Website: Yes

— NY9NN PYNND NINRVNN TUNNY D2V D910

Financial Arrangements for the Pro

cess of Accreditation and Recognition

25 : NP NN

A-621001 : 79910 Y

32 i 19900 97

Version number 25

Procedure number A-621001

Page 1 of 32

17

n'oINTY nMwna
niT2un nonoa

Israel Laboratory Accreditatio

n Authority

Valid from TONDN 9PN

06.10.2016

Effective from TOIRNN 2NN

06.10.2016

19901 PPONNTY NINVNN PYUNNY D9V DI910N

Financial Arrangements for the Process of Accreditation
and Recognition

Authorized by:

A-621001 9901 YN

Procedure number A-621001

$DYIUNN

Signature — 7NN

Date — 98N Name — ow

Position — 1*poan

92190 bV

Revital Sossover

TPVAVN NXYP) DD H7IND Y T

Updated by: Finance Deputy General
Manager & Legal Adviser

NN PP SN DNIN Y IWIND

Yakir Jaoui Approved by: Quality Manager
99 7NN 19720 MY YNNI

Etty Feller Approved by: General Manager

DOPMYN INY 93 .QA-1 NNHWN NPRN PIMMISRAC 2WNHD HY DINYMN NN DN MY TADN HY DY RN DIWVINDN DXPMYN

2017 920V9021 27-2 ©DOTIN

1292109711 )12 DYDY 9PIN1 DM DMPI2N 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 27, 2017




Website: Yes — NY9NN PYNND NINRVNN TUNNY D2V D910
Financial Arrangements for the Process of Accreditation and Recognition

25 : NP NN A-621001 : 9901 5N 32 TN 29990 97

Version number 25 Procedure number A-621001 Page 2 of 32

5y 03 ) Asrael Accreditation) ISRAC 1730 o000 TPOINSTI IIWI77
TSP TIPS SW 71900770 722730 I0INITT TIPOT IIND SN NSV
JNP2T 510 DN

ILAC »0IN222377 )OINAT SV ST 7799707 D207 NI0PNI 10w MY
o55o17 0 Sy n7aws Anternational Laboratory Accreditation Cooperation)
SO0 OPDINIII/T

, DIV 218y NAND ,J91N ,01099 9905 Wpa INYII 0 D01 ININ 1PN DINPI MNOT DO
© MTaYNN NONONY TPVINDT MVYAD THY  — INNI DDINNN ,INK NN D) 1IDIN NP
.ISRAC

952 X9NY IN 2NN PXNY , 009D YT NN YONNRD PYNHN 991 3TV ,00IND ,idnyny P
Y 2N22) URIND NYNONT NNNIDN NYAP RO ,IPYN INIZD ,NT INNI INININ DN NN OYNNIN
TAVN NONONY NN MYIN

MTaYN NINVNY NMIININ MY

Israel Laboratory Accreditation Authority
79,89 7.1 ,N9YNN NTY NP NID NI

7015002 N9WN 5

03-9702727 90

03-9702413 0P

israc@israc.gov.il :57x7

Www.israc.gov.il

DOPMYN INY 93 .QA-1 NNHWN NPRN PIMMISRAC 2WNHD HY DINYMN NN DN MY TADN HY DY RN DIWVINDN DXPMYN
2017 920VHDA 27-1 DTN .T1921DATIN 12 OPY GPINT DM DMIPIAN 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 September 27, 2017




Website: Yes

— NY9NN PYNND NINRVNN TUNNY D2V D910
Financial Arrangements for the Process of Accreditation and Recognition

25 : NP NN

A-621001 : 9901 5N 32 71 3 990910 97

Version number 25

Procedure number A-621001 Page 3 of 32

91190 YV DIy

1NN LR
Date Section
The Change INMNMIY MNPYN
TA-621001-32 -y TA-621001-11 D050 MOIN 28.09.2016 7.3.5.1
MYAIT NROWN IR SV 19TV PN YR DIVVD NP 1N 05.10.2016 7.3.6
NPNININ
YTNN 17970 PTan MY TA-621001-32 : wTn D90 28.09.2016 9.29

DOPMYN INY 93 .QA-1 NNHWN NPRN PIMMISRAC 2WNHD HY DINYMN NN DN MY TADN HY DY RN DIWVINDN DXPMYN

2017 921V9031 27-21 DTN . 7292 )ID9TIN 12 OPY GPINA DN DMPIN 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 27, 2017




