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privacy and confidentiality every step of the way.

We develop the assessment approach and
offer accreditation to Biobanking Conformity
Assessment Bodies (CAB) operating biobanks
in the areas of defined biological materials from
human, animal, plant, and microorganisms as well
as related information and data. We are excited
to be able to offer our ISO 20387 accreditation
program to support these biobanking facilities.
EGAC will work together with these biobanks to
ensure the right people and processes are in place
to provide quality biological material being used to
drive research.

EGAC is developing a biobanking accreditation
program based on ISO 20387: 2018 Biotechnology
— Biobanking — General requirements for
biobanking and ISO/TR 22758:2020 the
complementary guidance will help organizations
better understands how to implement the standard
and fully appreciate its benefits. Together, the two
documents help to improve the quality of biological
material and data collections that are stored and
shared, enhance the outcomes of collaboration,
strengthen trust between partners, and advance
research and development.

The accreditation process for ISO 20387:2018
required the definition of

(1) Objectives, goals, and organizational
structure of the Biobank, including procedures
for governance, confidentiality, and impartiality
policies;

(2) Standard operating procedures (SOPs) of
all activities performed, including acquisition,
analysis,  collection, data management,
distribution, preparation, preservation, testing
facility and equipment maintenance, calibration,
and monitoring;

(3) Procedures for control of documents
and records, the identification of risks and
opportunities, improvements, corrective actions,
nonconforming records and evaluation of
external  providers

(4) An internal audit and management reviews,
verification of QMS performance, monitoring of
quality objectives and personnel qualification and
competency in carrying out specific Biobanking
tasks.

The key differences between the two standards
ISO 15189 and ISO 20387 lie in the handling and
intended purpose of the samples. Biobanks are
intended to keep samples for significantly longer
than a typical medical lab, so ISO 20387 addresses
the preparation and long-term preservation of
material, requirements for long-term sample
traceability, and includes more specifics about
the life cycle of samples and how they are stored.
Because it includes provisions for human and non-
human samples, it has more detailed requirements
for the acquisition or collection and documentation
procedures for all materials and requires that the
intended use of samples be documented. Also, ISO
20387 differs in how it provides for the transport or
transfer of banked materials.

Note 1: For entities handling human materials
procured and used for diagnostic and treatment
purposes ISO 15189 and other clinical standards
are intended to apply first and foremost.

Note 2: this ISO 20387 does not apply to biological
material intended for food/feed production,
laboratories undertaking analysis for food/feed
production, and/or therapeutic use.
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Biobanking Laboratories Accreditation
Department According to the International
Standard ISO 20387

Biobanking is integral to many different scientific
scopes, and applications for biobanking are
becoming more widespread. Ibs important that
the Reliability of materials and their associated
data underpin confidence in their many uses.
Banked materials and associated data may be
provided as single samples to a single user for
a specific purpose or as the larger number of
samples for scientific studies e.g. research in
diseases connected with a certain analyte in
the blood. Some of the Specific of biobanks are
that data associated with a sample may include
measurement data as well as other characteristics
and demographic information associated with
the origin of the material. Whether organizations
utilizing banked samples have biobanks in-house
or use banked resources from outside facilities,
they must be certain that samples are properly
handled, consistent, traceable, and appropriate
for the intended use. Older several standards
that cover aspects of biobanking in some way,
such as ISO 15189 Medical laboratories -
Requirements for quality and competence, 1SO/
IEC 17025 This third-party accreditation offers
an independent review of an organization’s
compliance to ISO 20387 - Technical and Quality
Requirements for the operation of various types of
biobanks/biorepositories for the desired scope of
accreditation.

Many crucial aspects of maintaining a biobank had
not been directly addressed until the publication of
ISO 20387 - General requirements for biobanking
in 2018. ISO 20387 was developed with the entire
range of biobanking functions in mind, covering the
banking of biological materials from multicellular
organisms, e.g.:

« Human samples

* Animal samples

* Fungal samples

* Plant samples

* Microorganisms

The standard includes requirements regarding the
preparation and long-term preservation of samples
and long-term sample traceability. The standard
addresses considerations for biobank-specific
collection and transportation procedures and, as
with other ISO standards; ISO 20387 covers both
the management system and technical aspects of
operation providing a multi-faceted framework.

EGAC accreditation of a biobank to ISO 20387
involves independent, unbiased assessment of
the biobanking facility to determine competence,
impartiality, and consistent operation. Specialist
assessors with relevant experience in biobanking
conduct an assessment of the biobank, its
management system, processes, facilities,
personnel, and other essential elements of its
operation to determine if it meets the requirements
listed in the standard. Based on information and
reports provided by all of assessment teams.
Also, a separate decision-making process under
the accreditation body determines whether to
grant accreditation. Once a biobank granting
accreditation, they are periodically re-evaluated by
two assessment visits to ensure that the biobank
is maintaining the necessary competencies and
continue to meet the relevant requirements.

