Website: Yes

WINIY I

Procedure for Hearing

13 : Do 90N

2-651002 : 2901 5NN

21 70 179010 97

Version number 13

Procedure number 2-651002

Page 1 of 21

04

n'niN niwin
nIT2un nd>noaY

Israel Laboratory Accreditation Authority

Valid from

TINNN 9PN

15.09.2014

Effective from

TAINNN 2NN

01.10.2014

YINIIY 91

Procedure for Hearing

2-651002 99010 5
Procedure Number 2-651002

Authorized by:

$DYIUNN

Signature — 71NN

Date — 9980

Name — ow

Position — 1>pan

Revital Sossover

421010 HYUN"H

MY PTY
Updated by:

Muriel Cohen

193 SN

NNLIANR 5N 7Y IVINND
(TN
Approved by Quality
Manager:

Etty Feller

959 NN

902 57N Y IWIND
Approved by General
Manager:

DYPMYN INY D5 .QA-1 MNYN NPNN PIIYY ISRAC 2wNN DY DIRNNIN NYN DN 1Y TADN DY DITNN DIWINDD DPMYD
2014 120PINA 1-1 DATIN . T292IDSTIN 12 DY 9PINA DN DMIPIN 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 October 1, 2014




Website: Yes WINOY Hn)

Procedure for Hearing

13 : Do 90N 2-651002 : 7901 YN 21 7y 2 9900 97

Version number 13 Procedure number 2-651002 Page 2 of 21

:91190 YV DIN9TY

Voyo 1PN
The Change NN MNPYA Section Date
ONNN DY NP YOS NPPO 995 02.07.2014
VAN NN DNNOPY DNNT MIMY NN 7 02.07.2014
PIPYN PHNY MY NN APYNRY IV IIOYI DAY NODIN 9.3 27.05.2014

DYPMYN INY D5 .QA-1 MNYN NPNN PIIYY ISRAC 2wNN DY DIRNNIN NYN DN 1Y TADN DY DITNN DIWINDD DPMYD
2014 120PINA 1-1 DATIN . T292IDSTIN 12 DY 9PINA DN DMIPIN 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 October 1, 2014




Website: Yes WNIY DN
Procedure for Hearing

13 : 1O 790N 2-651002 : 7901 YN 21 TN 37900 97
Version number 13 Procedure number 2-651002 Page 3 of 21
022 191N
4 Nan 1.0
5 nvNn 2.0
5 mhn 3.0
6 0V 099NN 4.0
6 mann 5.0
7 MINX 6.0
8 Ny 7.0
17 Tyn 8.0
18 o'novy 9.0

Table of Contents

1.0 INTRODUCTION 4
20 PURPOSE 5
3.0 SCOPE 5
4.0 APPLICABLE DOCUMENTS 6
5.0 DEFINITIONS 6
6.0 RESPONSIBILITY 7
7.0 METHOD 8
8.0 DOCUMENTATION 17
9.0 APPENDICES 18

DYPMYN INY D5 .QA-1 MNYN NPNN PIIYY ISRAC 2wNN DY DIRNNIN NYN DN 1Y TADN DY DITNN DIWINDD DPMYD
2014 120PINA 1-1 DATIN . T292IDSTIN 12 DY 9PINA DN DMIPIN 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 October 1, 2014




Website: Yes

WINIY NN

Procedure for Hearing

13 : Do 90N

2-651002 : 2901 5NN

21 771 4 79010 97

Version number 13

Procedure number 2-651002

Page 4 of 21

1.0 INTRODUCTION

An Organization, which the accreditation and
assessment committee reached a decision to suspend or
withdraw its accreditation or recognition, may request
ISRAC to hold a hearing regarding the committee’s
recommendation.

This procedure defines the standards and guidelines
regarding the treatment of an organization requesting a
hearing of ISRAC and guidelines for an organization
regarding the manner of submitting its request and
appearing at the hearing.

