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History and Introduction of the Iranian Association of Clinical Laboratory Doctors

Introduction

The Iranian Association of Clinical Laboratory Doctors (IACLD) has been established based
on the resolution of the 262nd meeting of the Supreme Council of the Cultural Revolution
dated 29 Oct.1991 and the relevant regulations and the approval of the commission subject

to Article 4 of the above resolution.

IACLD is a non-profit association and independent of government and has legal
responsibility for its services in its unlimited period of activities.

IACLD consists of the following authoritithe es: General Assembly and the Board of Directors. The

dismissal or election of each of the main and alternate members of the Board is the responsibility of
the General Assembly (GA). GA elects The Board of Directors every three years by electronic
electibywith the rules and supervision of the Commission of Scientific Associations of Medical
Group and Ministry of Health.

http://www.iacld.com/Show/Page/840
A list of all Board of Directors is available on the IACLD portal at the following address.

Description of the history and background of IACLD Activities

- Cooperation with the health reference laboratory as the decision-making reference in the
field of laboratory in the country

- Cooperation with organizations of the medical system, blood transfusion, Pasteur Institute,
and universities of medical sciences

- Collaboration with specialized laboratory associations
- Membership and cooperation with the International Federation of Clinical Chemistry and

Laboratory Medicine (IFCC)

- Cooperation with the European Federation of Laboratory Medicine (EFLM)

- Membership and Representation of the Asian Federation - Pacific Clinical Biochemistry
and Laboratory Medicine in Iran (APFCB)

Membership in the Asia-Pacific Laboratory Accreditation Association (APLAC)



http://www.iacld.com/Show/Page/840
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Membership in the Asia-Pacific Accreditation Association (APAC)
- Holding congresses to improve the quality of laboratory services with the aim of improving
the quality of services provided in medical diagnostic laboratories
- Holding the course of external quality evaluation program of EQAP and the group
- 2 periods of sending samples to 27 member countries of the EMRO region
- Holding professional skills courses
- Published "Laboratory and Diagnosis Quarterly” and the launched of the journal's website
since 1392
- Launched the website of the Iranian Association of Clinical Laboratory Doctors since 1390
- Follow up-to set up the accreditation program for medical diagnostic laboratories in the
country since 1392
Accreditation
The association decided to pursue a guality management program in 2016 to create and
implement an accreditation model, and in 2017 it took a step toward joining the Asia-Pacific
Laboratory Accreditation Association.
IACLD could join to the Asia Pacific Accreditation Cooperation (APLAC) as an associate
member in 2018.
- At the end of 1997, coinciding with 2018, IACLD succeeded in becoming a full member
of APLAC.
IACLD joined the newly established Cooperation “APAC” as an associate member, on
January 1, 2019.
Rule
The general expectation from the services of laboratories is to have the necessary
qualifications to perform the tasks correctly and to issue reliable results. For this reason,
today, we are witnessing a growing demand for accreditation certification of laboratories by
accreditation bodies, because it not only ensures the proper performance of activities in
accordance with the requirements in the country but also it provides the opportunities that

test results to be accepted by other economies without the need for re-testing.
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In response to this expectation, IACLD supports patients by providing accreditation
services and accreditation certificates for applicant laboratories, and it facilitates the

promotion of " Global acceptance of results issued by accredited laboratories.
Vision
Providing accreditation services by AB at the national, regional, and international levels

provides acceptable services for patients and other stakeholders by Accredit Clinical

Laboratories and it improves the quality of life in human societies.

Mission
Accreditation Body of Iranian Association of Clinical Laboratory Doctors shall establish,
document, implement and maintain a management system based on the requirements of

ISO/IEC17011, APAC/ILAC,

- Providing accreditation services to applicant medical laboratories that shall establish,
document, implement and maintain a management system based on the requirements of ISO
15189

Signing mutual recognition agreements at regional and international levels within the
framework of APAC and ILAC criteria and achieving global acceptance conditions for

accredited laboratories.

- Participation in related international working groups and activities to stabilize and promote
the position

Cooperation with other specialized scientific associations and governmental and non-
governmental organizations

Accreditation structure

The structure of this regulation is described in the paragraph. The organizational chart is

provided in Annex 1 of this regulation.
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1- Purpose

Accreditation Body of Iranian Association of Clinical Laboratory Doctors is an accreditation body
that provides accreditation services based on the requirements of ISO / IEC 17011: 2017 and
ILAC / APAC standards to medical laboratories as an applicant of accreditation.

AB-IACLD Manual has documented an overview of the main and supporting processes of the

management system.

2- Scope of accreditation activity

The AB provides assessment and accreditation services to applicant medical laboratories who
shall establish, document, implement and maintain a management system based on the
requirements of ISO 15189

3- References and regulations
3-11SO/IEC 17011: 2017 standard

3.2 Requirements set by APAC and ILAC
4- Terms and definitions

Terms and definitions used in this document are based on the definitions provided in the
following standard:

-1ISO/IEC17011:2017: Conformity assessment — Requirements for accreditation bodies
accrediting conformity assessment bodies

The approach in preparing this document is to provide explanations in accordance with the
above standard paragraphs.

4-1- Legal entity

IACLD is a non-profit association and independent of government and has legal responsibility
for its services in its unlimited period of activities.

The Iranian Association of Clinical Laboratory Doctors (IACLD) has been established based
on the resolution of the 262nd meeting of the Supreme Council of the Cultural Revolution
dated 29 Oct.1991 and the relevant regulations and the approval of the commission subject to

Article 4 of the above resolution.
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3- The announcement of “the Establishment of The Iranian Association of Clinical Laboratory
Doctors” was registered in the By-Laws of Registration of Companies and Non-Commercial
IACLD s on dated 10 May 2004-No. 16553 and it has been announced for public information.

