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1- Purpose:

The purpose of this document is to describe the assessment process in accordance with the requirements of
ISO-IEC 17011 2017 by the IACLD for the applicant laboratories.

2- Scope:

This method is used to implement the accreditation process for medical laboratories that establish,
implement, and monitor the requirements of 1ISO15189 in their system and are applying for accreditation
from IACLD

3. Responsibility

3.1 Responsibilities for each task are specified in the relevant sections of this procedure, in accordance with
the job description forms, responsibilities, and tests for the staff involved.

3.2 The responsibility for implementing this document lies with the executive manager of the accreditation
body.

3.3 The responsibility for overseeing the implementation of this method lies with the accreditation manager.

4- Definitions:

It is mentioned in the IACLD-P7

5- Description of activity:

5-1- Assessment according to the IACLD-F24 assessment program, is followed by the IACLD-assessment
team-laboratory. (7-6-3-2017-17011)

5-2- The assessment, regardless of whether it is on-site or remote, begins with the opening meeting IACLD-
F25 for the attendees is recorded and the following is provided:

5.2.1 Lab director Introduce the organization laboratory which is involved in the assessment. A brief
description is provided by the laboratory.

5-2-2- The assessment team will be introduced by the team. The following explanations will be provided by
the lead assessor about:

5-2-2-1- The assessment team's commitment is emphasized to maintaining impartiality and confidentiality.
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5-2-2-2-Implementing assessment regarding the purpose of assessment/type of assessment (preliminary
visit, initial assessment, monitoring assessment, re-assessment) / requested scope according to table seven
from application forms in IACLD-F18 and or the scope of accreditation certificate of the accredited lab.

5-2-2-3-Mention that the assessment is in the form of sampling of one or more key activities and gathering
objective evidence in order to ensure the competence of the laboratory in the requested scope and its
compliance with the standard and other accreditation requirements.

5-2-2-4- Expectations from the laboratory interface are: to make the necessary coordination with the IACLD
and the team of evaluators in the implementation of the program, such as coordination to respond to the
people involved in the assessment according to the established arrangements, access to documents and
records, establishing meeting facilities Having the necessary equipment, including technology for collecting,
storing, retrieving, processing, analyzing and transmitting information, including software and hardware
such as telephones, laptops or computers, camcorders or webcams, headphones or microphones, scanning
equipment and duplication and printing, audio, video conferencing with the ability to record, record and
broadcast meetings and locations evaluated remotely, the ability to share data and secure access to profiles,
provision and use of platforms as agreed (e.g. Zoom ...), having a suitable and stable internet bandwidth,
making video videos, whether they have been made before or live during the performance. Provide
portability, connectivity, and battery life of the video device.

5-2-2-5- Performing the assessment with the remote technique, means accepting the laboratory on the use of
ICT and keeping the necessary information in the laboratory file in the IACLD.

5-2-2-6- Obtaining consent and obtaining prior permission is necessary to store the information obtained
during the assessment activity from the IACLD.

5-2-2-7- Providing an environment away from background noise interference in remote assessment and
room scanning at the beginning of each remote meeting, it is necessary to identify the people present in the
room and to be involved in the assessment.

5-2-2-8- The opening form should be registered by the members participating in the meeting, whether in
person or remotely, and approved by the lead assessor.

5-3- The assessment team of the services provided by the laboratory in its places or other related places
where one or more key activities are performed in order to ensure the competence and compliance of the
laboratory with the standards and accreditation requirements in the requested scope evaluates.

5-4- Assessment is performed by considering the standards, guidelines, standard documents of the relevant
species, assessment criteria, assessment techniques, related risks in the scope of demand, criteria, and
executive methods of the IACLD. The establishment, application, and monitoring of standard requirements
ISO 15189 are evaluated in the laboratory.

5.5 The performance of personnel affecting the competence of the laboratory in the field of demand,
including the laboratory manager, head or technical manager of the laboratory, department managers, quality
manager, substitutes, and key personnel to ensure the suitability of the laboratory in accordance with
appropriate arrangements, is under assessment.




ol ! b i ikl pole (gl uSs crozl s lasl oly
Accreditation Body of Iranian Association of Clinical Laboratory Doctors

AV solmio sl | casalosl sl il | 1ol s wass b | AV VY syl jsao b | TACLD-G4:00S s o Lo

G-Assessment by -l

5-6- The team shall analyze the objective information and evidence collected during the assessment in order
to determine the competence of the laboratory in the scope under assessment, which is determined by its
compliance with the accreditation requirements. (7-6-4-17011)

5-7 Analysis of Findings and Assessment Report (7-8 -17011)

5-7-1 The assessment team prepares the assessment report based on the review and analysis of information
and evidence collected from the review of written information, self-declaration checklist, and assessment
findings. This analysis should be sufficient to confirm the laboratory's compliance with the accreditation
requirements, to decide whether to grant, renew, extend, extend, or restrict the scope, suspend or withdraw
the accreditation, and provide improvement recommendations in possible areas and if necessary. And kept in
the laboratory file.

