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Inspection Bodies, Reference Material Producers, Proficiency Testing Providers, Biobanks)
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1-Purpose
This document describes the criteria for "selection, qualification, training and performance
evaluation of assessors and technical experts to certify competency.”

2- scope
This document is used in IACLD.

3- Responsibilities

3-1- The executive manager is responsible for the implementation of this document.
3-2- The responsibility of supervising the implementation of this document is the
responsibility of the director of the accreditation body.

4- Terms and Definitions

For this document the terms and definitions are given in;

ISO/IEC 17011-2017: Conformity assessment — Requirements for accreditation bodies
accrediting conformity assessment bodies

5-Description of activities

5-1-Competence of personnel:

In this document, IACLD documented process for determining and documenting the
competence criteria for personnel involved in the management and performance of
assessments and other accreditation activities. The competence criteria are determined with
regard to the requirements of the accreditation scheme and include the required knowledge
and skills for performing accreditation activities.

IACLD has sufficient qualified human resources to carry out accreditation activities.

IACLD has documented processes for selecting, training, Job description, responsibilities,
authority, and qualifications including: 1. Education, 2. Work experience, 3. Knowledge or
skills, 4. Job training and obligations and commitment in IACLD-F2 for IACLD staff and in
this document IACLD-P15 for assessors as associate personnel involved with the
accreditation process.

5-1-1-Selection and Qualification Criteria

This AB has documented processes for selecting, training, and formally authorizing assessors
as follows:

Candidate for cooperation with this AB, based on the competence criteria in this document
and IACLD-F11, which has been published on the AB’s website, shall pursue their
application for cooperation as follows.

1-a-Forming and developing the assessor pool

The assessor pool of IACLD includes: "Assessors approved by the Ministry of Health" and
"other qualified personnel”.

All candidates are required to complete the IACLD-F12 Assessor Application Form and
submit it to the IACLD.
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1-b-Issue the initial authorization for cooperation with IACLD

The IACLD Accreditation Expert shall review the information provided in IACLD-F12 and
the accompanying documents, and issues and confirm the candidate’s conformity or
nonconformity with the competency criteria in form IACLD-F49.

o The Executive Manager oversees and verifies the process and approval.

« Upon finalization of the results in IACLD-F49, the names of accepted candidates who
meet the competence criteria and receive initial authorization to cooperate with the AB will
be added to the list of potential assessors in form IACLD-F42.

 Potential assessors are required to actively participate in training programs and other
activities determined by the AB, and shall take part in two assessments (as assessor under
training) at the appropriate time and conditions as announced by the AB, unless otherwise
decided by the AB.

« Accordingly, the competence, qualifications, and performance of the candidate during
“trial” accreditation activities shall be monitored and evaluated under the supervision of
qualified personnel, such as the team leader, or experienced assessor, or the AB Executive
Management, as well as through laboratory feedback. In addition, based on the feedback
obtained from laboratories in IACLD-F15, the results shall be recorded in the short-term or
case-by-case evaluation and monitoring of performance in IACLD-P16. If the results of the
evaluation and monitoring demonstrate satisfactory competence including to achieve a score
of 70% or above, the potential assessor shall be approved to collaborate with the AB as an
active assessor.

. In accordance with the procedure, IACLD invites candidates to participate as
assessors who have obtained initial authorization (in IACLD-F49) for involvement in
accreditation activities and assessments, as recorded in the AB’s official records.
Participation, whether as potential or active assessors, is contingent upon the individuals
demonstrating satisfactory competence in performance monitoring and evaluation, achieving
a score of 70% or higher. This applies to both short-term evaluations (conducted during each
assessment) and long-term evaluations, unless the AB determines an alternative
arrangement.

. Each assessor shall be monitored at least once every three years during an assessment,
unless sufficient supporting evidence exists demonstrating that the assessor continues to
perform competently. Any extension of the interval shall be justified.

. Other evaluation methods that may be used to evaluate the competence of individuals
include record review, feedback, interviews, and testing.

2- Compliance with Qualification Criteria

-IACLD has documented the criteria of qualification for assessors and experts in this
document and IACLD-F11 as the initial registration.

-A technical expert is not expected to have assessor qualifications and training.

-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 as follows:

3-Qualification criteria:




Ol ! b Laniitd (B3l pale (1580 ezl (ks ylaie! ol
Accreditation Body of Iranian Association of Clinical Laboratory Doctors

VY Slrio sl | Gasu,bael sl i)l | VEC R OY ek spass fyl | QYY) sadsl jsaw fyli | TACLD-P5:02.S e o e

8 plaazio 5 b 5Hl 0, es (b))l g (Sl g Cado 1,1 bl ol (olossl 1 gy (s
P: Selection, Qualification, Competency, Evaluation and monitoring of Performance of assessor and Expert

a. Education

To have an academic degree relevant to a medical laboratory, pathology, and related
disciplines.

IACLD can invite personnel in other fields of education if they are fully proficient in the
processes and requirements of accreditation according to 1SO / IEC 17011 and the IACLD
criteria, but IACLD shall manage team composition by the attendance of a competent person
on 1SO151809.

b. Work experience

1. Lead assessors to have at least 4 years of experience in the relevant area that half of that
could be involved with the quality management system or quality assurance or auditing of
laboratory quality system.

2. Assessors have at least 4 years of experience in the relevant area and half of that, could be
involved with the quality management system or quality assurance or auditing of laboratory
quality system.

3. Technical experts have at least 4 years of experience in testing related to the scope.

4. Considering the risks in specific conditions such as time, place, scope, and type of
application, the criteria can be flexible.

C-Job Training

1- The IACLD considers the criteria of APAC CBC-002 for personnel involved in
accreditation activities.

