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1.0 INTRODUCTION

Accreditation is granted 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.
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3.0 SCOPE min 3.0

Surveillance is achieved through monitoring activities
such as assessments as and various reports submitted
by the organizations to ISRAC.

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 1SO/IEC 17020: Conformity assessment --
Requirements for the operation of various types of
bodies performing inspection;

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

4.6 1SO 17034: General requirements for the
competence of reference material producers

4.7 The surveillance agreement of the Israel

Laboratory Accreditation Authority, see Appendixes.
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4.8 Procedure number 2-651001: The decision
process regarding the accreditation status of conformity
assessment bodies.

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

4.10 Procedure number 1-681001: Policy and
Evaluation of Comparison Testing Performed by
Accredited Laboratories.

4.11 Procedure number 2-000002: Procedure for

working with regulators and interested parties.

4.12 Procedure number 2-614002: Procedure for the
Accreditation of a Multi-Site Organization.

4.13 Procedure number A-621001:

Financial arrangements for the process of
accreditation and recognition

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

Authority's documents

5.0 DEFINITIONS

See relevant definitions in procedure 1-000023 for:

5.1 Surveillance Assessment

51.1 Unannounced Assessment
512 Special Assessment

5.1.3 Re-accreditation assessment
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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
prepared by the division heads, meet the policy’s

To ensures that the surveillance plans,

requirements.

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.
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7.0 THE METHOD

7.1 Overall Surveillance activity

711
7.1.2

accredited organization's operation: for example:

Surveillance visits at the organization sites;

Study of the reports and declarations of the

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

e  Declaration on minimum performed tests.

e  Submitting documents of long-term

corrective actions.

7.1.3

information on subjects concerning the accreditation,

Requirements of ISRAC to receive

according to the surveillance agreement (see appendix):

changes in ownership, changes of management (quality

or professional management) or staff, changes in test

methods, equipment or environmental conditions;

Changes in the CAB must be reported to ISRAC along

with supporting documentation, according to the

schedule detailed in the surveillance agreement signed

by the CAB:

e CAB name - certificate of nhame changes from the
corporate ministry.

o Ownership — elaborate concerning owners +
impartiality declaration.

o CAB address — elaborate concerning the change

essence (as long as relevant to the testing activities).
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o Changes in equipment — validation, calibration etc. TNSN, PPN O VIV —TPYDY e
(as relevant). NMDYAZ YOOIV 533) 191 DPda
ANpP>1an
e Quality system — contact information/quality YONODI YT —MIONRD NOWND e
manager. MDONN SMIN/AVPN
e Key positions in the CAB — Organizational chart. AMIR AN —ININI NN OTPIN - @
e List of field laboratories — as relevant. SOMIIY ID —NTY MTAD NOWY e

Reporting to ISRAC can be done via the website link: NN NWPN TIT MY T2 1)
http://www.israc.gov.il/?CategorylD=382

NN MPYNY VNN PINN YR NTNI

IN 119NDN 97200 NYINRI VDN PMYNIYN
,ONINN IN YN) PTIN WNINA DY 1NYON NNNN

(D/ANN2 NP2 5510 IN 7292 DIINONN HY

http://www.israc.gov.il/?CategorylD=382

If the head of the division finds the changes significant,
he could decide, together with deputy accreditation
manager, to perform an assessment (unannounced or
special assessment) document assessment or

assessment in the organization's sites.

7.14 Other means of monitoring the laboratory’s VN MIPYY NINR MPYIY> 7.1.4
testing and calibration performance. NN MDYAN
7.2 Surveillance Assessments Mpoan spran 7.2

MIIND NWPA 97y YD 1N NP SPTIN
Y9 DY, MYIN NINIPY NYPA 9 DY, THOMN
NI (D) 193) PNY O0¥ IN NVHNI NYPa

On-site surveillance assessments may be performed,
due to a request by the accredited organization, by

ISRAC’s customers, by regulator or stakeholders (see

procedure number 2-000002: Procedure for working NPYa Ay M) 2-000002 3900 5ma onn

. . . DIVLIVON PY Yoy DNV DY
with regulators and interested parties). !