This new accreditation program will incorporate a
review of the activities performed by biobanks to
ensure proper collection/ possession of material,
authentication of the material, data management,
distribution, the appropriate preservation, testing,
and storage of the material.

EGAC accreditation program aims to be effective,
efficient, and transparent in delivering our services.
We are impartial in decision making and regularly
monitor our performance, always looking for ways
to improve. We treat every Biobank we deal with
fairly and with courtesy and respect. We protect



Examples of some inspection sectors in which the inspection bodies accredited by
Egyptian Accreditation Council (EGAC): -

Agricultural Inspection Field Food inspection

Chemical Inspection Engineering inspection

Quantitative Inspection and Textile Inspection

Product quality Inspection

Inspection of Welding, Pipes,
Valves, and Non-Destructive
TestsTests

Maritime Inspection

Egyptian Accreditation Council (EGAC) is Recognized of ISO/IEC 17020 by International Laboratories Accreditation
Cooperation (ILAC), Arab Accreditation Cooperation (ARAC) and African Accreditation Cooperation (AFRAC).

Accreditation According to ISO/IEC 17020 Requirements by EGAC in Inspection Bodies is Internationally Recognized
by International Laboratories Accreditation Cooperation (ILAC), Continentally by African Accreditation Cooperation
(AFRAC) and Regionally by Arab Accreditation Cooperation (ARAC)



Inspection Bodies Accreditation Department

According to the International

- Inspection is an accreditation activity that involves
examining products, processes, services, their
structures, or designs to determine their compliance
with specific requirements.

- The product is the result of several overlapping
processes and may be services such as means
of transportation or operating programs such as
computer programs or devices, engines, mechanical

Inspection Bodies may be: -

Standard ISO/IEC 17020

parts and others

- Inspection activity is a means of ensuring the
safety of operation of the processes that people use
in their daily lives.

- Food safety is one of the most important examples
of inspection activities, as is the safety of boilers
and pressure devices used in workplaces

1. Any facility that engages in any kind of inspection activities

(Product, Process, Service).
2. Private or governmental agencies of small or

whether fixed or temporary

large size and multiple locations,

Inspection Stages:

Design / Prototype

Pre-Installation/During Installation
Inspection

During Maintenance and After Repair

Quantification and Supervision
During Loading and Discharging

Why Does the Customer Seeking for
Accredited Inspection Body?
Questions facing the client

such as:

1. Does the inspection body have the necessary
technical competence to carry out the required
inspection activities?

2. Does it have the appropriate human resources,

equipment and capabilities?

3. Do the inspectors perform their work impartially

and under the rules of good behavior?

4. Do they have a good management system?

5. Do they have a guaranteed system for handling

and responding to complaints and Appeals?

The answer to these questions is Accreditation

* Accreditation of inspection activities is the official
recognition of the competence of the inspection
body to perform the required tasks.

*Accreditation gives the client the appropriate
means to identify and select inspection services
. whose results are based on.

before
contracting with the inspection bodies,

Processes: the beginning of
the Manufacture, During the
Manufacture, the Final Product

During Operation, During
Service

Pre-Loading /Discharging
Inspection

Determining Conformity According
to the Contracted Requirements

* The accreditation also gives confidence in the
efficiency of the inspection services provided
by local / governmental authorities and their
compliance with legislative requirements

* Where the inspection body must show / prove
its competence to the accreditation body before
obtaining the accreditation

* Advantages of becoming an accredited inspection

body

* The inspection bodies can verify their technical
competence and ensure that they apply the
appropriate specifications in a satisfactory manner
and maintain them through their assessment
of conformity assessment bodies (accreditation
bodies)

* Accreditation is considered as a means of

promoting the inspection bodies, as the
accreditation bodies issue lists of accredited
inspection bodies and the work areas and activities
of the inspection services provided.

* Accredited inspection bodies issue inspection
reports or certificates bearing the accreditation
symbol, which gives confidence and credibility to
the results



Forensic Service Providers Accreditation Department
According to International Standard ISO/IEC 17025,
ISO/IEC 17020, and ILAC G19

EGAC the first accreditation body in Arab world
and the Middle East Also, the second AB in Africa
to begin provided accreditation of forensic service
providers since 2018, offering accreditation

of forensic testing and inspection services to
standards ISO/IEC 17025, ISO/IEC 17020, and
ILAC G19

Forensic testing and/or inspection services can be provided by:

Crime laboratories for Ministry of the Interior
Law enforcement agencies
Forensic Medical examiner Justice Ministry

Environmental testing laboratories
Animal drug testing laboratories

Academic organizations

EGAC accreditation program aims to be effective, efficient,
and transparent in delivering our services. We are impartial
in decision making and regularly monitor our performance,
always looking for ways to improve. We treat everyone we
deal with fairly and with courtesy and respect. We protect
privacy and confidentiality every step of the way.

