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FROM THE CHAIRMAN OF
ISRAC

1.0

The authority was established about 24 years ago, as
a national institution for ensuring high professional
level of the laboratories and testing providers in
Israel. These include laboratories for analytical
services in the fields of medicine, engineering,
chemistry, construction, and agriculture. The high
professional level of these organizations is important
for Israelis’ health, safety, and their standard of
living. Moreover, a high level of testing in Israel is
important for ensuring the quality of the locally
manufactured products and allowing their export to
many other countries. The
Accreditation Authority is

institution

Israel Laboratory
the only official
for ensuring high standards of
laboratories providing testing and calibration
services. Such standards are adopted and applied in
many developed countries. The authority is
empowered by the state of Israel to supervise test
facilities according to the OECD-GLP principles
and is a full member of corresponding international
organizations. The authority itself undergoes routine
by international

recognition inspections

organizations.

Although laboratory accreditation in Israel is usually
in regulated areas, the authority provides services to
over 270 organizations with 250 accredited bodies
and 20 recognized test facilities. The accreditation
process has its costs; therefore, organizations
request accreditation only when they are convinced

NINDD MYIN 979 937 1.0
mMTayn NonNvny

IUN ININD G0 DNV 24 9D NHPN MYIN
MTIYN DY DM TONSPH NN NPVINY PPN
MTAYN 091D PN HNIYI DY NPT Y9N
,INIDTN MMINNA DOVIYIN DMPY MPOvNN
NN MINOPNM PMIAN DN, NOTINN
MNMN MNMAD NIWN WR DN DY NN
D’112) DXVITIVD .DNMN NN DNV DN
NNLINY DXNVN DNRIY? MYYIN MP>TIN DV
DNIYY MIVANDY NI DINPNIN DININN MDN
NONONY PINDN MYIN .INTPNN MPTID
NNVIANY PN OPWYIN OYON NN MTIYN
YMIPY MPAvNN MTIYNI DM DXVINHVD
DMYPNI DM2IPN PN DVITIVD DY) NP>Ta
NPN MYIN MNTPNNN Oy MPTN 112
MNPNN DY MPraY DRI NPTN DY NND NOYNH
172N XM OECD-GLP-n mNIpy »9 Yy 9pnn
YT .DINNNN OPNINDIAN DNNIND NIRIN
MTNN O DY NN OPTIN NI MYIN DY

LDOPMINDI NPT

,SONOONY DY TITA NN NONONN HRIWA
250-5 DNA OMNIN 270-D2 MDAV MYIM
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D .0NY NIV NINONNY DMIVYINND DN TYND
DNIMN NONON YPas NN O, DN )P
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that it is beneficial for them. They also have the
choice of requesting accreditation from other
international authorities. Nevertheless, and despite
the COVID-19 crisis, in the last year the list of
accredited bodies and technologies has expanded.

According to the Israeli law, the operational budget
of the Israel Laboratory Accreditation Authority
be

accreditations. The authority attempts to lower the

must fully covered by income from
accreditation cost and make its services accessible to
many organizations. This is done by reducing
expenses and by increasing the number of accredited
organizations (such that the permanent costs are
shared by more organizations). The authority also
advertises its services and initializes workshops and
other educational events, to demonstrate the added
value of accreditation. Nevertheless, the authority
doesn’t compromise its high professional level and
in cases where specific knowhow in not locally

available, experts are invited from abroad.

Updating the Israel Laboratory Accreditation
authority law is being discussed for several years
and the authority’s management is actively involved
in it. In these discussions, expanding the range of
activities of the authority is considered. The new law
is still under considerations and the work has not

been finalized yet.

Our challenges for the year 2021 include expanding
our educational activities, development of new
accreditation the

technologies and increasing

number of accredited bodies. We also hope to get an

92UN MDY IR MINY .OMINNND DMNINDI
oY DNONON NANMN NAND MV ,NINNPN
MYTN NPNONOV 1D DDONDM DININ

.DOWTN NINON MDINM

TV NONOND TPMINDD MYIN PN 29 DY
D902 N7y Y9N MYIN DY MDOYIN NP
IMSY NYTIND NOVIO MYIN .NonoNn P
NOTIM DIVANN NINKIN DINNY 7Y NN .NINONN
MVIAPN MRNNNY TI) DINDINN DN 190N
MYSIN 1D MO (OONIN INY P2 MIPYNNN
SY QDINN TIVN NYNHNND DIDID NOVTH NIV
,INT OY TR .MPT20M MTAVNHN 219P2 NONDNIN
TOMNPNRN NI DY NIVANND  MPN MYIN
NIV PYTY PN DN DNINNA .INP2 NN

9MN5 DN NN MYIN 00N ISP Y1

PN NITYD DNIVT DIIMPNN DNV 190N MN
noMHM ,MTIYN  NONOND  TIMINDN MYIN
NN 22NIND NN INON LTI NDOW NOMY MWD
TOANA PYTY PN .MVYIN DY MDOYON NN

.1IOVIN DIV NTIAYN NOTY

MY NaNIN 099D 2021 MIVY DMNNND
DXYTN NINDN MINN MNP ,INPHRN NIVTIN
DMPA 9 1D .DXINDINN DN 190N NYTHIM
91 D) TPNONY D1 AN P MYIN PIN D
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extension in our law to include accreditation of
certification bodies. All this, while deepening the
professional level of our staff and maintaining the
highest professional level. We must reach these

goals despite expected financial restrictions.