NI ,MIVYIN NVONN 9 DY IN L (DPMYNWN/
. 2-651001 9901 5N

or according to ISRAC decision (see procedure number

2-651001)

7.2.1 A surveillance assessment of a organization 212> JNIN DY ,MPa PTIN 7.2.1
may lead to continued accreditation, to suspension or to IN N2NPDNN MYWN ,NONONN TYHINY D00
the full or partial termination of the accreditation. IPON N NIN 19N, NNV
7.2.2 Re-accreditation assessment for an TV JOIND WINN NONON PTIN 7.2.2
organization is performed by ISRAC about 6 months 9PN DD N0 DOYTIN 6- MYIN YT DY
before the end of the accreditation valid date and then INKD DY 531 NIYNIN DYII NINONN

repeated every two years. During the period between NI ,WTNHD NONDN YPTIN PAY N9PNI 10N
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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).

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

ISRAC operates its surveillance activities as

organization continues to meet the accreditation

requirements.

7.3 Special On-Site Surveillance
Assessment and Special Surveillance
Activities

7.3.1

un announced on-site surveillance assessment of an

ISRAC may decide on an immediate special

accredited 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

pI'EViOUS assessments.
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7.3.2 A special on-site assessment may be 1N YNID I NN THYH PTIN 7.3.2

performed both by prior notification to the
organization, in which case the notification can be
forwarded shortly before the date of the assessment
(less than 14 days), or without any prior notice or
coordination with the organization (unannounced
assessment).

7.3.3

with the organization or otherwise and/or other

A special on-site assessment — coordinated

surveillance activities are subject to the approval of the
accreditation deputy general manager of ISRAC.
7.3.4

the organization does not have the opportunity to

In special on-site unannounced assessments,

express reservations thereon (contrary to other
assessments performed with prior notification).
Accordingly, the assessing team in such unannounced
assessments shall include ISRAC employees and
assessors to whom the organization gave previously its
consent for the ongoing period of assessment.

7.3.5

relevant government ministry in an on-site surveillance

ISRAC may include a representative of a

assessment, with the organization’s permission. This is
possible only when there is not conflict of interests
between the ministry and the organization or with the
organization‘s consent.

7.3.6

organization with the necessary guidelines so that it can

ISRAC is committed to provide the

fit itself to the 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.
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NP9 PTAND,JNIND NN POVIND ONOWNN
TN PN YN P IIWIR NI NIOY .INNA
NNODNY PHIRM PNOVNNN TIWNN P2 DY
ANIND

NYMNNN NN PADY NN MVIN 7.3.6
MASY DINNND HOPY NN DY NIND MWITIN
192YY YT NPNIN .NDNONN MVIITY
SINMYIN — MYIN PYTN MYSHND DINNIND
LYTVINN NN OMIDIANNI NMIRNM DO
PV ) MDITN IN/Y WWW.israc.gov.il nbw
Y0 NN MaY»Y
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7.4  Surveillance General Plan Mpran non 7.4
The surveillance schedule is as follows: SYIPYTI NN NMIPYY OININ MY
6 5 4 3 2 1 Year/mwv
MYy | NoNon PTaIn morys PTAIN | MPYa Moy 190N PTIn
M9 Uaiatal T 190N PURY | MY MO
(U (p}a]
Surveillance | Re- Surveillance | Re- Surveillance Initial-accreditation Type of
activity accreditation activity accreditation | activity assessment Activity
Assessment Assessment
7.4.1 The initial period of accreditation is two DMV TYNS NPIVIN NONDN 74.1
years.
7.4.2 Between the periods of re-accreditation YPTIAN PV NMPNN ToNNa 7.4.2
surveillance activity shall be made, as necessary, D55 ,MP2 MY YNINN YTNN NINON
according to risk assessment performed after the D120 NOIWND DNNNI RN ,WITHY
accreditation assessment as part of the proposal for Y¥NONN PIND NINDN PTIN INNY NY$IINN

TMIVY ,NXIN PTINN N0 DY NNONM T
MP9 DTN .MP P70 D) JIVID N MDY
DMLY MMMV DXPTIN NPNY DI, NON
WITIZ DNNNA YN OPTAN IN WRIN NYTIN

discussion and recommendation for next assessment
type, which could include surveillance assessments.
Those assessments can be either notified (special
assessments) or un-announced depending on the

organization’s performance and cooperation with

ISRAC.