The Hearing Committee may cancel the final
recommendation to suspend, refuse or fully/partly grant
accreditation or recognition to an organization. This
recommendation shall be made after considering the
request submitted by both sides and the organization’s
appeal against the recommendation of the
Accreditation and assessment committee in a manner
consistent with ISRAC’s criteria.

The final decision regarding the full/ partial suspension
or termination of accreditation is made by the ISRAC
general manager. This decision shall be guided by the
recommendation of the Hearing Committee. The
General Manager shall decide whether it fully or
partially accepts the committee’s recommendations or
not.

ISRAC in general and the Hearing Committee in
particular shall conduct all the proceedings responsibly
and impartially, considering both the damage caused to
the organization, should its accreditation or recognition

be suspended partly or wholly, temporarily or finally,
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on the one hand, and on the other hand the damage
which could be caused to the organization’s clients,
should it remain accredited or recognized if it is not

found worthy.

2.0 PURPOSE

The purpose of this procedure is to define the
mechanism for the appointment, summoning and
function of the Committee, as well as its

responsibilities.

3.0 SCOPE

The Hearing Committee is responsible and accredited
to recommend termination, suspension or full/partial
granting of accreditation /recognition. The
recommendation shall be based on the
recommendations of the accreditation and assessment
committee, the request submitted by the organization
and the discussion during the hearing.

This procedure deals with:

3.1 The status of the organization requesting a
hearing.

3.2 The appointment and composition of the
Committee.

3.3 Therole and responsibility of the Hearing
Committee.

3.4 The summoning of the committee.

3.5 The convening of the Hearing Committee.
3.6 Instructions to the organization for filing an

appeal.
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3.7  The conduct and documentation of the meetings
of the Hearing Committee.
3.8  The recommendations of the Hearing

Committee.

4.0 APPLICABLE DOCUMENTS

4.1 ISO/IEC 17011 — Section 7.10.

4.2 The National Authority for Accreditation of
Laboratories Law, 1997.

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

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

4.5 Document number 1-432000: Quality Manual.

4.6  Procedure number 2-421002: Confidentiality.
4.7  Document number 1-200000: GLP Manual.

4.8 Procedure number 1-611002E: ISRAC and its

Accreditation Process Guidance and Requirements

5.0 DEFINITIONS

5.1 Letter of Objection

A document presented to ISRAC’s General Manager,
specifying the arguments for the objection of the
organization to the decision of the Accreditation and
assessment committee of suspension, reduction,

termination or granting accreditation or recognition,
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fully or partly. The letter of objection shall be
presented by the organization within 3 working days
following the reception of the decision that is the object

of the appeal.

6.0 RESPONSIBILITY

6.1 ISRAC’s General Manager , or her

representative, is responsible for:

6.1.1 The appointment of the members of the
Hearing Committee.
6.1.2 Contacting the chair of the Hearing

Committee, who is not part of the regular ISRAC staff?
6.1.3

accreditation certificate to the appealing organization,

Granting an Administrative extension of the

if necessary.
6.1.4

composition of the Hearing Committee and receiving

Notifying the organization of the

its approval.
6.1.5

committee a form of confidentiality and receiving their

Sending to the external member of the

signature.

6.1.6

Hearing Committee to the organization.

Communicating the recommendation of the

6.2 The Head of the Division is

Responsible for:

6.2.1

of the Hearing Committee, having them signed and

Preparation of the protocols of the meetings

distributed to the members of the Hearing Committee,

the organization and the ISRAC Secretariat which will
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distribute them within ISRAC and file them.
6.2.2
procedure.
6.2.3

accreditation/ recognition certificates which is in its

Documenting the activities mentioned in this

Requiring the organization to return the

possession and/or for preparing and distributing a new

or revised certificate, according to the decision of the
General Manager.

6.3 The Chairman of the Hearing
Committee:
6.3.1 Is responsible for running the meetings of

the Hearing Committee, and for making a final

recommendation in accordance with this procedure.

6.4 The Quality Manager:

6.4.1
assimilation of this procedure.

