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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, 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;
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3.13 The connections between ISRAC and
the organization.

3.2 This procedure deals with:

3.21 A request for information/
downloading information from the ISRAC
website;

3.2.2 Pre-assessment;

3.23 Initial accreditation;

3.24 Re-accreditation;

3.25 Expansion of the scope accreditation;

3.2.6 Surveillance.

40 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 1-611023:
Representation of a medical organization.

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

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

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

4.7  Procedure number 6110014: Check list for
ISO 15189.

4.8 ISO/IEC 17011- Conformity assessment —
General Requirements for Accreditation Bodies

Accrediting Conformity Assessment Bodies.
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4.9  Procedure number 1-611084: Check list
for ISO/IEC 17020.

4.10 Procedure number 1-000001: Check list
for ISO/IEC 17024.

4.11 Procedure number 2-671001: Surveillance
of Accredited Organizations

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

4.13 Procedure number 1-200000: GLP
Manual.

4.14 Procedure number 2-000003: Procedure
for Dealing with Requests.

4.15 Document number 1-000020: Document

for Presenting the Accredited Organization

5.0 DEFINITIONS

5.1 Document Review Fee

Fee paid for the review of the documents presenting the
organization. The fee includes up to 3 hours of meetings

with the relevant Head of Division.

5.2 Assessment Day

Eight working hours and travel fees as reported by the
Head of Division, Lead Assessor, Technical Assessor or
any other individual working on the accreditation/
extension/ surveillance assessment. These hours
include the review of the procedures and the work done

preparing for and writing the report of the assessment.

5.3 Annual Fee

The annual fee is collected at the beginning of each year

or immediately following the initial accreditation, for
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routine activities.

5.4 Annual Surveillance Program

The number of assessment days deriving from the scope

of accreditation of the organization.

5.5 Surveillance

See procedure number 2-623001: Planning and

Performing the Assessment

5.6 An Organization in the Process

An organization is defined as “in the process” only after
it has signed the form “request for accreditation” and
has paid an advance payment of 50% of the

accreditation fee.

5.7 ISRAC’s Rates

A document listing the rates of ISRAC, which are
updated every period. The list is published on the
ISRAC web site (Form numberTA-621001-13: ISRAC's
Rate List).

5.8 A Research Facility in the Process of

Recognition

A facility is considered to be in the process of
recognition if it has submitted all the required
documents, signed a form for joining the procedure and

has paid 50% of the recognition fee.

6.0 RESPONSIBILITIES

6.1 Responsibilities of the Division Head

6.1.1 Follow up on the organizations

requests regarding the accreditation process.

6.1.2 To instruct the organizations to
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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.
6.2 Responsibility of Accreditation
Deputy General Manager

6.2.1 Forward all requests from new
applicant organizations to the relevant Head of

Division.

6.3 Responsibilities of the Financial
Deputy General Manager & Legal

Advisor

6.3.1 To prepare a yearly estimate of the
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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 the annual fee for all the
organizations and for each new accredited
organization, each year.

6.3.6 Prepare surveillance agreements for all
the accredited organizations.

6.3.7 Monitor signed/acknowledged
surveillance agreements.

6.3.9 Approve the preparation of a certificate on the

certificate checklist.

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.
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6.4.5 To confirm payment from the DYMOWN NYIAP XRTND 6.4.5
organization before performing assessments. .DOPTINT NN 2T PMININ
6.4.6 Issue a summery of the account at the DINA N7NY NRXIN NTND 6.4.6
end of each assessment for accreditation/ re- 19901N/N2N0NN PTan
accreditation/ extension/ re-establishment of YTNN N3N /NANIN/YINNI
recognition.
6.4.7 Present the approved scope of 9PN MTIN Y0 PAYND 6.4.7
accreditation for the purpose of calculating the TN DWIN TNET WINY N1O00N
annual bill.
6.5 Responsibilities of the Secretariat MIMN NINNA 6.5
6.5.1 To record all applicants and update the NITYY NI DIV YNID 6.5.1
organization status in the computer QSOFT QSOFT 101 »mivra NYan
appropriate applications for “requests”, LTI N9 1Y DIINRNNDN
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(including the annual 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: Cost of accreditation and method of
surveillance on accredited laboratories); Both
documents are published on the ISRAC website.
Form number TA-621001-22: A Fees regulation
describes the calculation method for each fee and
assessment in a schematic manner. This is an internal
document for ISRAC staff.

