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1. INTRODUCTION

The proper function of the Israel Laboratory
Accreditation Authority (ISRAC) depends upon
professional management, learning, planning and
efficient implementation of work plans.

To achieve that purpose ISRAC personnel should
have adequate educational background and
qualifications in both administrative and technical
areas.

An accurate definition of authorities, reporting
structure and responsibilities assures proper
functioning while maintaining a pleasant work
environment.

The requirement for the job description and
competence criteria of ISRAC staff can be found

in ISO/IEC 17011, sections 5.0-6.0.

2. PURPOSE

The purpose of this procedure is to define the
organizational structure of ISRAC, to define each
of the staff members’ role and areas of
responsibility, reciprocity between them and the

authority of each staff member.

3. SCOPE

This procedure defines ISRAC’s organizational
structure and determines the role and
responsibilities of the personnel. The
organizational structure diagram of ISRAC is

described in form number T2-421001-01.
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4. APPLICABLE DOCUMENTS

4.1. ISO/IEC 17011: Conformity assessment —
General requirements for accreditation bodies
accrediting conformity assessment bodies

4.2. The Israeli law regarding the Israel
Laboratory Accreditation Authority — 1997

4.3. Procedure number 2-421002: Confidentiality
4.4. Document number 1-432000: Quality
Manual

4.5. Document number 1-200000: GLP Manual

4.6. Procedure number 1-000018: Signing on
Documents

4.7. Procedure number 2-000017: Employee
recruitment

4.8. Procedure number 2-520001: Choosing,
training and qualification of assessors

4.9. Procedure number 2-000019: Procedure for
evaluation of ISRAC staff

4.10. Procedure number 2-623001: Planning and
performing the assessment

4.11. Procedure number 2-000020:
Administration

4.12. Procedure number 2-432006:
Nonconformities, Corrective, Preventive Actions
and Improvement

4.13. Procedure number 2-432008, Internal
Audits

5. DEFINITIONS

See procedure number 1-000023.
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6. RESPONSIBILITIES

ISRAC General Manager is responsible for the
implementation of this procedure and the proper

management of ISRAC.
7. THE METHOD

Subordination is described in the Organizational
Structure (Form number T2-421001-01).

7.1. Job Descriptions

7.1.1.

The general manager is responsible for ISRAC’s

The General Manager

performance and for implementing the policy of
the board of directors.

Amongst other obligations, the general manager is
also responsible for:

7.1.1.1. Formulating the ISRAC policies.
7.1.1.2. Determining the organizational
structure, authorities, responsibilities and assigning
resources.

7.1.1.3. Making the final decision:

On whether to grant accreditation and/or extension
to an organization, while considering the
accreditation and assessment review committee’s
recommendations.

On whether to suspend/withdraw accreditation
from an organization following receiving of the
hearing committee’s recommendation.

Preparing the Assessment Summary (General
Manager Letter) according to the decision, as well
as signing the organizations' accreditation/
recognition certificates.

7.1.1.4.

Development of new areas of activity
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7.1.1.5.

with outside entities, especially Israeli

Developing and maintaining relations

Government offices, Israeli Government
authorities and public enterprises.
7.1.1.6.

with other accreditation bodies and CABs involved

Developing and maintaining relations

with professional accreditation activities in Israel
and abroad.
7.1.1.7. Approval of internal audit plan,
deviation, corrective actions, preventive actions,
improvement initiatives and complaints.

7.1.2. Accreditation Deputy General

Manager

7.1.2.1.

the heads of divisions: to plan and follow up after

Providing professional guidance to

the annual work plans, approval of audit plan and
summaries
7.1.2.2.

all the CABs.
7.1.2.3.
regarding clients ' service.
7.1.2.4.

activity to reinforce the accreditation activity

Preparing accreditation committees to

To help the head of divisions

Responsible to develop new areas of

7.1.2.5.
of 2443 government decision from Feb 15%, 2015.
7.1.2.6.

Cyber nominee nomination as a result

Dealing with subjects determined by
the General Manager

7.1.2.7.
(the Accreditation Deputy General Manager could

Management of accreditation schemes

appoint Heads of Divisions for this activity).
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7.1.2.8. Responsible for managing the training
activities of ISRAC. Preparation and organization
of courses and conferences according to
determined policies and priorities.

7.1.3. Finance Deputy General Manager

and Legal Advisor

In any case of conflict of interest, between the
Legal Advisor's role and the role of Finance
Deputy General Manager, a replacement shall be
appointed.
7.1.3.1. Finance Deputy General Manager
replaces the General Manager in her absence. In
case of necessary decision on accreditation
activities of inspection authorities, it is made most
optimal by consulting the General Manager and
approval by mail.
7.1.3.2. Administrative and budgetary
activities of ISRAC including administrative
support, human resources, accounting, and
finances, fiscal and budgetary control,
housekeeping and logistics, acquisition.
7.1.3.3. Legal and contractual activities of
ISRAC.
7.1.3.4. Handle ISRAC public relations,
spokesmen and advertisement
7.1.3.5. Handling complaints against
accredited CABs, ISRAC employees and external
assessors.
7.1.3.6. Implementation of the Freedom of
Information law.
7.1.3.7. Handle complaints regarding sexual

harassment.