Website: Yes

— NY9NN PYNND NINRVNN TUNNY D2V D910
Financial Arrangements for the Process of Accreditation and Recognition

25 : NP NN

A-621001 : 79910 Y

32 70 4 9900 9

Version number 25 Procedure number A-621001 Page 4 of 32
0939y 1990
5 N 1.0
5 91 2.0
5 man 3.0
6 0V 099291 4.0
7 mann 5.0
7 mMIaNN 6.0
10 noKwn 7.0
25 myn 8.0
25 o'oYy 9.0
Table of Contents
1.0 INTRODUCTION 5
2.0 PURPOSE 5
3.0 SCOPE 5
4.0 REFERENCE DOCUMENTS 5
5.0 DEFINITIONS 7
6.0 RESPONSIBILITIES 7
7.0 THE METHOD 10
8.0 DOCUMENTATION 25
9.0 APPENDICES 25

DOPMYN INY 93 .QA-1 NNHWN NPRN PIMMISRAC 2WNHD HY DINYMN NN DN MY TADN HY DY RN DIWVINDN DXPMYN
2017 720V9D1 27-2 DHTIN . T192 ID9TIN 12 OPY GPINI DM OIPIAN 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 September 27, 2017




Website: Yes

— NY9NN PYNND NINRVNN TUNNY D2V D910
Financial Arrangements for the Process of Accreditation and Recognition

25 : NP NN

A-621001 : 79910 Y

32 TN 59900 97

Version number 25

Procedure number A-621001

Page 5 of 32

1.0 INTRODUCTION

The Accreditation process is accompanied by
financial arrangements with the organizations
requiring accreditation/recognition or those which
are accredited/recognized. This procedure
describes the conduct of ISRAC with the
accredited body regarding the financial
arrangements.

For this purpose — "accredited"/"recognized —
includes seeking accreditation/recognition.

2.0 PURPOSE

The purpose of this procedure is to explain to the
staff of ISRAC the rules and procedures involved
in the financial aspects of the accreditation process
in order to assure their correct conduct and the
transparency of the process. This will promote
better cooperation between ISRAC and the
organizations seeking accreditation and will ensure
the quality of the charging, collection and service
to the clients.

3.0 SCOPE

This procedure defines the financial processes,
rates and terms of payments, which are customary
at ISRAC during each stage of the process
between the organizations seeking accreditation,

concerning an initial request for accreditation,
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expansion of scope, re-accreditation, surveillance

and recognition activities.

3.1 The processes defined in this procedure
include:

3.1.1 Signing of an alliance agreement;

3.1.2 Billing the organizations;

3.1.3 The connections between ISRAC and the

organization.

3.2 This procedure deals with:

3.2.1 A rrequest for information/ downloading
information from the ISRAC website;

3.2.2 Pre-assessment;

3.2.3 Initial accreditation;

3.2.4 Re-accreditation;

3.2.5 Expansion of the scope accreditation;

3.2.6 Surveillance.

4.0 REFERENCE DOCUMENTS

4.1 Procedure number 1-611022: Regarding the
Accreditation ISRAC and the Accreditation
process — requirements and directives.

4.2  Procedure number 1-611003: Representation
of the organization.

4.3 Procedure number 2-651001: The process of
decision-making regarding accreditation status of
testing bodies

4.4 Procedure number 2-660001: Certificates for
Accreditation and GLP recognition

4.5 Procedure number 1-611004: Check list for
ISO/IEC 17025.
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4.6  Procedure number 6110014: Check list for
ISO 15189.

4.7 ISO/IEC 17011- Conformity assessment —
General Requirements for Accreditation Bodies
Accrediting Conformity Assessment Bodies.