711 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.

7.12 ASSESSMENT FEE

The assessment fee is based on the size of the
organization; number of technologies and the number of
sites and their characteristics for which the organization

requests accreditation.

7.13 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 end of each
year, for the following year.

7.14 TERMS OF PAYMENT

Each bill should be paid according to the terms defined
in form number (TA-621001-19: Method of pricing and

surveillance), published on the ISRAC website.

7.2 Arrangement of Financing
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Professional Assessors by the Public

System

7.2.1 The Finance Deputy General Manager
& Legal Adviser and the 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 The criteria to be examined are:
7.2.2.1  There is no conflict of interests.
7.2.2.2  The employees the system provides
meet ISRAC requirements for technical

assessors/consultants.

7.3 The Process
7.3.1 REQUEST FOR INFORMATION

7.3.1.1 Reqguest 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 r secretary to update the distribution list of

applicants and all the details of the applicant.

7.3.1.2  Application via the Web Site

These applications will be transferred directly to the
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Accreditation Deputy General Manager's e-mail who NI .NINONN DIIND DY INIVPIND

will pass it to the secretaries to be recorded as incoming | YT D7 MY NN 1DIPNIY

mail, to the secretary for updating the distributions lists NDOWI NITYD NINRINKN NIIIWIT,01D)

and to the relevant Head of Division who will handle YN NDN DONN NINDNN 572100 NN

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.

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 Request to join
GLP) as stated in the GLP manual at no charge.

7.3.3 DEALING WITH THE
ORGANIZATION’S DOCUMENTS

NN DOV PN
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7.33.1

requesting accreditation from the organization,

Upon receiving the documents

the Accounting and Wage responsible, should
prepare an invoice, for the organization,
according to form number TA-621001-13: Rate

list.

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: Accreditation kit's documents).
7.3.3.3

organization Accounting and Wage responsible

Upon receiving the payment from the

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 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
according shall fill out form number TA-621001-

24: Questionnaire for the evaluation of

accreditation costs, and send it 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:

Initial accreditation cost evaluation.

7.3.4 INITIAL ACCREDITATION/

7.3.3.1
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RECOGNITION

7.3.4.1 Organization Presenting Documents

7.3.4.1.1 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.

7.3.4.1.2 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.

7.3.4.1.3 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.

7.3.4.1.4 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: Pre-
assessment) which includes the cost of a pre-
assessment and its date. The organization has to

sign and confirm the price and the date quoted.

7.3.4.1.5 Upon receiving the signed form, the
Head of Division will pass on a copy to the
financial manager for an invoice billing the

entire cost of the pre-assessment on form number

NNYNI

PIIRD NINN 22000 7.34.1

8N TNoN Noap oy 7.3.4.1.1
PN NDOYN MNP JIIND
GPIND YRID I0INN 92YY ) JDININ

LDONRNNN

INPYTD PNIWNY 7.3.4.1.2
9905 1NN PNIINN NIND YINON
D89 D90NN 29 DY PNIND
.00 DYNINY

NNV PRI WYNRY - 7.3.4.1.3
N9N0NN 9P°NAY MVLIVN VI
NOLYYV NMONY OPTANN NOTIND
TR0 DY YA PRN WK .NTIVN

9901 NX ,N2NDNN 9PN NI NVPV

DNY DXN)DN 190D NPNNIOVN

.T19N0N YNIND YPIN

NOPNo VONYPY NIpNa 7.3.4.14
TNXD PTAN OTP OVP DY NIND
,M19NONY MNIND NN NN NPN2
PIIND POV T2 PIIVN PNINM
9901 DMV 2NN

99151 ,pTan 0Tp : TA-621001-04
AN PINM PTIN DTP MDY
DY20N TYUNDY DINND YT )ININD
AN DIV YNINN PINNN

,0mnn anonn nvap oy 7.3.4.15
2193NP0Y PRYN Y PIRN UK
MIND NHWIY PNAYN NXXIND DX9DD
NN PTANN OTP MDY XIVN APND
9901 DNV MNYN ANON

LMY T WYY DINOMN DPMY MY ,ISRAC 2WNn Yy DINYIIN NONX DN MY THON S¥ DI PR DIVINGD PN
2013 720872 11-2 D9IN 7292 1097 12 DPY GPIN2 0N DMIPIAN OPN DXPMIYN INY 93 .QA-1 MDA NPRN PR