4-2-Accreditation Agreement
The IACLD-F19 addresses the issues that the laboratory is required to comply with. By signing the

form, the laboratory undertakes to:

The laboratory is committed to:

A) The continued implementation of accreditation requirements in the domain for which
accreditation has been requested or granted and the commitment to provide evidence of its
implementation. This includes agreements to accept changes to accreditation requirements,

B) Where necessary, cooperate with the AB to enable it to certify compliance with accreditation
requirements.

C) Provide access to staff, premises, equipment, information, documents, and records of the
Conformity Assessment Authority until the implementation of accreditation requirements is certified
as necessary

D) Arrange intuitive assessments of relevant activities when requested by the AB

E) Having the necessary legal arrangements with the employers to provide access and evaluation of
the activity that takes place at the employer's place, if necessary and at the request of the evaluation
team

F) Claim for accreditation, only in the domain to which the credit has been granted,

G) Commitment to follow the AB criteria to use the accreditation symbol, based on IACLD-P14

H) Not to use accreditation in such a way as to undermine the AB

1) Notify the AB without delay of significant changes related to accreditation in the laboratory,
including changes in

Legal, commercial, ownership or organizational status

Organization, top management, and key employees

Sources and location (s)

Accreditation domain,

Other issues that may affect the laboratory's ability to comply with accreditation requirements

J) Payment of fees determined by the AB
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K) Assist in the process of investigating and analyzing any laboratory accreditation complaints
referred to it by the AB.

4-3-Use of certification symbols and other certification claims

The IACLD-P14 document introduces the accreditation symbol and the criteria for using the
symbol and the accreditation claim for the applicant's medical laboratories.

-The laboratory that succeeds in obtaining the accreditation certificate from the AB is allowed
to use the Accredited CAB Combined ILAC MRA Mark and the AB symbol and claim the
accreditation according to the conditions stated in IACLD-P14 document.

-This document describes the specifications of the AB Symbol and the rules for using the
IACLD symbol or the claim of accreditation and the prohibited cases and the approach of the

IACLD in the face of non-compliance with the rules or violations.

4-4- Impartiality requirements

1- In the document: IACLD-P9 is presented the policy and criteria of the AB.

2- The AB as accreditation body protects impartiality of its activities and does not provide
services that affects its impartiality. The AB does not provide consulting services or other
services that are an unacceptable risk to impartiality. Through The structure and definition of
activities, it doesn’t allow commercial, financial, or other pressures, to compromise
impartiality, confidentiality, and independence in practice. In order to maintain the
confidentiality of the information obtained from the implementation of accreditation, it
prohibits its disclosure outside the AB without the permission of the laboratory, unless the law
requires the disclosure of that information.

3- The AB observes impartiality between all interested parties.

4- The AB policies, processes and procedures are non-discriminatory and apply in a non-
discriminatory manner. We make our services available to all applicants who apply for
accreditation in Scope 15189. Our services are not conditional on the size of the laboratory or
membership in any association or group, and the credit is not subject to the number of

accredited laboratories.
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The AB informs the laboratory of its commitment to impartiality and confidentiality in the
IACLD-F18 form.
5- The top management and staff of the AB sign IACLD-F2: the job description booklet.
By signing the document, in addition to becoming aware of the job description, responsibilities,
authorities, they are committed to maintaining impartiality and confidentiality.
6- Assessors, technical experts, and others that are involved in the implementation of the following
activities, sign the IACLD-F23:"Declaration of Commitment on Impartiality and Confidentiality"
which requires them to maintain impartiality, confidentiality and declare no conflict of interest, unless
IACLD considers another arrangement.
A) Assessor team,
B) Review of the file,
C) Decision making,
D) Handling Complaints,
7- In order to maintain impartiality and independence in practice and maintain
confidentiality, | the AB has met the following conditions in the field of monitoring PT / EQA
activities:
1) Different management
2) Different employees
3) Separation of activities
4) Different and distinct names,
signs and symbols
8- The AB concludes a Memorandum of Understanding with other professional associations or
other relevant bodies and the AB s to provide an opportunity for effective involvement by
interested parties for safeguarding impartiality.
9- Risk analysis, and improvement
1- The management representative prepares the issues to identify the risks arising from activities,

relationships with related bodies as well as the AB personnel and the consequences for the integrity of

the accreditation and impartiality by considering inputs from relevant parties.
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2- The management representative is responsible for determining the mechanisms of risk identification,
risk analysis and follow-up to control, eliminate or reduce its effects and monitor them. This includes
identifying residual risks that may arise from follow-up that has already been done.

3- In performing risk identification, analysis and follow-up, the management representative also
identifies possible improvements that can be achieved from following a risk and, if possible, selects
more opportunities for improvement.

4- 1f the risk remains after the control, the management representative, in cooperation with the
Accreditation manager and the Head of the relevant activity, will determine whether the remaining
risk is acceptable or not. If accepted, the process can continue, but if the residual risk is not
acceptable, the process is stopped, or additional controls are attempted to bring the residual risks to an

agreed level so that activity can continue.

10- The AB does not provide services related to consulting or other services that pose an
unacceptable risk to impartiality. Nothing is said directly or implicitly about the suggestion that
accreditation could be simpler, easier, faster, or cheaper if each person (s) or specific counsel
is used.

The AB performs the following tasks, which do not involve the risk of impartiality:

-Holding training courses in public

-Adding value during assessment by identifying improvement opportunities without
recommending specific solutions,

- Advising other accreditation bodies regarding the development of the accreditation process
-Advising scheme owners on accreditation requirements, including requirements on relevant

conformity assessment standards such as 1SO15189

4-5- Financing and liability

1- Financing: In the Articles of Association - Chapter Five - Article 22 Financial resources are:
- Membership fee
- Income from technical activities, research, and publishing education

-Financial support of the Ministry of Health and Medical Education
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-1f the AB accepts the applicants' request, it will sign a contract in order to fulfill the cooperation
agreements and commitments between them.

