveillance of
Accredited Organizations.

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

4.16 Procedure number 1-455001: Policy for
Reporting Results and Using ISRAC Symbol.

4.17 Procedure number 1-000020: Customer
Service Treaty.

4.18 Procedure number 1-000007: Ethics and
integrity in the CAB.

4.19 See procedure number 1-000023: definitions

used in ISRAC's documents.
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5.0 DEFINITIONS

For relevant definitions see procedure 1-000023.

6.0 RESPONSIBILITY

6.1 The Team Leader

The Team Leader of the specific assessment/s is
responsible for submitting the proposal for the
discussion of the accreditation committee, to the
Head of Division.

6.2 Head of Division

The Head of Division whose area of responsibility
includes the CAB whose accreditation is under
discussion (hereinafter the Division Head) is
responsible for submitting a Proposal for Discussion
(a summary of the assessment by the Team Leader
and technical assessor/s including the CAB’s
suggestions for corrective actions) to the Chairman
of the Accreditation Committee.

The Head of Division is responsible for follow-up
on the decisions of the accreditation and assessment
review committee regarding the organizations under
his responsibility, and also documents activities

described in this procedure in the relevant CAB file.

6.3 Chairman of the Accreditation and

Assessment Review Committee

The Chairman of the committee is responsible for
convening the committee, running the committee’s
discussions, formulating the committee’s
recommendations, in accordance with this

procedure, and submitting the Committee’s

my1nn 5.0

.1-000023 Y113 NI DPVINDT MITHIND

manx 6.0

Yamn pman 6.1

NN PINRD YR WOIND ORINN 223070 PTIAN
9N0NN NTYND PO Y8NN

PNA UNY 6.2

PTIAN QNN RN INPINK DINNAY PN YN
ININN (PN YN — PNY) DT ININONIY
DYINDNN NIDM) MNP PTD Y8N DYDY

NN) PTANN DX DOV X200 PTIANN

DV MAYNN PTIAN 9NN DY MIPNNN MWD

NTYY YR 2WPY (DONNPHN DPTIAN
.19NONN

MOLINNN INN APYN DY HONINN PINN YN
INPINNI J9 1D INPINNIY DININD MYIND
?°N2 1Y DNNA MDD DMV NN TYNY
SOMDIN PTIAN NN

99990 NPPOY NN 97 6.3
rart-nl

2112, NTVIN N NDD OINRINK DTN 7P
5MNID DXNNA DTN NXDNN VI, DTN IPT
SNYIRY H79IND NTYIN DY NNYNRNN NIAYI N

DOPMYN INY 95 .QA-2 NNV NP PR ISRAC 2wNn 5y DORIMIN NN DN 7 TADK Y¥ DTN DIWINDN DXPMYN
2023 INY1292 23-1 DOTIN 7292 109TIN 12 OPY 9PN DN D10 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 February 23, 2023




Website: Yes

0P 091 DY NINVN 8N 9373 MVINNN NYAP PPYIN
The Decision Process Regarding the Accreditation Status of
Conformity Assessment Bodies

35 : NP7 199N

2-651001 : 99910 5

36 730 9 1900 97

Version number: 35

Procedure Number 2-651001

Page 9 of 36

recommendation to the General Manager for her

approval.

6.4 General Manager of ISRAC

Approves or does not approve the Committee’s
recommendation. In case of disapproval, the
General Manager convenes a second Accreditation
and Assessment Review Committee three-member
forum. In case the committee recommends
suspension or termination of accreditation, the
General Manager shall grant the CAB a hearing
before making the final decision regarding its
accreditation.

The General Manager is also responsible for issuing
a letter to the CAB notifying it of the final decision
regarding its accreditation.

7.0 METHOD
7.1 The Committee’s Composition

7.1.1 GENERAL

The Accreditation committee is an ad-hoc
committee (meeting for a specific reason and
adjourning after completing the task). The
committee’s composition and a number of members
changes according to the issue under discussion.
The committees shall be divided, based on the
technologies that the organization is accredited to,

into general fields:

o  Chemistry
o Biology
e Medicine
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e Engineering
o Calibration
The rules in paragraph 7 apply to all types of

assessments performed at ISRAC.

7.1.2 ETHICAL ASPECTS

Only personnel who were not involved in the
assessment may be appointed to the Accreditation
Committee concerning the said assessment .