The authorized copies of this document are those on ISRAC computer network, two copies distributed for use of ISRAC
employees, and the master copy held by the QA. All other copies are uncontrolled and are only valid on the date printed. Printed

on December 11, 2013




Website: Yes — 9NN PYINYY NINDHN TYNNY D9V DIITDN

Financial Arrangements for the Process of Accreditation and
Recognition

20 : 1O 199N A-621001 : 9901 b

36 7yMN 17 1900 97

Version number 20

Procedure number A-621001 Page 17 of 36

TA-621001-06: Bill for pre-assessment

7.3.4.1.6 Upon receiving the payment the
Accounting and Wage responsible shall issue a
receipt.

7.3.4.1.7 The Accounting and Wage responsible
will send a notice by e-mail to the Assessment

Manager.

7.3.4.1.8 . The pre-assessment can be
performed only after receiving the payment in
full.

7.3.4.2  Request 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: Request for
accrediting a new organization, with an
accompanying letter detailing the cost of the
accreditation (form number TA-621001-05: Cost
of the accreditation). 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
invoice for 50% of the accreditation cost, form
number TA-621001-15: Bill for payment for
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accreditation.

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
“organization in process” and the mailing list.
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.

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: Continued review of
documents/suggestions for corrective actions) 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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owvwnnnoap oy  7.3.4.3.1

T YNIND L JNIRDND NYRIN
MNIAYNN NOMN . PONNI PNIND
NN) DOPTHN MOMN NN YTON
DIV NIIIYN TYUN MV
DMNIN” DIVLOY MINN NN ,QSOFT
NN NNV DX ITYM 7 PONNA

YNNI NYAP INRD P 7.3.4.3.2
TIATO NNIP WA DHYWNN DY
,PTA0 DN ,DONNPN DIINN MIN
PTINN VINID NN

NPTAIMNN NTHN1 7.3.4.3.3

1919 DIV PIIND I 172NN D¥INDNN
DXVYITN ,INNI NONON PTINY TINYD

Y51 NN 1NN DD D110

YN NONY (000 IR/ MDONR) DTN
MIND ANIN PIND

919°0 TWNN : TA-621001-08 99010 DNV
NoIAPS  DNPNN MWD MYNND/050DN2
AMZY D190 TYWNNY NN

MR NYAPY PO 7.3.4.3.4
21902 PYN> PR YR )ININD
MYy MMT 52p> (0250910 NP>T2)

99 YN YW ONN PN, PTIAN NINND
MNAYNN NOMIND AP MMVYN
APYND NV MDY 7 MYY DI YNIH
DDA 71V NN

LMY T WYY DINOMN DPMY MY ,ISRAC 2WNn Yy DINYIIN NONX DN MY THON S¥ DI PR DIVINGD PN
2013 720872 11-2 D9IN 7292 1097 12 DPY GPIN2 0N DMIPIAN OPN DXPMIYN INY 93 .QA-1 MDA NPRN PR

The authorized copies of this document are those on ISRAC computer network, two copies distributed for use of ISRAC
employees, and the master copy held by the QA. All other copies are uncontrolled and are only valid on the date printed. Printed

on December 11, 2013




Website: Yes

— NY9NN PHNNY NINVNN PPHNNY B2V BIYTON
Financial Arrangements for the Process of Accreditation and

Recognition

20 : 1O 199N

A-621001 : 29010 YN

36 7/MN 19 1901 97

Version number 20

Procedure number A-621001

Page 19 of 36

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

The financial manager will charge the organization
accordingly together with accompanying letter (Form
number TA-621001-17: Bill for reviewing
documents/suggestions for corrective actions). 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: Final invoice

accreditation).

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: continued review of
documents/suggestions for corrective actions) 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.

7.3.4.4.3 Upon termination of corrective actions
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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 manger shall send an
invoice, to the organization, accompanied by a
letter (form TA-621001-17: Bill for the
continuation of reviewing documents/proposal

for corrective actions).

