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1.0 INTRODUCTION

The implementation of testing, sampling, calibration/ ,
inspection may take place at various sites: at the
permanent building of the organization; at temporary
buildings; in areas belonging to the client; in areas in
which the client has ordered tests; in an installed
vehicle, trailer, caravan, etc.

The prerequisite requirement for all multi-site
organizations is that they have single and uniform

quality system that fulfills the requirements

The method of activities at sites may be the same
method of test (as in the main site), but if
environmental conditions or other factors do not enable
the same measurement uncertainty as in the main site
of the organization itself, a different measurement
uncertainty should be given in the test certificate.
Moreover, when the method for testing or inspection is
different, and/or is the same method but with different
parameters, the scope of accreditation shall be
sufficiently explanatory.

If the organization have a permanent or temporary
place, or a stationary or mobile facility or others, which
is not a part of the scope of accreditation of the
organization, the lab cannot issue a certificate bearing
ISRAC logo or mentions the accreditation, for any

activity performed on these sites.

2.0 PURPOSE

The aim of this procedure is to present principles and
guidelines for accreditation of an organization, which

has several sites at which it performs the operations
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included in its scope of accreditation.

3.0 SCOPE

This procedure addresses the following subjects

relating to the accreditation of a multi-site organization:

3.1 Application for accreditation;
3.2 Accreditation assessment;
3.3 Re-accreditation assessment;
3.4 Surveillance assessment;

3.5 Extension assessment;

3.6 Accreditation certificate.

4.0 REFERENCES

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

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

4.3  Procedure number 2-651001: The decision
process regarding the accreditation status of
Conformity Assessment Bodies.

4.4 Document number 1-611002: About ISRAC and
the accreditation process, guidance and requirements
document.

4.5 Procedure number 1-455001: Policy for the use
of ISRAC logo.

4.6 ISO/IEC 17025: General requirements for the
competence of testing and calibration laboratories.

4.7
for quality and competence.

4.8 1SO/IEC 17020; Conformity assessment --

ISO 15189: Medical laboratories- Requirements
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Requirements for the operation of various types of
bodies performing inspection

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

4.10 1SO 17034: General requirements for the
competence of reference material producers.

4.11 Procedure number 2-671001: Surveillance of
accredited laboratories

4.12 Procedure number 2-650001: Measures to be
taken for suspending or terminating accreditation.
4.13 Procedure number 2-660001: Certificates and
Scopes of Accreditation.

4.14 Procedure number 1-000023: Definitions used in
the Israel Laboratory Accreditation Authority's

documents

5.0 DEFINITIONS

For relevant definitions see procedure 1-000023.

6.0 RESPONSIBILITIES

6.1 The head of department in which the examined
organization is included is responsible for the
implementation of this procedure.

6.2 The lead assessor responsible for undertaking the
assessment of a multi-site organization should act in
accordance with this procedure.

6.3 The Accreditation and Assessment Review
Committee is responsible for recommendations
regarding the accreditation of the organization for all or
part of its sites.

6.4 The general director of ISRAC is responsible for

the decision regarding the accreditation of the sites or

JPONNA TaUNn ow Ny 4.9

ONNA Taonn ow Nxy 4.10

S5y M9 :2-671001 9900 5 4.11
MONDIN MTIYN

D701 : 2-650001 99010 YN 4.12
.1900NN NV IN YYD

MTIYN : 2-660001 19010 5y 4.13
.D>NIDN

M7HN : 1-000023 7900 Snn 4.14
NONONY TMINST MWIN DM NIVHWVNIN
NYTIVN

mynn 5.0

.1-000023 5132 nPVLINDI MITHN NN

manx 6.0

PV PRN OINNA WX, PRI WYNRY 6.1
5N VI DY OININN,PTIN PNIND NND)
M

MHIND PTAND ONINK >IN PHan 6.2
YO YL HYHN NN 1)