The Accreditation and assessment review
committee’s members shall be free of commercial,
financial and other constraints and of any conflict of
interest. All members shall sign the confidentiality
agreement (form number T2-421003-01E:
Confidentiality Agreement), and ISRAC code of
conduct: T2-520001-07E

7.1.3 NUMBER OF COMMITTEE MEMBERS

7.13.1

member for all assessments. The file will be

The committee is composed of one

reviewed by the chair of the committee, and he will
examine the requirement of including an additional
member of the committee insofar as specific
knowledge and expertise is required on subjects

that are not sufficiently clear.

7.1.3.2

agreement, the chair may appoint a third member, in

In case the two members cannot reach an

order to create a majority decision.

7.1.3.3

Manager disapproves with the decision of the

In special cases in which the General

committee, he convenes a three-member committee,
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In this case, a discussion will be held in the presence
of the General Manager and the three-member

committee, the decision will be documented.

7.14  INVITATION OF OBSERVERS TO THE Ny oo nmn 7.1.4
COMMITTEE
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Members
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employees or external personnel who are qualified DOYNN DPTIA DINY DMNNN DN
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requirements.
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17025/17020 15015189 (as defined in the EA .(EA-1/06 A-AB Tnona

Multilateral Agreement Criteria for signing Policy
and procedure for development, EA-1/06 A-AB).
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7.2.3.1 Knowledge in relevant regulatory

requirements of a specific assessment file.

7.2.3.2 Formal education as required by an

assessor.
7.2.3.3

includes multi-disciplinary information, it may be

In case the scope of the assessment

necessary to involve several approvers accordingly.

7.3 The Committee’s Functions and

Authority

The committee may recommend conserving or
changing the CAB’s accreditation status. The
recommendations available to the committee are as
follows:
7.3.1
extending accreditation, with regard to the scope of
accreditation submitted by the CAB.

7.3.2
partial) or termination or reduction of accreditation.
7.3.3

accreditation shall be granted ,extended, suspended/

Recommending granting, maintaining or

Recommending suspension (full or

Defining the terms under which

terminated/reduced/voluntary withdraw, and under
which suspension of accreditation shall be revoked,
according to the accreditation requirements.

734

assessment, and/ or more corrective actions and an

Recommending the need for an additional

additional meeting of the accreditation committee.

7.4 The timetable for the Convening
of the Committee
74.1 The committee must convene no later

than a hundred (100) working days from the date of

Page 12 of 36
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the assessment, except for a new accreditation. Ina
new accreditation, the committee will convene not

later than 6 months from the day of the assessment.

74.2

after the assessment if necessary.

The committee may convene immediately

Such necessity may arise when a major change in
the CAB's function or if there is a need to discuss
the suspension of accreditation in a certain field

74.3

at the middle of the assessment period or after half

A single member committee shall be held

of the assessments were performed (whichever
comes first) for a multi-site organization or an
organization that is not assessed in continues
manner, if the assessments are spread over a period
of more than six months.

At the end of the accreditation and/or supervision
assessments the Accreditation Committee shall
convene no later than a hundred (100) days from the
last assessment.

The chairman of the committee shall coordinate the
date of the meeting with the other committee

members.

7.5 Proposal for the Discussion of the
Accreditation and Assessment Review

Committee

751

the accreditation committee is the submission of a

A condition for holding the discussion in

Proposal for discussion. The proposal shall be
prepared by the Team Leader or the Head of
Division, no later than a hundred (100) days after

the end of the assessment.
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7.5.2

will submit the proposal for discussion no later than

In a split assessment the Head of Division

a hundred (100) days from last assessment date, and
in condition that that when the assessments duration
takes longer than six months the require (in the
previous section) for a single member committee
shall be held at the middle of the assessment period
or after half of the assessments were performed will
be filled out.

7.5.3
accreditation,

For new laboratories asking for

the Head of Division will submit the proposal for
discussion to the committee not later than 6 months
from the day of the assessment

754
proposal for discussion to the Head of Division who

The Team Leader shall submit the

shall summarize the assessment file and his own
recommendation to the Accreditation Deputy
General Manager .The Head of Division shall define
the issues on which he requires the recommendation
of the committee.