4.8 Procedure number 1-611084: Check list for
ISO/IEC 17020.

4.9  Procedure number 1-000021: Check List for
ISO 17043

4.10 Procedure number 2-421004: Reviewing a
new project document

4.11 Procedure number 1-200000: GLP Manual.
4.12 Procedure number 2-000003: Procedure for
Dealing with Requests.

4.13 Document number 1-000023: ISRAC
procedures terminology.

4.14 Procedure number 2-671001: Surveillance
of Accredited Organizations

4.15 Procedure number 2-623001: Planning and
Performing the Assessment

4.16 Procedure number 2-660001: Certificates

5.0 DEFINITIONS

See procedure number 1-000023:

5.1 Document Review Fee
5.2 Assessment Day
5.3 Annual Fee

5.4  Administrative extension of the

accreditation certificate

SN nYw :1-611014 H90n 5N 4.6
.1SO 15189

JOuNanNy 4.7

20N W :1-611084 1900 5Ny 4.8
ASO/IEC 17020

Check List :1-000021 7901 9 4.9
for ISO 17043

4.10
DWVTN MY OMINND

.GLP Manual :1-200000 q90n 5nn 4.11

919°0 511 : 2-000003 79010 5N 4.12
B D Ls!

12N 9NN : 2-421004 9901 5NN

MITHN : 1-000023 7900 THon 4.13
NINONY PNINDT MYIN YoM MVHYNIN
TN

oy MP9 : 2-671001 1900 onn 4.14
.DNDM ONNIN

VI ON : 2-623001 7901 Y 4.15
PTNN

TN : 2-660001 7900 90 4.16

myn 5.0

MITIND MYNYN NX 1-000023 1901 512 NXI
: ININ

oonon NPTA NN 5.1
pTano» 5.2
mmv N 5.3

N900NN 9PINY MONM NN 5.4

DYPMYN INY 93 .QA-2 NN NPHN PMMISRAC 2wNnN DY DIRNMIN NIN DN N THDN HY DITRIN DIVINDT DPMYN
2017 921V9031 27-21 DTN . 7292 )ID9TIN 12 OPY GPINA DN DMPIN 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 27, 2017




Website: Yes

— NY9NN PYNND NINRVNN TUNNY D2V D910
Financial Arrangements for the Process of Accreditation and Recognition

25 : NP NN

A-621001 : 79910 Y

32 TI) 8 190N 9

Version number 25

Procedure number A-621001

Page 8 of 32

5.5 Annual Surveillance Program
5.6  An Organization "in Process"

5.7 A Testing Facility "in Process of

Recognition

6.0 RESPONSIBILITIES

6.1 Responsibilities of Head of Division

6.1.1 Follow up on the organizations requests
regarding the accreditation process.

6.1.2 To instruct the organizations to download
the document “Regarding the Accreditation ISRAC
and the Accreditation process — requirements and
directives” and any other documents relevant to the
applying organizations.

6.1.3 To define the scope of accreditation in
agreement with the organization according to its
technologies or fields of accreditation.

6.1.4 To pass on all the necessary data for
estimating the cost of assessment (accreditation/
extension/ surveillance/pre assessment or
acknowledgment) before its performance.

6.1.5 To calculate the cost for ISRAC of the
corrective actions submitted by the organization
which exceed the original evaluated cost of the
assessment (several rounds).

6.1.6 Prepare an assessment program
(surveillance, re-accreditation, acknowledgment)
for each calendar year that suites the scope of
activity according to the scope of accreditation of

the organizations.
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6.2 Responsibility of Accreditation
Deputy General Manager

6.2.1 Forward all requests from new applicant
organizations to the relevant Head of Division see
procedure number 2-000003.

6.3 Responsibilities of the Financial
Deputy General Manager & Legal

Advisor

6.3.1 To prepare a yearly estimate of the
surveillance/ re-accreditation/re-establishment of
recognition expenses for each organization
according to their existing scope of accreditation.
6.3.2 To bill the organizations for the costs of the
performed assessments.

6.3.3 Monitor payments.

6.3.4 Inform the relevant Head of Division that
advance payments were received for scope
extensions or for new accreditations.

6.3.5 Calculate periodically fee every two years
for all organizations and for each new
accreditation.

6.3.6 Prepare surveillance agreements for all the
accredited organizations.

6.3.7 Monitor signed/acknowledged surveillance
agreements.

6.3.8 Approve the preparation of a certificate on

the certificate checklist.
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6.4 Responsibilities of the Assessment

Managers

6.4.1 Preparation of the draft of the organization’s
certificate following its application for
accreditation/extension.

6.4.2 Receive the approval of the applicant
organization to the proposed version.

6.4.3 Prepare the final certificate for the
organization receiving accreditation or
extension/restriction of its scope of accreditation.
6.4.4 Update the relevant Head of Division upon
receiving the required payments for continuing the
accreditation process.

6.4.5 To confirm payment from the organization
before performing assessments.

6.4.6 Issue an account balance at the end of each
assessment for accreditation/ re-accreditation/
extension/ re-establishment of recognition.