2- Liability
-Articles of Association - Chapter One Article 1- Based on the resolution of the 262nd session

The Iranian Association of Clinical Laboratory Doctors has been established based on the
resolution of the 262nd meeting of the Supreme Council of the Cultural Revolution dated 29
Oct.1991 and the relevant regulations and the approval of the commission subject to Article 4

of the above resolution.

-The AB is responsible for liability activities related to accreditation services.
-The AB Legal Document recognizes it as an independent, non-governmental legal entity with

an indefinite work permit.

4.6 Establishing accreditation schemes

1-The AB provided policy and criteria for accreditation schemes in IACLD-P16.The AB has
developed an accreditation scheme for medical laboratories based on ISO 15189 and other
mandatory documents.

2- The AB develop any guidance, application or normative documents by committees or persons
possessing the necessary competence and with participation of appropriate interested parties.
These documents shall not contradict or exclude any of the requirements included in the relevant
international standards and/or other normative documents.

3- In the references section of each document, the AB introduces the international documents
used and provides access or link to the address if needed.The IACLD is ready to participate in
the development of practical documents or guidelines and required documents that are

accepted.
4-6-2- The AB conducts a feasibility study on the launch of the project and the availability of

sufficient resources for the development and expansion of accreditation schemes.
1- The expansion of the new accreditation scheme can be proposed by the AB, regulatory body

(government), professional associations, internal personnel, ¢ ustomers and other related AB s.
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2- The AB, or the party submitting the accreditation extension proposal, shall perform the
analysis in the following cases:

A) Potential customer market potential,

B) National policies that may affect specific sectors (regulations, technical regulations and
regional / international agreements).

C) The role of related parties in the accreditation scheme,

D) Analyze the required resources and the ability to access personnel with the necessary
expertise and competencies that follow the criteria seen in IACLD-P5.

3- Needs analysis for the expansion of accreditation plans is provided to the IACLD
accreditation manager to decide on the implementation of the expansion of the accreditation
Scheme.

4- If it is decided to extend the accreditation scheme, the AB follow the procedure in IACLD-
P16

4-6-4 - Termination of accreditation plan

1- The AB approach in discussion of discontinues an accreditation scheme in part or in full, it’s
taking into account the following:

A- The views of the interested parties

B- Contractual duties

C- Transition arrangements

D- External communications related to project termination

E- Information published by the AB

2- The final decision on the issue is made by the AB accreditation manager. After completing
the conclusions, the management representative proposes the complete removal of the plan or
part of it, to submit the decision to the manager.

3- The management representative coordinates the distribution of information on the

termination of accreditation projects to the relevant parties.

5 Structural requirements

5-1- The AB has managed to maintain impartiality in organizing the structure.
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1- Top management and AB’s personnel are informed and committed to the AB's criteria for
maintaining impartiality through the signing of IACLD-F2.

2- Associate personnel involve to accreditation activities including assessors, technical experts
on assessment team and committees or working groups of the AB, are managed under IACLD-
P5 and are committed to maintaining impartiality by signing IACLD-F 23 based on
arranengment of IACLD.

5-2- IACLD documented its entire organizational structure, in IACLD-F1 and appendix two of
IACLD Manual and lines of authority and responsibilities in IACLD-F2.

5-3- In order to maintain impartiality and independence in practice and maintain
confidentiality, the AB has established the following conditions in the field of PT / EQA
activities:

a) Different top management

b) Different personnel performing the accreditation decision-making processes

c) Distinctly different name, logos and symbols

d) Effective mechanisms to prevent any influence on the outcome of any accreditation
activity.

5-4- the AB consists of the following authorities:

1-General Assembly and the Board of Directors. The dismissal or election of each of the main and

alternate members of the Board is the responsibility of the General Assembly (GA). GA elects The
Board of Directors every three years by electronic elections in accordance with the rules and supervision
of the Commission of Scientific Associations of Medical Group and Ministry of Health.

2-A list of all Board of Directors is available on the AB portal at the following address.

http://www.iacld.com/Show/Page/840
3-The election of the accreditation manager and executive manager is by a written vote of the

board of directors.

The appointment of the head of the decision-making committee and the handling complaints
/appeals committees is with accreditation manager of the AB. They can be selected from out of
the organization, but the AB shall meet the qualification conditions and competencies specified
in IACLD-F2.



http://www.iacld.com/Show/Page/840
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4- The top management of the accreditation body can be from outside the association. There is
no time limit for their cooperation with the AB. Unless board of directors decides to change
accreditation manager and executive manager.

5- The names of the board of directors and the top management of the accreditation body of
the Iranian Association of Clinical Laboratory Doctors are presented in the form of IACLD-F1
organizational chart.

5-5- The AB documented accreditation decision-making process in IACLD-P7 and ILAC G10.
5-6- The IACLD has outlined the duties, responsibilities and authorities of top management and
other personnel associated with the accreditation body who are involved in the accreditation
process in ILAC-F2.

5-7- Top management has full authority and responsibility for the following:

1-Representative of management is responsible to manage to provide/revising/controlling the
policies and documents of the accreditation management system. All documents are prepared
and monitored in accordance with the requirements of ISO / IEC17011-2017, APAC / ILAC,
and other requirements. Document titles and code numbers are written and stored in IACLD-
F3.

2- The accreditation director is responsible for supervising the establishment, implementation,
and monitoring of the management system, policies, processes, and procedures

3- Supervising the financial affairs of the AB is with the head of finance and contracts, and
the accreditation director of the AB.

