Website: Yes

Procedure for the Accreditation of a

NN 29 1NN NINOH 5N

Multi-Site Organization

15 N 190N 2-614002 : 9901 YN

150 1 Ty

Version number 15

Procedure number 2-614002 | Page

1of 15

7

n'DINTY NwA
niT2un ndnoa

Israel Laboratory Accreditation Authority

Valid from TOINRNN 9PN

01/12/2024

Effective from TINNN NN

01/12/2024

PINN 29 IR NINVN YN

Procedure for the Accreditation of a Multi-Site

Authorized by:

Organization

2-614002 9991 Y
Procedure Number 2-614002

$OYIUNN

Signature — fNN

Date — 79NN Name — ov

Position — 1*pan

S R e i ]

——

03.11.24 TYON IIN T

Dr. Ori Elad

MY )ITIY
Updated by
Accreditation Deputy
General Manager:

06.11.2024 NN PP

Yakir Jaoui

DN 51N 7Y IWIND
Approved by Quality
Manager:

ik

07.11.2024 959 'NN

Etty Feller

211230 37y IWIND
Approved by General
Manager:

2024 927212 7-2 DATIN . T2 109N

DYPMIYN IRY DI .QA-1 MNIVYN NPRN PIIY ISRAC 2WNN DY DIRNMIN NON DN NT THDN DY DXTNN DIVINDD DRIV

12 0YY 9PN OM DMPIAD OPN

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 November 7, 2024




PINN 29 NN NINDN HNN
Website: Yes Procedure for the Accreditation of a Multi-Site Organization
15199379010 2-614002 : 9901 YN 15 N 2 Ty
Version number 15 Procedure number 2-614002 | Page 2 of 15

7 5y 203 i Asrael Accreditation) ISRAC 1730 11900710 TP0INIT IV 7
TPNNDP TPV SY 900 72730 IDINDT 7190077 ININD SN oUW

JIT 510 onna
ILAC >oNZ»377 )INAT SV ST 779977 D207 NIoPNa 1w myd

o559 0 5y nraws Anternational Laboratory Accreditation Cooperation)
TIONO0 OPDINIII/T

991 MOIN ,XIP ,0IV» 1INV ,NAND 10N, 01079 D39 WP INWYYD N0 DO ,MIN PIPNY DIISPT NPT DD

JASRAC © myTaynn nonony MMINDD MYIY 7TOY — INXI DDI9NNN ,INN 1IN
AN NN PYSNN DI NN IN 22NN PNNY , 00797, YT NN JONND PYSNN DI TV ,0)IND > nynd P
YTV NONOND PNINDND MYIN DY 2N WRID NYNNN NNNIDN NP XD )NIPON INIDID,NT INNI ININND

MTa¥1M NINDNY NMPMINDN MYIN

Israel Laboratory Accreditation Authority
79,89 7.7 ,N9YNN NTY NP NI M

7015002 19N 510)

03-9702727 150

03-9702413 DP9

israc@israc.gov.il : 57xy7

www.israc.gov.il

DOPIMYN INY 5 .QA-1 NNYN MPHRN PO ISRAC 2WNn Sy DIR¥NIN NN DN MY TRDN HYW DY PR DIIWINDD DIPMVN
2024 725212 7-2 DTN . TA92 109N 12 DPY 9PN DM DMPIN DPN

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 November 7, 2024




Website: Yes

NN 29 1NN NINOH 5N

Procedure for the Accreditation of a Multi-Site Organization

15 No) 190N

2-614002 : 9901 YN

15 71 3 My

implementation.

Version number 15 Procedure number 2-614002 | Page 3 of 15

$9NN YV 0INOTY
The change MM NPYN Date T8N | Article  9yo
Review of applicable DYOWN DINDNN NVPPD 31.10.2024 955
documents and their 212 DNYNLN N1NI) General

DOPIMYN INY 5 .QA-1 NNYN MPHRN PO ISRAC 2WNn Sy DIR¥NIN NN DN MY TRDN HYW DY PR DIIWINDD DIPMVN
2024 725212 7-2 DTN . TA92 109N 12 DPY 9PN DM DMPIN DPN

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 November 7, 2024




Website: Yes

NN 29 1NN NINOH 5N

Procedure for the Accreditation of a Multi-Site Organization

15 No) 190N

2-614002 : 9901 YN

15 7m0 4 Ty

Version number 15 Procedure number 2-614002 | Page 4 of 15
03993y 191
5 Nan 1.0
6 nvn 2.0
6 mhn 3.0
6 MY 099NN 4.0
7 mynn 5.0
7 mMAINN 6.0
8 Aoy 7.0
15 Tn 8.0
15 oMnovy 9.0
Table of Contents
1.0 INTRODUCTION 5
2.0 PURPOSE 6
3.0 SCOPE 6
4.0 REFERENCES 6
5.0 DEFINITIONS 7
6.0 RESPONSIBILITIES 7
7.0 THE METHOD 8
8.0 DOCUMENTATION 15
9.0 APPENDICES 15