7.5.5

required to open a deviation according to the

In a case of a deviation from schedule it is

responsibilities stated in the Assessment File
Checklist (form number T2-623001-09). The Head
of Division shall open a deviation in case the gap
between on-site assessments exceeds 24 + 1 month.
7.5.6

Assessment Review Committee shall submit a copy

The head of the Accreditation and

of the proposal to the committee members before
the date of the discussion. In case a member of the

committee is not an ISRAC employee, he may be
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updated on the details close to the committee’s
convention.
1.5.7

withdraws its accreditation, the Head of Division

In a case the laboratory voluntary

will assure that a written request was received from
the laboratory. In this case, there is no need to

convene a committee meeting.

7.6 Non-Completion of Administrative

Requirements

In case of non-completion of administrative
requirements, a letter will be sent to the CAB by the
General Manager concerning a change of the status
“the Information is not updated due to non-
completion of administrative requirements” in
ISRAC website (form number T2-651001-18). The
CAB can respond within 45 days for the reason of
the delay. In case ISRAC does not find the reasons
for the organization to justify the non-completion of
administrative requirements, the status shall be
modified to “reduction of accreditation”. During this
period, the CAB shall remain under the surveillance
of ISRAC and its data shall be published in ISRAC
website subject to payment of the periodical fee.
Comment: This status is also applicable to a case
where the technical obligations have not been
completed, such as sending the approved scope of
accreditation to ISRAC.

7.7 Directing and Documenting the
Committee Meeting
7.7.1 The Committee's chairman shall run the

meeting. The committee shall be knowledgeable
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with the summary (form number T2-651001-01).
The Committee shall be furnished with all the
material relevant to the discussion and necessary for
reaching a just and well-founded recommendation.
The discussion should be serious and focused and
conducted as efficiently as possible. In order to
facilitate this, the Committee shall discuss the issues
on which the Division Head presented require
recommendations while referring to the correctness
and uniform identification of the accreditation
standard applicable to the accredited activity stated
in all documents submitted to the accreditation
committee, including the assessment report, NC’s
and corrective actions form, the proposal for
discussion, the scope of accreditation and the
committee protocol.

The discussion shall include a sample survey of the
corrective actions performed after the assessment. If
a need for additional information arises during the
discussion, including material that the CAB needs to
submit, the committee chairman shall require the
relevant Division Head to supply it as soon as
possible.

The committee shall form its recommendation only
after all the necessary material was submitted.

Each Committee member shall be given an
opportunity to state his opinion.

If the Committee does not complete its discussion
and/or does not reach a decision during its first
meeting, the Committee chairman shall arrange an

additional meeting.
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The Committee must submit its recommendation to
the General Manager no later than seven (7) days
from the date of its first meeting subject to
compliance with the administrative requirements of
the CAB.

7.8.2 At the end of this step, both the Committee
Chairman and the member reviewing the
technical aspects shall sign the meeting
protocol (see form number T2-651001-03).

7.8 Issues for the discussion of the
Accreditation and Assessment

Review Committee

The Committee shall discuss the issues on which the
Division Head requested a recommendation, in the
proposal for discussion (see form number T2-
651001-01).

7.8.1

The committee shall discuss the scope of

The accreditation scope of the CAB

accreditation requested by the CAB and recommend
whether the CAB is entitled to a full or partial
accreditation.

The Head of Division shall submit an up-to-date
draft of the CABs scope of accreditation, including
changes requested by the CAB such as extension of
methods, removing methods, rephrasing, etc.
Special attention is required to examine the potential
impact of the removal of a method from the scope of
accreditation on the ability of the CAB to perform
other related activities including the impact on other
testing methods. To fulfil this requirement the CAB
shall fill form number T2-660001-12: Request to

Remove Methods from the Scope of Accreditation.
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7.8.2 Cooperation fulfillment of the
surveillance agreement

The Committee shall review the degree of
cooperation of the accredited CAB with ISRAC
assessors and the assessment team's opinion
regarding fulfillment of the surveillance agreement.
7.8.3 Complaints

The committee shall review any complaints
regarding the CAB, how the complaints were
handled and the way the problems raised in the
complaint were resolved (see procedure number
Procedure for Dealing with Complaints).

7.8.4 Schedule

The committee shall review whether the CAB
complied with the schedule set between the CAB
and the assessors. The committee shall also define
the future schedule for additional assessments if
necessary.

