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FROM THE GENERAL MANAGER

ISRAC is a statutory public corporation that
was established by law (The Israel Laboratory
Accreditation Authority Law, 1997). The
vision behind the establishment and operation
of ISRAC was to:
“Promote the quality and professional
competence of conformity assessment and
examination bodies in harmonization with
the world, for the well-being of the state of
Israel and its citizens”.
The State of Israel is fully loyal to the system
of Mutual Recognition of the OECD regarding
chemical testing. Therefore, data from pre-
clinical studies performed in Israel by testing
facilities recognized for GLP, shall be
accepted by all the member countries of the
OECD-GLP program.
Recognition is defined as an official
acknowledgement in the professional
competence of the testing facility to perform
studies to products according to the principles
of the OECD-GLP.
Recognition is open to all testing facilities
performing safety studies according to these
requirements from the public or private sector.
In the recognition process ISRAC assesses
whether:
e The testing facility can professionally
and reliably perform specific studies
as detailed in the areas of expertise

requested by the testing facility.
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e The testing facility’s quality system NNY IPNNN PN DY MIONN NN .

complies with all OECD-GLP
principles and is fully documented and
implemented.

e The testing facility complies with all
the requirements of the Israel
Laboratory Accreditation Authority
(ISRAC) and with the specific
professional requirements of its areas
of expertise.

The preparation process of a testing facility,
for recognition is a continuous process,
including the establishment of a quality system
that shall answer the requirements of the
OECD-GLP principles as well as ISRAC
requirements, according to the needs of the
testing facility's consumers.

The length of the recognition process varies
between several months up to more than a
year, depending on the areas of expertise
requested and the starting point of the testing
facility.

Many different questions may arise during the
recognition process. Questions such as; what
does this requirement mean? Is the work
planned satisfactory? Is the equipment
adequate? Are the right subjects reviewed and
in the right places?

It must be clear that for ethical reasons,
ISRAC’s employees must abstain from
offering consultation. They cannot answer
questions on how to do things, but they will

answer, willingly, any specific questions
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regarding, for example, what should be done
or whether the actions taken are satisfactory.

ISRAC’s employees shall do their best to
ensure that its requirements and the

international standards are well understood.
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So that the recognized organizations in the PIDYY DNXY NN DIRNNY 199 NI NPT
State of Israel will be able to conform and JPNINDA NPT IIY OPMMPYY

provide their clients services on an
international level.
Contact details and additional updated

information can be found on ISRAC’s website: YI9) 12N QOIV YD NIAPY WP NPYD
Www_israc_qov_”_ . WWW.israC.QOV.iI VIIVIINI MYIN INNI

Wishing you success,
Etty Feller,
ISRAC General Manager
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1.0 INTRODUCTION

1.1 What does it mean testing facility

recognition?

It means an official acknowledgement in the
competence and professional ability in testing
facility to perform research according to the
principles of the Organization for Economic
Cooperation and Development- Good Laboratory
Practice OECD GLP

Recognition is available to all testing facilities
weather they are part of factory, related to the
public sector or the private one. Recognition
allows consumers that wish to perform pre-
clinical studies, to find a reliable service that cater
their needs as well as the regulators' needs. In
addition, it allows the testing facility to evaluate
whether it performs its work correctly and in

accordance with international standards.

1.2 What is the additional value in

accepting a research facility recognition?

Israel is fully loyal to mutual recognition system of
OECD in response to chemicals tests and as such
takes full part in OECD-GLP plan. Therefore, pre-
clinical data that are produced in Israel by testing
facilities recognized by ISRAC GLP will be
accepted in all members' countries in OECD-GLP
program.

ISRAC supplies an official recognition to testing
facilities professional competence. Therefore, it

facilitates between costumers and large-scale
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consumers in the market such as enforcement

authorities, to purchase reliable testing service.

1.3 How testing facility aid the
international trade and

development?