EGAC Supporting the criminal justice system through
the accreditation of testing, examination and scene of
crime activity, where is EGAC accreditation determines
the technical competence and impartiality of forensic
organizations delivering testing and inspection services to
the Criminal Justice System.

EGAC accreditation programs consider the conformance,
competence, and effectiveness of the overall management
system when granting accreditation. where is the
accreditation is based on an assessment of forensic
service providers agencyss technical qualifications and
competence for conducting specific testing, the validity,
and suitability of methods, the appropriateness of
equipment and facilities, the ongoing assurance through
internal qualit?/ control and/or inspection activities within
the scope of ISO/IEC 17025 or ISO/IEC 17020 and any
relevant field-specific standards?

EGAC accreditation of Forensic service providers involves
independent, unbiased assessment of the Forensic
service providens facilities to determine competence,
impartiality, and consistent operation. Specialist assessors
with relevant experience in Forensic science conduct an
assessment of the Forensic service providens facility, its
management system, processes, facilities, personnel, and
other essential elements of its operation to determine if
it meets the requirements listed in the standards. Based
on information and reports provided by all of assessment
teams. Also, a separate decision-making process under
the accreditation body determines whether to grant
accreditation.

Once a Forensic service providens granting accreditation,
they are periodically re-evaluated by two assessment
visits to ensure that the Forensic service providers are
maintaining the necessary competencies and continue to
meet the relevant requirements.

Each accreditation cycle includes the initial on-site
assessment for accreditation followed by two regular
surveillance activities to assess continued compliance
with accreditation requirements. All the forensic agencies
are truly in compliance with the appropriate ISO standards.
ILAC G-19, Guidelines for Forensic Science Laboratories
that there is a single document, that deals with the
forensic science process as a whole, and that it provides
common guidance for both ISO/IEC 17020 and ISO/IEC
17025 in areas where the activities overlap. Providing
guidance is further complicated because there is no clear
and consistent distinction in forensic practice between

the activities conducted at a scene of crime and those
conducted in a forensic laboratory, nor is there always
a clear and consistent distinction in the administrative
location of personnel involved in the activities. Thus, testing
may be conducted at a scene and general examination of
materials recovered from a scene may be conducted in
a forensic laboratory. Equally staff conducting scene of
crime examinations may be part of the forensic laboratory
or may be located within a separate administrative entity.
The customer here differs from any other accreditation
standards it is normally the organization and/or a person
asking the forensic unit to perform all or a specific part
of the forensic science process. This also includes the
term ‘client’. This may be an internal customer. If work is
requested via legal mandate (e.g., court order) or if the
results of examination/testing are to be provided to a
member of the judicial system, then the judicial system
may be considered to be the customer.

Areas currently accredited bé EGAC include DNA
Fingerprinting ‘ISO/IEC 17025-General requirements for
the competence of testing and calibration laboratories’,
Also, Autopsy, Forensic Histopathology, Examination
of Victims / Assailants of Violence Cases, Scene of
crime examination is accredited under ‘ISO/IEC 17020:
Requirements for the operation of various types of bodies
performing inspection’.

Efgyptian Accreditation Council (EGAC) is Recognized
of ISO/IEC 17020 and ISO/IEC 17025 by International
Laboratories  Accreditation ~ Cooperation  (ILAC),
Arab Accreditation Cooperation (ARAC) and African
Accreditation  Cooperation  (AFRAC).

Accreditation According to ISO/IEC 17020 and ISO/IEC
17025 Requirements by EGAC in Inspection Bodies is
Internationally Recognized by International Laboratories
Accreditation Cooperation (ILAC), Continentally by African
Accreditation Cooperation (AFRAC) and Regionally by
Arab Accreditation Cooperation (ARAC)
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Proficiency Testing is a laboratory comparison where
many laboratories test or calibrate uniform samples and
where results are subsequently compared and treated
statistically.

Proficiency testing is ameasurement or testing assignment
carried out by several laboratories independently, the
results obtained by one laboratory are compared with the
results obtained by other laboratories which is common in
most Proficiency Testing Schemes.

The goal is to determine the performance of the
participants under the same general conditions.

This approach gives the laboratories the opportunity to
demonstrate their competence for testing.

Proficiency testing is an important element in the quality
assurance at laboratories and can be used to determine
the effectiveness and the comparability of the test or
measurement methods and to identify problems in
laboratory quality management.

