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Surveillance of Accredited — 89199 09N J¥ NP9

1.0 INTRODUCTION

Accreditation is awarded to an organization after assessing
that the latter meets accreditation requirements. This
assessment is based on the review of the implementation of
the procedures of the quality system, the technical
procedures, of ISRAC's guidance and of other relevant
regulations and requirements and also according to proof of
professional and managerial competence.

Accreditation is granted for the tests and/or calibrations,
inspections and certifications defined within the scope of
accreditation.

Surveillance assessments ensure that an accredited
organization properly maintains its quality system and is in
the process of constant improvement. ISRAC surveys the
accredited organizations during the period between the
accreditation and “re-accreditation” assessments.

Another purpose of the surveillance of an accredited
organization is to provide a tool for securing the customers’

confidence in the competence of the organization.

2.0 PURPOSE

The Purpose of this procedure is to ensure uniformity in the
activities of department heads and various personnel
involved in the surveillance of accredited organizations.
The procedure also enables ISRAC to achieve transparency

in its operating methods.

3.0 SCOPE

Surveillance is achieved through monitoring activities such
as assessments as and various reports submitted by the

organizations to ISRAC.
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This procedure describes:

a. The structure and fundamental time table for
surveillance assessments;

b.  Who performs surveillance assessments (lead and
technical assessors);

C. Type of surveillance assessments;

d. Activities related to the performance of the

surveillance assessments.
4.0 APPLICABLE DOCUMENTS

4.1 ISO/IEC: 17011 Conformity assessment — General
requirements for accreditation bodies' accrediting
conformity assessment bodies (Section 7.11);

4.2 ISO/IEC 17025: General requirements for the
competence of testing and calibration laboratories;

4.3 1SO 15189: Medical laboratories -- Requirements for
quality and competence;

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

4,5 ISO/IEC 17024: Conformity assessment -- General
requirements for bodies operating certification of persons;
4.6 ISO/IEC 17021: Conformity assessment --
Requirements for bodies providing audit and certification of
management systems;

4.7 ISO/IEC 17065: Conformity assessment --
Requirements for bodies certifying products, processes and
services;

4.8  The surveillance agreement of the Israel Laboratory
Accreditation Authority, see Appendixes.

4.9  Procedure number 2-651001: The decision process
regarding the accreditation status of conformity assessment
bodies.

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

4.11 Procedure number 1-681001: ISRAC policy for the
performance and evaluation of inter-laboratory proficiency
testing

4.12 Procedure number 2-000002: Procedure for working
with regulators and interested parties

5.0 DEFINITIONS
5.1 Surveillance Assessment

511
organization is performed within one year of the first

Surveillance assessment to a newly accredited

accreditation. Surveillance assessment can be quality
assessment, technical assessment or combined assessment,
as required. Surveillance assessment is similar to an initial
assessment (see procedure number 2-623001: Planning and

performing the assessment).

5.2 Unannounced Assessment

On-site assessment of accredited organizations,
performed by ISRAC at any time without previous
coordination with the organization, in order to verify
that these organizations operate in accordance with

the accreditation requirements.

5.3 Special Assessment

An assessment performed in an organization following
coordination with the organization, in the purpose of

checking the implementation of requirements or corrective

actions and is an addition to the assessment plan.

5.4 Re-accreditation assessment

An assessment performed in an organization, two years

after the first accreditation and every two years thereafter.

Rpambal)
MYIN NYYTN : 1-681001 9900 SN 4.11
77772 NITAYN NNNIPNI MNIN NOIYM WINID

17y 51 : 2-000002 2900 5N 4.12

[D)HVIVDN PIY YY) DNV DY NOWA
DYMYNYN

mynn 5.0

mMp*a P1an 5.1

NN YNIANNN PTH YTN PIIND MNP PT1an
TVINN MY TN, WTN PIINRD NINON NPIVD
NPNY D1 MPI OPTAN .NNONN NPIYN

D720 DN DONNPN DOPTIN ,MINOPTIN
MPY P70 MDD .WITID DORNN ,D0IANVN

9901 DN NNI) NINDN PTIN PNIOND NINT
(PTann ¥1%°2) 5N : 2-623001

yno pran 5.2

DY YNI2NN DNV DMNIN HY DINNA PTIN
MIND DY URIN DINN XDY ,10% 552 MWIN T
MYIMTI MDOYAN NORNN XTND YT ,PTIIN
.19007N

I p1an 5.3

N DY ,YNIN DINN PHIND YSHIIND PTIN
NYNON IN DPDY WTIN PMINNY OMPW PN
NADIN NNNN .NNPNN MW 7/ MYIT HV
JUNIN DMDINNN DOMV-1TN DPTIND

vInNmn Nonon p1an 54

N9N0NN TYINN DNV DIN YIINN PTIN
.D»MVY 9357 1919 INKDY NYTNN

DYPMYN INY 95 .QA-1 NNWN NPRN PIY ISRAC 2wnn Sy DIR¥/MN NON DN 7Y TRDN SW DXTRIN DIWINGT DIPMYN

1252091112 OPY 9PINA DM DMPIIN D1N

copies are uncontrolled and are only valid on the date printed.