Many countries in the world have at least one
organization that is responsible for the recognition
of testing facilities that acts according to the
OECD GLP principles. Most of the recognizing
bodies have adapted OECD international directive
as a basis to formal recognition of testing facilities
which act according to GLP rules.

Adopting international principles enables countries
to harmonize their attitude towards the evaluation
of testing facilities competence. This unifying
approach allows recognizing organizations with
similar recognition system, to create agreements
based on appreciation, trust and mutual acceptance
of their evaluation systems.

International agreements as such like EU-
European Union are called Mutual Recognition
Agreements and are vital to the mutual recognition
of testing reports, between countries who share this
agreement. In fact, any partner in this agreement
recognizes that the testing facilities which work
under other partner as if it acknowledged its
recognition.

Developing system as such allows recognized
testing facilities international recognition in their
research reports and to be accepted willingly in
international markets. The result of this procedure

is cost efficiency for both manufactures and
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exports in preventing their needs in additional
testing in various countries markets.

1.4 The Israel Laboratory Accreditation
Authority: ISRAC

The Israel Laboratory Accreditation Authority:
ISRAC, was established by the Israeli
Government, authorized by law since 1997 and
operates as an independent non-structural
governmental body. ISRAC foundation is a results
of Israel commitment to international trade
agreements via WTO — World Trade Organization,
to perform laboratory accreditation. ISRAC is the
official authority responsible for laboratory
accreditation in Israel. ISRAC’s purpose is to
allow harmonization and mutual recognition
between the state of Israel and other countries
regarding measurements, calibration and testing.
Later on, ISRAC was also in charge to recognize
testing facilities in Israel in accordance with the
GLP principles.

The supervising body for ISRAC’s activities is the
ISRAC Council, which is made up of seven
members.

Pursuant to law, ISRAC is a controlled body.
1.5

and its implications

International activities of ISRAC

1.5.1 RECOGNITION

ISRAC is the sole designated representative of the
State of Israel for the recognition of test facilities
working according to GLP (Good Laboratory

Practice) principles. Israel is a full member in
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OECD GLP committee and its representative
participate in committee activities.
The state of Israel has a mutual recognition
agreement regarding GLP with the European
community

15.2 ACCREDITATION

Please see 1-611002 procedure.

ISRAC is a member of the international
organization ILAC) International Laboratory
Accreditation Cooperation). Thus, it is obligated,
like all of ILAC’s members, to work according to
the international standard regarding accreditation
bodies:

ISO/IEC 17011 — Conformity assessment —
General requirements for accreditation bodies
accrediting conformity assessment bodies.
ISRAC has signed a Mutual Recognition
Arrangement under ILAC and EA (European
Accreditation) establishing that the accreditation
bodies of all countries that are part of the
arrangement shall recognize the test results

produced by any lab accredited by ISRAC.

ISRAC obligation in mutual recognition
agreements:
1521 Exchanging information regarding

development and actions on accreditation systems

1.5.2.2. Active participation in General

Assemblies and ILAC & EA committees.

1.5.2.3. Participation in international programs
for inter laboratories qualifications comparisons.
1.5.1.4. Participation in experts' teams' work of

EA & ILAC that are gathering for debates related

79910 050N YY D) ,MNHND ,NNNN DX
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International Laboratory Accreditation )
INY D5 NANN NN T 99NN .(Cooperation
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:NITAYND NINON 2NY ININIAN
ISO/IEC 17011: Conformity assessment -
General requirements for accreditation bodies
accrediting conformity assessment bodies.
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to measurements and calibrations in various
technical fields.

1.5.2.5. Participations in accreditations bodies'
performance are candidate to join mutual
accreditation agreement.

1.5.1.6. Participation in evaluation of signed
bodies' performance on agreement.

1.5.1.7. Building trust in Metrologic institutions
of primary standards that relate to calibrations
consistency chain of measurement equipment of

accredit laboratories.

