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1.0 INTRODUCTION

Committees are necessary from time to time, in order
to assess the suitability of ISRAC's activities to the
market demands and to meet the professional
requirements.

¢ The Policy Advisory Committee is needed to
ensure that BOD and ISRAC general manager are
aware of the views of interested parties on policy
issues affecting ISRAC activities, including the
development, interpretation and application of
national, European and international Standards,
guidelines, procedures, regulations, practices and
agreements applicable to accreditation bodies.
The need to establish policy advisory committee is,

among other things, compliance to ISO/IEC 17011.

Technical Committees are needed by the General
Manager, the Deputy General Manager and the
Division Heads to give advice on the implementation
of specific standards in the context of accreditation.
Therefore, the Israel Laboratory Accreditation
Authority Law also provides for Technical
Committees in order to help formulate ISRAC's policy
and to consult in any professional capacity that may be

deemed necessary.

2.0 PURPOSE

The Purpose of this procedure is to define the method

for nominating the Committees and the work

Nan 1.0

NYY NYN NYIT MY MTY NHYIN
MYIN MDD NHPNNN NN NN
MY MYN NNY NIVNY PV MYITH
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NVITT NPPTHORYNID NXY»N DTN .
MmN DY ,MYIN 979395 NIV NIWIND
VPN TP NN ODNINN NYDH NOAND
MDOYH NPT INVYNA Y Yy HY
DINYI DN MY NPT OIRY) .MYIN
TN ,DOWTN DIMNN NN MY DMWY
NYNNPN, NN MYITI WI1PO)
Y5901 DNIPN NN ¥90DNI NPNVIND
MY HY DY DMINNA DINODM WX
.9N0N> MYIN

NPT ORYND NNYIND DTV OIPNY TNNN
ASO/IEC 17011 p3n nwdan INWN P2 yan
,MIYIN 9793100 MWITT NPNINPN TITN
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NVPTH NN ANYT MY 1IN0 Oy, TONSPN
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processes by which they are to operate on behalf of
ISRAC.
3.0 SCOPE mm 3.0
This procedure refers to all the Committees that YT Y NPNNNY MTNN 595 Dy DN Nt DN
should be nominated by ISRAC's General Manager. IWIN 575m
This procedure defines: 2PN DPNN
3.1 The procedure for nominating a committee. TN on ponn - 3.1
3.2 Definition of the committee’s activities. I MY NN 3.2
3.3 Follow up on the committee’s activities. TN MY NN Apyn 3.3
4.0 NORMATIVE REFERENCES v oYanvn 4.0
4.1 ISRAC law, 1997: see form number NONONY MRS MvIN N 4.1
T1-432000-02: Free English translation of the ISRAC YUIN DNIN NNI) 1997 ,MTaYN
law. .(T1-432000-02 1901 D9V PINY
4.2 ISO/IEC 17011 Conformity assessment — OININY 4.2
General requirements for accreditation bodies
accrediting conformity assessment bodies.
4.3 ISO/IEC 17025 General requirements for the OANINY 4.3
competence of testing and calibration laboratories.
4.4 1SO 15189- Medical laboratories — MONRINY 4.4
Requirements for quality and competence.
4.5 ISO/IEC 17020 — General criteria for the ONNRINY 4.5
operation of various types of bodies performing
inspection.
4.6 ISO/IEC 17043- Conformity assessment - ONNINY - 4.6
General requirements for proficiency testing
4.7 1SO/IEC 17034 - General requirements for OIRINY 4.7
the competence of reference material producers
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4.8 Procedure number 1-432000: Quality MDD T < 1-432000 1900 o 4.8
Manual.

4.9 Procedure number 2-421003: Confidentiality. NPTD :2-421003 9900 5N 4.9
4.10 Procedure number 2-421001: Organization and MNIN N :2-421001 7900 o 4.10
Job Descriptions DYTPIN NITHM
4.11 Procedure number 2-432010: Management 9NN IPD :2-432010 1%0Nn YN 4.11
Review.