The Israel Laboratory Accreditation Authority is run
by a professional management which is guided and
supervised by a council. 1 wish to thank the
authority’s management for their dedicated and
efficient work and the council members for their

considerable investment in the authority’s affairs.

Prof. Israel Schechter
Chairman of the Israel Laboratory Accreditation
Authority

2.0 FROM THE GENERAL MANAGER

2020 was a year in which our response to significant
changes and our abilities to adapt to rapidly
changing situations were examined. ISRAC’s staff
has implemented significant changes in ISRAC’s
work processes. Remote assessments were
conducted combined with advanced methods and in
accordance with international standards. 100% of
the accredited organizations have implemented the
requirements of the updated standard 1SO / IEC
17025:2017. These updates required the adaptation
of work procedures, the management procedures,
and the implementation of root cause investigation
processes for findings and risk assessment. As every

year, the work with the regulators is significant, the

OV MNP YN NPNRYN TN DINY D .NTYNN
NP2 DM TONKPN DN DY NTIPN INXN
DOYPN MINY VX DDNNI - TNYD DY

20392 DXTNIYN DODEPNN

MY NOANND MITIYN NONONY TMINDD MVIN
NN .IMN NINDN NNPONRN NNV MOV NOTIN
NNONN NTIAYN DY MWIN NOMND MTIND NN
DNYY NAIN NYPYNN DY NNNIND 2I1IND NDOYIM

AN oMyl

VOY HNIY 19179
MTIYN NONDNY MININYN NIYIN 7P

Y9N 934 2.0

NMONMNN PN DA MY INMND 2020 MY
DANNY LINDND MDD DIYMYNYN OMPYD
DMV WNPLN MYIN INY .MPNNI DINWYN
1P .MIYI2 NITAYN DWNNA OYNMIYHVNN
MNTPNN MOLWA DXIAYWH PININ  DPTIN
DMNINNN 100% .1PNINDIIAN NPPNT NINRNND
PTIVHN JPNN MYMIT AR WNLN DXINOIN
0M57Y ISO/IEC 17025:2017 MTayn nNoONONY
2N OYNY ,NTIAYN DM NHRNN IWIAT N
YNY NI NPPN YV DMODNN Nynvm
DY NTIAYN MY YD1 .DINDYD NN DINNNNID
NN - AN L,TONMYHVN NP DXNVININ
990N MYIT NITY NINDND OPNIXPN PN

17N OPIN2
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product - professional guidance documents for

accreditation and updating  accreditation
requirements in laws in Israel.

The situation at the end of 2020:

The Israel Laboratory Accreditation Authority has
272 accredited/recognized organizations. During the
year, scopes of accreditation have been expanded,
and a dozen new technologies were expanded. New
areas of accreditation were added thanks to the
activities of the ISRAC team with regulators and
interested parties. 20 new organizations were
accredited, and the accreditation of 13 organizations
has been withdrawn.

ISRAC staff expanded its cooperation with various
regulators. This cooperation provides the regulators
with a tool to monitor their activities without being
a burden on their current activities and annual
budgets, especially those who use the accreditation
services as part of the approval or recognition
requirements. During the year, an advisory
committee met twice for the Director-General of
ISRAC, enabling us to learn about new areas in
which it is possible to develop the Authority's
activities.

The Laboratory Accreditation Authority
(ISRAC) is the representative of the State of Israel
for the monitoring of test facilities operating in
accordance with the OECD-GLP principles. ISRAC
is accepted as a full member of the OECD-GLP

working group since 2004.

Israel

:2020 MY DINA AN NNNN PND

DMMNIN 272 MITAYN NONONY TIPINDN MVID
NANMN MYN  ToNNa  .0MOM 7/ DIINON
907N 190M DNV DININ DY DNINON
190N DOWTN NINDN MNINN .NMWTN NPNDNOV
DYNVYNI DY MYIN NNX MDY HY R DN
DMNIN 13-11901) DOWTN DMNIN 20 .PNY Yoy
.19N0NN NN YPON

DY NYIVON NIPY NX NN IOY MWD NN
PN DY IOWI POV 0NV DNVON)
D2 DNINNA NYYIN DY MPr9Y Y5D DXNVONID
DXPM NIVIVWN DMV DY NONYN NPNINY
WNRY Py v
990N N NWIRD MYATH POND NONDNIN
NNYMH DTYN TPONIVIY ADIDNN MYN ToNna
Sy TINDY AWANY J9INA ,DMNYd MY H7omd
MDY NN NNAY M ON2 DOVIN DNINN

YMPYL DVNNYNN

van

NAPN NPN MTIYND NONONY TNINDN MYIN
NPNN DY NMIPPD NYNY HNIW DTN DY IMD
,OECD-GLP-n mMIpy 3 Dy DOV9N Ipnn
NTIAYN NP2 INDN NIAND NDIAPNN MVIN

.2004 Mmwn OECD-GLP-n onna
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In the matter of the Israeli Law, the Memorandum of
the Law of the Authority passed its first reading in
the Israeli parliament and was referred to the
Economics Committee.

