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1.0 INTRODUCTION

The Israel Laboratory Accreditation Authority
carries out activities that have influence on its
clients, as well as interested parties in the general
economy, such as various government ministries,
industries, and the public.

ISRAC maintains a quality system and acts in
accordance with international procedures and
standards. In order to improve the service, it
provides its clients, ISRAC is attentive to its clients
and interested parties, thereby ensuring that it
remains a learning organization, striving towards
change and ongoing improvement.

ISRAC handles two main types of complaints:
those regarding its own activities and those related
to the activities of laboratories it has accredited.

In both cases, ISRAC is required to handle the
complaints and investigate whether they relate to
the accreditation sphere and whether they are
justified.

The requirement to deal with complaints is also

mentioned in paragraph 7.12 of ISO/IEC 17011.

Complaints that are liable to result in corrective
actions are dealt with according to procedure

number 2-432006: Corrective, preventive and

feedback actions.

2.0 PURPOSE

The purpose of this procedure is to provide
guidelines and instructions on how to document,

classify and handle a complaint from the moment it
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is received, how to document, classify and solve it

and the reasons it came about.

3.0 DESCRIPTION

This procedure discusses issues involved in dealing
with complaints:
3.1 Receipt and documentation of the

complaint.

3.2 Investigating the reasons for the
complaint.

3.3 Investigating the legal basis for dealing
with the complaint.

3.4 Decision-making on corrective actions.
3.5 Communicating with agencies involved
with the complaint.

3.6 Timetable for dealing with complaints.
3.7 Monitoring how the complaint is dealt

with.

4.0 APPLICABLE DOCUMENTS

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

bodies.

4.2 Procedure number 1-000020: Customer
Service Treaty

4.3 Procedure number 2-432006: Non-
conformities, Corrective, preventive actions,
and improvement

2-432010:

4.4 Procedure number

Management review.
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4.5 Procedure number 1-200000: GLP
Quality manual.
4.6 Procedure number 2-671001:

Surveillance of accredited organizations.

5.0 DEFINITIONS

5.1 Inspection Staff

As part of this procedure, an inspection staff is set
up to investigate complaints. The committee is
established ad hoc in order to discuss and come to
a decision regarding the handling of a complaint.
This committee examines documentation that may
be relevant to the complaint, as well as changes and
corrective or preventive actions that should be
taken and/or were taken. ISRAC’s attorney and the
relevant staff, depending on the nature of the
complaint.

Additional ISRAC personnel and/or other
witnesses may join the committee if so asked,
including a representative from the complaining
body, and a representative of the body against
which the complaint was registered.

5.2 Complaint

An expression of dissatisfaction sent to ISRAC,
either in writing, orally, electronic mail, via ISRAC
web site, against the activities of the ISRAC or
against an accredited organization or recognized
test facility, when there is an expectation of the
complainer for an inquiry and a reply. Anonymous
contacts are not acceptable as complaints.

In any case of doubt regarding the classification of
the application as a complaint, a joint consideration

by ISRAC's legal advisor and by the person
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receiving the complaint/ the relevant head of

division will be implemented.

6.0 RESPONSIBILITY

6.1 Overall responsibility for monitoring
belongs to the legal advisor.

6.2 The responsibility of the inspection staff
regarding the complaint is to help the legal
advisor in investigating, clarifying and
drawing conclusions for rectifying the
complaint, as well as assessment of the need
for any corrective actions.

6.3 Itis the responsibility of ISRAC General
Manager, or his appointed representative, to
authorize the way in which the complaint is
handled, to notify the client regarding the
outcomes of the handling, and to confirm
that dealing with the complaint has been
concluded.

6.4 It is the responsibility of the head of
division to follow up on corrective actions
required by the organization, which is the

subject of complaint.

7.0 METHOD

ISRAC will deal with complaints relating to
subjects under its authority in accordance with the
Israel Laboratory Accreditation Authority Law.
Complaints against organizations that are not
accredited do not come under the ISRAC’s

responsibility.
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In cases wherein the complaint deals with the
ISRAC’s area of responsibility and involves
handling by an outside agency, ISRAC will
contact the outside agency to hear its position,
reaction, and plans for dealing with the complaint.
ISRAC will monitor these and discuss whether it
must also act in addition to the outside agency. In
these cases, one should wish to meet the timetable
as outlined below in paragraph, but it is not
obliging. The complainant will be notified that
handling has been transferred to another agency.
Upon conclusion of the matter by the outside
agency, information to that effect shall be sent to
the complainant.

In cases where the complaint does not come under
ISRAC’s authority, the General Manager, or his
appointed representative, shall issue a letter to that
effect to the complainant, explaining why ISRAC
cannot act regarding his complaint.

7.1 Timetable

Every complaint registered with ISRAC will be
handled according to the time defined in
procedure number 1-000020, Customer Service
Treaty.

7.2 Complaint Receipt

7.2.1 Every complaint received verbally, via e-
mail or in writing by fax, shall be sent directly to

the legal advisor.

7.2.2 The person who receives the complaint shall
confirm that the information received includes the

following:

7.2.2.1 The name of the complainant;
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7.2.2.2 A description of the complaint;

7.2.2.3 Telephone — the complainant’s direct
telephone number;

7.2.2.4 Address of the complainant, including e-
mail;

7.2.2.5 The date the complaint was received;

7.2.2.6 Is the complaint written or oral?

7.2.2.7 Does the complainant request
confidentiality?

7.2.2.8 The person who received the complaint
shall, where appropriate, ensure that a complaint
concerning an accredited CAB has been first
addressed by the CAB.