7.5 Division Surveillance Plans NPOIR MO ;MNINMN 7.5
7.5.1 At the end of each year, (and no later than NDY) MY DI PO T PR WUNRI DD 7.5.1
the 30.10. XX), each division head shall prepare an PV MP 120N (30.10. XX 10 IMN?
annual surveillance plan. This plan shall be authorized 0N .NINONN 27200 7Y TWIN NI
by the accreditation deputy general manager. In the 1N DMWY DXODN NIYN NI IINN

plan preparation the following needs should be taken

into consideration:

7.5.1.1 Appointing a Technical Assessor to a MIND MPOPTIN YN0 T8N 7.5.1.1
surveillance visit, according to the recommendation of NPPOS DTN MEONND DORNNA THOMN
the Accreditation and Assessment Review Committee/ /YNNI DNV DY NYTIN / PTANN NINOIN
to changes declared by the organization/ as part of NN/ YTN PN Y NONDN 7/ NINON N2
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dealing with complaints/accreditation of a new
organization/ other.

7.5.1.2 Following the decision for a need of a
surveillance assessment, a decision has to be taken
regarding the date for such assessment (according to
ISRAC's policy and its assessment plan) and regarding
the type of assessment (unannounced or planned with
the organization).

7.5.1.3 Appointment of technical assessors in order
to perform an assessment to the organization's
document or to assess the organization.

7.5.1.4 Need to update the planned assessment
(moving it to an earlier or later date) according to the
Accreditation and Assessment Review Committee's

recommendation or to the request of the organization.

7.5.1.5 Special problems, which have not been yet
discussed in the Accreditation and Assessment Review
Committee, following findings from previous
assessments, unannounced Vvisits or new
regulations/legislations or complaints on the
organization.

7.5.1.6 A need to appoint foreign technical assessors
[ experts for expertise accredited fields where no
appropriate local assessor can be assigned.

7.5.2

updating the plans, bringing them to the accreditation

Heads of Department are responsible for

deputy general manager and to check their budget.

7.6  Surveillance Plans Update

7.6.1

according to the laboratory request or ISRAC needs,

Upon require (change in assessment date

NP9 PTaNn DYP YY NVONNY Moda 7.5.1.2
MYIN NPYTND OXNNI) PTAND TN NN
MP9N P70 ND NN (DP TN MO
(ONINND 7 YN9)

M2 PTInY rMspHN pTa»nrn  7.5.1.3
AN IN NI PTAN NN TNND

POINNN OMIVN PpTann M»va TNy 7.5.1.4
MIONND ORNNA (NNNINX INDTPN DY)
NYPAY N PTANM NINONN NPPOY NTVIN
ANIND

NTYN NI DVY MTNPH NYya 7.5.1.5
2DV YNNI ,PTANM NINDNN NPPOI
YN NP, DNTIP DYPTINN DINNNNA

2¥ TINON X NVININ DY MYTN MYT
NN

9MNKn 0NN DPTAI NN 7.5.1.6
NNNY 1N RY DN ,NONDNA NN MMINND
YMPN P11

NITYD DIRINK DIAN FWNI 7.5.2
900N 979190 NN NYIAPY ,NPIDINN
.DNYY MNP NPYTIAN

MPXON AN PITY 7.6

TV M1V DY NIPN) YITIVD 7.6.1
(MWYIN N9 DY IX NTIYNN NYPIAD PTIN
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the approved surveillance plans shall be updated as
necessary.
7.6.2

updating the assessment plans and bringing them to

Department heads are responsible for

approval of the deputy general manager .

7.7 Participants in the Surveillance

7.7.1

lead assessor and upon requirement technical assessors

Surveillance assessments are performed by

or experts should be added, according to result of risk
assessment. 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.

1.7.2

technical assessors in the following

Surveillance assessments may include

circumstances:

7.7.2.1 According to the accreditation

committee's decision;

7.7.2.2 Extension of scope;

7.7.2.3 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;

7.7.2.4 Significant deviations in inter-laboratory
comparisons which required to be review by a

Technical Expert;

NTN2 DMNITY NMNAYN NYVIRY MPA NN
N8N

7.6.2
1900 579)N0 MYINRD DNV NMIDIND

NITYD OININK DINNT WK

MP sPTana o'annvnn 7.7

PO DY HMY MPran PTan 7.7.1
DY PTAND INNY ,TNXN NTHY DN
NOIYN NIRXIND DXNND DINYP IN DONNPN
DINUM NN NP PP PTINND .OMNDD
MY HY DINN DINNI IN DINMN NN
OV PTAN TV DTN DMIPNI .NTIVON
P22 TIVWHOLAN PMIND YWIPY DIINON
.D/ANN2