Participation in proficiency tests such as interlaboratory
comparisons provides laboratories with valuable insights
into their performance and the reliability of their analysis
results. Accredited proficiency testing providers have
demonstrated that they have performed the interlaboratory
comparisons in accordance with the requirements of
ISO/IEC 17043

The evaluation of the performances of a testing, medical
or calibration lab is a periodical, objective, independent
and documented verification of the quality of the analyses
routinely carried out.

Participation at a proficiency test is an instrument which
helps to improve the quality of services.

In accordance with ISO/IEC 17043, accredited laboratory
tests are undertaken:

+ To evaluate tests and measurements and to
monitor the performance of laboratories on a
continuous basis.

* To identify issues and implement
improvement actions related, for example, to
test procedures or inadequate
measurements, to training failures and staff
supervision or to the calibration of equipment.

+ To define the effectiveness and ways of
comparing test or measurement methods.

+ To guarantee greater reliability for the
laboratory's clients.

« To train laboratories taking part in proficiency
tests on the basis of the results of
comparisons.

+ To validate declarations of uncertainties.

Egyptian Accreditation Council (EGAC) is Recognized
in ISO/IEC 17043 by European Accreditation (EA) and
International Laboratories Accreditation Cooperation
(ILAC).

Accreditation According to ISO/IEC 17043 Requirements
by EGAC in Proficiency Testing Providers is Internationally
Recognized by International Laboratories Accreditation
Cooperation  (ILAC), Continentally by European
Accreditation (EA).



Person Certification Bodies Accreditation Department
According to International Standard ISO/IEC 17024

Accreditation department for person certification bodies is
responsible for assess and accredited the organizations
which are operating certification of persons in accordance
with ISO/IEC 17024 and the certification scheme.

The certification schemes are designed to supplement
the requirements included in the international standard
ISO/IEC 17024, and requirements that the market needs
or desires, or that are required by governments.

ISO/IEC 17024, serve as the basis for the recognition of
the certification bodies for persons and the certification
schemes under which persons are certified, in order to
facilitate their acceptance at the national and international
levels.

Incontrastto other types of conformity assessmentbodies,
one of the characteristic functions of the certification
body for persons is to conduct an examination, which
uses objective criteria to measure competence and
scoring which is characterized by impartiality.

This accreditation not only certifies that accredited bodies
have the competence for their conformity assessment;
it also independently confirms maintenance of this
competence by means of regular assessments.

The interested parties for bodies provide certification of
persons are Individual persons, group or organization
affected by the performance of a certified person or the
certification bodies.

Benefits of Accreditation for Person

Certification Bodies:

- Valuable tool to prove proficiency/competency of
the person.

- To fill the positions with accredited certified person
not only qualified person.

- Ensure effectiveness training and real experience
accredited certified persons because they are the
top most important characteristics when selecting
a candidate.

- Defines the requirements that must be met by the
participants in the examination process.

- It helps in development and maintenance of a
certification scheme for persons.

- Verifying compliance with training standards for
professionals, experts, etc.

- The accredited certified person becomes a one

of certified professional’'s community nationally
and internationally.

Example of Person Certifications:

+ Welders and Joining Personnel.

+ Occupation Health and safety personnel.

* Non-Destructive Testing Personnel.

* Nurses and Medical Personnel.

+ Construction Personnel.

+ Management Systems Auditors, Managers,
Assets, ...

« Information Technology Personnel and computer
programmers.

+ Farm Process Personnel.

* Food Safety inspectors.

* Project management personnel.

« Solar Energy personnel.

* High pressure gas pipeline experts

« Experts in fire safety.

* Experts in motor vehicles.

* Specialists in health care.

+ Egyptian Accreditation Council (EGAC) is
Recognized in ISO/IEC 17024 by International
Accreditation Forum (IAF), Arab Accreditation
Cooperation (ARAC) and African Accreditation
Cooperation (AFRAC).

+ Accreditation According to ISO/IEC 17024
Requirements by EGAC in Person Certification
Bodies is Internationally Recognized by
International Accreditation Forum (IAF),
Continentally by African Accreditation Cooperation
(AFRAC) and Regionally by Arab Accreditation
Cooperation (ARAC)
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Product Certification Accreditation Department
According to the International Standard
ISO/IEC 17065

* Product (Includes Process and Service)
Certification

The overall aim of certifying products is to give
confidence to all interested parties that a product,
fulfills specified requirements.

The value of certification is the degree of
confidence and trust that is established by

an impartial and competent demonstration of
fulfillment of specified requirements by a third-party.

* Product

Is a result of a process, Many products comprise
elements belonging to different generic product
categories, Whether the product is then called
service, software, hardware or processed material
for a final product.

* Process
Is a set of interrelated or inter acting activities which
transforms inputs into out puts.

* Service

Is a result of at least one activity necessarily
performed at the interface between the supplier
and the customer, which is generally intangible.

* Product Certification
1. Is the process of certifying that a certain
product has passed all tests and other conformity
assessment activities, and meets qualification
criteria stipulated in contracts, regulations, or
specifications (Certification Schemes).

