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1- Purpose

The purpose of this document is to describe the decision-making process in accordance with the
requirements of ISO/IEC 17011,2017 by IACLD in conducting assessments of the applicant laboratories.

2- Scope

This document is used in IACLD to implement the decision-making process in accreditation for medical
laboratories that establish, implement and monitor the requirements of 1ISO 15189 in their system and are
applying for receiving accreditation services from IACLD.

3. Responsibility

3.1-The head of the decision-making committee is responsible for managing the Decision-Making
committee. Decisions on granting, maintaining, extending, reducing, suspending, and withdrawing
accreditation are made by the decision-making committee.

3.3-The responsibility for overseeing the implementation of this document is with the accreditation manager.

4- Definitions
The terms and definitions used in this document are based on the definitions and terms provided in the
following standards:

ISO/IEC 17011, 2017: Conformity Assessment - General Requirements for Accreditation Bodies
Accrediting Conformity Assessment Bodies;

5- Description of Decision-making activity on accreditation (paragraph 7-7-17011)

- The IACLD has authority and is responsible for accreditation decisions (5-7-17011) and can’t be
outsourced.

- The IACLD’s approaches to decision-making according to the types of requests in accreditation, including
granting-renewal-extension-expansion-reduction-suspension and withdrawal, are defined in the guide
(paragraph 7-7-1-11711), and the person (persons) involved in the decision committee they are different
from those who have done the assessment.

- If there is evidence that the laboratory complies with the standard requirements and criteria, theassessor
team submits a report to IACLD in IACLD-F39 as the Laboratory Compliance Statement.

Before entering the decision-making stage, the IACLD ensures the adequacy of the information in such a
way that the accreditation requirements are met (7-7-4-17011).
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- Feedback from the performance of IACLD also covers the monitoring of the performance of this
committee. The results are recorded in IACLD-F15 and IACLD-F13.

5-1-Holding a Decision-making committee

5-1-1- The executive manager as the secretary of the decision-making committee with the cooperation of the
head of the decision-making committee, holds the committee when they can be ensured of adequacy
information collected in the process of reviewing the codified information, self-declaration checklist,
assessment, ensuring the closure of non-conformities, adequacy of corrective actions, reports Assessment
and statement of the competence of the laboratory.

5-1-2- Members of decision-making committees are different from those who have done the assessment.

5-1-3- It is not necessary to hold a decision-making committee in the monitoring process if there aren’t any
changes in the scope of the certificate. (7-7-2-17011)

5-1-4- Where suspension, or withdrawal is requested by the laboratory, it is not necessary to hold a decision-
making committee. (7-7-2-17011).

5-1-5- If the laboratory does not cooperate with IACLD in the implementation of accreditation processes
and quit the request for accreditation or quit maintaining or renewing the accreditation certificate and does
not respond to the IACLD's follow-ups, it will be considered as abandoning the accreditation request and the
process will be terminated and the accreditation certificate will be automatically withdrawn and there is no
need to hold a decision-making committee (unless the head of the decision-making committee announce the
meeting should be hold).

5-2 - Composition of the Decision-making committee

5-2-1- The composition of the committee members includes: the head of the decision-making committee or
his representative (chairman of the committee with one vote), the executive manager or his representative as
secretary of the committee (Without the right to vote), two competent experts in the field of relevant scope
under decision (as members of the committee, each with one vote)

5.2.2 The executive manager of IACLD, according to the expertise related to the evaluated scope, invites
experts to participate in the committee.

5.2.3 Participants in the committee may be permanent or affiliated employees or representatives of other
relevant associations or organizations.

5-2-4- The participation of the members in the decision-making committee is considered as their acceptance
of impartiality and confidentiality, which is informed to them through appropriate arrangements.

In coordination and invitation of external representatives, the issue of impartiality and confidentiality as a
requirement. And be delivered.