,PT20M NONONN NPPOY NN 6.3
SY )NINN NINON 220 NIONNN DY MNXINN
0NN PON X PINN 9D

Y2)D NVYNNY PRINK MYIN D7 6.4
LDMPON N PINX DI DY NI NONON

DPMYN INY 93 .QA-1 NNHYN NPNRN PMYY ISRAC 2wNN DY DIRYNMIN NN DN 1Y THDN DY DY TN DIVINDT DPMYN
2020 921V5032 10-1 DININ .T292HIDFTIN 12 DY GPINA DM DMIPIIN 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 September 10, 2020




Website: Yes

PN 29 1NN NONYN YN

Procedure for the Accreditation of a Multi-Site Organization

12 NO7) 190N

2-614002 : 2901n HM

14 TN 8 Ty

Version number 12

Procedure number 2-614002

Page 8 of 14

some of them.

6.5 An accredited multi-site organization is
responsible for updating its scope for activities that are
performed at all of the different sites, as detailed in the

surveillance agreement.

7.0 THE METHOD
7.1 Application for Accreditation

7.1.1 “ORGANIZATION PRESENTATION”

DOCUMENTS

In addition to the “organization presentation”
documents, a organization applying for accreditation
must also present the following aspects:

7111

organization, stating their addresses. And reference to

Identification of the permanent sites of the

the essence: a permanent site, a temporary site, mobile
site, onsite activities, etc

7.1.1.2 Clear definition of which activities within the
scope of accreditation are to be performed at each
permanent site, and which are to be performed at
mobile or temporary sites.

7.1.1.3

managerial structure of the organization and of all sites

Identification of the organizational and

thereof, presenting the hierarchy of control of the
executive (quality and technical management) in the
entire organization.

7.1.1.4 If applicable, a procedure defining the manner
in which a temporary site is established operated
supervised and closed.

7.1.1.5 List of authorized signatories for issuing
certificates at all the organization’s permanent, mobile

or temporary sites.
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7.1.2 QUALITY SYSTEM

The quality manual of a multi-site organization will
include attention to all the sites, to the control and
methods of operation thereof, and to the relations
between the sites. The quality manual for each of the
sites may also include additional aspects unigque to one
or more sites. The organization will have one Quality
Manual and identical SOPs for all the sites that perform
activity.

A multi-site organization will operate in accordance
with the following principles:

7.1.2.1 At each site there should be the relevant
procedures appropriate to the scope of accreditation,
available for the performance of the site. For example,
handling of test items, handling of complaints,
environmental conditions, etc.

7.1.2.2 The quality system documents should define
the relations between the sites and the main
organization and their interactions. (For instance,
where the sampling/tests/ calibration and inspection are
performed, transfer of samples between sites,
transferring of personnel or equipment, and reporting
arrangements for tenders or other engagements, etc.).
7.1.2.3 The quality procedures should elaborate the
mechanism for addressing professional issues and
others in relation to job performance efficiency
regardless of its location or its status whether it's a
permanent location or a temporary one.

7.1.2.4 The quality procedures will relate to
additional aspects of special relevance to particular
locations at which the organization operates, as may
applicable

7.1.2.5 Internal audits will be performed at each site
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at which the organization is active in a frequency and
scope set in the accreditation standard and procedures.
7.1.2.6  The technical management of the
organization will be responsible for tests performed by
the organization at all sites at which it operates.
7.1.2.7 An organization which has been accredited
for multi sites shall maintain an updated list of the
activities that are performed at each site, which
supportive activities are available at each site (such as:
QA responsible, calibrations, equipment
responsibilities, etc.) and who is authorized to perform
which activity at each site.

7.1.2.8 An organization operating temporary site
including field laboratory should have a procedure for
opening, operating, monitoring & closing the field
laboratory/temporary site. The procedure will be
provided to ISRAC for review.

7.1.2.9 Organization that operate in the customer
site, ensuring using his own equipment (and as such, a
patient, calibrated and maintained according to his
procedures and documentation can be displayed to all
those). The organization can use the customer
equipment only if the equipment is under the

responsibility of the accredited organization.

7.1.2.10 Logbook / Work Diary

Any site —i.e., also a temporary site will maintain a log
available for inspection at any time by ISRAC
representatives and for recording the activities that
performed on the site.