Is responsible for the existence and

7.0 METHOD

7.1  Status of the Appealing Organization

Should an organization submit a letter of objection,
there shall be no change in its status until the General
Manager decides otherwise.

In cases where the there is reasonable cause to believe
that continuing the organization’s activity in a certain
method may be harmful to the public the General
Manager may require that the accredited activities be
stopped without a public announcement.

It should be noted that the recommendation of the

accreditation and assessment committee to suspend of
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terminate an accreditation is an internal decision and is
not published until a hearing of both side has been held
and a final decision is reached by the General Manager
(on condition that the organization is interested in
presenting its claims).

If necessary, an administrative extension of the validity
of its accreditation shall be granted tot the organization
until the final decision of the General Manager.

7.2 Composition of the Hearing

Committee

The Hearing Committee shall include three members.
The roles in the Hearing Committee shall be:

- The Chairman of the Hearing Committee:
The Chairman of the ISRAC Council, or an appropriate
external person who is not an employee of ISRAC.

When there is a professional conflict with the

organization an expert in the field should be nominated.

- Member I:

The Accreditation Deputy General or the Quality
Manager or a Head of Division who did not participate
in the assessment and the deliberations of the
Accreditation and assessment committee which are the
subject of the Hearing.

- Member I1:

The legal advisor of ISRAC or one of the external legal
advisors to ISRAC.

Note: In case the chairman of the committee is a legal
practitioner, the General Manager may appoint an

expert in the relevant field as the second member.

The requirements from the committee members:
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- Have good judgment capacity;

- Free of financial, commercial and other
pressures or any conflict of interest in the field on
which the Hearing is held, which might impair their
fair and impartial behavior;

- Have the relevant professional experience and be
knowledgeable in the field subject to the appeal (if

relevant).

7.3 Summoning the Hearing Committee

The General Manager shall take the necessary steps to
convene the Hearing Committee after a letter of
objection is received from an organization.

7.3.1
Chairman of the ISRAC Council, or an appropriate

The General Manager shall request the

external person (Hereinafter: “the Candidate”) to serve
as Chairman of the Hearing Committee (see form
number T2-651002-01: Appointment of the Appeal
Committee's Chairman). The request shall be sent
within 5 days at most following reception of the letter
of objection. If the request is made to a candidate who
has not yet signed a form of confidentiality and before
the organization has given its consent, no specific
details of the organization shall be mentioned. The
General Manager shall receive a preliminary consent
from the candidate and report it to the appealing
organization within 14 days following reception of the
letter of objection.

7.3.2 The General Manager shall advise the
organization, without delay, in writing, by registered
mail or fax, according to the confidentiality procedure,

of the composition of the Hearing Committee and
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require a response within 2 days from.
7.3.3

participation of any one of the members of the Hearing

The organization may object to the

Committee if it can show any conflict of interest
between the candidate and the organization.
7.3.4

other members of the Hearing Committee from among

The General Manager shall appoint the two

ISRAC employees, if possible, within 14 days from the
reception of the letter of objection.
7.35

shall, without delay, receive the signed forms of

The General Manager or her representative

confidentiality from candidates who have not signed
them before.
7.3.6

regarding any one of the candidates is received, the

If a justified objection from the organization

General Manager and the Head of division shall act in
accordance with sections 7.3.1 — 7.3.3 above.
7.3.7

days — the organization will be considered as having

Should no objection be received within two

accepted the composition of the Hearing Committee.
7.3.8

organization, the General Manager shall send the

Within 3 days of the agreement of

recommendations of the Accreditation and Assessment
Committee, object of the objections of the organization,
the letter of objection and the list of questions and
issues submitted to the committee’s discussion, to the
members of the Hearing Committee.

When necessary additional documents may be sent to
the members if they assist them to fulfill their role.