During the year, ISRAC staff devoted their energies
to improving the varied online training program for
the staff of accredited organizations.

Thank you to all employees of ISRAC for the effort
and willingness to work tirelessly in the various
fields of activity of ISRAC Authority and to meet all
the international requirements required of
accreditation organizations.

We have been working since 1997 to advance the
Authority's mandate: "Promoting the quality and
professional competence of calibrating / testing
bodies harmonizing with the world for the benefit of
the state and its citizens".

Thank

organizations,

accredited and  recognized

ISRAC

accreditation as part of the enforcement processes

you,

regulators who use

for which they are entrusted, stakeholders and to the
public, for the trust they have given and give to the
Authority's activities.

Etty Feller
General Manager

3.0 ORGANIZATION CHART

Composition of ISRAC Council until 12.2020

Prof. Israel Schechter - Chairman
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YTAW  YNPY NN/ IMPHR NI NON
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PN MND NIY DIWAT NINDIN NOINRNDN DY MYIN
MYITN 922 TINYDY MYIN DY MDWIN MINN

19007 MNIND MYITIN NPNINDIAN

DYTPY - MYIN Y DYPPY 1997 1N DOV NN
/ D991 DY) DY TINNPNN MPYIN NN
NYTHN NIV OOWN DY TPIVININL OPTA

STPNINY

DYNMVONIY,D07I191IN DXINDINN DMNNIND NTIN
TOMINDT MVYIN YY  NONDNA DOWHNNYNN
DPDY NOYINN MHNNN PHND MTIYN NONONY
NI PANN YY 8D PRYN YYD, DINNN ON

MIYIN MDY OININ
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Ms. Amira Gal - representative of the users of the
laboratory services

Mr. Jacob  Wachtel -
Standardization, Ministry of Economy and Industry
Dr.

Commissioner  of

Michael Shandalov - Representative of the
accredited laboratories
For the Organogram see Appendix No. 1.

4.0 ABOUTISRAC

The early nineties were characterized by increasing
awareness in Israel and around the world for the
importance of ensuring product quality and
compliance with national or international standards.
These standards are intended mainly to ensure that
products bearing standard emblems are of adequate
quality and that their use would not pose risks to
health, safety, or the environment.

In the international trading system, products are
required to meet standards or customer’s
requirements. for the results of tests performed at
laboratories in one country to be recognized in other
countries, an international accreditation system is
required, accrediting laboratories according to their
competency to perform tests at the required
Such

extremely helpful in promoting export, particularly

professional level. recognition may be
by helping exporters overcome non-tariff barriers in
the

standardization. The accreditation bodies in the

target countries resulting from limited

industrialized nations have formed several regions.

Each region sets the accreditation policy for the

— 9 DYNN A
mTaynn

TV ,NPPNN DY INNND — SV APY N
OWYNM NY3551N

MONDIND MTIVHN PN — DIV HNIN T

YMIVY DOYNHVYNN NIX)

.1 7917 NADI NN NNIND MIAND

MYIN MMN 4.0

DO YIN2A N2 DYYNN MY HPUNIA
DNPNY DNNNNM OINNN MIOND MYTIND
IPO¥2 YTYN NONX DNIPN .OMPNINDI IN DONDIND
MOONA NI, MDY DN IPNN IWN ,ININNY NOPVIND
MNXVAY ,NINIAY NIDOD PN I VINOWIYY ,NNIND

.12°20N MR

DMINNNY  YIT) ONINDPIAN INDNN NN
INPON YWY MHAINKN MYIT1 IN 0N)PNIA YT
MTIYNI MYIN ,MP>TAN DY JIPNINSINY YT
TN, MINK MXINI D) MM P, NNN N INA
OPNY  THMINDYA NONON NOWN INNY
992 MP T2 Y80 DD DY D NYIN MYTaND
YIDY VY NNID NION .AVATIN TOMNNPNN
DYINIAN MINIYY IWANDY ,KINON NNDXND TINND
NIN2 NI I0N DY INY N2 MOPA YDNND
MM PPN MODNN IPYA DYIANY TN
NNI0 ITHIRNN MUNNNN - NMPTHNI NINONN
DY NONONN NPPTN NN YDP IMN DI ..OIMNN
N N VYOX DO»YN DDNDNN DN
MYIT NPNINDPIN DTHRN MNNL DNTHY
ILAC »IN9»2n DIRD .y NINY MAo)
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affiliated accrediting bodies and ensures their
compliance with international standards and other
requirements as determined. These organizations are
ILAC
Accreditation Cooperation), whose function is to

part  of (International ~ Laboratory
coordinate global accreditation policy and promote
harmonization between the regions. Israel has a
mutual agreement with EA and is a full member of
ILAC.