7.8.5 Ethics, morals, and code of conduct

The committee shall refer to any problems that may
influence the trust invested by ISRAC in the
conduct of the CAB. The committee may advise
surprise assessments or any other method for
reviewing the conduct of the CAB and investigating
the problems raised by ISRAC.

7.8.6 The Committee will review the division

manager summary on the following subjects:

7.8.6.1 The response of the CAB to the findings
and/or its suggestions for corrective actions
The Committee shall review the response of the

CAB to the findings and/or its suggestions for
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corrective actions and the corrective actions
performed. The committee may review only a
sample of the above.

e Whether the response and/or corrective actions
submitted by the CAB provide an appropriate
and lateral solution to the findings reported
during the assessment.

e Does the CAB have the management and
technical abilities needed to implement
effectively and in a reasonable time the
corrective actions proposed by it (In order to
avoid a repetition of the non-conformities
reported).

The committee shall review whether the CAB
has proved in the past that it can rectify non-
compliances effectively and in a reasonable
time period. In addition, the committee shall
review the assessment team’s response to the
corrective actions performed by the CAB,
mainly regarding findings classified as level 1
and 2.
7.8.6.2 Assuring the Quality of Test Results
Note: This paragraph applies to Laboratories only
and inspection body performing test activities.
The Accreditation and assessment review committee
should review whether the laboratory has quality
control procedures for monitoring the validity of
tests:
If the laboratory’s performance in inter-laboratory
proficiency testing and whether corrective actions
are performed and whether the laboratory reports to
ISRAC as required according to ISRAC policy. If it

uses regularly a certified reference material or it
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uses other tools for monitoring the validity of test
result.

7.8.6.3 The committee will review the opinion of
the Team Leader and the Head of Division to
evaluate whether there is a need to include a
technical assessor or an expert to the surveillance
assessment, and will refer to the following issues:
7.10.6.3.1 The ability of the organization to
manage its management system effectively,

and to reach continuous improvement

7.10.6.3.2 The technical level of the

organization during a long time

7.10.6.3.3 Does the organization uses quality
control results to reduce the chance of

incorrect results

7.10.6.3.4 Management obligation for
maintaining quality and organization results

in reliability

7.9 Flexible Scope of Accreditation

ISRAC shall verify that a CAB with a type C scope
of accreditation is competent to manage a flexible
scope and compliant with the requirements of
procedure No. 1-000019: General Requirements for

accreditation.

7.10 The Recommendations of the

Committee

The Committee’s recommendation shall be reached
by the members attending the meeting, shall be
signed by the committee members, and shall include
the date the recommendation was made.

7.10.1 Criteria for recommendation
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7.10.1.1 Recommendation for Granting a

New Accreditation

A CAB shall receive accreditation only if all

the following conditions are fulfilled:

. The cooperation of the CAB with ISRAC was
good, open and transparent and ISRAC has
confidence in the organization and its management.
° No complaints were investigated during the
discussion that point at a possible problem either in
a technical area or in the integrity of the
organization.

. Non-compliances classified as level 1 and 2
were dealt with adequately according to procedure
number 2-623001, in less than 6 months from the
last assessment. If more than six months passed
from the last assessment, an additional assessment
shall be performed before the committee reaches its
decision.

7.10.1.2 All payments to ISRAC were received. If
not, the assessment shall be given back to the Head
of Division and not to the decision maker. The Head
of Division, is responsible for following up.
7.10.1.3 The committee shall discuss the steps that
the CAB should perform in order to allow its
accreditation.

7.10.1.4 The committee shall discuss the need to
conduct a quality-surveillance assessment.

7.10.1.5 The committee shall discuss the need to
conduct a technical-surveillance assessment.

Note: In case the payments from the CAB were not

received but all other conditions are fulfilled, a
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recommendation may be submitted that will be
implemented after the payments.

Note: The date of the signature of the General
Manager on the decision to grant the first
accreditation of the CAB (General Manager letter).
This date is from then on considered as the relevant
date for calculating the following re-assessments.

7.10.1.6 Conservation of Accreditation and

Extension of Accreditation

If all the conditions listed in previous section criteria
for the recommendation are fulfilled, and the CAB
complies with the surveillance agreement the
committee may recommend the conservation and/or
extension of accreditation.