The following documents should be considered as
necessary for the committee members: This procedure,

the accreditation scope of the organization under
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discussion, the surveillance agreement with the said
organization, the procedure number 1-611002E:
ISRAC and its Accreditation Process Guidance and
Requirements, documentation or depositions regarding
the findings, documentation found at the organization,
paper for discussion of the accreditation and
assessment committee whose recommendations are
under discussion. Any additional relevant information
may be submitted. Confidential documents shall be
submitted both to the Hearing Committee and the

organization.

7.4 Assembly of the Hearing Committee

The ISRAC secretariat shall ensure, according to the
requirement of the Head of Division that the Hearing
Committee convenes within a maximum of 14 days
after the organization gives its consent to the
composition of the committee.

The Head of Division will send the decision on the date
of the hearing and the composition of the Hearing
Committee to the Parties, following notice of the
Chairman.

If necessary, the Chairman shall decide on a
consultation with external consultants or of a
preliminary meeting of the Hearing Committee in the
absence of the parties. The Chairman shall hold the
consultation or the meeting if necessary.

The Hearing Committee may also request additional
information from the accreditation and assessment

committee.

7.5 Additional Evidence after the

Accreditation and Assessment
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Committee’s Recommendations

75.1
regarding the conduct of the organization in general

If additional evidence is obtained by ISRAC

and/or specific information on the findings discussed
by the accreditation and assessment committee, it may
submit them to the Hearing Committee for discussion.
Whereas evidence includes depositions, complaints,
testimonies and any other document or information.

If ISRAC decides to present additional evidence, it
shall be submitted both to the Hearing Committee and
the organization. The organization may address the
additional evidence in a new version of its letter of
objection. In case an extension is needed the
organization may request postponing the date for
submitting the letter of objection or the date of the
Hearing. The decision shall be made by the Hearing

Committee. The extension may be up to 7 work days.

7.6 Conduct and Documentation of the
Meetings of the Hearing Committee
7.6.1 The Chairman shall conduct the deliberations

of the Hearing Committee.

The participants will be knowledgeable and the debate
will be purposeful, focused and completed with
maximal efficiency.

The Head of Division and/or the professional assessor,
the Chairman of the Accreditation and assessment
committee and/or any other representative appointed by
ISRAC shall represent ISRAC in the matter of the
appeal.

The Manager of organization, or any representative
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appointed by him, will participate on behalf of the
organization, together with two additional
representatives of its choice, as stated in its letter of
objection.

During the hearing both sides shall be given the right to
speak and present their arguments.

The Hearing Committee may at any time require
additional information from the organization, regarding

its arguments.

7.6.2
letter of objection by the appealing organization may

Arguments that had not been specified in the

not be presented during the Hearing unless the
organization proves they are necessary.

7.6.3

organization is entitled to present a revised version of

Notwithstanding 8§ 7.5.2 above, the

the letter of objection based on argumentation,
evidence and/or new circumstances that surfaced after
the presentation of the original letter of objection. The
revised letter of objection shall be presented no later
than the date of response of the organization on the
composition of the Hearing Committee as described in
7.3.3 above.

7.6.4

shall be documented in a protocol written by the

The proceedings of the Hearing Committee

registrar. The protocol shall be distributed to the parties
within 7 days from the end of the deliberations of the
Hearing Committee.

Note: The protocol is not a precise record of every
word said during the discussion but a summary of the

proceedings typed by the ISRAC secretariat and/or
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typing which is made during the discussions by one of
ISRAC:s staff.

7.7 The Recommendation of the
Hearing Committee
7.7.1 The Hearing Committee shall reach a final

recommendation regarding suspending, withdrawing or
granting full or partial accreditation according to the
criteria of ISRAC (detailed in procedure number
2-650001: Procedure for the accreditation and
assessment committee- preparation of
recommendations regarding accreditation).

The recommendation shall be made in view of the
recommendation of the Accreditation and assessment
committee, the letter of objection and the findings of
the proceedings. The Hearing Committee, when
reaching its recommendation in the appeal, will not
limit itself to the arguments of the objections presented
in the letter of objection, nor to those claimed during
the discussion.