4- Development or adoption of activities for the schemes for which it provides accreditation is
with accreditation director.

5-Accreditation decisions are made by the Decision-Making Committee, which is composed
of: the head of the Committee, who manages and leads the Committee; at least two experts
related to the scope under consideration, each holding one voting right; and the accreditation
executive manager, who acts as the secretary of the committee without voting rights. The
majority vote is binding, and the accreditation director has overall oversight of the implementation
6- Execution of assessment and accreditation process is with the accreditation executive

manager of | the AB.
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7- The responsibility for timely handling of complaints and appeals lies with the head of the
complaints and appeals committee. Overall oversight of the process rests with the AB
accreditation director.
8- Contractual arrangements are the responsibility of the head of finance and contract affairs, while the
overall supervision rests with the AB accreditation director.
9- Provision of adequate resources lies with the board of directors and the AB accreditation director.
10- Delegation of authority to committees or individuals, when necessary, is the responsibility of the
AB accreditation director.
11- Protection of impartiality is the responsibility of all managers, officials, and personnel involved
in the accreditation processes, while overall supervision of its fulfillment lies with the AB
accreditation director. The responsibility for planning and monitoring rests with the Management
Representative. The AB managers sign the IACLD-F2 form and manage the safeguarding of
impartiality in the implementation of processes and activities by other permanent and associated staff
of the AB. The AB has set out the requirements in document IACLD-P9.
5-8- The AB has formal rules for the appointment, terms of reference, and operation of committees
that are involved in the accreditation process, as follow:
1) Appointment of personal at IACLD-F2.
2) Individuals involved in the accreditation process in IACLD-P5.
3) Decision-making committee in the IACLD-G10.
4) Complaints / Appeals Committee in [ACLD-P13
5) Establishing accreditation schemes in IACLD-P15.
6) The participation of experts and stakeholders as a technical committee in the
development and renewal of documents in IACLD-P1.
7) The AB believes in cooperation with specialized associations, governmental and non-
governmental organizations in the Bank of Assessors, executive activities, training programs,

policymaking within the framework of the agreements.

6- Resource requirements
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6-1- Competence of personnel

6-1-1- General
The AB has developed processes to ensure its personnel have appropriate knowledge and
skills relevant on the ISO15189 standard as the accreditation scheme.

- In selecting assessors, qualification criteria based on education, professional knowledge or

skills, work experience, training, assessment or auditing experience, or work in quality

management systems are reviewed.

6-1-2-Determining the competency criterion:

1- According to Table A.1 of ISO / IEC17011-2017, The AB has determined the competency of
the personnel involved in accreditation, including permanent and associate staff, in IACLD-P5,
IACLD-F2, according to the accreditation requirements of the medical laboratory.

2- Assessors, experts complete and send the IACLD-F12, form of assessor pool, to join the
assessors’ pool.

3- Competence criteria of personnel involved is checked based on academic education, work
experience, experiences related to assessment and auditing, knowledge and skills, job training, in
ILAC-P5.

The AB has established a documented process for the selection, training, and formal authorization
of assessors and technical experts, in order to familiarize them with the requirements and related
procedures in the accreditation process.

4-The assessment team, and the accreditation body personnel who review documents, review
assessment reports, and make accreditation decisions have knowledge of :

-Assessment principles, practices, and techniques;

-General management system principles and tools

-Accreditation body's rules and processes;

-Accreditation and accreditation scheme requirements and relevant guidance and application
documents;

-Conformity assessment scheme requirements, other procedures, and methods used by the

conformity assessment body.
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5- The assessment team, and the AB personnel who review documents, review assessment
reports, make accreditation decisions and manage accreditation schemes, have knowledge of
general regulatory requirements related to the med labs activities.

6- The assessment team should have the following knowledge and skills:

-Knowledge of practices and processes of the lab business environment;

- Communication skills appropriate to interact with all levels within the lab;

- Note-taking and report-writing skills;

-Opening and closing meeting skills;

-Interview skills,

-Assessment-management skills.

7- According to IACLD-G10, the members of the decision-making committee understand
[S015189 that established in the medical laboratory and are able to evaluate the outcomes of the
assessment, including where appropriate related recommendations of the assessment team.

8- The AB has determined the competency criteria of the personnel involved in accreditation to

medical laboratories in IACLD-P5, according to ISO / IEC17011-2017, annex A, table A.1

6-1-3- Competency management:

The AB establishes and implements the process for the initial evaluation and ongoing
monitoring of all personnel involved in accreditation processes and records the result in
IACLD-F16.

The AB ensures that its evaluation methods are effective to demonstrate the competence of The
AB -involved personnel.

The AB prior to undertaking accreditation activities authorizes personnel to perform those
activities of the accreditation process.

A- The method of evaluating the competency of personnel involved in accreditation can include
one or more of the following:

1- Interview, written test,

2-Witness of assessment

3- Controlling reports and records, finding evidence, or any other method that indicates the
ability of the assessor
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4. Evaluation by receiving feedback from team and laboratory:

The AB collects feedback on the performance of assessors and IACLD in each assessment in
IACLD-F15.

The AB reviews and records the evaluation and monitoring of the personnel involved in each
assessment process in IACLD-F16.

The AB records the competency and performance monitoring of all personnel involved in
assessment activities based on the frequency of their involvement in accreditation activities in
IACLD-F13.

The results of 70% or more are acceptable and less than 70% are root causes to correct and
define corrective action if necessary.

5. Evaluation effectiveness

From the results of monitoring assessment methods, we ensure the effectiveness of the
assessment method.

B- Competency monitoring in long term

1. Each assessor is observed during an assessment at regular intervals. This should be at
least every three years unless there is sufficient supporting evidence that the assessor is
continuing to perform competently. If the interval is extended, justification should be made.