Several laws and regulations in Israel empower the
authorities and government ministries to grant legal
force to the tests performed at laboratories that have
received their recognition. For example, the
Standards Law, (1953) empowers the official of the
Ministry of Industry and Trade (today called
Ministry of Economy and Industry) responsible for
standardization to approve a laboratory as an
“approved laboratory”. The significance of the
approval is that a test certificate provided by such a
laboratory constitutes evidence of the compliance of
a product with the Israeli standard. The approval of
a laboratory’s status requires that the tests be
uniform, and
1992, in

preparation for the establishment of an accreditation

performed according to clear,

internationally accepted rules. In
system in Israel, meeting international standards and
gaining international recognition, the Minister of
Industry and Trade appointed a committee to
examine the issue of the laboratories accreditation.
In August of the same year, the committee presented
its recommendations, stating that there was an

urgent need to establish a national system for the

International
5551 NHNONN NPT NN orNM (Cooperation
ONIVOD LDINND P2 MPIXDNNDIND DN MDY
EA  NOPND MK DY NS POV 050N

. ILACYMINDAN 1IN INDND N2

Laboratory  Accreditation )

DY2NDNN ,NNPM DOPIN 90N ¥ INIYNI
WAVN  GPIN NN OVNHN OTIVNDY DY)
PPN NION WPV ,MITIVNI WY MPrTad
NN PRON ,1953-¥HPVUNN ,ONPNN PIN ,NONTH
TOYYNM NYI5ON TIVNA NYPNN DY INNNN
MYNYN  /NIINGD DNTIVNYD  NTIYHD TWUNRD
NTIYN NNV NPXTAN NTIVIY NN NYWNRD
DONIVIN PN I DY INTNYD IR NN NINTD
NIMNN NIWINRD DTN DY TRy NMIPN
D12 ,OTNX DYDY MYNIAN PMPITIY
nOAYN SV NNNPN DINRIPY .ODwa OONPM)
NPPINDA DTN MNNI TNYNY ,XINI NONON
INT INDHM VYNNI Y NPN 97N D) 1M
SV NONDNN NMND NPXTAO DT 1992 miva
NN DTYNN NYNN MY DNMIN VOMNI .MTIYN
NN NHRPNA PNT TNN YWY DY IMINDHN
VONN NNT MIAPY2 .TTIVN NONOND TININD
NONONY TIMIND MY OPnY ,1993-2 wn
NTYN NPN IO DU L(PMYIN PND7) MTIYN
YT TPAVNN DX NN 7PDY DO0M NNY»NH
NTAYN NONONA DPNNNY T2 T2) MYIN NOWaD
TN PROND INNN DNNN 1995 mva
PIN 1997 9aN82 PPN INNXN NTAY Mapya
1997-3WNN ,NITAYN NONDNY NPNINDN MWD
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accreditation of laboratories. Following, the | DX ,97N Y2 yayp pnn .("Ppnn :oN”)

Minister decided in 1993 to establish the Israel
Laboratory Accreditation Authority (ISRAC); an
Advisory Committee was established and charged
with developing the necessary infrastructure for
ISRAC’s activities and with initiating the process of
accrediting laboratories. In 1995 the committee
began to accredit laboratories. The committee’s
work led, in April 1997, to legislate the Israel
Laboratory Accreditation Authority Law, 1997
(hereinafter “the Law”).

Among other aspects, the Law defines the following
functions and authorities for ISRAC:

* To determine, with the Minister’s authorization,
the areas of accreditation in which it is active.

* To define requirements for the accreditation of
measurement, calibration, and test laboratories.

* To ensure that laboratories meet the requirements
for accreditation and, accordingly, to continue or
withdraw the accreditation of laboratories.

* To serve as the exclusive representative of the state
in all matters relating to mutual recognition of

the accreditation systems of other countries or of
international organizations.

* To initiate supplementary activities to the
accreditation of laboratories, such as training and
publicity.

What is a laboratory accreditation?
The accreditation of a laboratory implies official

recognition of the laboratory's professional

capabilities and competence to perform specific

: DN NONY ,MYIN DY MNDNDM DI PONN
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types of calibrations, measurement, sampling, and
tests. Accreditation is available for all types of
activities in any organization, whether it is a part of
a factory, the public or the private sector.
Accreditation enables consumers wishing to test or
calibrate a product, substance, or instrument to find
a reliable service for testing or calibration that meets
their needs. It also enables the organization to
evaluate whether it is performing its work properly
and in accordance with international standards.
Important Information!

Accreditation provides formal recognition for the
organizations' ability and employee professional
competence and is therefore a means for large
consumers and customers like enforcement
authorities to guarantee a reliable and high-
quality service for testing, measurement, and
calibration.