1.6 ISRAC’s Roles and Authority

1.6.1 To verify that the testing facilities are in
accordance with the recognition requirements and
to recognize or annuls recognition, accordingly.
1.6.2 To define, with the Minister of Economy's
approval, the areas and tests that shall receive
accreditation.

1.6.3 To define the requirements for accreditation
of laboratories for measurement; calibrations and
tests and for recognition of testing facilities
according to the GLP-OECD principles.

1.6.4 To ensure that accredited bodies fulfill the
requirements of accreditation and accordingly

continue or withdraw their accreditation.

1.6.5 To serve as the sole designated
representative of the state in all its areas of
responsibility, including mutual recognition with
accreditation authorities of other countries or

international organizations.
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1.6.6 To initiate activities in the field of
accreditation: training, publicity and
promotion activities.

1.7 ISRAC's Responsibilities

ISRAC’s entire staff, including its managers,
assessors and consultants, signs a confidentiality
agreement to secure information received from
costumers.

In addition, the staff agrees to strict rules of
conduct including: objectivity, transparency and
avoiding conflict of interest. All this is published
in ISRAC’s, service charter, procedure number
1-000020 which can be found on ISRAC’s website
home page at www.israc.gov.il.

1.8 ISRAC Accreditation fields

Testing facility recognition is possible to any pre-
clinical testing type.
Activity according to GLP principles is demanded

according to the world accepted recognition areas:

7991 N9NONY NHNIN MY oy 1.6.6
.1720M DIDID,NDTTN 19D MTAYNIA

MY MMannn on Nn 1.7
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SV a8NND MYININ : DMON DININI NNNINN
MIND .NMDPYI NPDOLPPIN ,DNMIY TN
TRON NN MPYN NINNRI NNDND MYIN
NN NN MPYN NN .(1-000020 19010

(www.israc.gov.il) mwan S VITVPNN

myan by nvannmnn 1.8

5S¢ N YO MIVN NA 9PNNN 1PN NN
JOPOP 0TP NPYI2

NN 9% N2»NNN GLP »555 »9 Yy m»ys
: DDA OYDIPNN NIONN

List of Material Tested -0°p72) O WN

Areas of Expertise - mnnNNN DINN

a) Industrial Chemicals

b) Pharmaceuticals

¢) Veterinary Medical Products
d) Pesticides

e) Food Additives

f) Feed Additives

g) Cosmetics

h) Biocides

i) Other Products

J) Medical Devices

Physical-chemical testing
Toxicity studies
Mutagenicity studies

Environmental toxicity studies on
aquatic and terrestrial organisms

5. Studies on behavior in water, soil
and air; bioaccumulation

6. Residue studies

7. Studies on effects on mesocosms and
natural ecosystems

8. Analytical and clinical chemistry
testing

9. Other studies
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1.9 Requirements from recognized testing
facility:

The criteria and recognition rules for recognizing
testing facility by ISRAC's are based on the
international directives of OECD GLP.
Additional unique requirements to target markets
of products are additional requirements. In fact,
during inspection of testing facility by ISRAC's
representatives, the following is checked:

1.9.1 Testing facilities, technical competence and
systems, are suitable to perform the areas of
expertise as detailed in the testing facility scope.
1.9.2 The Quality system of the testing facility
qualifies to the OECD GLP requirements, is well
documented and fully implemented. Requirements
are published on www.OECD.ORG website and

are updated from time to time.

1.9.3 Testing facility should meet complementary
requirements as published on ISRAC website from
time to time. All ISRAC policy documents are
mandatory.

The recognition of the testing facility is not
comprehensive but is given to specific areas of
activity, as defined on the recognition certificate of
the testing facility.

Recognition and supervision activities are
according to the GLP Manual (see procedure
number: 1-200000), which is published on ISRAC

website/publications section.
1.10 Our consumer recommendations
ISRAC recommends to consumers of pre-clinical

researches, to verify which testing facilities are

recognized and what are their areas of expertise.
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Their scope defines their testing types or their
specific competence of recognized areas. One can
find their recognition areas on ISRAC website
under recognized testing facility list.