2-Based on the information collected, IACLD identifies training needs and notifies the
assessors.

If necessary, IACLD sets a deadline for passing the specified training and takes feedback.
The assessors are responsible for following up on the training.

If IACLD conducts the training, it uses different tools such as online or in-person or
providing publishing books, questionnaires, briefings, think tanks, simulated evaluations, and

any possible tools.

3. Training may be provided by the IACLD or other training centers or self-learning.

4-From the results of feedback of laboratories or colleagues of IACLD - review of reports -
direct and indirect observation of assessment and other possible methods, their adequate
information on the rules, processes, and standards, the effectiveness of training can be
understood.

5. The training records of the assessors or personnel involved in accreditation are kept in
IACLD-F42.

D- Assessment skills or knowledge

IACLD considers the following for lead assessor and assessor:

1. Lead assessor should have a history of participating in 2 assessments of laboratories based
on 1SO 15189 or ISO / IEC 17025 or with similar criteria.

2. Assessors should have a history of participating in a laboratory assessment based on 1SO
15189 or ISO / IEC 17025 or with similar criteria unless the IACLD approves another way
for the assessor.
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3-Observer or trained assessors should have a history of participating in two laboratory
assessments based on ISO 15189 or ISO / IEC 17025 or with similar criteria unless the
IACLD approves another way for the assessor.

5-1-2-Competency criteria
According to Table A.1 of 1ISO / IEC17011-2017, IACLD monitors the competency criteria
for the IACLD personnel involved in accreditation as follows:
1. The assessment team and the IACLD staff involved in accreditation laboratories based on
ISO 15189 should know risk-based assessment principles.
2-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.
3- 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.
4. The personnel who review documents note-taking and report-writing have adequate
knowledge and skill.
5. Members of the decision-making committee shall understand the requirements of
1ISO15189 and be qualified to evaluate the consequences of the assessment, including, where
appropriate, the relevant recommendations of the assessment team.
6. Technical knowledge of a special laboratory
The team shall have the necessary knowledge to evaluate the following:
-Laboratory SOPs
-Estimation of measurement uncertainty
- Skills testing or external quality assessment
- Calibration and related principles
-Special external requirements (such as bylaws, and laws)

5-1-3-Competency management

IACLD establishes and implements this documented process for the initial evaluation and
ongoing monitoring of all personnel involved in accreditation processes and records the result
in IACLD-F16.
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IACLD ensures that its evaluation methods are effective to demonstrate the competence of
IACLD-involved personnel.

IACLD 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

4. Evaluation by receiving feedback from team and laboratory:

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

Then IACLD reviews and records the evaluation and monitoring of the personnel involved in
each assessment process in IACLD-F16 and for each member of the assessment team,

assessment log shall be recorded and maintained in form IACLD-F66.

IACLD 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. IACLD uses the result of the competency and performance monitoring records in
IACLD-F13.

5-2- Personnel involved in the accreditation process

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

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

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

4- Where the IACLD, 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 IACLD's management system.
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5-3-Personnel records
The IACLD maintains records related to the qualifications, training, competency, monitoring
of results, and evaluation experiences of each personnel managing or performing
accreditation activities.

Personnel Records in the IACLD are:

-Job Description, duties, responsibilities, authorities, obligations, and qualification conditions
for the AB’s , IACLD-F2

- Records of assessor pool application in the, IACLD-F12,

- the Initial authorization to work with the accreditation body, IACLD-F49

- Record of assessors list (active and potential) and job training IACLD-F42

- Records of the evaluation and monitoring of the personnel involved in the process in
IACLD-F16.

-Records of 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

-Assessment LOG, IACLD-F66

5-4-Outsourcing

1-IACLD undertakes the accreditation activities and does not outsource services.

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

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

5-5- Impartiality, confidentiality, honesty, free from conflict of interest

IACLD personnel sign IACLD-F2 and the assessor Team signs IACLD-F23. The personnel
by signing the forms are committed to maintaining impartiality, confidentiality, integrity, and
conflict of interest.

6. Related documents:
1-IACLD-F2, Job Description booklet - description of duties, responsibilities, authority,

commitment, and qualification
2. IACLD-F11, List of criteria for selection and qualification of assessors
3-1ACLD-F12, Assessor pool application

4- |ACLD-F49, Initial authorization to work with the accreditation body

5-IACLD_F42- Record of the list of assessors (active and potential) and job training
6-1ACLD-F62, Archive of Follow-ups on Assessors and Technical Experts Applications
7-1ACLD-F15, Feedback on assessment

8-ACLD-F16, Evaluation, and monitoring IACLD and assessment team

9-IACLD-F13, Ongoing monitoring competence, and performance of assessment team and
IACLD
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10-1ACLD-F66, Assessors/Technical Experts LOG
11- IACLD-F23, Impartiality and Confidentiality Commitment

7-References

-ISO/IEC17011, 2017: Conformity assessment — Requirements for accreditation bodies

accrediting conformity assessment bodies
-APAC CBC-002, 2021: Guidelines on Training Courses for Assessors (Laboratories,
Inspection Bodies, Reference Material Producers, Proficiency Testing Providers, Biobanks)

8-Changes

Changes page/ Date No
clause
Upon finalization of the results in IACLD-F49, the names of accepted 5-1-1-b - -
candidates who meet the competence criteria and receive initial
authorization to cooperate with the AB will be added to the list of
potential assessors in form IACLD-F42.

... and for each member of the assessment team, assessment log shall be | 5-1-3-A
recorded and maintained in form IACLD-F66.

5-3

-Assessment LOG, IACLD-F66

9-Working Group

Working Group Preparation / Revision

Dr. Hassan Bayat-Dr. Ali Shirin-Dr Soghra Roohi- Ms. Narges Nafisi Shadi Edris