5V N59TNN NI DI DM 7.1.2.8
XY DYDID DXONP NN NN .MYIN
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7.1.3.8.

board of directors, the monetary comity and the

Participation in the meetings of the

supervision committee.

7.1.4.  Quality & GLP/GCLP Manager

7.1.4.1.

responsibility and authority for reporting to

The Quality Manager has the

ISRAC top management on the performance of
management system and the needs for
improvement.

7.1.4.2.

the annual quality work plan, operation and control

Initiation of projects, preparation of

of the quality system.
7.1.4.3.

of quality related documents and their

Preparation, maintenance and control

documentation and archiving.

7.1.4.4. Management of internal quality
audits.
7.1.4.5. Performing quality system reviews

for the management. Holding meetings of

management reviews.

7.1.4.6. Follow up on corrective and
preventive activities.

7.14.7. Follow up on active assessors:
Performance as well as harmonization among
them.

7.1.4.8. Responsible for managing the training

activities of assessors and ISRAC's staff.
7.1.4.9. Review quality, assessor records and
risk surveys and communication with the relevant
personnel as part of managing the quality plan.

7.1.4.10. Managing the GLP/GCLP Inspection

Program.
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7.1.5. Head of Division

7.1.5.1. Manage the accreditation and
inspection activities on CABs within defined
ISRAC activities.

7.1.5.2. Marketing ISRAC products to the
CABs under their responsibility, according to their
needs.

7.1.5.3. Preparing a work-plan for their
division and following its implementation.
7.1.5.4. Act as lead and/or technical assessor
in assessments of CABs, within the annual
assessment-plan, that is updated from time to time.
7.1.5.5. Supervising the work of the
professional (technical) and lead assessors.
7.1.5.6. Preparing and participating in training
for the accredited CABs and technical assessors.
7.1.5.7. Participating in and leading technical
committees in their area of expertise.

7.1.5.8. Recruiting and training assessors in
their area of expertise.

7.1.5.9. Developing new subjects and of the
infrastructure supporting the accreditation

activities.

7.1.5.10.  Additional accreditation activities:

7.1.5.10.1 Document review as per procedure
number 2-623001, Planning and

Performing the assessment.

7.1.5.10.2 Reviewing and approving assessment

reports.

7.1.5.10.3 Application review including selection

of team members.

PXWYUNY  7.1.5
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Comment: Some activities could be performed by
ISRAC assessors, including the Heads of
Divisions, Accreditation Deputy General Manager
and Quality Manager, based on a specific
qualification while maintaining impartiality (e.g.,
performing an internal audit in a specific field
according to procedure 2-432008, Internal
Audits).

7.1.6. Assessment Manager

7.1.6.1.
CABs under her responsibility, report updates of

Preparing certificates and scopes for

accreditation status of the CABs.
7.1.6.2.

heads of divisions; Coordination of assessment &

Providing managerial support to the

assessors, observation of assessments for assessors
in training, assuring issue of bill and receive of
payments before and following the assessment,
control of assessment report submission and of the
submission of the report to the accreditation and
assessment review committee, control on pricing
of accreditation/assessment.

Comment: As long as the assessment manager is
absent for more than 3 days, the head of division
shall request a different assessment manager to
perform the urgent activities — see also section 7.2.

7.1.7. Accounting and Wage Manager

7.1.7.1.

customers, banks, fixed assets (depreciation),

Accounting — handling suppliers,

vehicles, redundant calculation and presentation of

reports to the tax authority;
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7.1.7.2.

quarterly reports (against budget execution),

Preparing the material balance,

annual reports (C.P.A. and tax authority),
preparing the annual budget for infrastructure
construction;
7.1.7.3.

cooperation with the Deputy Director General of

Charter — Charter preparation in

Finance, submission of monthly reports to the
wages and taxes.

7.1.8.Secretaries

Administrative support to all ISRAC employees
following procedure number 2-000020.

7.2. Replacement
7.2.1. All ISRAC personnel interested in being
absent from the office shall fill a requesting form

of absence (form number T2-421001-02).

7.2.2. On planned absence of more than three days,
the name of the replacement for the period of
absence shall be detailed in the form.

7.2.3. On planned absence of an employee for
more than one week without access to e-mails he
should conduct documentation training of all the
relevant issues of his work to his replacement.
7.2.4. The employee shall be responsible for
reading its e-mails and taking care of urgent issues
(himself and not using a replacement), and
alternatively the replacement shall read the
employee’s e-mails and take care of urgent issues

if necessary.
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7.2.5. Before an absence, format an e-mail
message indicating the dates of absence and the

Replacement's details.

Message format (mandatory details are highlighted
below):

Thank you for your email, | am on leave returning
to ISRAC on date with limit access to my emails,
in urgent cases, you can call ISRAC offices or
contact Full Name, Position, E-mail, Phone.