Activities Obliged by ISRAC or the State of Israel
from the Mutual Recognition Agreements

Accreditation

ISRAC is a member of ILAC (International
Laboratory Accreditation Cooperation). As such, it
is committed, like all other members, to act in
accordance with the international standard for
accreditation bodies: ISO/IEC 17011.

During the year 2001, ISRAC was recognized by
ILAC and by the
organization). ISRAC has signed the ILAC mutual
(MRA). The MRA

provides any test or calibration performed by a

EA (European regional

recognition

arrangement

laboratory accredited by ISRAC recognition by the
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accreditation bodies of 102 countries that have
already signed MRAs. ISRAC is now a full member
of the European organization - EA - European
Accreditation. The scope of recognition of ISRAC
in both organizations includes accreditation for
calibration, inspection, testing, and medical
laboratories. ISRAC's employees play an active role
in both ILAC and the EA's professional committees.
This action exposes Israel and the infrastructure of
its laboratories to all the international economic
organizations and facilitates the industry to gain
confidence in the analysis results of its products.
GLP

ISRAC is the official representative of the State of
Israel for recognition of test facilities for Good
Laboratory Practice (GLP). The State of Israel has
signed an MRA with the European Union and a
Memorandum of Understanding (MoU) with the
EPA in USA. In 2004, a team from the OECD
conducted an inspection. Considering the success of
the inspection, Israel was accepted, in 2004, as a full
member of the GLP committee of the OECD.

Israeli facilities

test conducting  preclinical

experiments in the fields of pharmaceutics,
food

environmental toxicity are required to receive the

cosmetics,  pesticides, additives, and
recognition that they operate in accordance with the
GLP principles.

ISRAC conducts assessments under the directives of
the OECD, EPA, and FDA.

In 2020, 22 pre-clinical test facilities are recognized.

The facilities are recognized by all the countries of

MIIND NOMWD NYAPNN MYIN .DTTIN NN
»72)y .EA- European Accreditation -)N97RN
SV NPISPHRN MITYNA DY PON DYV MVIN
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GLP
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T 2004 Mw3a .27nNa EPA oy nian ooon
.OECD - 1 m»10 1IN D¥ Ix P Yy p1an
793N5 SNIY> NDAPNN PTANND DNOXN NIND
1925 OECD-GLP n 5w nTayn nTyna nxon
.2004
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the OECD and can conduct research for companies
in Israel and throughout the world that will
constitute an acceptable basis for registering
medications, toxins, pesticides, food additives, and
cosmetics in the European market and the OECD.
ISRAC's Ethics and Confidentiality

The entire ISRAC staff, including its managers,
assessors and consultants sign a confidentiality
agreement
information of ISRAC clients. In addition, ISRAC

employees are committed to a code of conduct -

to protect the confidentiality of

objectivity, transparency and avoiding conflict of
interests.

ISRAC's Fields of Activities

Accreditation is available for every type of
sampling, testing, measuring or calibrating process
appropriately recorded. At present, ISRAC accredits
in the following fields:

1. Construction - Chemical, Mechanical, Physical

and Engineering Testing

1.1  Concrete

1.2 Concrete products

1.3 Cement

1.4  Materials and construction products

1.5  Steel reinforced concrete

1.6 Building systems (including sprinklers and

smoke detectors for fire extinguishers)
1.7  Building casing
1.8  Building carpentry

2. Soil and Paving - Chemical, Mechanical and

Physical Testing
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2.1
2.2

Base

Asphalts and bentonite

3. Food, Water and Beverages - Biological,
Chemical, and Physical Testing

3.1 food

additives, and supplements, including herbs, spices

Unprocessed and processed food,

and carriers.

3.2 Pesticide residues

3.3 Pollutant residues

3.4  Work surface and storage containers testing
3.5  Drinking water testing

3.6  Recreational water testing

3.7 Waste and effluent water testing, including

pollution caused by the wastewater.

4. Cosmetics -Biological, Chemical, and Physical
Testing.

4.1  Chemical testing

5. Fuels, Oils, and Bitumen

5.1

engineering testing

5.2

motorized, or stationary containers.

Biological, chemical, physical and

Testing leaks from pipes and mobile,
6. Calibration

6.1
quantities
6.2

physical quantities, chemical quantities, electrical

Chemical, mechanical, physical and electrical

Legal metrology for mechanical quantities,

quantities, flow rate meters, liquid meters, and

scales.
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7. Engineering Items and Non-Destructive
Testing (NDT)

7.1 Radiography

7.2 Ultrasonic

7.3 Magnetic particles

7.4  Penetrating colors

7.5  Turbulence Flow

7.6 Visibility

7.7  Leak detection

8. Metallic and Nonmetallic Materials
8.1  Chemical, physical and engineering testing
9. Environment - Biological, Chemical, Physical
and Engineering Testing
9.1 Various types of water
9.2  Waste, effluent, surface water, sea and beach
water
9.3  Sludge land, solid waste and floodwaters
9.4  Airincluding ambient air, stationary sources
and work environment
9.5 Asphalts and petroleum products
10. Electricity -  Electrical, Physical and
Engineering Testing
10.1 Electromagnetic Compatibility (EMC)
10.2 Telephony
10.3 Product safety

11. Alcoholic Beverages

11.1 According to alcoholic beverage instructions

12. Health - Biological, Chemical, and Physical
Testing
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12.1
12.2
12.3
12.4
and work environment

12.5 Noise

12.6 Agricultural products

Medicine
Legal medicine
Medical research

Air including ambient air, stationary sources

13.
14.