What is the added value of a recognized testing
facility?

1.10.1 Recognized testing facility may mention its
recognition in documents and testing reports that
are related to its recognized area (one should be
careful of misleading its customers).

1.10.2 Recognition is performed following
international rules that are acknowledged by all
OECD's members across the world.

1.10.3 Quality system is used as a useful tool for
the recognized testing facility, to monitor its
activities and derive from them conclusions to
achieve constant improvement.

1.10.4. The testing report produced by the body
recognized by ISRAC, is recognized by OECD

members and EU countries.

1.10.5 The operation of the recognized testing
facility is more efficient such as: a well-planned
working program.

1.10.6 Good production from the beginning and
reduction of rework, results in saving amendment
as well as unnecessary investments, acquisitions,
and other equipment.

1.11 The cost of Recognition

ISRAC is a statuary nonprofit corporation.
Therefore, ISRAC charges the testing facilities, all

the costs related to the recognition such as:
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checking documents, procedures, reports,
corrective action monitoring and more.

Details of the costs is published on our website
Home page and accreditation services / price list
PA / details of the costs, document number:
TA-621001-23.

2. RECOGNITION PROCESS -
GENERAL DESCRIPTION

2.1 Admission request

Enter ISRAC website to apply on the homepage
toolbar:

ISRAC homepage > Accreditation process >
accreditation/recognition application request >
Testing Facilities (OECD-GLP).

Fill out the forms listed, including the details:

Details of the Pre-clinical activities the testing
facility seeks recognition, the documents can be
sent electronically for through post. Contact

personal as detailed on the web under contacts.

2.2 Receivable and examination of Testing
facility's documents

As the research facility is ready, its management
shall present ISRAC, with the documents
mentioned in form T1-200000-01, published on
the ISRAC website.

ISRAC shall verify that all the documents were
received according to procedure number 1-200000.

Then the documents are transferred to the Head of
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Division for their studying and examinations. The
Head of Division will contact the testing facility to
discuss the need for pre- assessment or full
assessment (depending on the testing facility
readiness that derives from presented material). At
the inspection, the implementation of the
requirements will be evaluated by the inspectors
regarding every area requested to be recognized.
2.3 Pre-Inspection assessment

Pre-inspection assessment will be planned and
executed so research facility estimation will be
given weather the facility is able to undergo a full
assessment. This is an option and not a
requirement. This visit will include quality system
check and environmental conditions to achieve
scope focus.

2.4 The Inspection

Inspection will be performed by ISRAC's
inspectors. Its duration will be dependent on the
requested recognition scope, the number of
employees and the number of sites. Each
discrepancy that will be found against the directive
requirements will be documented and written in
the inspection report. Following an inspection, the
testing facility management will provide ISRAC's
inspectors its response and recommendations for
mending actions. Following the completion of the
corrective actions, to ISRAC satisfaction, a
surveillance agreement will be signed, and the
testing facility will be recognized. The recognition
certificate is valid for two years. Testing facility

recognition will be published on ISRAC website.
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2.5 Recognition maintenance

The recognition process of the testing facility is
renewed every two years, as detailed on document
number: 1-200000.

2.6 Expanding the recognition scope

The testing facility's management can request an
expansion of scope at any time. For this purpose,
the testing facility is required to submit form
number: T1-200000-13, as published on ISRAC
website. An assessment date will be scheduled as
soon as relevant documents will be scanned and
found to be qualified to OECD GLP requirements.
2.7 Hearing

Testing facility management which disagree with
ISRAC's decision may submit a hearing request.
Such a request will be discussed at a hearing
committee at the presence of representatives of the
testing facilities representatives. The hearing
committee's decision will be sent to the testing
facility according to the Hearing procedure.
(Please see procedure number 2-651002), on
ISRAC website.
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