7.2.6. Signing documents shall be conducted as per

procedure 1-000018, Signing on Documents.

7.3. Minimal requirements for each role
7.3.1 Heads of Divisions, Accreditation Deputy
General Manager and Quality Manager — see
procedure 2-520001, Choosing, qualification and
training of Assessors.

In addition, specific preliminary requirements are:
7.3.1.1 Education

- Chemistry/Biology/Medicine — Diploma in life or
nature sciences, Master’s/PhD degree preferred;

- Calibration — Academic degree in metrology.
Master’s/PhD degree preferred,

- Engineering — Engineer’s degree.

7.3.1.2 Practical experience — At least 4 years of
work in a laboratory in the relevant field.

7.3.1.3 Management experience — Experience in
managing and operating a team of employees.
7.3.1.4 Experience in management systems —
Experience with QA systems, preference for

recognition of systems according to ISO/IEC
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17025, ISO/IEC 17020, ISO 15189 standards.
Preference for an assessor of one of the standards.
7.3.1.5 Written and oral communication — Full
command of Hebrew and English. Ability to
present professional material to an audience.
7.3.1.6 Experience in accreditation — At least two
years of experience working with a Conformity
Assessment Body is desirable - a testing /
calibration laboratory / inspection body,
certification, etc.

7.3.2 Finance Deputy General Manager and Legal
Advisor — Academic degree in Law and Advocate
license; Academic degree in Economics or
Accounting. Practical experience as advocate.
7.3.3 Accountant and wage manager — A
certificate in accounting and wage management.
7.3.4 Assessment Manager — Good knowledge in
English and proficiency in all office software. An

academic degree is an advantage.

7.4. Qualification and monitoring
requirements for each role
Qualification for internal employees is performed
according to a defined training programme, New
Employee's Training Programme of ISRAC
personnel (form T2-421001-07).
7.4.1 Qualification of new employees includes a
series of meetings in which the employee is trained
by one of ISRAC's staff according to role. The
trainee will be ready for the training after
thoroughly reading the procedure and preparing

clarification questions. The trainer will go through
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the procedure with the trainee using a presentation
or other means of training and ask questions to
verify understanding (for the main accreditation
activities the trainee shall undergo a written exam).
The qualification also includes on-the-job training
under supervision of an experienced employee for
main activities related to accreditation:

7.4.1.1 Planning and performing an assessment —
Since the senior staff members, except for the
General Manager and Finance Deputy General
Manager and Legal Advisor, conduct assessments,
their qualification is performed according to
procedure 2-520001: Choosing, training and
certification of assessors. Qualification and
periodical monitoring are documented in form T2-
520001-02, Assessor evaluation form. Senior staff
feedback is documented in form number T2-
000019-02.

7.4.1.2 Review of assessment files and performance
of accreditation committees — observing 2
accreditation committees and performing 3
accreditation committees under observation.
Maintaining skills for this activity is defined as at
least 10 accreditation committees each year.
Remark: Participating as a team member in any
role of the accreditation committee meets the
requirement for minimal yearly number of
accreditation committees to maintain competence
in the decision-making process. Considering the
unified processes defining competence of assessors
and accreditation committee members in
procedures 2-520001 and 2-651001, there is no

need for further qualification in new fields.
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7.4.2 The Finance Deputy General Manager
and Legal Advisor participates in
conventions and/or training on behalf of the

Ministry of Finance and/or Advocate Bar.

7.4.3 Qualification and periodical monitoring of
administrative staff (Assessment Managers,
Accountant & Wage Manager, and Secretary) are
performed as per procedure 2-000017: Recruiting
and inducting employees. Administrative staff
feedback is documented in form T2-000019-01.
The accountant & wage manager is required to
participate in conventions and/or training for wage

managers.

7.5. Impartiality Requirements

All ISRAC personnel, including assessors and
experts, are obliged not to perform consultancy or
other services that may pose an unacceptable risk
to impartiality.

In case there is any doubt and/or legal issue
concerning impartiality of ISRAC staff and
assessors a documented opinion by ISRAC’s Legal
Advisor is required as a preventive action
according to procedure number 2-432006:

Corrective and Preventive Actions.

8. DOCUMENTATION

8.1. Each employee has a personal technical file
(see Procedure number 2-520001) in the Priority
database that includes the following documents:

8.1.1. Educational diplomas
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8.1.2. Cv

8.1.3. Certificates of experience: courses,
training, seminars etc. (as relevant),
8.1.4. Qualification documentation (see
form number T2-421001-07. This form
can be edited based on the role.
8.2. Each employee has a personal physical file
including contract and signature example T1-
000018-01 (only for staff) at the Legal

Advisor’s office.

9. APPENDICES

9.1. Form number T2-421001-01: ISRAC
Organizational structure chart.

9.2. Form number T2-421001-02: Request for
holiday or absence.

9.3. Form number T2-421001-05: Working from
home.

9.4. Form number T2-421001-06: Decision for a
change in department to accredited organizations.
9.5. Form number T2-421001-07: Training Plan
of ISRAC personnel.
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