6.4.7 Present the approved scope of accreditation

for the purpose of calculating the annual bill.

6.5 Responsibilities of the Secretariat

6.5.1 To record all applicants and update the
organization status in the computer QSOFT
appropriate applications for “requests”, “applying”,
“in process” and accredited bodies.

6.5.2 Follow-up fee payments, checking
organization presentation documents and
surveillance agreement receivable via Qsoft

applications programs.
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7.0 THE METHOD

The financial procedure for organizations is shown
in a flow chart (Appendix 01) and the financial
procedure for test facilities is shown in a flow chart
(appendix 02). The procedure is described from the
moment of application until receiving the
accreditation/ recognition certificate through
surveillance assessments up to the renewal of the

period of accreditation/recognition.

7.1 Fees

There are three types of fees in the process which
are defined in form number TA-621001-13. The
calculation method of accreditation costs
(including the periodical bill, surveillance
assessments, extension, re-accreditation etc.) is
described in the document "Accreditation costs and
surveillance methods of accredited laboratories
(form number TA-621001-23); Both documents
are published on the ISRAC website.

Form number TA-621001-22, describes the
calculation method for each fee and assessment in a
schematic manner. This is an internal document for
ISRAC staff.

7.1.1 Document review fee

The payment covers an initial check of the
documents presenting the organization and 3 hours

meeting with the relevant Head of Division.

7.1.2 Assessment fee

The assessment fee is based on the size of the

organization; number of technologies and the
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number of sites and their characteristics for which

the organization requests accreditation.

7.1.3 Annual fee

The annual fee is calculated as 12% of the overall
cost of the organization’s accreditation, which is
calculated based on its scope of accreditation at the
date of issuance. At the end of a re-assessment, an
invoice shall be issued for the following two years
(i.e. "Periodical Fee" or "bi annual fee").

7.1.4 Terms of payment

Each bill should be paid according to the terms
defined in form number (TA-621001-19).

7.2 Arrangement of Financing
Professional Assessors by the Public

System

7.2.1
Manager & Legal Adviser and the General

The Finance Deputy General

Manager will examine the possibility of forming
an arrangement in which the regulator will finance
the work of the professional assessors acting on its
behalf, abiding that the professional assessors have
the appropriate technical competence

7.2.2

7.2.2.1 There is no conflict of interests.

The criteria to be examined are:

7.2.2.2 The employees the system provides
meet ISRAC requirements for technical

assessors/consultants.
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7.3 The Process

7.3.1 Request for information, as per
procedure number 2-000003.

7.3.1.1 Request by Mail, Fax or E-mail

A request for information is received from an
organization/ research facility in the incoming
mail.

The request is transferred from the secretariat,
after its registration as incoming mail, to the
Accreditation Deputy General Manager who
passes it to the appropriate Head of Division for
handling and informs the secretary to update
QSOFT data base , tables IC or CE) with all the
details of the applicant.

7.3.1.2 Application via the Web Site

These applications will be transferred directly to
the Accreditation Deputy General Manager's e-
mail who will pass it to the secretaries to be
recorded as incoming mail, to the secretary for
updating the distributions lists and to the relevant
Head of Division who will handle the application.
7.3.1.3 The application letter should be filed by
the relevant Head of Division, in the applications

file by alphabetical order.

7.3.2 HANDLING APPLICATIONS

7.3.2.1 The Head of Division shall contact the
applying organization / research facility within 7
working days from the date of receiving the

application.
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7.3.2.2 The Head of the Division shall direct the
organization to download from the site the
documents relevant to its field of accreditation.
7.3.2.3 When the organization requires
recognition that it works according to OECD GLP
directives the Head of the GLP Division should
request the secretaries to send the organization a
request form for joining the recognition for OECD
GLP process. The request will be sent accompanied
by a letter (form number T1-200000-01)
as stated in the GLP manual at no charge.

7.3.3 Dealing with the organization’s
documents (as per Procedure number
2-621001)

7.3.3.1  Upon receiving the documents
requesting accreditation from the organization, the
Accounting and Wage responsible, should prepare
an invoice, for the organization, according to form
number TA-621001-13.

7.3.3.2 The invoice shall be sent to the
organization with an accompanying letter to get an
Accreditation kit's documents (Form number TA-
621001-02).