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




Surveillance of Accredited — 89199 09N J¥ NP9

6.0 RESPONSIBILITY

6.1 Responsibility of the General Manager

Responsible for establishing the surveillance policy and
ensuring its implementation. Also responsible for ensuring
that the rules are transparent and implemented equally to all

organizations.

6.2 Accreditation deputy manager

6.2.1

by the division heads, meet the policy’s requirements.

To ensures that the surveillance plans, prepared

6.2.2 To approve the surveillance plan prepared by the
head of the divisions
6.2.3 To ensure that surveillance plans exist for all

organizations, and that the approved surveillance plans are

implemented accordingly.

6.3 Responsibility of the administrative staff

The administrative staff is responsible for sending to the
organizations the surveillance agreements, to get it signed

up to the due date and to file it sorted by a year.

6.4 Responsibility of Assessment Managers

Assessment managers are responsible for implementation of

the assessment plan.

7.0 THE METHOD

7.1 Surveillance activity includes:
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712
accredited organization's operation: for example:

Surveillance visits at the organization sites;

Study of the reports and declarations of the

o report on proficiency test (PT) (see procedure
number 1-681001: ISRAC policy for the
performance and evaluation of inter-
laboratory proficiency testing,

¢ Declaration on minimum tests performed,
presentation of corrective actions.

e Submitting documents of long-term corrective
actions

7.1.3
on subjects concerning the accreditation, according to the

Requirements of ISRAC to receive information

surveillance agreement (see appendixes): changes in
ownership, changes of management (quality or professional
management) or staff, changes in test methods, equipment
or environmental conditions;

If the head of the division finds the changes significant he
shall request the updated documents to be sent to ISRAC or
he could decide, together with deputy accreditation
manager, to perform an assessment (unannounced or special
assessment).

7.1.4

testing and calibration performance.

Other means of monitoring the laboratory’s

7.2 Surveillance Assessments’ Structure

7.2.1

will begin within 6 months after the first accreditation (and

Surveillance assessments for new organization

no later than 12 months after the first accreditation). A
surveillance assessment at an organization may lead to
continued accreditation, to suspension or to the full or

partial termination of the accreditation.
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Re-accreditation assessment for an organization is
performed by ISRAC two years after the initial
accreditation and then repeated every two years. During the
period between accreditation assessments, the organization
is included in the ISRAC surveillance plan. Accreditation
is granted to an organization in condition that it agrees to
participate in the surveillance plan. Prior to receiving
accreditation, the organization signs a “surveillance
agreement” with ISRAC (see appendixes).

7.2.2

with the necessary guidelines so that it can fit itself to the

ISRAC is committed to provide the organization

accreditation requirements. The guidelines and information
shall be forwarded to the organizations through ISRAC’s
newsletter (the “Reshuton”), procedures or requirements
published through the ISRAC website www.israc.gov.il,
and/or occasional training sessions and seminars.

NOTE: ISRAC does not provide consultation for
organizations, but provides training related to the
accreditation process and is open to the general public.
7.2.3

required in order to ensure that the accredited organization

ISRAC operates its surveillance activities as

continues to meet the accreditation requirements
7.2.4 On-site surveillance assessments may be
performed due to a request by the accredited organization,
by ISRAC’s customers, by regulator, by stakeholders or
according to ISRAC decision (see procedure number
2-000002: Procedure for working with regulators and

interested parties).
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7.3 Surveillance General Plan

The surveillance schedule is as follows:
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least one surveillance assessment shall be performed during
this period of accreditation, after not more than one year
after accreditation.

7.3.2
surveillance activity shall be made if necessary.
7.3.3
areas, which are not possible to assessed by Israeli assessors

Between the period of re-accreditation

In laboratories accredited to many professional

like in calibration it is possible to perform the professional
parts of the re accreditation assessment during the period
between reassessments.

7.3.4

notified (special assessments) depending on the

The assessments can be either pre notified or

organization’s performance and cooperation with ISRAC.

7.4 Division Surveillance Plans

7.4.1 At the end of each year, (and no later than the
30.10. XX), each division head shall prepare an annual
surveillance plan. This plan shall be authorized by the
deputy assessment manager or by someone appointed by
him. In the plan preparation the following needs should be
taken into consideration:

7.4.1.1

visit, to inspect documents presented by the laboratory or to

Appointing a technical assessor to a surveillance

perform observations.
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7412
as extending it or moving it to an earlier date) according to

A change in the planned annual assessment (such

the recommendations of the assessment and assessment

review committee or to the request of the organization

7.4.1.3

perform an assessment to the organization's document or to

Appointment of technical assessors in order to

observe.
7.4.1.4 Need to update the planned assessment according
to the accreditation committee's decision or to the request of

the organization.