If the conditions above are not fulfilled the
committee shall discuss the suspension of the
accreditation or other measures such as an
unannounced assessment, carrying out an
investigation, requiring additional corrective actions
etc.

7.10.1.7 Suspension of Accreditation

The accreditation of a CAB shall be suspended if at

least one of the following conditions is fulfilled:

e An appropriate solution for non-
conformities level one was not provided by
the CAB within the required timeframe and
therefore the integrity and validity of the
results reported by the CAB. The committee
must review whether the non-conformities
affect specific to one technology or

systematic and affect the entire scope.
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e A breach of the surveillance agreement
between ISRAC and the CAB was
discovered. In such as a case the entire
scope of accreditation must be suspended
(see the detailed explanation on the
surveillance agreement in appendix 1).

e Violations of ethical and/or moral codes
were discovered during the assessment or in
the material submitted to ISRAC indicating
a lack of integrity and/or may cause harm to
the organizations receiving test reports from
the CAB or its clients and therefore there is
no trust between ISRAC and the CAB’s
management or one of its branches. In such
a case the role of the central management of
the CAB should be investigated. If the
problem is in a specific branch of the CAB,
suspension of the accreditation of that
branch should be considered.

7.10.1.8 Termination/reduction of Accreditation

Termination of accreditation according to procedure
number 2-650001: Measures to be Taken for
Suspension, Termination, Reduction, VVoluntary
Withdraw of Accreditation, shall be recommended
in any one of the following situations:

1. If the conditions of the hearing committee
were not fulfilled

2. If the reasons for suspension were not
resolved up to nine months from the day of
suspension, the accreditation state of the CAB must
be reviewed.

3. A severe violation of the terms of suspension
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4. If the CAB was suspended in the past and
during the new accreditation additional problems
were discovered or the problems that formed the
basis for its previous suspension return

5. The CAB voluntary withdraw from
accreditation.

6. If the committee members decide to deviate
from these conditions, they must explain their
decision and the reasons for it.

The accreditation or appeal committee is required to
refer to the minimal period for suspension in its
recommendation, based upon risk assessment (form
T2-651002-03). In case that the recommendation is
adopted it shall be reflected in the General
Manager's decision. ISRAC is entitled to set a
minimum period for suspension based on well-
established good judgement based on facts as part of
the risk survey for determining a minimal period for
suspension or decision for termination of the
accreditation.

Examples:

o Public safety

o Public Health

e Severe circumstances leading to suspension

e Major recurring findings

o Not meeting the surveillance agreement

7.10.2 RECOMMENDATION

CONTENTS

The Committee’s recommendation should be
detailed, concise and unequivocal. It should

include, according to the issue being discussed:
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7.10.2.1 An answer to the question whether to
grant/ extend/ suspend/ terminate accreditation.
7.10.2.2 The scope of the granting/ extension or
suspension/ termination of accreditation. In each
case, the differences between the requested and the
recommended scope of accreditation should be
noted.

7.10.2.3 The conditions for granting/extending
accreditation or removing a suspension/ termination
of accreditation, such as: Corrective actions the
CAB must perform and review of their
implementation.

7.10.2.4 The committee shall include a
recommendation to the head of the division on the
type and date of the next assessment.

7.10.2.5 Additional activities the CAB must
perform and the schedule for their performance.

If such activities exist a recommendation
must be added that details the responsibility
of overseeing these activities and closing the
file, whether by the Head of Division or the

committee.

7.10.2.6 Termination Period

A CAB’s accreditation shall be terminated for a
minimum period of 6 months.

The period for which accreditation is terminated
shall be noted by dates, using the following
language:

“The accreditation of this CAB is terminated as of
(date)... The CAB is barred from submitting a

request for accreditation before (date)...”
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The termination period shall correspond to the
severity of the findings and the minimal time needed
for the CAB to complete corrective actions, and the
time needed for ISRAC to verify that the corrective
actions have successfully eliminated the reasons for

the non-conformities.

7.10.3 REASONS FOR THE

RECOMMENDATION

The Committee shall indicate the explanation,
justification, and proof of its decision.

The Committee’s consideration of proposed
corrective actions shall be noted by the Committee
members on a meeting protocol form including
responsibility and the target date for their
performance. The head of the relevant division will

monitor their performance.
7.11 Approval of Decision on the
Committee’s Recommendation by

Decision Maker (General Manager)

7.11.1

participate in the Accreditation Committee.