ISRAC shall apply good judgement in cases where
there was a reference of complainant to the CAB
and there is place for intervention by ISRAC. For
example, when the complainant did not receive
any response from the CAB on his complaint or
that the complainant sensed that the CAB is

operating against him in conflict of interest.

7.3 Complaint Handling

7.3.1 The legal advisor will review the complaint.
If a complaint is identified by the legal advisor as
falling under the scope of this procedure, the legal
advisor must do the following:

7.3.1.1 Ensure that the complaint is recorded
completely and accurately in the complaints file,
including filling of form number T2-432007-01.
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7.3.1.2 confirm complaint to the complaintive and
if it is needed request additional information.
7.3.1.3 Convene the inspection staff to discuss the
complaint, the causes, and the need to perform
corrective actions or any other clarification.
Whenever possible and to optimize the process,
the consultation can be performed by e-mail,
without convening the Committee.

7.3.1.4 Whenever necessary, a report concerning

the progress shall be delivered to the complainant.

7.3.6 The inspection staff shall conduct an
intensive investigation to define the complaint as
belonging to one of the following two spheres:
The complaint was found to be valid and can be
solved immediately by the ISRAC’s employees or
the complaint was found to be valid and requires
additional investigation before it can be solved.
7.3.7 The inspection staff shall discuss the reasons
behind the complaint. In order to ensure a
comprehensive solution and so as to prevent its
repetition in the future, the following issues should
be discussed:

7.3.3.1 Was there a deviation from ISRAC Law,
or ISRAC’s mandatory procedures, policies or

standards?

7.3.3.2 Was there a problem with ISRAC’s

procedures and policies?

7.3.3.3 Does the complaint relate to a local
problem, or does this have ramifications for all
ISRAC’s activities?
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7.3.3.4 Is there another agency involved in the

complaint (police, enforcement agencies, etc.)?

7.3.3.5 Did the complaint relate to ISRAC’s

supervisory activities?

7.3.3.6 Is a special assessment required to verify
the complaint? If so — good judgement shall be
applied, and it shall be decided who is/are the

most suitable assessor/s.

7.4 Steps to be taken following the
inspection staff meeting

7.4.1 The decisions in response to a complaint
should be made by, or reviewed and approved
by, individuals who are not directly involved in

the matters that are the subject of the complaint.

7.4.2 A complaint against an organization
should be presented first to the organization for
clarification. Alternatively, the committee
decided to do the clarification by a non-notified

assessment (see procedure number 2-671001).

7.4.3 The Committee shall decide on the
necessary corrective actions and identify those
who are to be responsible for carrying out these
actions, and target dates. The corrective actions
may include changes in procedures, training,

policy changes, publicity, instructions, etc.

7.5 Complaint Closure

7.5.1 ISRAC's General Manager, or his
appointed representative, shall write a letter of
response to the complainant, which will include

ISRAC’s response, the actions undertaken as
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possible in the limits of the confidentiality
obligation, and an expression of thanks for their

alertness.

Limit: In cases where the complaint was made
clear by a meeting with ISRAC employees with
the complainer, and ISRAC response & ways of
action ware made clear to the complainer- there is
no necessity to also issue a response letter from
ISRAC General Manager.

7.5.2 In cases where the complaint was against
laboratory, ISRAC General Manager or his
appointed representative, will write a letter to the
laboratory, in which she will inform them on the
closure of the complaint, and upon necessity-
regarding the steps taken and additional steps
ISRAC will take (Example: examination of
corrective actions taken by the laboratory, the

complaint — in next assessments).

A copy of the letter will be forwarded to the legal
advisor, to the head of division, & to the
complainer in case he is from ISRAC team.
Limit: a letter to the laboratory, which the
complaint is about, will be sent upon require. In
cases there is no require doing so for example
when the complaint was made clear with the
complainer with no notification to the laboratory
which the complaint is about, a letter will not be

sent.

7.5.3 Upon completion of the complaint handling,
the legal advisor shall report the correction
actions to the quality manager to be appropriately
recorded. In addition, in case the opinion of the

legal advisor and/or any of the involved

NPNONI MONN NIIANN DN DMIPNI D
NONNN DY MYIN OYIND O DY Yo
— MY TITI MYIN NANN PN NINIM
979301 NAIVN ANOHN DY NIXINY NIONN PN
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personnel is to initiate a corrective action, it shall
be documented, and a unique number shall be
assigned in QSOFT database.

7.5.4 The legal advisor shall close the complaint
in the complaint registration form when they are
completed (form number T2-432007-02).

7.5.5 The legal advisor shall bring the summary
of the Complaints Log and follow-up on
corrective actions for discussion by the
Administration. The number of the corrective
action shall be written in the Complaints Log.
The quality manager shall monitor the corrective
action according to procedure number 2-432006:
Non-conformities, Corrective, preventive actions,

and improvement.

8.0 Documentation

8.1 The complaint shall be recorded by the legal
advisor on form number T2-432007-01:
Complaint form. The original complaint shall
be attached to the above form if it was received

in writing.

8.2 The legal advisor shall number the
complaint according to the next consecutive

number in the complaints file.

8.3 The legal advisor shall record the complaint
on a Complaint File Summary Form and shall
also send a copy of the complaint to the Head of
the Division responsible for the organization or

test facility involved.
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The summary form of complaints details the
complaint number, and the organization the
complaint is about be typed to the computer, and
will be updated periodically by the legal advisor,

and will be available to heads of divisions.

8.4 All information concerning the complaint shall
be kept in: I\INMSN_4\m>N

8.5 Upon requirement following finalization of
complaint treatment the Division manager will put

a reminder for follow up in the next assessment.

9.0 APPENDICES
9.1 Form number T2-432007-01: Complaint form

9.2 Form number T2-432007-02: Complaints

registration form
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