Lifting Devices
Gas Cylinders

15. Computerized information

16. Animal Food - Biological, Chemical, and
Physical Testing

17. Agriculture - Diagnosis of Plant Pests,

Biological, Chemical, and Physical Testing
18. Animal Body Fluids and Tissues - Biological,

Chemical, and Physical Testing

19. Medical Products and Medical Devices-
Biological, Chemical, Physical, and Engineering
Testing

20. Inter-Laboratory Proficiency Testing (PT)

21. Transportation

22. GCLP

5.0 ISRAC CONTACT INFORMATION

See appendix no. 2.
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6.0 MAIN ACTIVITIES 2020-2021

The main activities in 2020 were affected by the
Corona pandemic crisis. Approval for an update to
the Israel Laboratory Accreditation Authority Law,
due to the crisis the update of the law has not
progressed. The Minister of Economy has submitted
the ISRAC law memorandum, which passed first
call and was discussed by the economy committee
of the Israeli parliament. In parallel, ISRAC is
conducting together with the Justice department in
the Ministry of Economy and the Ministry of Justice,
a work for improvement of the proposal.
Accreditation of additional organizations

A total of 272 accredited / recognized organizations.
20 new organizations were accredited during the
year. All of these were carried out during the severe
pandemic and while adapting the activities of the
Authority to work from home and implementing
advanced assessment methods. Many activity scope
expansions were conducted among the accredited
laboratories.

Cooperation with international accreditation and
standardization organizations

ISRAC has active representatives in the following
organizations:

* EA (European Accreditation)

* ILAC (International Laboratory Accreditation
Cooperation) - ISRAC's General Manager was
appointed Chair of the International Laboratory

Accreditation Corporation.

2021-2020 D2YY M»¥an 9%y 6.0
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* OECD (Organization for Economic Co-operation
and Development) in the field of GLP, (Good
Laboratory Practice)

The main activities planned for 2021

Approval of the updated ISRAC Law for
Accreditation in the parliament

. » Increasing the number of accredited organizations
and increasing the scope of accreditation of
accredited organizations.

* Increasing the use of online courses to improve
quality and professionalism in  accredited
organizations.

» Development of new areas of accreditation and
expansion of existing areas.

* Tightening relations with regulators in all major
government ministries in the economy and
assimilating the Nationality Authority's certification
requirement for laboratories in additional laws.

» Cooperation with international certification and

standardization organizations.

7.0 REGULATORS COOPERATION

For the list of regulators of governmental offices

who demand accreditation see appendix no. 3.

8.0 BUDGET REPORTS FOR 2020-2021

For ISRAC's budget reports see appendix no. 4.
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FREEDOM OF INFORMATION
AND ACCESS TO INFORMATION

9.0

ISRAC is a national public organization established
by law. As such, ISRAC operates in accordance with
Israel Freedom of Information Law and publishes its
activities for clients, regulators and interested
parties. According to the law, ISRAC activities are
published in the annual report.

ISRAC Quality Manual (for accreditation and GLP)
and its main procedures are available on ISRAC web
site: www.israc.gov.il, which also provides an
updated list of ISRAC accredited laboratories

including their scope of accreditation, ISRAC
guidance and additional information. The website is
presented bilingually (Hebrew and English).

ISRAC publishes a quarterly newsletter called
‘Reshuton’ is, including news about ISRAC and
accreditation,  needed

procedures,  policies,

professional articles, information concerning
training and more. The 'Reshuton’ published to 2500
readers and is also published on ISRAC website.
ISRAC maintains an ongoing dialogue with its
clients through meetings, courses and feedback
questionnaires. ISRAC information in available for
the public on demand, free of charge. This booklet
provides general explanations about ISRAC's work
and operations and details about the accreditation
process.

In addition to the above, the administrative
guidelines binding ISRAC, as well as any other

information (subject to ISRAC's confidentiality
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restrictions), may be read by any citizen at ISRAC | NVNIN2 POYD 110,280 MNNN D20 Y1730 2020
offices daily between 07:30 AM-4:30 NN YN D92 MYIN DYV 1P MDD
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Appendix No. 1 /1 701 Na©)

ISRAC Organogram /Y9N YW 999NN Hyann

nymn
Board

|

Y"m
General Manager

|

7mY nyyn
Policy Advisory Committee,

nwxEn AT
Technical Committee

nyvi 0902 7" nno
NN SN noswn Mmen 7moe
Quality Manager Finance Deputy General A‘é::‘:‘::“;:’; Deputy
Manager & Legal Advisor nager

o'rTan nivan

Assesment Managers

TUNTIQI [ITA AN WK

nnoam

Secretaries

Head of Food & Health Div

VATI00 AN U
nrneni

NawnL NDRen N0
N

Accounting and Wage

Head of Technology &
Infrastructure Div.