7.3.3.3 Upon receiving the payment from the
organization Accounting and Wage responsible
shall update the Head of Division, issue a receipt to
the organization, update the Secretary to update the
mailing list and the organization status to "new
organization™ in QSOFT: Organization file.
Remark:  The organization’s documents shall

not be reviewed prior to the reception of payment
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for the review. Organizations may submit the
payment together with the documents.

7.3.3.4 An organization interested in receiving
information regarding the cost of accreditation
shall send the information to the Head of the
relevant Division and the assessment manager to
prepare a draft certificate. Based on the requested
scope of accreditation an initial estimate shall be
sent on form TA-621001-14.

7.34 Initial accreditation / recognition

7.3.4.1 Upon receiving the organization
presenting documents, quality manual and
checklist from the organization the documents
shall be passed on to the relevant Head of
Division, see procedure number 2-621001.
7.3.4.1.1 The Head of Division shall go over the
organization presenting document and shall assign
the organization a number according to the serial
organization numbers, which are organized by the
secretariat.

7.3.4.1.2 The Head of Division shall pass the
Assessment Manager a detailed list of methods in
order to prepare a draft certificate. The Head of
the Division will define the number of
technologies and sites for which the organization
is requesting accreditation, according to the draft
certificate.

7.3.4.1.3 If a decision is reached to recommend a
pre-assessment, in order to check if the
organization is ready for an assessment and the
organization agrees, a letter will be sent to the
organization (form number TA-621001-04) which

includes the cost of a pre-assessment and its date.
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The organization has to sign and confirm the price
and the date quoted.

7.3.4.1.4 Upon receiving the signed form, the
Head of Division will pass on a copy to the
Accounting and Wage officer for invoicing the
entire cost of the pre-assessment on form number
TA-621001-06.

7.3.4.1.5 Upon receiving the payment the
Accounting and Wage responsible shall

issue a receipt.

7.3.4.1.6 The Accounting and Wage
responsible will send a notice by e-mail to
the Assessment Manager. The pre-
assessment can be performed only after

receiving the payment in full.

7.3.4.2 Reqguest for Accreditation of a new
Organization

7.3.4.2.1 The Head of Division shall instruct the
Assessment Manager to fill section 3 (payment) in
the form number 2-621001-03, with an
accompanying letter detailing the cost of the
accreditation (form number TA-621001-05). The
letter should be sent for signing and approval of
the organization no later than two months after
receiving the organization presenting documents
at ISRAC.

7.3.4.2.2 Upon receiving the signed form from
the organization it should be passed directly to the
Head of Division and the Finance Deputy General

Manager & Legal Adviser

7.3.4.2.3 The Finance Deputy General Manager

& Legal Adviser will send the organization an
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invoice for 50% of the accreditation cost, form
number TA-621001-15, by e-mail as well as by
post.

7.3.4.3 Planning and Performing the

Assessment

7.3.4.3.1 Upon receiving the first payment from
the organization, it shall be defined as an
organization “in the process”. The Accounting
and Wage responsible shall inform the
Assessment Managers and Secretary who shall
update the organization status in QSOFT to “in
process".

7.3.4.3.2 Only after receiving confirmation of
payment should the quality manual and the
technical procedures be read and the assessment
planned and performed following procedures
number 2-623001.

7.3.4.3.3 In case that following documents check
it turns out that the organization is not ready for
on site assessment; and additional cycles of
comments to the procedures are required (quality
technical) the Head of Division will issue a letter
to the organization (Form number TA-621001-08)
to receive its approval for the follow up
continuation and its cost.

7.3.4.3.4 Subject to receive of organization
approval; the Head of Division will proceed in the
treatment (review of documents) will get report on
hours spend from the assessor, will indicate
whether to charge upon input and will pass it over
to the Accounting and Wage responsible to
perform registration hours / days of treatment to

track treatment procedures.
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7.3.4.3.5 At the end of document review; the
Head of Division will pass a message and an
hour's report to the financial manager for the

purpose of charging the organization.

7.3.4.3.6 The Financial Deputy General
Manager will charge the organization accordingly
together with accompanying letter (Form number
TA-621001-17), by e-mail as well as by post.
Payment will be a condition for assessment
performance.

At the end of the assessments the assessment
manager shall inform the financial manager so
that an invoice for the other half of the
accreditation cost is issued (form number TA-
621001-07).