2. A third-party certification body issues a certificate
to confirm that a product of a given supplier
satisfies the requirements of a specified certification
scheme.

3. Certified products may bear a certification mark
to demonstrate their quality, which can directly
link to the conformity of the product with specified

requirements.

* Product Certification Benefits

* Winning Consumer confidence in the certified
products resulting into increased market share
and consumers’ ability to identify the products that
conform to quality standards thus making quick
decisions in favor of quality products.

* Protection against unfair competition from inferior
products on the market through: easy identification
of the products that conform since they carry the
Quality Mark.

» The product is presented with a better image in
both national and international markets resulting
into: mutual recognition schemes where countries
recognize each other’s products thus easing entry
into regional and foreign markets; easy acceptance
and promotion of new products in the markets;
and safeguarding the image and reputation of the
manufacturer.

* The Certification Scheme provides technical audit
of product quality and process control procedures.
This means that the Manufacturer gets technical
advisory services and information at little cost that
would otherwise be obtained at very high cost.

* Egyptian Accreditation Council (EGAC) is
Recognized in ISO/IEC 17065 by International
Accreditation Forum (IAF), Arab Accreditation
Cooperation (ARAC) and African Accreditation
Cooperation (AFRAC).

* Accreditation According to ISO/IEC 17065
Requirements by EGAC for Product Certification
Bodies is Internationally Recognized by
International Accreditation Forum (IAF),
Continentally by African Accreditation
Cooperation (AFRAC) and Regionally by Arab
Accreditation Cooperation (ARAC)
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Accreditation of testing laboratories is

a means of determining the technical

competence of laboratories to perform

specific types of testing. It also provides

formal  recogniion to  competent

laboratories, thus providing a ready means

for customers to identify and select reliable

testing services able to meet their needs.

Testing laboratories are assessed by

Egyptian Accreditation Council (EGAC)

according to the international standard

ISO/IEC 17025 to assess factors relevant

to a laboratory’s ability to produce accurate

testing result, including the:

e Technical competence of staff validity
and appropriateness of test methods.

e Suitability, calibration and maintenance
of test equipment.

e Testing environment.

e Sampling, handling and transportation of
test items.

e Quality assurance of test.

Testing Laboratories

Accreditation Department
According to International
Standard ISO/IEC 17025

= 4 %

To maintain this accreditation, laboratories are assessed
periodically by Egyptian Accreditation Council (EGAC)
according to ISO/IEC 17025 to ensure their continued
compliance with standard requirements and EGAC’s
requirements. The laboratories are also required to participate
in relevant proficiency testing programs as a further
demonstration of technical competence.

Egyptian Accreditation Council (EGAC) can

provide accreditation for:

e Facilities undertaking any sort of testing.

e Private or government laboratories.

e One-person operations or large multi-disciplinary
organizations.

e Remote field operations and permanent laboratories.

e Carry out testing in permanent facilities, at sites away from

its permanent facilities, in associated temporary or mobile

facilities or at a customer’s facility.

Egyptian Accreditation Council (EGAC) is Recognized of
ISO/IEC 17025 by International Laboratories Accreditation
Cooperation (ILAC), Arab Accreditation Cooperation (ARAC)
and African Accreditation Cooperation (AFRAC).

Accreditation According to ISO/IEC 17025 Requirements by
EGAC in Testing Laboratories is Internationally Recognized by
International Laboratories Accreditation Cooperation (ILAC),
Continentally by African Accreditation Cooperation (AFRAC)
and Regionally by Arab Accreditation Cooperation (ARAC) O
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Management System
Certification Bodies |
Accreditation Department;
According to International
Standard ISO/IEC 17021 -1

Accreditation demonstrates to the marketplace that
certification bodies are technically competent to audit
and certify management system activity in accordance
with the requirements of international standards and
regulations.

Users of accredited certification services can be confident
in the quality of the processes and accuracy of results.

When selecting a managment system certification
body, you shall ensure that it has accreditation from IAF
recognized accreditation body.

EGAC has grant Accreditation of Management system
Certification Bodies in field of: -
+ Quality Management Systems I1SO 9001: 2015
* Environmental Management Systems
ISO 14001: 2015
+ Occupational Safety and Health Management
Systems 1SO 45001: 2018
+ Food Safety Management Systems
ISO 22000: 2018
+ Food Safety Systems Certification
FSSC 22000 V5.1: 2019
* Energy Management Systems ISO 50001: 2018
+ Medical Devices Management Systems
ISO 13485: 2016
+ Educational organizations management systems
ISO 21001: 2018
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* Information Security Management Systems
ISO 27001: 2013

* Supply Chain Security Management Systems ISO
28001: 2007

+ Business continuity management systems 1SO
22301:2019

According to the international ISO Standards
*1SO /IEC17021 -1: 2015

*1SO /IEC17021 -2: 2016

*1SO /IEC17021 -3: 2017

+ISO/IEC TS 17021 -10:2018

*1SO /TS 22003: 2013

+1S0O 50003: 2014

+1S0 28003: 2007

+1SO / IEC 27006: 2015

* Egyptian Accreditation Council (EGAC) is Recognized
in ISO/IEC 17021 -1 by International Accreditation Forum
(IAF), Arab Accreditation Cooperation (ARAC) and
African Accreditation Cooperation (AFRAC).