2. The AB uses the result of the competency and performance monitoring records in IACLD-

F13.

6-2- Personnel involved in the accreditation process

1- The AB has access to a sufficient number of qualified staff to carry out accreditation activities
in medical laboratories.

2- In accordance with IACLD-F23, assessors and Personnel involved in the accreditation process
undertake to provide impartiality and confidentiality. They notify the AB of any existing, prior, or
foreseeable relationships that may compromise the impartiality.

3- The AB provides access to the latest documents and information related to the accreditation
process for assessors and experts.

4- Where the AB, employs individuals or employees of other organizations to provide more
resources or expertise, the use of these individuals is not outsourced, provided they are

individually under AB's management system.
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6-3- Personnel records
The AB maintain personnel records, including qualifications, training, competence, results of
monitoring, experience, professional status and professional affiliations for personnel managing or

performing accreditation activities.

6-4-Outsourcing

1-1 The AB undertake the accreditation activities and does not outsource services.

2- The AB does not outsource accreditation decisions and is managed under the arrangements
set out in the decision-making committee.

3- The AB does not have an outsourcing approach. But for future forecasts, this decision is made
by the chairman of the board, accreditation manager and executive manager.

4- The AB is aware if uses outsourcing process, it is necessary to take responsibility for all
activities outsourced to another body and it shall ensure individuals it uses, conform to
requirements of IACLD ISO 17011: 2017including competence, impartiality and confidentiality.

6-5- Impartiality, confidentiality, honesty, free from conflict of interest
| The AB personnel sign IACLD-F2 and assessor Team sign IACLD-F23. The personnel by signing

the forms are committed to maintaining impartiality, confidentiality, integrity and conflict of interest.

7- Process requirements

7-1- Accreditation requirements

The general requirements for accreditation of medical laboratory set out according to 1SO 15189 and
other normative documents in IACLD-P7

7-2- Application for accreditation

The AB requires an authorized representative of the applicant to complet a formal application in
IACLD-F18 and submit to the IACLD .

7-3- Review of resources

1- 1 The AB reviews its ability to carry out the assessment of the applicant for the assessment
activities and decision making. Where The AB cannot accept the request, this shall be

communicated to applicant, otherwise it follows as below:
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2- Contract
IACLD-F21 contract form, including details of agreement on accreditation services,
scheduling, working conditions, obligations commitments and costing, will be prepared and

signed by applicant and The AB

7-4- Preparation for assessment

1- The AB based on IACLD-P7, completes the procedure of appointing assessor team in
considering of suitable number of assessors and/or technical experts with the relevant
qualification for the scope to be assessed.

2- The AB specifies the mission of the assessment team and provides the necessary documents

to the team.

7-5- Review of documented information

- The assessment team review all relevant documented information supplied by laboratory to
evaluate its system with 1ISO15189 and requirements for accreditation.

The AB can decide not to proceed with further assessment based on the review of the documented
information. In such cases, the results with their justification shall be reported in writing to the
applicant.

According to IACLD-P7, assessment team prepares assessment plan in IACLD-F24, based on the
activities, location, staff related to the scope of the accreditation and assessment techniques, setting

dates in coordination with the Laboratory. The AB send assessment plan to the applicant.

7-6-Assessment

1- The AB documented procedures for describing the assessment techniques used, the
circumstances in which they are to be used and the rules for determining assessment durations
in IACLD-P7 and its relevant documents.

2- According to IACLD-F24 the assessment plan, whether performed on-site or remotely, the
assessment team shall commence the assessment with an opening meeting at which the
purpose of the assessment and accreditation requirements are clearly defined, and the
assessment plan as well as the scope for the assessment are confirmed.

3- The assessment team conduct the assessment based on the assessment plan and analyzes
the information and evidence gathered in the evaluation in order to determine the competence
of the laboratory in complying with the accreditation requirements. At the closing meeting, the

team shall explain the findings of the assessment and report non-compliances in writing, if any,
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in the IACLD-F27 form. Team answer to lab’s questions and they agree on time limit for
correction and/or corrective actions to be implemented. Lab sends the report of its activities in
IACLD-F37.

4- After closing meeting, a A written report on the outcome of the assessment will send
to the laboratory on IACLD-F29 Form, including comments on competency, compliance,
assessed scope, non-compliance, and improvement.

5- The team reviews the responses of the lab to resolve nonconformities. Team shall
determine if the actions are sufficient and appropriate. Where laboratory responses are not
found to be adequate, further information is requested or follow-up evaluations are

performed to verify the effective implementation of corrective actions.

7.7 Accreditation decision-making

1- The AB described the Accreditation decision-making process for all types of accreditation

decisions in IACLD-P7, [ACLD-G10 and relevant documents.

2- Each decision on granting, maintaining, extending, reducing, suspending, and withdrawing

accreditation is taken by competent members of decision- making committee.

3- Decision- making committee members are different from those who carried out the

assessment.

3- Executive manager shall be satisfied that the collected information during assessment is
adequate to decide that the requirements for accreditation have been fulfilled, executive
manager gives the information provided to the accreditation decision-making committee

based on clause 7-7-3in ISO IEC17011-2017 to make the accreditation decision.

7-8-Accreditation information

- The AB issues accreditation certificate. the criteria are described in IACLD-P7

The AB Provides information about the accredited laboratory in the form of the IACLD-F7
Accreditation Certificate in paper and electronic form, including the following details:

A) Identity and in related cases, the accreditation mark of the Iranian Association of Laboratory
Sciences, Medical Laboratory Laboratory

B) Name, address and contact numbers / fax / e-mail address / website of the accredited

laboratory
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C) scope of accreditation

D) Approved locations of the accredited lab and its activities

E) unique accreditation identification of laboratory

F) the effective date of accreditation including Date of issuance / renewal, date of expiration of
the certificate.