GLP -1 220 QAN WK

Head of Environment and
GLP Div.

ANIDY GaN WY

Head of Medical Div.

DOTIN PN WK

Head of Engineering &
Construction Div.
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Appendix No. 2 /2 701 nav)

ISRAC Contacts Information /9w 98

7015002 ,N9YNN DT 7P ,89 .7.1,12 N30 1IN : DIANONY NIND
PA offices in St. Kinneret 12, Building Khan, Airport City

Mailing Address: PO Box 89 Lod Airport 7015002
03-9702413 : OP9 , 03-9702727 : OOV

Phone: 03-9702727 Fax: 03-9702413

Web site: wwwe.israc.gov.il, Email: israc@israc.gov.il
SINIOPONRN INYVT MMOWN VIV PND , MV DITPANN IRV NPY MIVPNN TNSD

For direct contact to the different ISRAC staff members, below are the contact details:

PG} AMNYY oM PabY N ov PPN
E-mail Extension & Phone Title Name Position
ettyf@israc.gov.il 03-9702727(208) M.Sc. 999 NN 5791
Etty Feller General
Manager
revitals@israc.gov.il 03-9702727(206) BA, 207 TNY D905 572N
LLB pEbivalv/ LIYN NIYM

Adv. Revital Finance Deputy

Sossover General & Legal
Adviser
ilanl@israc.gov.il 03-9702727(219) BA, DOTIZ YON N2N0N 2N
CQE Ilan Landesman | Accreditation
Deputy General
Manager
yakirj@israc.gov.il 03-9702727 (212) B.Sc., NN PP MON 5NN
MBA Yakir Jaoui Quality Manager
avik@israc.gov.il 03-9702727(202) M.Sc. TP AN NOTIN PN YNNI
Avi Kivity Head of

Engineering &
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SNyt MY 7019 Padbv NN ov Pan
E-mail Extension & Phone Title Name Position
Construction
Div.
orie@israc.gov.il 03-9702727(204) Ph.D TYONONNT | NI PN UK
Dr. Ori Elad Head of Medical
Div.
zahavan@israc.gov.il 03-9702727(203) B.Sc. M%) MM 2°20 PN UNI
Zahava Nizri GLP~
Head of
Environmental
& GLP Div.
adit@israc.gov.il 03-9702727(222) M.Sc. 0N 7Y NI PN YRY
Adi Tamari MNID
Head of Food &
Health Div.
haimd@israc.gov.il 03-9702727 (205) M.Sc. 77 0"N PN YN
Haim Deli PNONOV
nrnvm
Head of
Technology and
Infrastructure
Div.
yuliyal@israc.gov.il 03-9702727(237) M.Sc. 12 POV 215 PN YN
Yuliya Lerman Head of
Calibration Div.
yardena@israc.gov.il 03-9702727(226) B.A. NN YT D>PTaN NZMN

Yardena Nawi

Assessment

Manager
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YN AMOY 701 NabY NN ov vpon
E-mail Extension & Phone Title Name Position
rotemm@israc.gov.il 03-9702727(201) 02N oMM DXP 720 NOMN
Rotem Assessment
Meshulam Manager
ortals@israc.gov.il 03-9702727(200) PP DONIN [AREEYYA
Ortal Klein Secretary
ofrab@israc.gov.il 03-9702727 (209) PNN-12079Y | MINAYN NONIN
Ofra Ben Horin 90V NavMm
Wage and
Accountant
Manager
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Appendix No. 3 /3 701 nav)

Cooperation with Governmental Offices /nbwsnn y19vn By NIV INOIY

Activity field m¥an 0NN Ministry SNOVUNN TIVN
Water and food NN DM Health mMNM2
Pesticides 727N >PYON Agriculture MNOPN
Pesticides residue 727N >IN NPINY
Plant diseases DXNNY MONN
veterinarian Services D»IIVY DMPY
In all areas DYMNNN Y32 Defense NNV
In charge of NYPNN DY NNNNN Economic nva95
standards P
Radiation NPIOYN M)
Hygiene vy
Noise DM DY NPAN
Diamond inspector
Radiation P Environmental 12°20N NN
Soil, Sewage, Fuel OXPYT ,0M9Y VPP Protection
Air Quality PNN MIN
Pesticides 17271 >7PYON
Fuel 7o Energy DN
Water meters 0 "MN
Water quality D MN
Sewage and water 212 DD NPNYN
infrastructure 3LV 1)
Natural Gas
Cars 2159 Transportation RIETAY)

Mobile devices

nYNN NP

Occupational TPNPIDYN M) Labor, Social Affairs NN, NTAY
Hygiene and Social Services D»NI2N DMPY)
Construction nm Construction and NV N2
Housing
Building Control NP2 70N Interior [a05)
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Activity field M’ ¥an 0INN Ministry SYYUNN TIUN
Forensic Y9959 N Public Security 0”9 PNLA