4.12 Procedure number 2-432011: Management of D0 D) 1 2-432011 5 4.12
Risks and Opportunities. PNRTYM
5.0 DEFINITIONS mynn 5.0
5.1 Policy Advisory Committee nyym a1 5.1

PNY DY DY) MNNIN NAINNT NI
oy ,919nY Nw» DYDY, myIn m>oyaa
DYIINNY DXANYN NNIPNI MDTYN

A Policy Advisory Committee is composed of
representatives of the bodies of interest which advise

to the General Manager regarding the priority of
:T2- 9901 DV NNI) NINON DV DOWIN

.M Man 421001-01
TINN DN DIN NXY»IN DTYND 12N
MYIN PINA 16 PYDI NONINN NPIYIN
1997 .7 7ayn NONONY NPNINDN

MNSPN NI 5.2

resources' allocation to new areas of accreditation (see
form number T2-421001-01: Organization chart).

The members of the advisory committee are
representatives from the list described in article 16 in

Israel Laboratory Accreditation Authority Law, 1997.

5.2  Technical Committee
MYIT PTIND 7 PNANY DTN NIVN

A Technical Committee is appointed to clarify/define D) MONONNA NPITA PV /NPNEPN
technical requirements in reference to various £)ND DMV NONONN NPND

accreditation standards as:

ISO/IEC 17025 ISO/IEC 17025
ISO/IEC17020 ISO/IEC17020
ISO 15189 ISO 15189
ISO/IEC 17043 ISO/IEC 17043
ISO 17034 ISO 17034
Or according to Regulatory requests. DNV NYITO DNNNL N
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6.0 RESPONSIBILITY

6.1 The Committees should be directly subjected
to the ISRAC's General Manager and should report
to him directly unless he determines otherwise.

6.2 Responsibility for coordinating the
Committees applies to a coordinator, to be
appointed by the ISRAC's General Manager.

6.3 The Committees should receive logistic

and administrative assistance from ISRAC.

6.4 The members of the Committee are
responsible for technical material submitted to
ISRAC and for its reliability.

6.5 The Policy Advisory Committee reports to
ISRAC's general manager.

The General Manager may request the Policy
Advisory Committee to report also to the BOD or to
ISRAC managing staff.

6.6

coordinate the first technical committee meeting.

ISRAC general manager is responsible to

6.7 Members of the committee should nominate

their representative to ISRAC's Policy Committee

7.0 METHOD

7.1 Publication of Information

Information regarding the discussions of the
Committees, its subject matter, publications and

conclusions will be published by ISRAC.

7.2  Nominating the Committee

Y 19N MNAD NN MTN 6.1
NON ,PON MPY MINNTI MWD 97O
INNT DY YAP) ON

S5Y 91NN NITYNN DINNY NYINND - 6.2
WIN 97930 T DY NN IWN ,ONNN

YHMINY VLMD YPO MYAPN MTIN 6.3
vInn

YNNI PNN NN DY NI 6.4
,ITVIN 232N DY NON NN DY MYID
AMN OININ

VAN 979309 NNNTHN DNYIN DTV 6.5
DYDNINN N¥VINY O) DTN NNTN NP
MVYIN NHNIN NNXY IN MWD DY

S5YIVUNI DO DINN NPINKR - 6.6
VAN D793 DY NN NPMNINPN MTYN

DTIND DNYLN PN W PN OIYL 6.7
MYAD NYITH NYNI NNYNHN

noswn 7.0

yrnowHe 7.1

221099 , PRV DTN VT MTIX YN
VAN DYV DOND MNP

DI NN 7.2
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421011
7.2.1 A Committee will be assigning an
identification number or name.
1.2.2 A professional committee usually consist of

members invited to give advice from the aspect of
assessors, accredited organizations, customers of
accredited organizations, independent consultants,
government experts, experts from academia,
regulators, relevant professional institute, ISRAC
employees.

7.2.3

her behalf will map all interested parties relevant to

ISRAC General Manager or an employee on

the subject of the committee and assure balanced
representation in accordance with committee goals.
7.2.4 ISRAC General Manager or ISRAC
representative on her behalf will assure that the
committee participants have the appropriate technical
expertise for their role in the committee.