G) scope of activities approved in the laboratory, including the field, types of tests performed,
and materials or products tested, and the methods used as appropriate

H) a statement of conformity and a reference to ISO15189 standards

) The AB Logo as accreditation logo

7-9- Accreditation cycle

1- The AB sets out the criteria for granting, renewing, extending, reducing, suspending and
withdrawn accreditation in IACLD-G5.

2-An accreditation cycle is two years from the date of initial credit to the date of renewal and
from the date of renewal until subsequent renewal. The AB intends after joining to APAC MRA,

to extend the cycle time.

3-In each cycle, the AB monitors the process of laboratory activity using various evaluation
techniques.

Before the end of the accreditation cycle, the laboratory submits the request for accreditation
to the AB. The reassessment is designed and performed taking into account the information
gathered from the assessments performed during the cycle to verify the competence of the
laboratory and to meet all the standard requirements (s) on which the laboratory is accredited.
The decision is made after re-evaluation.

7-10-Extension of accreditation

I The AB have a documented procedure for extending the scope of accreditation in IACLD-G5. Based
on the risk associated with the activities or locations covered in the scope extension, The AB define
appropriate assessment techniques to apply, and consider the corresponding requirements defined in 7.3
to 7.9 of ISO/IEC17011:2017.

7.11 Suspending, withdrawal or reduction accreditation

- The AB decides on the conditions for suspension, withdrawal or reduction of the scope of

accreditation as follows:
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- When the accredited laboratory has failed to meet the accreditation requirements,
- Or has not abide to the rules of accreditation,
- Or has voluntarily requested a suspension, withdrawal or reduction of the scope.

- Where there is evidence of fraudulent behavior, or the laboratory intentionally provides
false information or conceals information, decisions are made by tThe AB for withdrawal of
accreditation.
7-12-Complaints
The AB has documented the process of handling in complaint in IACLD-P13.

Complaints will be sent to the head of handling complaint/appeal committee. Depending on the
complaint, the head of committee appoint the person or persons from the AB or out of the body
who were not involved in the subject matter of the complaint. The committee is responsible for
receiving, validating, investigating the complaint and the steps taken to resolve it and make a
decision, and reports to the complainant on progress and completion. The AB is responsible for
all decisions at all levels of the handling process for complaints. Investigation and decision on
complaints shall not result in any discriminatory actions against the complainant.

- If the complaint is related to accreditation activities, it will be referred to the relevant
department to take the necessary measures to resolve the complaint.

- If the complaint is against the accredited laboratories, the AB first sends the complaint to the
relevant laboratory to investigate the complaint and the laboratory sends a report of the
activities performed to The AB. Laboratory complaint records will be monitor and review in
next additional assessment or follow up activities.

In cases where the results indicate the need to implement Suspending, withdrawal, or reduction
accreditation, the AB will follow the case in accordance with the rules in IACLD-G5.

- The representative of the management traces the activities and report to accreditation
manager. Also representative of the management keeps records of handling the complaints and
use it on internal audit and management reviews program, where appropriate. Maybe it leads

to the definition of corrective action and or improvement in the AB management system.

7-13-Request of appeal
- The AB has documented the process of handling to the appeal reaquest in IACLD-P15.
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The request will be sent to the head of handling complaint/appeal committee. Depending on the
scope, the head of committee appoints the person/s the AB or out of body who were not involved
in the subject matter. The committee is responsible for receiving, validating, investigating the
appeal and the steps taken to resolve it and make a decision, and reports to the appellant on
progress and completion. The AB is responsible for all decisions at all levels of the handling
process for appeal. Investigation and decision on appeals shall not result in any discriminatory
actions against the appellant.

7-14- Records of applicant and accredited laboratories

- The AB has documented the process of maintaining medical laboratory records in IACLD-P1,
IACLD-P7, IACLD-F6, and IACLD-F46.

IACLD provides a description of what records are maintained on its applicant and accredited
Med Labs, how these are maintained, and how confidentiality is assured.

The AB maintains records of applicant and accredited laboratories to demonstrate that requirements for

accreditation have been effectively fulfilled.

8- Information requirements

8-1-Confidential information

The AB is responsible for maintaining the confidentiality of information obtained (by its own
staff and affiliates) during the accreditation process. Except the information that the laboratory
places in the public domain, all information obtained in the accreditation process is considered
confidential information and The AB refuses to publish it unless permitted by law or contractual
agreements.

Laboratory information obtained from sources other than laboratory (e.g., complainant and
regulators) is confidential between the laboratory and the AB. The provider (source) of this
information will also remain confidential and will not be shared with the laboratory unless

agreed with the source.
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8-2-Information available to the public

8-2-1- The AB makes the following available to the public through publications, the AB
Website, electronic media or other tools, without the need for a request, and updates them at
appropriate intervals:

A. Information about the AB Accreditation Body:

1- Information about the official under whom the IACLD acts,

2- Description of the rights and duties of the IACLD,

3- General information about financially supported;

4- Information about other activities of the AB in addition to accreditation,

5- Information on the international recognition arrangements which the AB deals

B- Information about the accreditation process:

1- Detailed information about the accreditation plan, including assessment and accreditation
processes,

2- Reference to documents that contain accreditation requirements

3- General information about the costs associated with accreditation

4- A description of the rights and duties of the applicant and accredited laboratories

5- Information on enforcement procedures for filing and reviewing complaints and requests for
reconsideration

6- Information on how to use the accreditation symbol and other claims about accreditation
8-2-2- The list of accredited laboratories and general information related to the certificate and
details of their accreditation programs are kept and provided to applicants, stakeholders and
related parties upon request. Notifies the suspension or revocation information including dates
and domains.