7.4.15

following findings from previous assessments, surprise

Special problems not discussed in the committee,

visits or complaints on the organization.

7.4.1.6

fields of expertise where no appropriate local assessor can

A need to appoint foreign assessors for accredited

be assigned.
7.4.2 Heads of Department are responsible for updating
the plans, bringing them to the accreditation deputy

manager and to check their budget.

7.5 Surveillance Plans Update

7.5.1

according to the laboratory request or ISRAC needs, the

Upon require (change in assessment date

approved surveillance plans shall be updated as necessary

7.5.2
the plans and bringing them to approval of the deputy

Department heads are responsible for updating

assessment manager or by someone appointed by him.
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7.6 Participants in the Surveillance

7.6.1

assessor and upon requirement technical assessors or

Surveillance assessments are performed by lead

experts should be added. The assessment should
encompass observation and questioning in the primary site
as well as other sites. In special cases, a technical
assessment of the organization's documents-shall be
performed without visiting the site at all.

7.6.2

technical assessors in the following

Surveillance assessments may include

circumstances:

7.6.2.1  According to the accreditation

committee's decision;

7.6.2.2  Extension of scope;

7.6.2.3  Significant changes in the organization, such as:

changes in ownership, changes of management (quality or
professional management) or changes in staff, changes in
test methods, equipment or environmental conditions;
7.6.2.4
laboratory comparisons requires the presence of an expert
in the field;

7.6.2.5

ISRAC requirements such as not taking part in intra-

Examination of significant deviations in inter-

Proof that the organization does not comply with

laboratory proficiency testing....
7.6.2.6

organization.

If complaints have been received about the

7.6.3

laboratories that raised no require for technical

Surveillance assessments in

assessment without any extension or significant
changes of scope, that present stable management
and technical system could be assessed by a lead

assessor only.
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The lead assessor can assess the competence of the
organization in all the areas of its scope and shall verify the
implementation of the quality system in all fields of
activity.
7.6.3.1
then the relevant assessment may be combined with the

If the organization wishes to expand its scope

surveillance assessment, a technical assessor shall
participate in the assessment of the requested expansion of
scope.
7.6.4

accreditation assessment should be different from one in the

It is recommended that the lead assessor in the re-

initial assessment.

7.7 On-Site Surveillance Assessments
771 PERFORMANCE OF

SURVEILLANCE ASSESSMENTS
7.7.1.1  On-site surveillance assessments shall be

performed according to the procedure number 2- 623001
Procedure for planning and performing an assessment,
The assessments shall be performed at the facilities of the
organization, and at the places where the organization
performs activities, regardless of the geographical distance
from the ISRAC offices.

7.7.1.2  During the assessment the organization’s
performance of tasks related to the quality system or to
testing/ calibration/ inspection and sampling activities

within the scope of the accreditation, shall be observed.

7.8 Special On-Site Surveillance Assessment
and Special Surveillance Activities

7.8.1

announced on-site surveillance assessment of an accredited

ISRAC may decide on an immediate special un
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organization, and/or special surveillance activities,
including investigation, as the result of information it
receives, such as: grave findings in an assessment during
the period the organization is under surveillance, serious
complaints, failure in intra-laboratory proficiency testing,
misleading use of its accreditation symbol etc, if there is
reasonable concern regarding the continued conformity of
the accredited organization with the accreditation
requirements.

In addition, extra surveillance assessments may be
conducted in order to ensure the implementation of
corrective actions for non-conformities found in previous
assessments.

7.8.2

both by prior notification to the organization, in which case

A special on-site assessment may be performed

the notification can be forwarded shortly before the date of
the assessment (less than 14 days), or without any
coordination with the organization (unannounced
assessment).

7.8.3

the organization or otherwise and/or other surveillance

A special on-site assessment — coordinated with

activities are subject to the approval of the general manager

of ISRAC or any person empowered by her.

7.8.4 In special on-site unannounced assessments, the
organization is not informed of the names of the assessors
and therefore does not have the opportunity to express
reservations thereon (contrary to other assessments
performed with prior notification). Accordingly, the
assessing team in such unannounced assessments shall
include only ISRAC employees.

7.8.5

government ministry in an on-site surveillance assessment,

ISRAC may include a representative of a relevant

with the organization’s permission. This is possible only
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when there is not conflict of interests between the ministry

and the organization or with the organization‘s consent.

8.0 DOCUMENTATION

The documentation on surveillance plans and their
execution shall be kept in electronic files at:
Ergunim/ Klali/ Assessments/ 20XX.

9.0 APPENDIXES

9.1 Form number T2-671001-1: Surveillance agreement
according to ISO/IEC 17025, ISO/IEC 17025 and 1SO
15189.

9.2 Form number T2-671001-3: Surveillance agreement
according to ISO/IEC 17024.

9.3 Form number T2-671001-4: Surveillance agreement
according to ISO/IEC17065 and ISO/IEC17021.
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