+ Accreditation According to ISO/IEC 17021 -1
Requirements by EGAC in Management System
Certification Bodies is Internationally Recognized by
International Accreditation Forum (IAF), Continentally
by African Accreditation Cooperation (AFRAC) and
Regionally by Arab Accreditation Cooperation (ARAC).



Calibration Laboratories Accreditation Department
According to International Standard ISO/IEC 17025

EGAC
Department Services Customers in All Metrology
Industries and Provides Opportunities for Accreditation
in Virtually Every Field of Measurement.

Calibration ~ Laboratories  Accreditation

Calibration Laboratories in our Accreditation Program
Support  Testing Laboratories, other Calibration
Laboratories, Industry, Manufacturing, Government
and Regulatory Bodies and all Other Sectors in Which
Measurement Confidence is Critical.

Egyptian Accreditation Council (EGAC) Program
for Accrediting Calibration Laboratories Ensures a
Quality Assessment with Technical Experts Who Have
Experience in the Field of Measurement and Calibration

Being Assessed, Resulting in Greater Customer
Confidence in Measurement and Calibration Results.

Egyptian Accreditation Council (EGAC) is Recognized
of ISO/NEC 17025 by International Laboratories
Accreditation Cooperation (ILAC), Arab Accreditation
Cooperation (ARAC) and African Accreditation
Cooperation  (AFRAC).

AccreditationAccording to ISO/IEC 17025 Requirements
by EGAC in Calibration Laboratories is Internationally
Recognized by International Laboratories Accreditation
Cooperation  (ILAC), Continentally by  African
Accreditation Cooperation (AFRAC) and Regionally by
Arab Accreditation Cooperation (ARAC)




Medical Testing Laboratories Accreditation
Department According to International
Standard ISO 15189

Medical Testing Laboratories accreditation is
considered as added value to these accredited
Laboratories and consequently to the users of their
medical services.

Medical testing Laboratories play an important role
in serving community.

Valid test results strongly affect clinical decisions for
proper diagnosis and treatment of diseases.

Quality and accuracy of test results are affected by

many factors mainly:

1. Quality management system including

documents and records

2. Human factor: Competence of Laboratory
staff through different processes including
pre-examination, examination and
post-examination.

3. Laboratory equipment

4. Environmental conditions

5. Validity of test methods
6. Internal quality control results
7. Proficiency testing results

We have to ensure complete control on these factors
in order to trust medical testing laboratories’ results,
this can be assured by accreditation

Egyptian  Accreditation  Council
Recognized in ISO 15189 by International
Laboratories Accreditation Cooperation (ILAC),
Arab Accreditation Cooperation (ARAC) and African
Accreditation  Cooperation  (AFRAC).

(EGAC) s

Accreditation According to ISO 15189 Requirements
by EGAC in Medical Testing Laboratories is
Internationally ~ Recognized by International
Laboratories Accreditation Cooperation (ILAC),
Continentally by African Accreditation Cooperation
(AFRAC) and Regionally by Arab Accreditation
Cooperation  (ARAC)
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The concept of halal products or halal foods is
acquired in the marketplace as an alternative
standard for the continuous safety and hygiene of
what we consume or drink daily. For the Muslim
consumer, it displays a symbol for hygiene,
quality and safety products.

The accreditation of the Halal certification bodies
is a formal declaration, which attests that the
specific certification body is competent to certify
Halal products or services.

What Is Halal Certification?

* Halal certification is a process where
a credible organization certifies that
the products and or services offered
by a company meet the specified halal
standard.

* Halal certification tells Muslims that
they can lawfully consume a company’s
products based on sharia principles.

This provides consumer confidence and
prevents any confusion about the halal
status of a product. Halal certificates
are given to companies that meet the
criteria and they are allowed to use a
halal mark on their products.

Users of accredited HALAL Certification services
can be confident in the quality of the processes

used, and accuracy of results.