5-2-5- If the head of the committee agrees, observers may attend the meeting without the right to vote and
only for the purpose of the hearing, subject to their signing of the IACLD-F23 form in respect of
confidentiality.

5-2-6- At the discretion of the executive manager of the IACLD, members of the assessment team can be
invited to the meeting without the right to vote and only to give explanations.
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5-3-Formalization of the committee

The committee, whether in-person or remote, shall be recognized by at least half plus one of the voting
members.

5-4- Duties of the decision committee

A) Since this committee has the task of reviewing the following information, it is also considered as a
review committee. (7-7-3-17011):

5-4-1-Lab ID;

5-4-2- Date (s) of assessment and type (s) of assessment (s) of the laboratory (including initial assessment,
re-assessment);

5-4-3-Names of assessment team members
5-4-4-Evaluated places;

5-4-5-Scope of activity evaluated for accreditation;
5-4-6-Assessment report (s)

5-4-7- A statement to ensure the competence of the laboratory and the adequacy of the executive methods
used in meeting the accreditation requirements;

5-4-8-Sufficient information to prove the satisfactory response of the laboratory in eliminating the non-
compliances,

5-4-9- In related cases, any other information that helps to determine the competence of the laboratory in
complying with the requirements,

5-4-10- If necessary, a recommendation on the accreditation decision for the proposed domain.
B) After the necessary checks, announce the vote.
5-5- Necessary votes in decision making:

5-5-1- The highest vote issued by the members participating in the committee, whether positive or negative,
approves the issue.

5-5-2- Abstaining from voting is considered as a positive vote.

5-5-3- In cases where the votes for and against are equal, the decision is with the director of the accreditation
body.

5-6 - Preparation of minutes of the decision-making committee of IACLD-F31

5-6-1- The announcement of the members' opinion will be recorded in the "Minutes of the Decision
Committee IACLD-F31 ".

5-6-2- The minutes of the decision-making committee meeting along with other documents related to the
office of the IACLD will be delivered to make the necessary follow-ups for granting / renewing / renewing
the accreditation certificate and expanding/reducing the scope/withdrawal of the credit.
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5-6-3 - IACLD shall inform the laboratory of the results of the accreditation decision without undue delay.
ISO / IEC17011-2017 clause 7-7-5

6 related documents:

6-1-Implementation method of the IACLD-P7 accreditation process

6-2- IACLD-F18, Accreditation Application Documents

6.3 IACLD-F23, Impartiality and Confidentiality Commitment Form

6-4 IACLD-F24, Assessment Program

6-5-1ACLD-F25, Opening and Closing Meeting

6-6- IACLD-F27, Non-conformity report

6-7-1ACLD-F37, Correction Action Report

6-8 IACLD-F39, Assessment Report Form for Decision Making Committee
6-9- IACLD-F31, Minutes of the decision-making committee

7- References:

ISO/IEC 17011, 2017: Conformity Assessment - General Requirements for Accreditation Bodies
Accrediting Conformity Assessment Bodies;
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8- Changes

Changes

page/ Date No
clause

Add new clause: If the laboratory does not cooperate with IACLD in the
implementation of accreditation processes and quits the request for
accreditation or quit maintaining or renewing the accreditation certificate
and does not respond to the IACLD's follow-ups, it will be considered as
abandoning the accreditation request and the process will be terminated
and the accreditation certificate will be automatically withdrawn and there is
no need to hold a decision-making committee (unless the head of the
decision-making committee announce the meeting should hold).

The composition of the committee members includes: the head of the
decision-making committee or his representative (chairman of the committee
with one vote), the executive manager or his representative as secretary of the
committee (Without the right to vote), two competent experts in the field of
relevant scope under decision (as members of the committee, each with one
vote)

5-1-5 | 1401/9/27 | 1

9-Working Group

Working Group

Preparation / Revision

Dr. Naser Almasi-Dr. Hassan Bayat- Dr.Ali Shirin-Dr.Alireza Lotfikian

Shadi Edris