7.3.45 Surveillance Agreement

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.
The Finance Deputy General Manager & Legal Adviser
shall calculate the relative 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 annual fee and an
accompanying letter (form number TA-621001-09:
Surveillance agreement and annual Surveillance fee).
The annual fee should be calculated for the relevant
period of surveillance, from the date of accreditation
until the end of the year. The organization is requested
to sign two copies of the agreement, pay the annual fee
and return both copies to ISRAC.
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7.3.4.5.2 Upon reception of the two signed
copies of the surveillance agreement, signed and
stamped, and payment of the fee 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 sighed with the
ISRAC stamp and by the authorized persons (General
Manager and Finance Deputy General Manager &
Legal Adviser). The secretariat will update the follow-
up on surveillance agreements form, scan and save the
signed copy in the file:

050N .1\2013\Mp9o "moomodnoon .1:\2_Ergonim\9

(0>mnN

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.:
Surveillance of Accredited Organizations). The
plan shall be prepared within an appropriate
budget framework with the assistance of the

Finance Deputy General Manager & Legal
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Adviser

7.3.4.6.2

first time will receive a notice regarding the

An organization accredited for the

scope of the expected surveillance assessments,
as 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.

7.34.7
The certificate will be sent to the organization only

Certificate

after the Head of the Division and the financial
manager had approved all the sections of the certificate
checklist. At that time point, the secretariat shall
transfer the organization to the list of “accredited

organization” and update the relevant mailing list.

7.3.5 RE-ACCREDITATION / RE-
RECOGNITION ASSESSMENT
7.3.5.1 Notice

As part of preparing the work plans and at least two
months prior to the end of the accreditation period, the
Head of the Division should send a notice to the
organization regarding the completion date of the
accreditation period together with the document
number 1-611003: presenting the organization, which
should be filled by the organization towards re-

accreditation.
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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 managers paragraph 4.2
of the presenting documents for the preparation of a
certificate draft, if a change in the current scope of

accreditation is necessary.
7.3.5.3  Billing for Re-accreditation of an

Organization

An organization preparing for re-accreditation, shall
receive a bill covering 50% of the re-accreditation price

shall be sent with the document.

7.3.5.4 Planning and Performing an

Assessment

The re-accreditation assessment shall be performed
only after the payment of the advanced payment. 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-621001-07: Final invoice accreditation).
Note: The Assessment manager shall check, that the
advanced payment has been paid, by the time the
restant amount is being sent, against the updated cost

of the certification, which is updated in the "Mathena".

7.3.5.5 Dealing with Suggestions for

Corrective Actions
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Same as section 7.3.4.4

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

Surveillance of Accredited

Organizations).

Same as section 7.3.4.5

However: Reference to the annual fee — irrelevant.

The surveillance agreement shall be sent to the

organization about two months prior to the assessment

fate, accompanied by a letter form number
TA-621001-20: Surveillance agreement.

The organization, shall submit the surveillance
agreement, by the latest by the assessment day.
7.3.5.7 If the assessment was unsuccessful or
the organization does not wish to continue its
accreditation/recognition, upon receiving such a
request in writing from the organization the
financial manager shall calculate the

proportion of the annual fee to be returned to the
organization, which shall be sent to the

organization after the return of the certificate.

The surveillance agreement for test facilities
recognized for GLP is for a period of two years
following the initial recognition. Following a
surveillance assessment after two years a new

surveillance agreement will be signed.

7.3.6 CERTIFICATE

According to accreditation method used since 2012,

Accreditation/Recognition (hereinafter: "the

certification™) is accorded to an organization for a
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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 depts to ISRAC (for
audits, tutorials, etc) as well as the annual fee.
Organization that shall not complement the above
commitments will not be considered by the General
Manager to be re-accredited and the organization will
not obtain a valid Certificate. Furthermore, ISRAC's
web- site will mentioned "outdated information™ on all
the records relating to the organization.

The Certificate will be sent to the Organization, by the
Secretariat, only after the form number T2-660001-01:
checklist for issuing a certificate/scope 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  Presentation of the Organization

Documents

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 Reqguest for Extension
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An updated document for Presenting the Organization
(document number 1-000020: Document for Presenting
the Accredited Organization) shall be submitted with
the request for extension. The Lead Assessor,
reviewing the document, shall give its summary to the
Head of Division using form number T2-621001-29:
Recommendation and decision toward the assessment.
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: Cost of accreditation and method of
surveillance on accredited laboratories

The Head of Division should send a letter
(TA-621001-10: Cost of Accreditation Extension)
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 financial manager shall send an invoice for a
payment of 50% of the extension cost with an
accompanying letter (TA-621001-16: Bill for payment

for extension).

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
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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: Final bill —

extension assessment).

