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1.0 INTRODUCTION NI 1.0

ISO/IEC 17011 requires that the accreditation body
shall provide information on the accreditation to the
accredited conformity assessment body (CAB). The
information can be an accreditation certificate or
other suitable means (e.g. electronic media), which
shall include reference to the scope of accreditation.
The scope of accreditation of a testing, examination

or calibration organization is the precise statement of

the activities which the organization is accredited for.

An organization's scope of accreditation can be fixed
or flexible (see ISRAC definitions procedure, doc.
No. 1-000023).

The scope of accreditation is defined by the
accreditation certificate annex, as described in
Procedure number 2-660001: Certificates and Scope
of Accreditation.

Section 7.8 in ISO/IEC 17011 standard requires that
the accreditation body shall make publicly available
information about the scope of accreditations of
accredited CABs.

This document applies to all accredited CABS.

20 OBJECTIVE

The purpose of this document is to provide
information on how to define the scope of
accreditation and to identify criteria of assessing the

scope of accreditation.
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Provisions for granting a flexible scope of
accreditation are detailed in Procedure number 1-

000019, General Requirements for Accreditation.

3.0 SCOPE

This document deals with all the aspects related
to fixed and flexible scope of accreditation.
ISRAC's policy gives emphasis to the accredited
organizations in order to define their scope of
accreditation and assure transparency regarding
the activities that the organization performs

under accreditation.

4.0 APPLICABLE DOCUMENTS

4.1 ISO/IEC 17011: Conformity Assessment —
General requirements for accreditation bodies

accrediting conformity assessments bodies.

4.2 ILAC G18: Criteria for the formulation of

scopes of accreditation .

4.3 EA-2/15 M: EA requirements for the
accreditation of flexible scopes.

4.4 EA-4/17 M: EA Position paper on the
description of scopes of accreditation of medical
laboratories.

4.5 Procedure number 1-661004: Validation
Policy for Test Methods.

4.6 Procedure number 1-681001: Policy and
Evaluation of Comparison Testing Performed by

Accredited Laboratories
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4.7  Procedure number 2-660001: Certificates and
Scope of Accreditation.

4.8  Procedure number 1-000008: Service orders,
Tenders or Contracts from Testing and Calibration
Laboratories

4.9  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 RESPONSIBILITY

6.1 Heads of Divisions, in cooperation with the
Assessment Managers, are responsible for verifying
the implementation of this procedure by accredited
CABs.

6.2  Accredited CABs shall verify that the scope of

accreditation draft is full and complete.

7.0 METHOD

7.1 General

The CAB's scope of accreditation shall include the
following:

medical

For testing laboratories

laboratories):

(including

— materials or products tested;

— component, parameter or characteristic tested,;
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— tests or types of tests performed and, where
appropriate, the techniques, methods and/or
equipment used.

Medical laboratories: At a first level, the scope of
accreditation shall be defined as a medical laboratory
field, such as for example, Haematology,
Immunology, Microbiology, etc. At a second level,
the scope must include the types of examinations /
technical fields. For the description of the scope of
ptioaccreditation for a medical laboratory, the first
and second levels are mandatory, along with a
descrin of the materials and products associated with
these levels.

Calibration laboratories: the calibration and
measurement capability (CMC) expressed in terms
of:

— measurand or reference material;

— calibration or measurement method or procedure
and type of instrument or material to be calibrated or
measured;

— measurement range and additional parameters
where applicable, e.g. frequency of applied voltage;
— measurement uncertainty.

Inspection bodies: the type of inspection body (as
defined in ISO/IEC 17020);

— inspection schemes, where relevant;

— the field and range of inspection for which
accreditation has been granted;

— the regulations, inspection methods,
standards and/or specifications containing the
requirements against which the inspection is
to be performed, as applicable.

For proficiency testing providers:

NIPNY HYHIY MPITA N0 N MPrTa -
TSN IN MOWN ,MPAOVN ,DORNNN
UNYNN

DINN N ,NMIYNRIN NI : NPNRIDT MITIYNID
LDINOMMDOIN,TINIVNN N NTIVNN MDY
q9PONN DY ,MMIYN NI 1) PNV
D)5V DYINN /7 MPNIAN MND NN 99D
NN ORI DTV NONONN GPPN NNOND
oY TN, NIV NNYNIN NNIN NN 91990
NN DINYPN DIXIIN DIIND NNON
ON

(CMC) N 1M 510N NI DD MTAYND
;DY DNNNI NNRVANNDN

; DINY AN IX TTNI) VNI -

2NN IN PYINN NI P PONIN NV -
S TYTRY IN D»ID v

,IYANRD DTN 0901 DMIVNIN ATTN NNV -

; IY9IN NNNN MPTN DWNd
DTN MNTNON -

-2 1N97N32) NPNAN P ND - : PN PO

; (ISO/IEC 17020

S TNNN NN, NPYTI NN -

; 19NDN MINY DYV NPNIAN NNV OINN -
IN/Y DIPNN,NPNAN MV NIPNN -

Y YTHIOY MYIITN DX DYD5071 DOVIMNN
YN 292 ,N»PNIAN NN YNID

:DNNYND MPIT1 P90 MY

DIP12D DX DXPMYN INY I3 .MYIN INN) ISRAC 2WN)D DY DIRININ NYN DN DY THDN DY YR DIVINDD DRIV

2014 IN11292 28 7Y TINNY GPIN2 DM

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. February 28" 2014




Website Yes

19NN 49PN NINHNY 0PIV
Criteria for the definition of the Scope of Accreditation

13 : 71092 790N

1-000016 : 9901 YN

11 7N 9 19010 97

Version number 13

Procedure number 1-000016

Page 9 of 11

— schemes that the proficiency testing provider is
competent to provide;

— type of proficiency testing items;

— the measurand(s) or characteristic(s) or where
appropriate the type of measurand(s) or
characteristic(s) that are to be identified,
measured or tested.