EGAC has membership in

- International Halal Accreditation
Forum (IHAF)

- The Standards and Metrology Institute
for Islamic Countries) - (SMIIC)

EGAC has grant Accreditation of Halal
Certification Bodies in field of HALAL certification
scheme as the following:

« UAE.S 993 (Animal Slaughtering
Requirements According to Islamic
Rules)

* UAE.S 2055 -1 (General Requirements
for Halal Food)

+ ES: 7729 (Animal Slaughtering
Requirements According to Islamic
Rules)

* ES: 4249 (General Requirements on
Halal Food According to Islamic
Sharya)

+ SASO 2172 (General Requirements for
Halal Food)

According to the International Standards
* UAE.S 2055 -2

* OIC/SMIIC 2

* ISO/IEC 17065



Accreditation Requirements

Conformity Assessment Bodies (CABs) Must Meet

Specific Requirements for Accreditation:

- Have Legal Status.

- Organizational Structure Ensures
the Independence and Impartiality and
Integration.

- Efficiency of Methods of Examination the
System and Testing it by Internal Audits.

- Have Proficiency Testing Report,
Uncertainty Calculation and Method of
Validation.

- Plant and Equipment and Environmental
Systems Suitable for the Efficient Work.

- Guaranteed and Periodically Updated
Quality System.

- A Method for Continuous Improvement.

These Requirements are Verified with the Efficiency in
Carrying out its Work through Number of Evaluations

and Reviewed by Technical Committees and Ends These

Activities at the Accreditation Committee for Granting
Accreditation, This Process Takes 06 to 09 Months on
Average.

Importance of Accreditation

With the steady rise of the kinds of products and
services, which exceeded plurality ever, the presence
of mechanism of consumer protection has become a
necessity through the test, examination and inspection
certificates for products in accordance with the
recognized quality systems.

Accreditation, which ensures efficient quality systems
in accordance with the requirements of international
norms and standards to confirm confidence in the role
of conformity assessment bodies (CABs) who grant
certificates for systems and products as well as testing
and calibration laboratories therefore come to rely on
the head of the national system for the quality of the
standards and quality surveillance and laboratories.

Accreditation provides confidence in the certificates
and test reports by a set of standards internationally

Accreditation:
Adding value to supply chains

A
=

recognized by ISO and These standards assure on
several principles which are credibility, competence
and transparency that lead to confidence in the results
and reports on national and international scale also
accreditation supports government’s confidence in the
tests and certificates to support it as a regulatory and
supervisory.

According to ISO/IEC 17011, Accreditation is defined as
attestation by a third party (EGAC) that CABs (Testing
Laboratories / Calibration Laboratories / Inspection
Bodies / Certification Bodies of Management Systems
/ Medical Analysis Laboratories / Product Certification
Bodies/  Proficiency Testing Providers/ Personal
Certification Bodies/ Halal Certification Bodies/
Forensic Laboratories/ Biobanking Laboratories)
is meeting specific requirements and they are of
a technical and administrative efficiency of the
performance of conformity assessment activities in
accordance with specific criteria and the authority of
EGAC is granted by the government.



Accreditation:
Improving food safety

International Organization that EGAC was

Granted its Membership

TAE International Accreditation Forum - IAF

\L_f/, International Laboratory Accreditation
-% Cooperation - ILAC
African Accreditation Cooperation -
AFRAC

European Accreditation - EA

) MAF ' International Halal Accreditation Forum -
7 e IHAF




Responsibilities of Egyptian Accreditation Council (EGAC)

* Set up a System for Assessment of Conformity Assessment
Bodies, and Issue Accreditation Certificates.

+ Grant, Extend, Reduce, Renew, Suspend, or Withdraw
Accreditation for Conformity Assessment Bodies.

+ Carry out Continuous Surveillance of the Accredited Bodies.

+ Contribute to Upgrading the Quality of Services of Conformity
Assessment Bodies According to the International Criteria.

* Encourage the Exchange of Experience Among Different
Accreditation Bodies.

* Support Mutual Recognition Between Conformity Assessment
Bodies Working in Egypt and Abroad and Conclude
Agreements for this Purpose.

* Represent the State Abroad in Accreditation Activities and

Cooperate with Corresponding Bodies.

Services and Scopes of Accreditation
Accreditation Services:

In Accordance with Accepted Established Principles ) ]
of Quality Assurance and the Internationally Agreed Accred|tat|on:
Requirements and Recommendations for the De”\,ering a safer world

Operation of Accreditation Systems.

EGAC Accreditation is Provided to the Conformity
Assessment Bodies Such that to Meet the
Requirements of the International Standards.

EGAC Accreditation Scopes:
o Testing Laboratories (ISO/IEC 17025)
o0 Calibration Laboratories (ISO/IEC 17025)
0 Medical Testing Laboratories (ISO 15189)
0 Management System Certification Bodies
(ISO /IEC 17021)
0 HALAL Certification Bodies
o Inspection Bodies (ISO/IEC 17020)
o0 Persons Certification Bodies (ISO/IEC 17024)
0 Product Certification Bodies (ISO/IEC 17065)
o Proficiency Testing Providers (ISO/IEC 17043)
o Forensic Laboratories (ISO/IEC 17025, ISO/IEC 17020)
0 Biotechnology — Biobanking Laboratories (ISO 20387)

Who Are the EGAC Beneficiaries?