The Hearing Committee may accept the appeal of the
organization, fully or partly, or reject it, or make any
other recommendation.

In case the committee recommends an intermediate
recommendation and corrective actions are required
from the organization the corrective actions shall be
reviewed by the Head of Division and then by the
accreditation and assessment committee, the Hearing
Committee shall give instruction regarding the final
decision on the appeal; including suspending the
accreditation of the laboratory immediately if the

organization shall not be on schedule and/or fulfill the
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corrective actions required and/or any other
requirement set by the Hearing Committee within the
conditional suspension.

The Hearing Committee should decide on the
timescale for the process. In this matter the
accreditation and assessment committee is the last
committee, which decided on suspension, termination
of accreditation/recognition and if there were two such
committees then the last committee makes the decision.
7.7.2 The Hearing Committee will give its
recommendation at the end of the proceedings or at
another date of which it will have informed the Parties
and no later than 14 days after the first meeting.

The recommendation will be given in writing, signed
by the members of the Hearing Committee and bear the
date of its presentation.

7.7.3 The recommendation shall be based on a
majority vote of the members in attendance, but each of
the members may write his differing opinion, stating
his supporting arguments.

Should there be no majority for one recommendation;
the Chairman’s opinion shall determine it.

7.7.4 The recommendation of the Hearing

Committee shall include:

7.7.4.1  The details of the questions to be decided
upon;
7.7.4.2  The recommendation shall include the period

and extent of the suspension, termination or refusal to
grant the accreditation and the conditions to cancel the
suspension, termination or refusal to grant the
accreditation;

7.7.4.3  The arguments for the recommendation.
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7.75 The Chairman shall submit the signed
recommendation to the General Manager.
7.7.6 The General Manager shall make its final

explained decision, in relation to the recommendation
of the Hearing Committee regarding the organization’s
accreditation within 3 work days after receiving the
Hearing Committee’s recommendation.

7.7.7 The Secretariat shall transmit the decision to
the organization by registered mail or any other way in

coordination with the CEO of the organization.

7.8 Publication

If the General Manager decides on suspension,
termination, refusal or granting of accreditation to the
organization, the Head of Division will see that the
decision is made public accordingly on ISRAC

website.
7.9 Cancellation of Hearing
The organization may cancel its request for a Hearing

at any time, no later than one working day before the

date of the first meeting.

8.0 DOCUMENTATION

8.1 The Appeal File

All the documents related to the performance of this
procedure will be filed in the Hearing Committees file
and/or a reference to the previous or next file it has

been filed in (complaints, organization file, etc.).
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9.0 APPENDICES

9.1  Appendix number 1 - Guidelines for the
Presentation of a letter of objection.

9.2  Form number T2-651002-01: Appointment of
the Appeal Committee's Chairman.

9.3  Form number T2-651002-01: Appeal
Committee's Schedule.
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Appendix number 1
Guidelines for the Presentation of a Letter

of Objection
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Instructions for the Presentation of a

Letter of Objection
1. Contents of the Letter of Objection

The letter of objection shall include the following:

- Name of the appealing organization;

- Title — the subject of the objections;

- Reference document of the decision of the
Committee object of the appeal,;

- Date at which the organization received the
decision of the Committee against which it is objecting;
- Date of the letter of objection;

- Names of the representatives of the organization
who will appear at the hearing;

Note: The General Manager of the organization, or any
representative appointed by him, will participate on
behalf of the organization, together with two additional
representatives, as stated in its letter of objection.

- The purpose of the appeal — the decision to
which the organization objects.

- Signature and identification of the representative
of the organization submitting the letter of objection.

2. Purpose of the Letter of Objection

The letter of objection shall be concise and will
unambiguously clarify the purpose of the objection, as
well as the relevant arguments and evidence.

The letter of objection shall explicitly point out the
paragraphs of the decision of the Committee which the
organization refers to, what it appeals and what
arguments it relies on.

Note: Arguments that had not been specified in

the letter of objection by the appealing organization
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