7.3.4.4 Handling Suggestion for Corrective

Actions

7.3.4.4.1 In case two cycles are required for
handling the organization’s corrective actions, and
the Head of Division is not satisfied with the
organization’s answers, the Head of Division shall
send the organization a letter (Form number TA-
621001-08) for the organization’s approval for

prolonging the process and the additional cost.

7.3.4.4.2 Upon receiving the organization’s
approval the Head of Division will continue
handling corrective actions and will record work
hours/days spent on the follow up on the

corrective actions.
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7.3.4.4.3 Upon termination of corrective actions
the Head of Division will transfer a message
including a time report to the financial manager in
order to charge the organization.

7.3.4.4.4 The Financial Deputy General Manager
shall send an invoice, to the organization,
accompanied by a letter (form TA-621001-17).

7.3.4.5 Bi Annual calculation fees and

Surveillance Agreement after initial

accreditation

7.3.4.5.1 After the General Manager's decision
based on the recommendation of the accreditation
and assessment review committee to grant the
organization accreditation or recognition, a letter
signed by the General Manager, describing the
decision is sent to the organization. Copies are
sent to the Finance Deputy General Manager &
Legal Adviser, the Head of Division and the
Assessment Managers.

7.3.4.5.2 The Finance Deputy General Manager
& Legal Adviser shall calculate the bi- annual fee
and prepare a surveillance agreement according to
the period of accreditation. The surveillance
agreement shall be sent together with the invoice
for the bi-annual fee and an accompanying letter
TA-621001-09). The bi-

annual fee should be calculated for all

(form number

surveillance period from the date of accreditation
until its end. The organization is requested to sign
two copies of the agreement, pay the bi-annual fee
and return both copies to ISRAC.

7.3.4.5.3.

copies of the surveillance agreement, signed and

Upon reception of the two signed
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stamped, and payment of the bi-annual fees and
any additional expenses, the Finance Deputy
General Manager & Legal Adviser shall sign the
relevant paragraphs in the checklist for a
certificate.

The surveillance agreements shall be signed with
the ISRAC stamp and by the authorized persons
(General Manager and Finance Deputy General
Manager & Legal Adviser). The secretaries will
update the follow-up surveillance agreements
form via Qsoft applications program, scan and
save the signed copy in the electronic file:
1:\2_Ergonim\9 .1\2013\mp9 »150MD’1501 .
(D¥mNN 050N

The secretary, will send one copy of the signed
agreement back to the organization. The other
copy will be filed the surveillance agreement file
according to the organization numbers. The file is
kept in the Finance Deputy General Manager &

Legal Adviser room.

7.3.4.6 Surveillance Program

7.3.4.6.1 Each year (and no later than the 30.07.
XX), each Head of Division shall prepare an
annual surveillance plan, for each accredited
organization under his responsibility, for the
following year (see procedure number 2-671001).
The plan shall be prepared within an appropriate
budget framework with the assistance of the
Finance Deputy General Manager & Legal

Adviser
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required by the Accreditation and Assessment
Review Committee according to the scope of
accreditation of the organization, until the end of
the current year. The program should be sent
together with the detailed scope, which was
approved by the general manager of ISRAC. The
Head of Division will send to the organizations
the annual surveillance program with an invoice
for the annual fee (form number TA-

621001-12).

7.3.4.7 Certificate

The certificate will be sent to the organization
only after the Head of the Division and the
Finance Deputy General Manager had approved
all the sections of the certificate checklist (form
number: T2-660001-01). At that time point, the
Assessment Manager shall transfer the
organization status to accredited organization and

update the Qsoft relevant application program.

7.3.5 Re-accreditation / re-recognition

assessment

7.3.5.1 Notice to be sent to the organization

that is about to renew its accreditation

As part of preparing the annual work plans in the
end of the calendar year which precede the renew
of the organization accreditation, the organization
shall receive from the Finance Deputy General
Manager & Legal Adviser, an estimation
concerning the bi annual fee payment, a
surveillance agreement and a down payment at
50% of the total accreditation cost. (Form number
TA-621001-11).
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A research facility will receive a surveillance
agreement and an invoice for payment, re-
establishment of recognition assessment cost
(form number TA-621001-32).

Notice: Organization that will not stand for an
assessment in the following year will not receive
the above mentioned documents nor payment

requests.