7.2.5

fill up a form which includes the following details:

Each committee member will be asked to

Name, contact detailed, demonstrative experience in
the field of committee operation, knowledge of
standards relevant to the committee.

See form number T2-421011-02.

7.2.6

committee shall be made by ISRAC's General

The decision who to nominate to the

Manager. The identification of the different interested
parties relevant to the committee shall be conducted in

a manner that will not create a bias.

7.2.7

Advisory Committee

Additional Requirements for Policy

9901 TV DY MaApd v 7.2.1
LDV IN I
D>72NN 257N D DTN 71.2.2

,D¥PT122 5Y VNN NNY NND NITPY
DMNIN MNPY 07001 ONNIN
DN ,DONNNY DINYY ,DIN0N

,DYNVINT ,PNTPRNN ONNI ,OVNNNIN
MVYIN T POIMOT NP NN

MYIN T2 IX MWIN 70N 7.2.3
D»VMDIN PNIYN DY DI NN N> NNIYLN
7IN2 DINPN 0N D XTI DTN XYY
STVIN MIVNY NNPNNNT TININD

7.2.4
NN W TN YANNWNY ¥ XTIV ,NNYLN
DTPANY DHINNNN OOMNNPNN DINYIOIN

MYIN T2 INX,MYIN 970N

YN

7.2.5
: DYNIN YTIN Y09 NN DYON IWN , 090
NOYD MWINPN PO, MIYPNN PV , 0V
ONPNA YT ,NTNN MDY DINNA
DTN OOIMNMYIN

NONY wpan NTyNaHan oo

.T2-421011-02 9901 99V NN

NN TYND NNNY O AR NPIYN 7.2.6
PIVN OYA NPT . MWD 970N DY

TN NOW I9IND YSIAN DTYND OPVINDIN
PON

7.2.7
nyy»”»n

NIV 912y MV MVYI9T
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7.2.7.1 The minimum required quorum for a
meeting is 5 persons, provided that at least 3 of whom
will be representatives from non-government
agencies.

7.2.7.2 At the first meeting of the committee there
is a need to verify that each member is signed on form
number T2-421011-02: Form of information on
technical committee member.

Note: Civil servants by definition are committed

to confidentiality. If during a committee a

member is in conflict of interest, he will exit the
meeting.
7.2.8
Committee
7.2.8.1

committee chairman and the members of the

Additional Requirements for Technical

ISRAC General Manager should appoint a

Technical Committee. Each committee member will
receive an appointing scribe at the first meeting, at the
latest (Form number: T2-421011-03: Appointing
scribe).

7.2.8.2 When it is necessary to prepare background
material for the Technical Committee, or if they must
confer with an expert in a particular field, the
Technical Committee should suggest to ISRAC, a
candidate with suitable expertise. The General
Manager must authorize his nomination.

7.2.9

released from his membership commitment should

Any committee member who desires to be

notify the ISRAC's General Manager, and his position
should be handed over to someone else in an orderly

fashion.

1N DXANNYN 90N 7.2.7.1
3 MNASY 12521 DOIVIN 5 NIN NDYW OPPY
YTIVNND DINRY DN P OIINN
VNN

SV NMIYXI MDIONN NYa 71.2.7.2
DMLV LY DINN I2N DD NTND W, NTYNN
12N OV NN : T2-421011-02 19910
JPVINPN DTYNA

MONID ORI OXYI 7170 STIW 7177
INOISNT 77193 ON .IPTIOS D200
NP N)T,0220Y 719292 D7) NI 777V
YT

7.2.8
OIWEPN

NIV 912y MV MYI9T

N P X N MmN Y7o 7.2.8.1
N TV 2N DD THVINPNRN DTN 112N
MYRIN N2WIA ININNDN DD M0 2AND
.00 ans : T2-421011-03 9901 ©MV)

VP N NIONA TNN W IWUND  7.2.8.2
TN DOPY IR, TONSPHRN DTN NTIAYD
WS, 0NM01 DINN2 NNNIN DY MSYHINNI
DY TRVIN MYID THPNSPNRN DTN

TYIN )IYY NN DIRND NPHDIN
Mwan 7om

INNYND NN, NTY 92N 7.2.9
,WIN 979310Y 72 DY T N2 IMN2NN
ATPAN HY NITION NHAYN TN
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7.3 Spheres and Topics

731 ISRAC will ask for advice from those
committees on policy issues and /or professional
issues such as:

7.3.1.1 Policy issues advising to ISRAC's
management and General Manager.

7.3.1.2 Formulation and review of technical

criteria as basis for accreditation.