Any modification to the certification audits cost, should
be mentioned in the accounting program.

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.

The financial manager shall send the organization a bill
for the surveillance assessments at the end of the
previous year. The bill shall be accompanied by a letter
(form number TA-621001-11: Annual fee and
Assessment plan for the year 20XX). The organization
is required to pay the bill up to 30 days before the

planned inspection date.

The billing for an extension assessment performed with
a surveillance assessment should be performed

separately, when the extension requires payment.
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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 July:

7.3.10.1 Head of Division shall submit their
annual surveillance plan to the financial
manager.

7.3.10.2 The financial manager shall prepare a
table with the annual fee calculations and the
cost of assessments for the coming year, for each
of the accredited organization.

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:_Recognition
renewal for year 20XX.)

7.3.10.4 The accredited organizations shall
receive the bill (if relevant) for the annual fee
and expected assessments on 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:

Method of pricing and surveillance).

Organization that will stand for an assessment in the
following year will receive form number TA 621001-

28: Annual fee for the year 20XX, instead of form
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number TA-621001-11.

7.3.10.5 Despite the entire above, if the
accreditation of the organization is not final, at
the date the bills are issued (as a result of an
extension process, restriction process, etc.) the
Finance Deputy General Manager & Legal
Adviser shall send the organization a bill for the
annual fee alone accompanied by a letter form
number TA-621001-21: Annual fee for the year
20XX. From the moment the annual fee is issued
it shall not be changed for the current year, even
if changes occur in the scope of accreditation of
the organization. When the process of
accreditation is concluded, the Finance Deputy
General Manager & Legal Adviser shall issue a
bill for the assessments of the following year to
the organization.

7.3.10.6 Out of compliance to the accredited
organization, to obtain the Certificate by the 1%
of each January, ISRAC issues the Annual fee
bill, during summer. The Accredited
Organizations are required to settle all their
payment of the annual fee and additional
accounts (if any), no later than mid-December, in
order to receive the Certificate for next year by

the 1% of January.

7.3.10.6.1 Laboratory, which does not regulate
the payment fee and/or its obligations for this
year is not signed and/or monitoring agreement
is in effect, shall not be eligible for the

certificate.
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7.3.10.6.2 Not regulate the laboratories listed
above by the end of February next year, brought
the matter to the Committee for accreditation in
the examination for the qualification. The
Accreditation and assessment review committee
shall be entitled to make recommendations to the
CEO 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 Accreditation.

9.2 Flow chart - Procedure for Recognition
GLP.

9.3 Form TA-621001-02: Accreditation kit's
documents.

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

9.5 Form TA-621001-05: Cost of the
accreditation.
9.6 Form TA-621001-06: Bill for debit pre-

assessment.
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9.7 Form TA-621001-07: Final invoice
accreditation.
9.8 Form TA-621001-08: Continued review of

documents/suggestion for corrective actions.

9.9 Form TA-621001-09: Surveillance

agreement and invoice of the annual fees.

9.10 Form TA-621001-10: Cost for
accreditation extension.

9.11 Form TA-621001-11: Annual fee and
assessment plan for the year 20XX.

9.12 Form TA-621001-12: Cost of annual
surveillance assessment.

9.13 Form numberTA-621001-13: ISRAC's
Rate List.

9.14 Form TA-621001-14: Initial accreditation
cost evaluation.

9.15 Form TA-621001-15: Bill for payment for
accreditation.

9.16 Form TA-621001-16: Bill for payment for
extension.

9.17 Form TA-621001-17: Bill for debit —
reviewing documents/suggestion of corrective
actions.

9.18 Form TA-621001-18: Final bill —
extension assessment.

9.19 Form TA-621001-19: Method of pricing
and surveillance.

9.20 Form TA-621001-20: Surveillance
agreement.

9.21 Form TA-621001-21: Annual fee for the
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year 20XX.
9.22 Form TA-621001-22: Fees regulations

9.23 Form TA-621001-23: Cost of
accreditation and method of surveillance on
accredited laboratories.

9.24 Form TA-621001-24: Questionnaire for
the evaluation of the cost of accreditation.

9.25 Form TA-621001-25: Recognition
renewal for year 20XX.

9.26 Form TA-621001-26: Estimation cost for
a GLP assessment.

9.27 Form TA-621001-27: Bill for GLP
recognition.

9.28 Form TA-621001-28 Annual fee for the
year 20XX.

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