7.1.2.11 The organization will have procedures
ensuring attention to different environmental conditions

influencing the results (when applicable).

7.1.2.12 Operating a Temporary Site (Field
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Laboratory)

The requirement for operating a temporary site (field
laboratory) with the accreditation is that it should be
run according to the accreditation requirements. Each
year (on August), and before reassessment the
organization will report ISRAC for all the temporary
sites (field laboratories). The report will include at least
the temporary site name, the permanent site that it
belongs to, the name of the client that it belongs to, and
the dates that the temporary site is planned to be open

and closed.

7.2 Activities included in the Scope of
Accreditation

The method of activities at sites may be the same
method of test (as in the main site), but if
environmental conditions or other factors do not enable
the same measurement uncertainty as in the main site
of the organization itself, a different measurement
uncertainty should be given in the test certificate.
Moreover, when the method for testing or inspection is
different, and/or is the same method but with different
parameters, the scope of accreditation shall be

sufficiently explanatory.

7.3 Accreditation Assessment

7.3.1

according to the assessment procedure described in

The assessment at sites will take place

procedure humber 2-623001.
7.3.2

multi-site organization, all the elements of the quality

During accreditation or re-accreditation of a

and scope of accreditation activities shall be reviewed
in the main site and all sites shall be assessed for all the

activities mentioned in the site's scope as well as for a
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sample of the quality elements.
7.3.3

functioning both at the permanent site (of the

A mobile site will be assessed for

organization) the site that provides the manpower and
means, and in terms of the functioning onsite
7.3.4

according to procedure number 2-623001.

The assessment report will be prepared

Note: If the assessments are within a month, the lead

assessor can prepare a centralized report.

7.4 Surveillance Assessment

74.1
performed according to the procedure number
2-671001.
742

organization’s sites will be assess, and a sample of

Surveillance assessments (if require) will be

In a surveillance assessment all of the

activities will be assessed from the total activities for
which the organization received accreditation, and

which are performed at the relevant site.

7.5 Extension Assessment

7.5.1
in accordance with procedure number 2-623001.
75.2

scope of accreditation to new site, the assessment will

The extension assessment will be performed

When the organization wishes to extend its

include the implementation of quality system and at
least one method per each required technology shall be

sampled for the assessment

7.6 Accreditation and Assessment

Review Committee

In accreditation or re-accreditation assessment, after
performing at least half of the planned assessments or

half of the technologies or half of the time of a multi-

MDKRN 22090

7.3.3
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site organization an Accreditation and Assessment
Review Committee should be convened. If the
assessment is made within half a year and a centralized
proposal for discussion for the accreditation committee
will be issued, there is no need for the mid-discussion
for the Accreditation Committee. The report to the
Accreditation and Assessment Review Committee will
represent after the end of the last assessment that
performed in the organization. The summary,
recommendation and decision of the accreditation
committee should be sent to the organization according
to procedure number 2-651001.

Recommendation for suspension will be according to
Procedure number 2-650001. Recommendation for the
suspension or termination (partial or full) of the scope
of accreditation of a specific site should be following a
submission to the Accreditation and Assessment
Review Committee. The decision on this matter should
take into consideration the influence on the whole

organization.

7.7 Accreditation Certificate

ISRAC will issue one certificate (according to
Procedure number 2-660001) for the organization,
including all its sites, that pass the assessment. In the
appendix to the certificate, ISRAC will indicate the
activities performed under accreditation at each

permanent and mobile site.

7.8 Reporting the Test Results

Report/certificate issued by a multi-site organization
will include the name of the site, at which the activity
was performed, in such manner as not to mislead the

client according to procedure number 1-455001.
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Note: The reporting of results shall be submitted by the | X7 )N/ 5V . ATV NTIVP N9IOH PIN
responsibility of the branch to which the field 7120073 MP272 Y INSIN N1/ TIVN3

laboratory is affiliated to. The organization must ATV TN WY

specify in the certificate/report results of accredited

activities obtained in field laboratories.

8.0 DOCUMENTATION nyn 8.0
Not applicable. DV XD
9.0 APPENDICES onovy 9.0
Not applicable. DOV XD
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