Accredited organizations may include additional
activities in their scope of accreditation on the basis
that their competence has been evaluated not only to
carry out activities in accordance with previously
evaluated procedures, but also for the development
and validation of their procedures in accordance with
a pre-established system. This kind of scope is called
“flexible scope”.

It shall not be implied in any communication that
holding a flexible scope is an overt sign that it is
more competent than a CAB holding a fixed scope.

7.2 Flexible scope of accreditation for

testing laboratories
7.2.1

of the following scope parameters:

Flexible scope can be established for any

7.2.1.1 Flexibility concerning the test matrix or
the inspected item. This means flexibility that allows
for changes with respect to the tested products within
a given product group. For example, defining a
product as a food product (allowing the testing of
various food products), or fruits and vegetables, or
soil, water etc. This does not include extending the
flexibility to include matrices of other groups. For
example, determination of lead in water and body
fluids, endotoxin testing in dialysis water and in

medical products.

THOM NN NPYTA PODY NN -

; PO0Y

;NN NPT OV ND -

ND TNNN NTNAIN OMIMINN N MO -
TYTHY ,MMD ¥ DMNX DIMANNDT IN M TN
PYTAD N

MDY 51955 DINYI DIINDIN DININ
NNV ONINA NINDNN P22 MODN
DYDY DXRNNA NMDOYA NINAY P KD DN
PN MNXAY DX NIN ,I2Y2 1INV

JUNIN NYIAPIV NOIWND DRNNA DNYIIN
SO GO RIPI D GO0

1990N 9PN MYNRYN ¥ NN 993 YN KO
NYY NTIYHN INY NPWI NTANNY KON WIN)
OYP NONON 9PN

NPT MTAYNT WIN) NINON 4PN 7.2

YYD N2 9127 ¥I) NONON 9PN 7.2.1
9PN Y DXNAN DY2DINNN THNRA NV
g )alvialy

NPYTAN THN XV MWy 7.2.1.1
NMIYRYN .PTIIN JPNND X (DP>I0N)
NDNI PTIIN IXINL NPY DNOND MIVIN
NINT NITHIN : NOTY .NIN DI NNV
YN NPT NIVANNDM) P MININD PTIIN
DM IN YPIP IN, TP MPIIN (DMWY PN
NN 20912 1T NNDNA MY 1N XY NI
MNY MNOYNNI THN MID IDONY T5 MYMIIN
NPXT2,9 01021 DI NINY NPT : NN
DN DMININY NPONIT 7D DIPOPIVITIN

DIP12D DX DXPMYN INY I3 .MYIN INN) ISRAC 2WN)D DY DIRININ NYN DN DY THDN DY YR DIVINDD DRIV

2014 IN11292 28 7Y TINNY GPIN2 DM

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. February 28" 2014




Website Yes

19NN 49PN NINHNY 0PIV
Criteria for the definition of the Scope of Accreditation

13 : 71092 790N

1-000016 : 9901 YN

11 TInn 10 1900 97

Version number 13

Procedure number 1-000016

Page 10 of 11

7.2.1.2

of the method. This means flexibility that allows for

Flexibility concerning the performance

changes in the performance of the method for a given
matrix and a given parameter. For example, the

modification of testing range or uncertainty.

7.2.1.3

This type is flexibility is allowed as long as the

Flexibility concerning the method used.

methods are based on the same principal. For
example, using RFLP, PCR or Real Time PCR as a

method for mutation analysis.

7.3 Presenting the scope of accreditation

A flexible scope of accreditation shall be marked
with the letter A or C under the column titled Scope
Type and in the comments column it shall be written
that the scope of the certification is flexible and a
reference to the relevant CAB's document as
mentioned in this document.

For additional information see procedure number 2-
660001: Certificates and Scope of Accreditation.

8.0 DOCUMENTATION

8.1

requested does not exist in the technologies database,

If a technology for which accreditation is being

the head of the division will act according to form
No. T1-000016-01: request for new technology,
update of technology, cancellation of technology or
harmonization between appendices form.

8.2  All technologies are documented in Form No.
T1-000016-03: table of technologies.
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8.3  Description of different matrices appears in
Form No. T1-000016-04: matrix table.

9.0 APPENDICES

9.1 Form number T1-000016-01: Application form

for the approval of a new technology.

9.2 Form number T1-000016-03: Table of

Technologies.

9.3 Form number T1-000016-04: matrix table.
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