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1- Purpose:

The purpose of this document is to describe Preparation in accordance with the 1ISO-IEC 17011
2017 standard.

2- Scope:

This document is used in IACLD to implement the accreditation process for medical
laboratories.

3. Responsibility

3.1 The executive manager of the IACLD is responsible for the implementation of this
document.

3.2 The responsibility for overseeing the implementation of this document is with accreditation
Manager.

4- Definitions:

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

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

5- Description of activity:

-Preparation for assessment

5-1 IACLD prepares the assessment according to the scope of the application and the type of
application, including the initial, renewal and maintaining and considering to the guidelines for
granting, renewing, expanding the scope, reducing the scope, suspending and withdrawing the
accreditation under document number IACLD-G5 and explaining the consequences.
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5-2 IACLD selects the assessment team including the team leader, assessor/s and technical
experts/s from the pool of e assessors and technical experts, according to requirement of clause
7-4-1 of 1ISO17011-2017 for the specialized knowledge required for each mission according to
the scope of the request and agrees with them and the laboratory makes implicit

5-3 IACLD officially introduces the team members to the laboratory.

5-4 If the laboratory does not agree with a member of the team or its composition, within the
deadline set by IACLD, it can submit a request to change the composition or move the member
along with providing the reason, otherwise, the introduction of the team is considered The
acceptance of the team is considered by the laboratory.

5-5 Commitment to impartiality and confidentiality” form under document number IACLD-F23
is completed by the team members, signed and submitted to the institution.

5-6 After finalizing the composition of the team, while assigning the assessment to the team,
IACLD gives access to the lab documents, criteria and records according to the IACLD's criteria.

5-7 IACLD determines the mission of the evaluation team and, in collaboration with them,
prepares an Assessment plan in order to assess the competence of the laboratory in carrying out
activities in the scope of accreditation, in which the scope is accredited or requested, using a
combination of On-site assessment and other evaluation techniques should be considered.

5-8 Assessment of the performance of a sample of activities related to the scope of accreditation
is included in the IACLD-F24 Assessment Plan and a sample of locations and personnel in order
to determine the competency of the evaluated laboratory in performing activities related to the
accredited scope or It includes the requested item.

5-9 In the initial assessment, in addition to the assessment of the main office, other laboratory
locations where key activities are performed and are included in the scope of accreditation are
included in the assessment program.

5-10 reassessments are similar to the initial assessment. In addition, the experience gained during
previous evaluations is considered.

5-11 IACLD is described as determining the duration of assessment in IACLD-P7.

5-12 The IACLD-F24 assessment plan is finalized with the interaction between the team,
IACLD, and the laboratory and is officially sent to the laboratory.
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5-13 1SO 15189 standard checklist is delivered to the laboratory for self-declaration during the
assessment preparation stage. This completed checklist is reviewed by the team during the
review of documented information, along with other documents obtained in the initial stages, and
is used in the rest of the process.

5-14 The non-cooperation of the laboratory with the team and IACLD in implementing the
evaluation process according to the agreed time and schedule in any type and stage of the request
is considered as the laboratory's withdrawal from the request and IACLD can terminate the
request. and calculate the cost of the provided services and collect from the laboratory.

6 Related documents:

6-1- IACLD-P7, Accreditation process
6-2-1ACLD-F24, Assessment Plan

6-3-1SO 15189 Check list

6-4- The commitment on impartiality and confidentiality

7-References
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