Transportation nYNN
Fire and Rescue NoNM MINID
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Appendix No. 4 /4 7o nav)

Budget Reports for 2020 and 2021 /2020-2021 ©% WY 29890 MN’/)%

Budaget for 2020 and 2021 /2021-y 2020 ©WY 289N

99999993 MY

Nominal Budget/a’spn | Budget/arspn
change 2021 2020
% NIS 000°s i >a9x | NIS 000°s m 595K
Expenditure /5NN
-0.1% 7,489.7 7,498.8 Regular Operations /901 21on
2.8% 3,235.0 3,147.3 Development /NIN9
0.7% 10,724.6 10,646.0 Total Expenditure /SN 277D0
Income from Operations /MY'¥91 MOIN
5.1% 8,149.1 7,755.6 | Accreditation & Surveillance /NP9 NIDNON
0.0% 60.5 60.5 Training /NY297N
Total Income from /MMIY9N MVIIN 57NV
5.0% 8,209.6 7,816.1 Operations
Income from funding /1% mM©19H
Funding /N»T01 D¥PNN MM N0
-10.7% 2,500.0 2,800.0 of development from state budget
Regular /N»T0N XPNN GOV NN
funding from state budget
Financed balance /191212 21990 V)
-102.0% 0.0 0.0 deficit
-50.0% 15.0 30.0 Interest income /1N°2>7 NYOION
Total income /)% MDD 57170
-11.1% 2,515.0 2,830.0 financed
0.7% 10,724.6 10,646.0 MYDN 7NY

SOVYNM NDIDON TIVN NPNIND DXNN IYIAPI MMM OHINKN : NN

Remark: Development rates have been updated in accordance with the instructions of the Ministry of

Economy and Industry.
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759991393
Nominal | Budget/a’spn | Budget/asspn
change 2021 2020
0 Expenditures /NINSYD
Yo NIS 000’s >0 | NIS 000°s m >99x8
-2.9% 5,900.8 6,079.0 Personnel /07X N5
13.1% 3,131.4 2,769.2 Consultation and testing /nNp>712) W
-6.8% 743.3 797.8 Office maintenance /TIVN NPINN
0.0% 5.0 5.0 Other /mmv
Total Operating /noyan MNRNHN 57N0
1.3% 9,780.5 9,650.9 Expenditure
5.3% -2,800.2 -2,659.5 Development Element /mn»a 29591 »572
-0.2% 6,980.3 6,991.4 | Total Regular Operations /0¥ S)yon 57N
-10.9% 434.8 487.8 Infrastructure /nPnNYN M9
5.3% 2,800.2 2,659.5 Development Components /MmN’ »2>599
2.8% 3,235.0 3,147.3 Total Development /M5’ 57nv

Forecast of Expenditure in 72020 nwa 28900 HmYY 2021 28PN NN MRSHND MNNAND

2021 Budget Compared with 2020 Budget

2021 mv 2020
mw YaYN W 9YN
NIS 000's NIS 000's
5,900.8 6,079.0 Personnel /0
3,131.4 2,769.2 Consulting and testing /nNp>72) IV
743.3 797.8 Office maintenance /7IVN NPINN 3
5.0 5.0
949.1 1,000.1 Infrastructure Development /nynwn Mo 5
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/72020 HIYA 28PN NNIYY 2021 28PN NNAKN MNHNN MNNANN — 0INIVIN
Charts — Forecast of Expenditure in 2021 Budget Compared with 2020 Budget
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M Personnel/X'

B Cons. & /njprTai Y
test

u Office /Twn npTNX
maint.

Others /nny

M Infrast. /NIMwnN NIN'®
Dev.

DYPNIYN IRY 95 .QA-2 MVN NPNRN PV ISRAC 2wN)D Y DIRNNIN NN DN N THDN DY DI DMIVINDD DPMYN
2022 X111 28-1 DOTIN .72 1D9TIN 12 DYDY PINT DN DMIPIAN 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 March 28, 2022




flacwan ‘/ nIT2un nd>noaY DN NIwIa
TN / Israel Laboratory Accreditation Authority
gIAmn
IV MY
2020 >MvY MT 317 319900 97
Annual Report 2020 Page 31 of 31
2020 Revenue Distribution /2020 nwa mviah miavann
2021 2020 Revenues /mv39n
m *aoN m *aoN
NIS 000’s NIS 000’s
rganizations' accreditation or r nition 7 GLP»>pTa )
8,149.1 7.755.6 Organizations' accreditation or recognitio GLP >p12m monon
60.5 60.5 Training /7 M>77N
15.0 30.0 Interest /n>2>9
2500.0 2776.0 Development funding from state budget /n3>7171 2>8PNN NN NN
0 0 Ongoing funding from state budget /N 71PN XPNN LIV NN

The Growth in Number of Accredited CABS /8% W %9 Y 859109 099N 99013 Y1990
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