General: decision maker did not

7.11.2

7.11.2.1 Similar to the requirements for Head of

Minimal requirements:

Divisions, including knowledge in the accreditation
requirements and experience in equivalent positions.
7.11.2.2 At least master's degree including
education in management and decision-making
processes.

7.11.3  The competence criteria for accreditation

decision maker:
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7.11.3.1 Working experience of at least two years
of work with a CAB) calibration or testing
laboratories, inspection bodies etc.).

7.11.3.2 Profound knowledge of the ISO/IEC
17011, and the relevant level 3 standards to the
specific CAB and the relevant Israeli legislation.
7.11.3.3 Knowledge of AB’s assessment and
accreditation process.

7.11.3.4 Knowledge of assessment techniques.
Experience in the international arena.

7.11.4  The chairman of the Committee shall put
the committee protocol (form T2-651001-03) into
the assessment file. The assessment file will be
provided to the decision maker (General Manager).
In addition, the Committee chairman shall submit a
copy of the protocol of the Committee’s meetings,
to the Head of Division.

7.11.5 The decision maker (General Manager)
must decide whether he agrees with the
Committee’s recommendation within seven days
from receiving the copy of the Committee meeting’s
protocol. If necessary, the decision maker can
authorize someone else to do this (hereinafter: The
General Manager).

7.11.6

agrees with the Committee’s recommendation he

If the decision maker (General Manager)

shall approve it by his signature. The secretary shall
send the General Manager letter to the CAB.
The responsibility for assuring distribution of the

final letter is of the Division Head.
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7.11.7

does not agree with the recommendation he must

If the decision maker (General Manager)

convene an additional committee of three members.
It is the responsibility of the decision maker
(General Manager) to organize the documents to be
reviewed by the three-member Accreditation and
Assessment Review Committee.

7.11.8

serve as Chairman of the three members Committee.

Generally, the General Manager shall

7.11.9  This Committee shall be arranged within
seven (7) days from the date the protocol of the two-
member Committee was submitted to the decision
maker (General Manager). The three-member
committee should convene within twenty-one (21)
days from the date of the two-member committee.
The decision maker (General Manager) shall ensure
that each Committee member has received a copy of
the protocol of the previous Committee.

7.11.10 The three-member Committee shall
function as described above in paragraphs 7.6 — 7.9
of this procedure. The recommendation made by
this Committee supersedes the recommendation of

the two-member Committee.

7.12 Notifying the CAB

7.12.1
for the entire scope of the CAB, the accreditation

If the decision is to renew accreditation

shall be valid from the date the previous
accreditation ends.
7.12.2

from the date the decision maker (General Manager)

In any other case, the decision is valid

approved it.
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7.12.3  The decision maker (General Manager) is
responsible for notifying the CAB regarding the
decision withing 7 days from receiving the
accreditation committee protocol. The notification

shall include the following:

7.12.3.1 State of accreditation

7.12.3.2 Scope of accreditation

7.12.3.3 The Validity of the accreditation

7.12.3.4 Additional activities the CAB must

perform

7.12.3.5 Inviting the CAB to send ISRAC
feedback regarding the accreditation

process.

Note: The decision maker (General Manager) shall
inform the CAB in this letter if an additional
assessment is necessary or the following assessment
is moved up.

7.12.4 A copy of the notification shall be placed
in the CAB’s file with additional copies sent to the
Deputy Finance Manager and the relevant Head of
Division.
7.12.5

or total suspension/ termination of accreditation, this

In the event the decision involves partial

notification shall be conditioned. The notification
shall include instructions for submitting a “Letter of
Appeal” in accordance with the “Hearing”
procedure and instructions contained in paragraph

7.15 to give the CAB an opportunity for a hearing.

7.12.6

voluntary withdraws its accreditation, the Head

In a case where the laboratory
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of Division will present the letter of request to
ISRAC General Manager. Based on this letter the
General Manager will write decision letter to the
laboratory on voluntary withdrawal.

Note: Timelines are according to the

Customer Service Treaty (procedure number
1-000020).