5-7-2- If the assessment team can not reach a conclusion about a finding, it should refer to IACLD to get the
task to clarify the issue about them (7-6-5-17011). The IACLD can consult and assist competent experts to
provide guidance if necessary and as needed.

5-7-3- The assessment team, before the end of the assessment, in the pre-closing meeting, finds the
necessary consensus and preparation to present a report of the findings.

5-7-4- At the end of the assessment, the closing meeting with the laboratory is held and the following items
are presented:

5-7-4-1- In which the findings identified during the assessment, including the expression of compliance,
strengths, cases of improvement, and non-conformity are presented by the assessor

5-7-4-2 Team and lab discuss non-conformities if any and the lead assessor writes it in the "IACLD-F27
Non-conformities Report".

5-7-4-3- lead assessor should record the agreed-on deadline time for closing the non-conformity and sending
the corrective action to the representative of the laboratory.

5-7-4-4- After completing the non-conformity report form, if the form is an electronic file, it will be a PDF
version. If it is a paper copy, a copy will be made.

5-7-4-5- A copy of the non-conformity report form, either paper or PDF (as required) will be delivered by
the assessor to the laboratory and a copy of it will be delivered to the IACLD for further follow-up and entry
in the applicant's file. Both copies delivered to the laboratory and the IACLD will be the same and contain
the same information.

5-7-4-6- For more transparency on the continuation of work, the assessor can explain the following cases
that within the agreed deadline for eliminating the non-conformity, the laboratory is required to analyze the
root causes of non-compliance, specific measures for describing and resolving the inconsistency that has
been done or planned in the IACLD-F37 Lab Corrective Action Report form.

5-7-4-7- The measures taken from the laboratory will be reviewed by the assessment team. If the adequacy
of the measures is accepted, the cases will be confirmed. In case of inadequacy, further arrangements will be
made, such as giving extra time to close the non-conformity or removing the scope from the accreditation
request.




ol ! b i ikl pole (gl uSs crozl s lasl oly
Accreditation Body of Iranian Association of Clinical Laboratory Doctors

Vi) oo ol | stsu,bael sles s, | le oo sl ssass g b | QYY) sadsl s syl | TACLD-G4:00:S e o Lo

G-Assessment by -l

5-7-4-8- If there is a need to find evidence of effective implementation of the measures taken a follow-up
assessment may be performed to verify the effective implementation of corrective actions.

5-8- The closing form is registered by the members participating in the meeting, whether in person or
remotely, and is approved by the lead assessor and the laboratory management or his representative.

5.9 A written assessment report in IACLD-F29, shall be sent to the Laboratory on the outcome of the
assessment up to one month after the closing meeting (7-6-6-B-17011)

5-10-The assessment team reviews corrective actions and ensures that laboratory responses are adequate to
resolve nonconformities. Where responses are not considered sufficient, more information is requested. In
addition, evidence of effective implementation of the measures taken may be requested. Or a follow-up
evaluation may be performed to verify the effective implementation of corrective actions (7-6-9-117011).

5-11- In cases where the assessor team ensures the adequacy of corrective actions and closures of non-
conformities, it reports the results in IACLD-F39 to the IACLD, so the next action is to form a decision-
making committee can be taken with the coordination of the head decision committee.

6 related documents:

6-1-IACLD-P7 Accreditation process

6-2- IACLD-F18 Accreditation Application

6-3- IACLD-F19 Accreditation Agreement

6-4- IACLD-F24 Assessment plan

6-5- IACLD-F25 Opening and Closing meeting
6-6 IACLD-F27 Non-conformity
6-7-1ACLD-F37 Corrective Action

6-8- IACLD-F28, Checklist INSO-1SO15189 (1SO15189)
6-9- IACLD-F29, Assessment Report to lab
6-10-1ACLD-F39, Assessment Report to IACLD

7- References:

ISO-IEC 17011: Conformity Assessment - General Requirements for Accreditation Bodies Accrediting
Conformity Assessment Bodies
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