NOTE - In exceptional cases, access to certain information may be restricted at the request of
the applicant's laboratory or accredited (e.g. for security reasons).

8.2.3 The AB shall announce any changes to its accreditation requirements in due time and
shall take into account the views expressed by the interested parties before deciding on the

exact form and date of the changes.
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8.2.4 Following a decision on the amended requirements and its publication, the AB
acknowledges that any accredited laboratory is approved in accordance with the amended

requirements.

9- Management system requirements

9-1-General:

1- The AB documented, established, implements, and maintains its management system
In accordance with the requirements of ISO / IEC17011 standard and ILAC / APAC
requirements and is continuously committed to increase effectiveness of IACLD
Management System.

2-1 The AB establish and document policies, objectives related to competence,
consistency of operations and impartiality. IACLD ensures that policies are understood,
implemented, and maintained at all levels of the IACLD.

3- The AB management determines the responsibility and authority of the following:

A- Ensuring that the policies and processes required for the management system are
established, implemented and maintained.

B- Reporting to top management about the performance of the management system and
any need for improvement,

4- I The AB management system is in compliance with Option A, paragraph 9-1-4 of ISO
/IEC17011-2017, and documented:

-Management system,

-documents control,

-Control records,

- Non-compliance and corrective actions,

- Improvement,

- Internal audits,

- Management reviews
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9-2- Management system

The AB has provided the requirements for its management system in IACLD-R2. The AB

management system, in compliance with the requirements of 1ISO / IEC17011, has documented

the AB Mannual, policies and objectives related to competency, implementation, guidelines

and forms, and the AB is committed to implementing, monitoring and improvement of the

management system.

To ensure of understanding the management system at the organizational level, the AB arranges

training, briefings, information brochures, Internship, Mentoring, brochures, Media, and other

aids and seeks the feedback.

9-3- Document control

The AB has documented the procedure of document control (internal and external) related to

accreditation activities in the IACLD-P1 and has defined the following:

a) to approve documents for adequacy prior to issue

b) to review and update as necessary and re-approve

documents

c) to ensure that changes and the current revision status of documents are

identified

d) to ensure that relevant versions of applicable documents are available at points

of use

e) to ensure that documents remain legible and readily

identifiable

f) to prevent the unintended use of obsolete documents, and to apply suitable identification to them
if they are retained for any purpose;

g) to safeguard, where relevant, the confidentiality of

documents.

Documents may reviewed and revised by receiving Feedback of the AB staff, assessors, technical

experts, technical committees, the suggestion of interested parties and related body . All

documents are under maintain and control by representative management. The AB ensures that

management system documentation can be accessed by relevant personnel and effectively

implemented in accreditation activities.
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9-4-Record control

The AB has documented the procedure of records control related to accreditation activities in the
IACLD-P1. The document has defined the identify, store, protection, period of retain records,
retention time,consistent with its contractual obligations

All records related to the implementation of the AB Management System are recorded in IACLD-

F6 and maintained in accordance with defined criteria.

9-5- Nonconformities and corrective actions
The AB has documented procedures for the identification and management of nonconformities
in its own operations in IACLD-P2 and covers the following:

A- Identification of nonconformities (from complaints, internal audits or other sources);

B- Determining the causes of non-compliance,

C- Correction of non-compliances,

D- evaluating the need for actions to ensure that nonconformities do not recur

E- determining the actions needed and implementing them in a timely manner

C- Record the results of the actions taken,

G- Reviewing the effectiveness of corrective actions

The representative management controls and monitors the activities of the relevant authorities

to close the Nonconformities and corrective actions, as follows:

« Deviation from policy and objectives by accreditation manager

* Findings of internal audits by the relevant head office

» Complaints/ appeal by the head of handling complaint/appeal committee

» Complaints of accredited lab by executive manager

* Any results related to management review by the relevant of the head office

* Decision committee by the head of decision committee

The AB maintains records of non conformity and corrective actions in IACLD-F17

and follow the effectiveness of corrective action.

9-6- Imrovement

The AB has documented the procedures to identify opportunities for improvement and to identify risks
and take appropriate actions in IACLD-P18 and records in IACLD-F43.
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Risk analysis, and improvement
1- The management representative prepares the issues to identify the risks arising from activities,

relationships with related bodies as well as the AB personnel and the consequences for the integrity of

the accreditation and impartiality by considering inputs from relevant parties.

2- The management representative is responsible for determining the mechanisms of risk identification,

risk analysis and follow-up to control, eliminate or reduce its effects and monitor them. This includes

identifying residual risks that may arise from follow-up that has already been done.

3- In performing risk identification, analysis and follow-up, the management representative also

identifies possible improvements that can be achieved from following a risk and, if possible, selects

more opportunities for improvement.

4- If the risk remains after the control, the management representative, in cooperation with the
Accreditation manager and the Head of the relevant activity, will determine whether the remaining
risk is acceptable or not. If accepted, the process can continue, but if the residual risk is not
acceptable, the process is stopped, or additional controls are attempted to bring the residual risks to
an agreed level so that activity can continue.

In verifying the effectiveness of management system implementation, the AB seeks

opportunities for improvement and to identify risks and take appropriate actions. The AB

conducts an internal audit once a year and plans by taking into account the risks of the activity
process related to accreditation carried out and managed in accordance with the Internal Audit

Procedure.

9-7-Internal audits

The AB has documented internal audit procedure in the IACLD-P3, to verify that the AB
conforms the management system is implemented and maintained based on the requirements
of ISO/IEC17011-2017.

- Internal audit is held by the representative management at appropriate intervals. The audit
program is prepared according to the importance of the processes and areas to be audited as
well as the results of previous audits.