7.3.1.3 Acceptability of particular procedures
as a basis for accreditation.

7.3.14 Identification of sources for potential

assessors.

7.3.15 The need for establishment of specialist

task force.

7.3.2 The committee goals will be determined

by the General Manager following consultation with
the relevant professionals, and in accordance the
needs.

The committee will submit to the approval of

ISRAC general manager a suggestion for the

subjects to be discussed

7.3.3 One Committee is likely to be asked to deal
with more than one topic. When necessary, a separate
Technical Sub-Committee should be nominated to

deal with a specific topic.
7.4 Convening the Advisory Committee
The Advisory Committee sessions are held at least

twice a year and are managed by ISRAC’s General

Manager.

QINVIN DYDY N 7.3

NON MTYNN NNY wpan mvan 7.3.1
100 DOVINPN DIRVII NPT INYNI

MY NOMNY NPT OINwNA 7.3.1.1
N9V DYONINND NIVINDY

DMMIVIP HY NPPOY M1 7.3.1.2
.119N0NY DDA DINNPN

Y020 NHNON NV YW NN 7.3.1.3
.NONoNY

DYPTAIN DYPTAY MNP N 7.3.1.4
LDONNPN

N7y NP N1 7NN 7.3.1.5
JONNPN

911933 97y YR NN MV 7.3.2
VINPNRN M) DY MSYONNL, MYIN
.DY598Y DNNN2 D»VIADIN

NYNN MYIN 97230 NYIND YIN NTYNN
VTN MY M THOY DIRVND

PIDYD UPANND MIVY NNN DTN 7.3.3
,TNN P DN OMIPNA THR XYNN NP
NTI9) THINXPN NTN-NN MWD MNN
TN YN DIDVY

NYYOINN NN OIS 74

MNaY MDIONN NXYMHN DTYNND MDY
519310 57 By MDMINI MW DMNY
VN
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The Advisory Committee's meetings are used for
consultation with the interested parties on impartiality
issues. In addition, Advisory Committee's meetings
include a discussion concerning ISRAC's risk
management according to procedure humber 2-

432011: Management of Risks and opportunities.

7.5 Convening the Technical

Committee

75.1 INITIAL MEETING

7511

employee defined by him, should convene the

ISRAC's General Manager, or any other

members of the Committee. The initial meeting
should take place at ISRAC's offices and should be
attended by ISRAC's employee in charge of the
relevant technical sphere.

75.1.2

the agenda, collect the proposal documents received

ISRAC's employee in charge should prepare

from the various sources that were prepared by
members of the Committee or other professionals, and

should coordinate the time and place of the meeting.

7.5.1.3 The initial meeting should include the
following topics:

7.5.1.3.1 An explanation regarding ISRAC. A survey
of the quality standards relating to laboratory
accreditation, the functions of the Committee as they
are defined in this procedure.

7.5.1.3.2 Presentation and detailed explanation of the
Committee’s functions and goals.

7.5.1.3.3 Work methods, including frequency of

meetings.

0) MYNYNI NXY»HRN NTIND MDY
NIV N ONYNA PNIYN OOV DY MNYHINND
NSYMNHN DTYNN MDY 0N .0

Y17 HY DN DI XYN T MYDID
DY) :2-432011 5D DRNNA MWD
DPNHTIN ONDD

ONSPNN NIMN OID 7.5

puxIwIon 751

MIN,MWIN 57O 7511

2N NN DI T DY YyaAPIY MYIN Y T2IYN
YTIVNI DMPN NIYNY DI DTN
YOIMNDIN ININKRD MONNYN ,MYIN
MY DYLN ONXPNRN DINND

TP DY TV DY VTO 7.5.1.2
NN 107 GUN ,MYIN DYV ININKD
,DONVY DI DIAPNNY YNNN IINON
VINP YY) DTN 2N YT DY NN
DIPNY TYINN NN DX 7TI) DINN