7.13

accreditation

Issue of the scope of

7.13.1

updates in the scope of accreditation to the

The Head of Division 'will pass all the

Assessment Manager no longer than five (5)
working days before the Committee convenes.
7.13.2

the scope of accreditation until the Accreditation

The Assessments Manager will update

and Assessment Review Committee day.
7.13.3

General Manager on the CAB accreditation requires

In cases where the decision of ISRAC

updating the scope of accreditation and its
publication on ISRAC Web site, the Assessments
Manager shall continue according to procedure
number 2-660001.

7.14 Hearing

The CAB may appeal the recommendations
of the committee. The appeal shall be initiated
by submitting a “Letter of Appeal” within
seven days from the date the CAB received
notification of the decision and if necessary, a
hearing that shall be held by the accreditation

and assessment review committee. The Letter
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of Appeal and the Hearing process are
defined in Procedure number 2-651002.

7.15 Objections

7.15.1 CAB objections not related to the
accreditation status may be an objection to a
decision to perform a special assessment (e.g.,
surveillance, technical repeated re-assessment) or
professional issues.

7.15.2 The committee composition shall include the
Accreditation Deputy General Manager (chairman),
a different Head of Division, and when relevant, a
professional individual. For financial issues the
committee composition shall include a different
Head of Division and the Finance Deputy General
Manager and Legal Advisor (chairman) and a
different Head of Division). All individuals will not
be involved in the event related to the objection.
7.15.3 All the documents related to the objection
shall be sent to the committee members. A reference
to the objection shall be sent to the CAB within one
month from its issuance.

7.15.4 The chairman sets the date of the discussion
to be held at ISRAC offices or remotely.

7.15.5 At the end of the process and submission of
the committee’s recommendation to ISRAC General
Manager a final decision regarding the objection
shall be taken and communicated to the CAB within
five working days. Handling objections shall not
result in any discriminatory action against the CAB.
7.15.6 Documentation shall be conducted on
Objection Committee Protocol (form number T2-
651002-21).

M ann 7.15

MYIN PRY THOIM 9N NMTIND 7.15.1
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8.0 DOCUMENTATION

8.1 General

All documents and notes, related to the
implementation of this procedure shall be kept in a
file belonging to the CAB whose accreditation is
under consideration. The chairman of the committee
shall define the number of the meeting and shall
appoint one of the committee members to keep the
meeting protocol in which the discussion and
decisions of the committee. The number of the
committee meeting shall be defined by the no. of the
CAB, the letters AC and the date: Day, Month and
Year, xxxxACddmmyy.

Committee protocols and log file are filed in the
following folder: \12\n5n0n .1\nYy Y .yyYyy
Electronic files submitted and reviewed by the
accreditation committee are filed in the following
folder:

I:\2. o»nx\division name\CAB no.-CAB name\05-
PTan\year\pTan »MINN\NINON NTYN

8.2 In a case of voluntary withdrawal of
accreditation the laboratory letter of request for
accreditation withdrawal and ISRAC General
Manager letter will be filled in:
Rashut/ergonim/organization No

In a folder opened for this purpose.

8.3 Every Change in the organization's
accreditation/recognition shall be updated by the

assessment manager in QSOFT database (A7).

8.4 The assessment managers are responsible for

two lists "Updated CABs and their accreditation

myn 8.0

oy 8.1
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MTYND MDY DTN DY PMLONM IT
NPMND ,PTIAN NN 190N MYNNNI 1190
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fields" Organizations that their accreditation was
terminated (withdrawn), reduced, voluntary
withdrawn" according to procedure 2-660001 —
these are filed in the following folder:
1:1\2_13\07nx . Teudot mMTaynn nmw NIT
INNa

8.5 Filing data concerning appeals and objections is
done in the following folder per year:
:\12 .5\ .

9.0 Appendices

9.1 Appendix number 1: Violation of the

Surveillance Agreement.

9.2 Form number T2-651001-01: Proposal for

Discussion about a Laboratory

9.3 Form number T2-651001-03: Protocol for an
Individual Accreditation Committee
9.4 Form number T2-651001-09: Summary of

Accreditation.

9.5 Form number T2-651001-14: GLP recognition
of a test facility.

9.6 Form number T2-651001-15: Notification
concerning accreditation termination, suspension or

reduction.
9.7 Form number T2-651001-16: Acceptance of

voluntary withdrawal.