- Internal audit is performed by permanent or associate personnel or a legal entity that is aware
of the accreditation, audit, and requirements of ISO / IEC17011-2017 standard. Preferably
auditors are different from those who perform the audited activity.
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- The personnel in charge of the audited area are informed of the outcome of the audit and are

responsible for taking timely and appropriate actions.

In an internal audit, opportunities for improvement are identified.

9-8-Management reviews

-The AB has the documented requirement in IACLD-P4

-The AB has established documented procedures in IACLD-P4 to review its management system.

Management reviews are conducted once a year, to ensure its ability to comply/achieve the

requirements in INSO ISO/IEC 17011 effectively and other relevant requirements and

determined quality objectives.

-Representative management is responsible to organize management review meetings.

- Inputs to management reviews shall include current performance and opportunities for

improvement related to the items in ISO/IEC17011:2017 clause 9-8-2,

-Outputs to management reviews shall include current performance and opportunities for

improvement related to the includes the items in ISO/IEC17011:2017 clause 9-8-3,
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Appendix 1 - General Chart
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Appendix 2

Organizational Chart of the Accreditation Body of the Iranian Association of

Clinical Laboratory Doctors

Accreditation
Director
Accreditation | __ | Secreteriate
Advisory Committee
l | \ [ l l
Communications Finance/ Decision Executive Complaint Management Training

Head Contract Committee Manager Appeal Representative Head

Head Head Committee

Head
Associate Personnel: Permanent Staff

Assessor pool /Technical Committee
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Appendix Three

Accreditation process diagram
The steps of the accreditation process are briefly indicated by a diagram from the

time of receiving the applicant's laboratory application.

Application Accreditation Resource Review Preparation Review of
&Accreditation Contract Assessment documented
Agreement Appoint team Information
Assessment:Opening, Accreditation Decision- Making: Accreditation ]
; ; T i Complaint
Closing, Reporting C/ Grant, Recertification, Extend, Certificate A |
ppea

NC, Corrective Action Reduce, Suspend, Withdraw
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Appendix Four

QUALITY POLICY
e The AB is committed to complying with all requirements of 1SO / IEC 17011: 2017

and APAC / ILAC requirements on an ongoing basis and has achieved mutual
recognition arrangements with APAC, ILAC, and Maintain it and accept results from
IACLD accredited laboratories.

e The AB provides accreditation services to medical laboratories that have established,
implemented, and monitored ISO 15189, and monitors their performance in
compliance with relevant international reference standards.

e The AB is committed to the impartiality, confidentiality, and independence of conflict
of interest in accreditation services and does not provide services that could
jeopardize the objectivity and impartiality of accreditation.

e The AB ensures that the policy is understood, implemented and maintained by the
AB'’s staff.

e Manages the necessary training for staff involved in the accreditation process
regarding evaluation criteria and technical activities.

e The AB seeks to improve the provision of accreditation services and increase the
satisfaction of applicant and accredited laboratories.

e Participates in international working groups and activities related to accreditation in
order to develop the services of the AB.

e By establishing and developing cooperation with other specialized scientific
associations and domestic the AB s, seeks to develop an accreditation network and

develop specialized capacities and increase the scope of services.

Dr. Hassan Bayat
Accreditation Director
Accreditation Body of Iranian Association of Clinical Laboratory Doctors
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Appendix Five
Quality Objective

e The AB provides accreditation services at the desired level to achieve customer
satisfaction.

e The AB maintains, improves and develops the accreditation system by providing
accreditation services at the desired level and customer satisfaction.

e The AB is an accreditation system for optimal quality of laboratory services.

e The AB Guarantees acceptance of results from IACLD accredited laboratories
through cross-recognition arrangements with APAC.

e The AB ensures the improvement of medical laboratories, patients, and stakeholders
through arrangements for mutual recognition with APAC, ILAC and acceptance of
results issued by accredited laboratories.

e The AB is pursuing the development of accreditation services with the development
of the Assessor Bank.

e The AB implements the training of individuals involved in accreditation processes.

e Objectives related to the implementation of accreditation services are presented in the

written documents of the AB management system.
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Appendix 6
Table AB-IACLD Documents with requirement of 1ISO - IEC 17011
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IACLD-Manual-Annex4 CoisS e b
IACLD-Annex 5 “o S Cilual
IACLD-RO ) ES PO
Reference IAF/ILAC A2 Section 2
Reference APAC MRA 001 APAC Multilateral Recognition Arrangement
Reference APAC MRA 002 Section 2
IACLD-P6 ILAC P 9 ILAC Policy for Participation in Proficiency Testing Activities
IACLD-P10 ILAC P 10 ILAC Policy on Traceability of Measurement Results
IACLD- P8 ILAC G17:01/2021 ILAC Guidelines for Measurement Uncertainty in Testing
IACLD-R21 ILAC G21: Cross Frontier Accreditation - Principles for Cooperation
IACLD-R5 ILAC P5: Mutual Recognition Arrangement: Scope and Obligations
IACLD-P14 ILAC P8:11/2023 ILAC Mutual Recognition Arrangement
IACLD-P14 ILAC R4:10/2016 Use of the ILAC Logo and Tagline
IACLD-P14 ILAC R7:05/2015 Rules for the Use of the ILAC MRA Mark
IACLD-G18 ILAC G18:01/2024 Guideline for describing Scopes of Accreditation

Changes </t sl i o b o,
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-The laboratory that succeeds in obtaining the accreditation certificate from
IACLD is allowed to use the Accredited CAB Combined ILAC MRA Mark

and IACLD symbol and claim the accreditation according to the conditions

stated in IACLD-P14 document.

Table IACLD Documents in Annex 6 is updated
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https://ilac.org/?ddownload=120392
https://ilac.org/?ddownload=833
https://ilac.org/?ddownload=124300
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