7.3.5.2 Presenting the Organization Documents

Upon receiving the documents presenting the
organization they should be passed on to the Head
of Division to which the organization pertains.
The Head of Division, after checking the
documents, shall pass on to the Assessment
Manager the presenting documents for the
preparation of a certificate draft, if a change in the
current scope of accreditation is necessary (see

procedure number 2-660001).

7.3.5.3 Planning and Performing an

Assessment

The re-accreditation assessment shall be
performed only after the advanced payment of
50% re-accreditation assessment cost and all other
organization debts to ISRAC are settled. After all
re-accreditation assessments are performed, the
assessment manager shall inform the financial
manager to issue a bill and accompanying letter to
the organization covering the second half of the
payment form # TA-621001-30.

Note: The Assessment manager shall check, that
the advanced payment has been paid, by the time

the restant amount is being sent, against the
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updated cost of the certification, which is updated
in the "Mathena".

7.3.5.4 Dealing with Suggestions for Corrective

Actions
Same as section 7.3.4.4

7.3.5.5 Surveillance Agreement (see forms of
Procedure number 2-671001:

Surveillance of Accredited

Organizations).

If the assessment was unsuccessful or

7.3.5.6
the organization does not wish to continue its
accreditation/recognition, upon receiving such a
request in writing from the organization the
financial manager shall refund the remaining

balance against its certificate.

7.3.6 Certificate

Accreditation/Recognition (hereinafter: "the
certification™) is accorded to an organization for a
period of two years.

In order to renew the certification, the
Organization must meet all the Accreditation's
requirements as well as the Surveillance
Agreement, including the completion of all
administrative commitments such as: signature of
the Surveillance Agreement by the business
signatory, payment of all debts to ISRAC (for
audits, tutorials, etc) as well as the bi- annual fee.
Organization that shall not complement the above
commitments will be submitted to the

Accreditation and Assessment Review Committee
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and won't be considered by the General Manager
to be re-accredited (see procedure number: 2-
651001). The organization will not obtain a valid
Certificate. Furthermore, ISRAC's web- site will
mentioned "The Information is not updated due to
non-completion of administrative requirements"
on all the records relating to the organization. The
organization can hold this status up to six months.
If its financial arrangement will not be settled by
then, its accreditation will be suspended.

The Certificate will be sent to the Organization,
by the Secretariat, only after the form number T2-
660001-01 has been completed and approved by
the Head of Division and Finance Deputy General
Manager & Legal Adviser.

7.3.7 Extension of accreditation scope

7.3.7.1 Notice

A request for extension of scope has been
received.

7.3.7.2.

Documents

Presentation of the Organization

The “Documents for presenting the organization”
shall be available on the ISRAC web site. The
documents shall be submitted to the Head of

Division up to two months before the assessments.

7.3.7.3. Request for Extension

An updated document for Presenting the
Organization (document number 1-611003 shall
be submitted with the request for extension. The

Lead Assessor, reviewing the document, shall
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give its summary to the Head of Division using
form number T1-000014-03. The Head of
Division shall pass the request to the Assessment
Manager in order to prepare a draft certificate
from which the technologies and/or the sites for
which the organization wants extension can be
defined.

The extension fees are detailed in form number
TA-621001-23.

The Head of Division should send a letter
(TA-621001-10) describing the cost of the
assessment for the extension of scope and request
the organization’s approval of the cost.

Upon receiving a signed consent form from the
organization it shall be pass directly to the Head
of Division with a copy to the financial manager.
The Finance Deputy General Manager shall send
an invoice for a payment of 50% of the extension
cost with an accompanying form # TA-621001-
16.

7.3.7.4 Planning and Performing the

Assessment

An extension assessment shall be performed only
after the organization has paid the initial payment.
The assessment manager shall inform the financial
manager at the end of the extension assessments
so that a bill for the second part of the assessments
cost is sent to the organization (form number TA-
621001-18).

Any modification to the certification audits cost,

should be mentioned in the accounting program.
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Note: It is possible to combine an extension
assessment with surveillance or reaccreditation
assessment, at the same date. However, the

assessments should be billed separately.

7.3.7.5 Dealing with Suggestions for

Corrective Actions.

Same as section 7.3.4.4

7.3.8 Certificate

Same as 7.3.4.7.

7.3.9 Surveillance assessments

Surveillance assessments shall be performed
according to the annual surveillance plan and

procedure number 2-671001

The billing for an extension assessment performed
with a surveillance assessment should be
performed separately, when the extension requires
payment.