9NN
NN 2192 PNUNRIN WHINN 7.5.1.3
: DONIAN DONWIN

nonoNY Mwan Yy 1aon  7.5.1.3.1

DYNYPN MNP DY NPPO .M TN
Y90 PITNIN YTPAN , MTAYN NONONY
% 9710 NTIHINY

NTINNOTPIN VI XN 7.5.1.3.2
PMIVM

MmN oMo nvwan 7T 7.5.1.3.3
.DYVIANN
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7.5.1.3.4 Distribution of tasks according to topics and
needs.

7.5.1.3.5 Verification that all required forms have
been filled correctly.

7.5.2 REGULAR MEETINGS

7.5.2.1 The committee should convene according to
the schedule it sets.

7.5.2.2 Prior to every meeting, ISRAC's employee
in charge should prepare, in writing, any material
relevant to the meeting. The material should be sent
to the participants a reasonable period of time prior to
the date of the meeting.

7.5.2.3 The technical material should be
coordinated and/or written by a committee participant
or some other professional who has been asked to do
so by the Technical Committee. (In cases where this
refers to consulting work, prior approval must be
obtained from the General Manager).

7.5.2.4 At the meeting, a brief and focused
discussion should be held on the topic in order to
reach operative decisions.

7.5.2.5 The discussion will be run by the chairman
of the Committee. It is the chairman’s responsibility
to make sure the discussion is purposeful, to enable
participants to voice their opinions, and to formulate a

conclusion and decisions.

7.6 Summary of the Meeting

7.6.1

should be made by the committee chairman, or

At the end of every meeting, a summary

whoever he has asked to do this.
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7.6.2 The meeting summary should include,
inter alia, the topics that were discussed, the
decisions and recommendations, and the date of the
next meeting.

7.6.3 In issues requiring voting and ruling, there
shall be a voting right for one member from each
body. The chairman shall have a double vote.

7.6.4 It is the chairman’s or somebody’s
requested by him responsibility to make sure that the
summary is sent, in writing, to ISRAC, together with

all technical material it needs.

7.7 Periodic Report on the Committee’s
Work

1.7.1 The committee chairman will send an
interim report about the committee work at least

once a year as a part of ISRAC management review.

1.7.2 SUMMARY REPORT

7.7.2.1 When the committee has finished dealing
with the topic or project it was assigned, a final
report of the committee’s work should be written.
7.7.2.2 The final report should include the
technical information formulated by the committee,
should emphasize the committee’s goals, whether or
not those goals were achieved, what was not
accomplished, and any recommendations.

7.6.2.3 Summation will be sent to the interested
parties notes per request.

7.7.2.3 The final report should take into
consideration (when relevant) professional literature,
national and international standards, laws and

regulations, etc.
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7.7.2.4 The chairman of the Technical
Committee should be responsible for sending
the material to ISRAC.

7.8 Recommendations of the

Committee

ISRAC should discuss recommendations made
by the Committee. The committee’s
recommendation will be implemented according
to the General Manager decisions and

requirements of ISRAC.

8.0 DOCUMENTATION

8.1 Summaries of the Committee meetings and all
technical material prepared by the committee should
be sent to the relevant Division Head for his review
and shall be filled electronically in: I:\12. .3\mT»
TONNPN DTV,

8.2 ISRAC's decision, letters of appointment,
signed information on technical committee member
forms, committee summaries and the final report
should be filed in ISRAC’s “Committee” file, under
the responsibility of committee chairman.

In cases in which the committee chairman is not an
ISRAC employee, all the material from the
committee should be filed by the Division head
responsible for the committee field.

8.3  The list of Committees will be updated by the
relevant Head of Division and saved on Rashut/

Committees/ Follow up
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8.4  The advisory committee responsible on behalf
of ISRAC prepare the information concerning the
committee’s activities as part of the management

review.

9.0 APPENDICES

9.1 Form number T2-421011-02: Form of
information on technical committee member.
9.2 Form number: T2-421011-03: Appointing
scribe
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