0P 51995 DYDY MPYAN YPTIN 7.7.2
: DONIN DMIPNI DONINPN

NPPOY NTYNN NVSNNYa LY 7.7.2.1
;P70 NONONIN

;NONON 9 nann 7.7.2.2

NIY NI PNINT DOMYNPWN O”MYOY  7.7.2.3
211131 MO 9I17)) NOMN NAONN ,MYY2
MLV DY, DIT2IY NAONN ,OMNNPN
MNIN AN DMV TN NAONN NP> TN
;1220

NN NPMNN MNRNINOR YN 7.7.2.4
M2IYN 2NN NPV DINTIYNI P2 INNYN

MINPN WOIN DY
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7.7.2.5 Concern that the organization does not
comply with ISRAC requirements such as not taking
part in intra-laboratory proficiency testing....
7.7.2.6

organization that can not be clarified in the frame of

If complaints have been received about the

surveillance assessment.
7.7.3

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 without the

participation of a technical assessor.

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.
7.7.3.1
of accreditation then the relevant assessment may be

If the organization apply to extend its scope

combined with the surveillance assessment, a technical
assessor shall participate in the assessment of the
requested extention.

7.7.4

the re-accreditation assessment should be different

It is recommended that the lead assessor in

from one in the initial assessment.

7.8 On-Site Surveillance Assessments

7.8.1 Performance and pricing of Surveillance
assessments

7.8.1.1 On-site surveillance assessments shall be
performed according to the procedure number 2-
623001: Procedure for planning and performing an

assessment. For Multi-Sites organization, surveillance

7N YA MRNND MPHNY wewn  7.7.2.5
MTIVN DY MONNWYN X 1D ,NMDINN MYTN
;YT (PT) nnvmn nXNYN »HNINI

Y KOV INA DY NN nvap  7.7.2.6
STPY MPY PN NHDN NN 120

N2 NYY OV NTAVNI MPP9 YPTINn 7.7.3
NNINDN 9PN IVY) NI OINKPN PTINY TN
NOIYN MY OPMNND OMNY IN MIANIN
TIWOND D212 NN TPWINPN MOTINM MIN
INSPN PTI2 MONNVYN KOO D> P> DY

NN NYHNLN PYTID YO DPAINN PTIAN
MPYI XTND TN DY ,71PNONOV 53 MR
.1199010N 9971 D92 PIND DY TONSPN

DY MPA PTIN TNIN WaND nna - 7.7.3.1
MINPN PTIA GNNYS MY NIPNA .NANIN PTIAN
JWITN N2ANINN NPT

220 PTIA NNND HTHYN MYIN 7.7.4
TN N2NRDNN PT2N POV NITH INY

NN MPION SpTan 7.8

MP9 PP TN NNHNM NN 7.8.1

SNNY ONNNA WD Mo dpTan 7.8.1.1
P70 MNIN NIOND DN : 2-623001 19010
MPY9N YPT21 157 ,07INN 27 OMININ N1Y
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NONON YN : 2-614002 9901 HNND DORNNA
DINN 29 IN

assessments shall be performed according to the
procedure number 2- 614002: Procedure for

accreditation of multi-sites organization.
PIPINI PNIND INNI YN OPTINN
NOD NIV YN ININD DN MMIPHY
YN YTIVNIN MNP PN

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.

7.8.1.2 The surveillance assessments fees are

. . . 9 DY WYIAP> MPI9N YPTAN NPIPY 7.8.1.2
according to procedure number A-621001: Financial

I TONINY ©»9V D TON : A-621001 1901 SN
arrangements for the process of accreditation and

o .19NN PONNDY NONONN
recognition.

8.0 DOCUMENTATION myn 8.0

IOV NIXIN DIVLOY NMPIAN NPIDIN TN
:12VNNIINNY?

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

As well as in the appropriate QSOFT applications

Klali\Assessment 20XX_1\0»0IN .1:\2
DNNNN QSOFT »mwra oy Mo

9.0 APPENDICES o'novy 9.0

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

9.2  Form number T2-671001-03: Surveillance
agreement according to ISO/IEC 17024.

9.3 Form number T2-671001-03: Surveillance
agreement according to ISO/IEC 17065.

M9 050N : T2-671001-1 7900 oo 9.1
ISO/IEC 17025, ISO/IEC 17020 ©»pn » Dy
15015198

D501 : T2-671001-03 7900 oML 9.2
ASO/IEC 17024 ypn »9 Dy Mipan

050N : T2-671001-04 790N vV 9.3
ASO/IEC 17065 ypn 9 Yy Mipan
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