DYPMIYN IRY DI .QA-1 MNIVYN NPRN PIIY ISRAC 2WNN DY DIRNMIN NON DN NT THDN DY DXTNN DIVINDD DRIV

2024 725212 7-2 DTN . TA92 109N 12 DPY 9PN DM DMPIN DPN

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 November 7, 2024




Website: Yes

NN 29 1NN NINOH 5N

Procedure for the Accreditation of a Multi-Site Organization

15 No) 190N

2-614002 : 9901 YN

157/ 5 Ty

Version number 15

Procedure number 2-614002

Page 5 of 15

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. In testing
laboratories — uncertainty measurement shall be done.
In calibration laboratories — a different measurement
uncertainty should be given in the calibration

certificate.

Moreover, when the method for testing and calibration
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.
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2.0 PURPOSE nyon 2.0

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

has several accredited sites.

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

reporting of results and use of ISRAC logo.
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4.6 ISO/IEC 17025: General requirements for the
competence of testing and calibration laboratories.
4.7
for quality and competence.

4.8 ISO/IEC 17020; Conformity assessment --
Requirements for the operation of various types of

ISO 15189: Medical laboratories- Requirements

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 organizations.

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.
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6.3 The Accreditation and Assessment Review
Committee is responsible for recommendations
regarding the accreditation of the organization.

6.4 The general director of ISRAC is responsible
for the decision regarding the accreditation of the
organization.

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:

7.1.1.1

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

Identification of the organizational and

sites thereof, presenting the hierarchy of control of the
executive (quality and technical management) in the

entire organization.
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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.

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 unique to one

or more sites.

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

7.1.2.1 Ateach site there should be the relevant
procedures appropriate to the scope of accreditation,
available for the performance of the site, in addition a
quality procedure shall exist even when management
is done from the main site.

7.1.2.2 The documents should define the relations
between the sites (For instance, where the
sampling/tests/ calibration and inspection are
performed, transfer of samples between sites,
transferring of personnel or equipment, and reporting
arrangements (e.g., testing certificates).

7.1.2.3 The organization's 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.

T PHNNOM ,WINwNd 7.1.14
MPIAN YNNN ONN DY 0PN
2INT INR NINO)

NNNND NN O VI vy 7.1.1.5
IN T ,MNAP NIND OINN DO, MTIVD
RAVALS

MIINN NIIYN 7.1.2

199957 YINN 29 YNIN DY MODINN YD)
9171, DINNN M0 YO0 MON»NN

MN NIIWN PTN YNIND ,0PDY MPIaM
DYINNRN D52 ,0MPN DN NTNINN
NOIYN MIYY qONA .Y NYNINN DNa
21935 DINRNN THN DI DY MIONN
LNXIN T ANRD DO TINY DD DXVINON
: DYNIN NIIPYN 9 DY HYD NN 27 NN

NTAYNOYM Y AR Yo 7.1.2.1
900NN 97702 MY DMVININ
0) MOON DN D5 197 ,0°pTaY DIV

DURIN ANRNND DNNN RYVIN TUND

NN N9 I9IN2WI YIIRD DM 7.1.2.2
NN DIPND ,INITI) DIINNM P2 DIONN
NI2YN ,MNI/D9PI/NPYT DINT
MNP TN NN ,OINN P2 DINTN
NPT MTIVN) MPTN MITOM TPNY
N(ala)p )

PN NN IVID NINRN OO 7.1.2.3
NPYIXPN NPNDA NIDVNY NPVINY

50N NTIAY NIV WP MINN)

IN NTIAYN INA OIPMII MYN ROD MY
DN 91D NTAYHNN INNX P2 72YN3a
DM OONIAP

DOPIMYN INY 5 .QA-1 NNYN MPHRN PO ISRAC 2WNn Sy DIR¥NIN NN DN MY TRDN HYW DY PR DIIWINDD DIPMVN
2024 725212 7-2 DTN . TA92 109N 12 DPY 9PN DM DMPIN DPN

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 November 7, 2024




Website: Yes

NN 29 1NN NINOH 5N

Procedure for the Accreditation of a Multi-Site Organization

15 No) 190N

2-614002 : 9901 YN

15 70 10 Ty

Version number 15

Procedure number 2-614002

Page 10 of 15

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

7.1.2.5 Aninternal audit plan shall include
reference to all sites from which the organization
operates.
7.1.2.6

at which the organization is active in a frequency and

Internal audits will be performed at each site

scope set in the accreditation standard and procedures.
7.1.2.7 The technical management of the
organization will be responsible for tests performed by
the organization at all sites at which it operates.
7.1.2.8 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:
technical manager, QA responsible, equipment
responsibilities, etc.) and who is authorized to
perform which activity at each site.