* The Accredited Bodies (Conformity Assessment Bodies)
* The Industrial Organizations  * The Service Organizations

* The Egyptian Products * The Egyptian Exports
+ The Consumer * The National Economy
* Health Care * Research Institute

* Scientific Research
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What is International Recognition
Accreditation?

International Recognition of Accreditation Means
Acceptance of the Outputs of Conformity Assessment
Bodies Approved by the Egyptian Accreditation
Council in All Countries of the World Signatory to
the Convention on International Recognition from
International Organizations Related to Accreditation,
which are Other Accreditation Bodies.

And also accepting reports and certificates of conformity
assessment bodies applied to international standards
in all countries of the world that are signatories to
the Mutual Recognition Agreement from international
organizations related to accreditation.

International Recognition of Accreditation Means
competency, impartiality, independence, integrity, and
transparency.

Benefits of Obtaining International
Recognition Certificates

1. Approval is Accepted in All Countries
of the World Without the Need to
Repeat Reports and Conform Again.

2. Confirm the Validity and Credibility

of the Recognized Accreditation

Body and that it Works in Accordance
with International Specifications and
Standards.

3. Reducing the Risks that Companies
and their Customers may be Exposed
to by Obtaining an Internationally
Recognized Accreditation Certificate.

4. Strengthening Credit as an Effective

Mechanism to Provide Confidence
in Goods and Services, Which is

Necessary to Facilitate Global Trade.



Welcome to Egyptian Accreditation
Council (EGAC)

The Egyptian Accreditation Council was Established
by Presidential Decree No. 312 for Year 1996 to
Become the Only National Body Competent in the Arab
Republic of Egypt to Evaluate/Assess and Accredit
Conformity Assessment Bodies, which are (Testing
Laboratories / Calibration Laboratories / Inspection
Bodies / Certification Bodies of Management Systems
| Medical Analysis Laboratories / Product Certification
Bodies/  Proficiency Testing Providers/ Personal
Certification Bodies/ Halal Certification Bodies/
Forensic Laboratories/ Biobanking Laboratories).

Presidential Decree No. 248 of Year 2006 was also
Issued to Reorganize the Egyptian Accreditation
Council and Grant EGAC Technical, Administrative
and Financial Independence to Assess and Accredit
Conformity Assessment Bodies in Egypt, The Authority
of the Egyptian Accreditation Council Comes from the
Authority Granted to it by the State.

The Egyptian Accreditation Council is a Government
Organization Affiliated to the Ministry of Trade and
Industry and is a Non-Profitable Organization.

Accreditation = Confidence in
Competence

Egyptian Accreditation Council
(EGAC) Vision

1- To Participate Effectively in the
International Accreditation.

2- To be Recognized by the Stakeholders
as the Value Adding and Cost-Effective
Provider of Choice.

3- To Support the Credibility of the
Practice of the Conformity Assessment
to National and International Standards.

EGAC

Egyptian Accreditation Council (EGAC)
Objectives

1. To Provide an Accreditation Service
in Accordance with International
Requirements.

2. To Share Improving the Standards
of Calibration, Testing, Inspection,
and Certification in Egypt to Meet the
Requirements of International
Standards.

3. To Provide Assessment Services in
Support of Governmental Regulations
and Initiatives.

4. To Establish and Maintain Mutual
Recognition with International and
Regional Accreditation Bodies Operating
According to Equivalent Standards.

5. To Reduce the Need for Multiple
Assessments.

Egyptian Accreditation Council
(EGAC) Mission

1. To Ensure Competence of
Organizations Providing Services
(Testing Laboratories / Calibration
Laboratories / Inspection Bodies /
Certification Bodies of Management
ystems / Medical Testing Laboratories /
Product Certification Bodies/
Proficiency Testing Providers/ Personal
Certification Bodies/ Halal Certification

Bodies/ Forensic Laboratories/ Biobanking Laboratories).

2. To Achieve International Recognition of
the Egyptian National Quality System
and Maintain it.

3. To Enhance the Competitiveness of the

Egyptian Industry.

4. To Improve the Image of the
Egyptian Products and Enhance its
Competitiveness.
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Delivering

Confidence
in Everyday Life

Address: Borg Riad El Maadi (1), Korneich El Maadi, Cairo
Tel.: (+202) 25275220- 25275225 - 25275226 - 25275227 - Fax: (+202) 25275224
Website: www.egac.gov.eg - E-mail: info@egac.gov.eg

Facebook: www.facebook.com/www.egac.gov.eg