9.8 Form number T2-651001-17: Notification

concerning voluntary withdrawal.
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9.9 Form number T2-651001-18: Notification - anon : T2-651001-18 q9on oo 9.9
Status Information is not updated due to non- N DY DTN NN YN DIVVLD
completion of administrative requirements. PN MYIT NNIYN
9.10 Form number T2-651001-20: Letter before anon : T2-651001-20 1900 oy 9.10
hearing committee. DY NTIN N
9.11 Form number T2-651001-21: Objection : T2-651001-21 19900 oo 9.11
Committee Protocol. MTINND NTYN NP
9.12 Form number T2-651002-03: Proposal for 8 : T2-651002-03 1900 ooy 9.12
discussion after hearing. MY INNRD T
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Appendix Number 1: Violation of the MP*9N DIDN Y 1991 :1 9901 NID)
Surveillance Agreement

Violation of specific paragraphs of the surveillance MP>9N DODNA DMNNDN DIXNYD DV NN
agreement can lead to the total suspension of SV NNDN NIOW/MIYYUND NN N1
accreditation since such violation can undermine NN DWW I MANY NI NNT,NDRUIN
ISRAC’s confidence in the CAB’s ability to fulfill | P 1120 901 2¥ N2> 1273 MmN 5¥ NN

b 2anh kA mb2)
its obligations towards ISRAC. AMYIN 295 PININNN NN K

Violation the surveillance agreement shall be ™M1I72 — 7MP9N DI0N NN 1T PIYD
considered if one or more of the following : DININ DONINNN MNP N TN J¥ DN1PNM

conditions are fulfilled:

A. The CAB or one of its representatives WM PPN PTIAN NN N
has prevented ISRAC from inspecting oV NNINRNNN DX PITAD MYINN
the CAB’s compliance with the N9 IN N19D0NN MYAITY NTIVNN
accreditation requirements or have YT 5Y WV 29D NIWI DY
not cooperated with ISRAC as NANNNN NN PITA 7TD MYIN

N9NDNN MWAITY NTAYNN SV
P72 90V MPYD N1HONI
TN N2NRDN PTAN IN NP

required in order to examine the
CAB’s compliance with accreditation
requirements through ongoing
surveillance, surveillance

assessments, or re-accreditation

assessments.

B. The CAB claimed or represented MINY VXN IN WO PTIAN QNN A
itself as being accredited for N DOPI/MPITAT THOMD
tests/calibrations for which it was not N2 DI MINN MITYNN

IN NINON D NPWN
INONON NNYYIN/NYHY)I

granted accreditation, or for which its
accreditation was suspended/

terminated.

The CAB used its accreditation in a
manner that jeopardized the
reputation of ISRAC.

. The CAB made/issued a declaration
involving its accreditation in such a

way that could mislead the public.

N2NON YNNYN PTIAN DN )
DV 210N NNYIA MOV 19INI
VN

PAYN /RVIND PHAN NN T
19INT ) INDINOND NNYPN NINSD
NN DR MYLND TN WY
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E. The CAB used its accreditation in a 1900N2 YNNYN PN QNN .0
manner that is liable to give the DY NN 1Y DYV 1IN
impression that ISRAC is responsible NYINT TPRINK MYIN 1N

12N IN DISINT VT DY )Y
G0N YT DY DININN NPT
DYINNN DY MYOIN INNN PN
MYIN T DY

for the approval granted by the CAB
to certain products or that the CAB’s
examination of the products
constitutes approval of the products

by ISRAC.

F. The CAB did not fulfill its NN OYP XY PTAN NN )
obligations aimed at ensuring that a NY0INT YTYNY MNPNNNN
certificate or report issued by the >0 PPNV NMTIN NTIWNY

25 N ONPYY THDINY DIONNN
LYT IR DTN DV XY PON
MYLNY 12 YWV IPINT WY XD

CAB, or any part of such a certificate
or report, regarding the process for

which it was accredited, is not used in

a manner that is misleading to the MPIN N
public.

G. The CAB did not fulfill its NN OOP RO PIANGNN 3
obligations aimed at notifying ISRAC NYTIND Y12 NMIPNNNN
concerning essential changes in the WY DIMND DNV DY MYD

TIMY2 IO DY Nyawn ond
Y2)D NINDNY DNMIVIIPI
9P>N2 09N ©IIHNINN

Rilalviy!

CAB that influence its ability to meet
the accreditation criteria regarding the

processes included in the CAB’s

scope of accreditation.
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