7.3.9.1 Handling Suggestions for

Corrective Actions

See paragraph 7.3.4.4.

7.3.10 Financial estimates — end of year

Annually until the beginning of August:
7.3.10.1 Head of Division shall submit
their annual surveillance plan to the
financial manager.

7.3.10.2 The Financial Deputy General
Manager shall prepare a table with the

annual fee calculations and the cost of
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assessments for the coming year, for each

of the accredited organizations.

7.3.10.3. The recognized organizations

shall receive a bill for the recognition
assessment at the final quarter of the

previous year (if possible). The bill shall be
accompanied by a letter (form number TA-
621001-25)

7.3.10.4 The accredited organizations shall
receive (if relevant) an estimation concerning the
bi annual fee payment and a bill of the expected
assessments at the beginning of the final quarter
of the previous year. The bill and document
shall be accompanied by a letter form number
TA-621001-11 and form number
TA-621001-19.

Organization that will stand for an assessment in
the following year will not receive a letter nor
payment request.

Laboratories are requested to regulate the
periodically payment fee, the 50% assessment fee
and its ISRAC organization debts not later than

two months prior to reaccreditation assessment.

7.3.10.4.1 A lab that will not settle its
payments and or debts and /or signed on a

valid surveillance agreement won't be

entitled to accreditation certificate.

7.3.10.4.2 Organization which have not
regulated the requirements listed above, shall be,

brought to the Accreditation and Assessment
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Review Committee of the, for the examination for
their qualification. The Accreditation and
Assessment Review Committee shall be entitled
to make recommendations to the General Manager
for the immediate suspension of the organization
until the complete settlement of its obligations.

8.0 DOCUMENTATION

8.1 The surveillance agreement shall be placed
in the surveillance agreements’ file divided
according to year.

8.2 The organization status, shall be updated in
QSOFT (organization file), including getting back
the certificate in case of suspension.

9.0 APPENDICES

9.1 Flow chart - Procedure for Recognition
GLP.

9.2 Flow chart — Procedure for Accreditation
9.3 Form number TA-621001-02:
Accreditation kit's documents.

9.4 Form number TA-621001-04: Pre-
assessment.

9.5 Form number TA-621001-05: Cost of the
accreditation.

9.6 Form number TA-621001-06: Bill for debit
pre-assessment.

9.7 Form number TA-621001-07: Final invoice
accreditation.

9.8 Form number TA-621001-08: Continued
review of documents/suggestion for corrective

actions.
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9.9 Form number TA-621001-09: Surveillance
agreement and invoice of the annual fees.
9.10 Form number TA-621001-10: Cost for

accreditation extension.

9.11 Form number TA-621001-11: Surveillance

agreement, annual fee and assessment plan for the

year 20XX.

9.12 Form number TA-621001-12: Cost of

annual surveillance assessment.

9.13 Form number TA-621001-13: ISRAC's

Rate List.

9.14 Form number TA-621001-14: Initial

accreditation cost evaluation.

9.15 Form number TA-621001-15: Bill for

payment for accreditation.

9.16 Form number TA-621001-16: Bill for

payment for extension.

9.17 Form number TA-621001-17: Bill for debit

—reviewing documents/suggestion of corrective

actions.

9.18 Form number TA-621001-18: Final bill —

extension assessment.

9.19 Form number TA-621001-19: Method of

pricing and surveillance.

9.20 Form number TA-621001-20: Surveillance

agreement.

9.21 Form number TA-621001-22: Fees
regulations

9.22 Form number TA-621001-23: Cost of

accreditation and method of surveillance on

accredited laboratories.

9.23 Form number TA-621001-25: Recognition

renewal for year 20XX.
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9.24 Form number TA-621001-26: Estimation
cost for a GLP assessment.

9.25 Form number TA-621001-27: Bill for GLP
recognition.

9.26 Form number: TA-621001-29:
Characterization of the new excel sheet (Mathena)
for computing accreditation fees since 2012.

9.27 Form number: TA-621001-30: Bi annual
fee and re-assessment final invoice

9.28 Form number: TA-621001-31: Invoice to
ISRAC Services & Expenses of Foreign Assessors
9.29 Form number: TA-621001-32:

Reaccreditation Assessment Cost
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9.1 Flow chart - Procedure for Recognition GLP
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