7.1.2.9 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.

7.1.2.10 Organization that operates 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.

7.1.2.11 Logbook / Work Diary

MoN»NN AN MIRNOOMa 7.1.2.4
YPHNAD INND NYTINY NPLINDI MODINY
.DOWwVY boo

995N DPNPNY DPTAN MIdN 7.1.2.5
JNIND OYI9 DY DXINNRD D35 MONMNN

551 yxan oY opTIn  7.1.2.6
PP MPTNI YNIRN IV DN OIINRD
ANIND YOI NINONN 1PN YAPIY

NN IND DY dVN NoMNN 7.1.2.7
952 ,YNIND YSINY MPrTA0 ORINN
9119 NN DNN DINND

MINN 27 PNIND THIDINIV N 7.1.2.8
MOLINIVY ,NNITIVND NIV PINND M
,INN D02 MYNIan MMDOVS 19N 2 THa
NN D92 MOYN MIMIN MY IDON
TPXONINN, NN OININN,2IO0 D7 : )0D)
NN VINAD DIDNDII NDIWI (D)
DM

M99 N1 NN Yo Ny 7.1.2.9
MP>9 /NN M) NP N TY NTIYN
,TY NTAVN/INTN INNRD DY NINO)
MY MONMNND 1YY

NN MDY YSIND YNIN 7.1.2.10
TOUN TPNI YIDOYW ML ,MPOD TOUN
991,990,111 THDINN PNIND

959 TN PINY 1NN PO Y3 DY PINMNND)
TOVUN TN VINOY MYYD 1) L(NDN

Y NIPAN NNN PN TNV 7292 ,MPOHD
S7R0MN PHIND

N7y Y /My 7.1.2.11

DOPIMYN INY 5 .QA-1 NNYN MPHRN PO ISRAC 2WNn Sy DIR¥NIN NN DN MY TRDN HYW DY PR DIIWINDD DIPMVN
2024 725212 7-2 DTN . TA92 109N 12 DPY 9PN DM DMPIN DPN

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 November 7, 2024




Website: Yes

NN 29 1NN NINOH 5N

Procedure for the Accreditation of a Multi-Site Organization

15 No) 190N

2-614002 : 9901 YN

15 0 11 Ty

Version number 15

Procedure number 2-614002

Page 11 of 15

Any site — i.e., also a temporary site will maintain a
log available at any time representatives and for
recording the activities that performed on the site.
7.1.2.12 The organization will have procedures
ensuring attention to different environmental
conditions influencing the results (when applicable).
7.1.2.13 Operating a Temporary Site (Field
Laboratory)

The requirement for operating a temporary site (field
laboratory) with the accreditation is that it should be
run according to the accreditation requirements. At
each opening of a field laboratory, a notification will
be sent to ISRAC regarding the site, the affiliation and
the future activities to be carried out in it, including
the site managers, along with documentation of the
site opening procedure and documentation of an
internal audit carried out before opening the site.
Before a 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. In testing
laboratories — the organization shall present a separate
uncertainty measurement calculation for each testing

method at each testing site. In calibration laboratories
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— for each site a different measurement uncertainty
should be given in the calibration certificate.
Moreover, when the method for testing and calibration
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 number 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 sample of the quality elements.

7.3.3
methods which are not performed at the main site.
7.3.4

assessed for test methods conducted in the main site.

All technical aspects must be assessed in

A sample of technical requirements must be

7.3.5 A sample of the quality aspects shall be
assessed.
7.3.6 A mobile site will be assessed for

functioning both at the permanent site (of the
organization) the site that provides the manpower and
means, and in terms of the functioning onsite
7.3.7

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
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7.4.1
performed according to the procedure number
2-671001.
7.4.2

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, in light of the

circumstances leading to the assessment.

7.5 Extension Assessment

7.5.1

in accordance with procedure number 2-623001.

7.5.2

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. In case the requested
method for extension is not conducted at the main site,

all technical aspects shall be assessed.

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-
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
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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.
Note: The reporting of results shall be submitted by
the responsibility of the branch to which the field
laboratory is affiliated to. The organization must
specify in the certificate/report results of accredited

activities obtained in field laboratories.
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