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1- Purpose:

The purpose of this document is to describe reporting process by the assessor team in accordance with the 1SO-
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
standards:

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

5- Description of activity:
Analysis of findings and assessment report (Section 7-6-8 of Standard 17011)

The assessment team prepares the assessment report based on the review and analysis of information and
evidence gathered from the review of written information, self-declaration checklist, and findings of the
assessment. This analysis should be sufficient to confirm the laboratory's compliance with the accreditation
requirements, to decide whether on granting, maintaining, extending, reducing, suspending, withdrawing
accreditation, and providing improvement recommendations in possible areas.

If the assessment team is unable to reach a conclusion about a finding, it should contact the agency for an
assignment to clarify the matter. The IACLD can consult and assist competent experts if necessary and as
needed.

The reporting process is as follows:
5-1-Delivery of a non-conformity report to IACLD-F27 laboratory:

5-1-1- At the closing meeting, the team leader submits to the laboratory the findings identified during the
assessment and a written report of non-conformities in the IACLD-F27 form. (7-6-6-A-17011) and is
considered an opportunity to answer laboratory questions.
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5-1-2- Also agrees with the laboratory on the time limits for handling corrective actions and records in the non-
conformity report.

5-1-3- The laboratory is required to provide an analysis of the extent and cause (e.g. root cause analysis) of
nonconformities, report it with other action and corrective action in IACLD-F37, and submit it to IACLD with
the necessary documents within the deadline (7-6-8-17011).

5-1-4- to ensure the adequacy of laboratory activities to closing non-conformities, the assessment team review
all activities and result.

5-1-5- In case of non-acceptance of the laboratory claim, the assessor team requests more information and
evidence or may conduct a follow-up assessment to verify the effective implementation of corrective actions.

5-1-5- In case the team approves closing the cases of non-conformity, the team leader will act according to
clause 5-3.

5-2-Sending a written report after assessment to the laboratory:

5.2.1 IACLD shall send a written report on the outcome of the assessment in IACLD-F29 within one month
after the assessment. (7-6-6-Ab-17011)

5.2.2 If the IACLD-F29 assessment report differs from the closing report, IACLD shall provide written
explanations to the laboratory. Because it is responsible for the content of assessment reports.

5-3-Sending a written report to the IACLD to decide on the application for accreditation

5-3-1- The assessment team at the end of all reviews on the activities and elimination of non-conformity and
ensuring compliance with the requirements of the standard and criteria submits the final assessment report in
IACLD-F39 to IACLD. to hold a decision-making committee with advice to accept a request from the
laboratory.

5.3.2 The information required on the IACLD-F39 Assessment Report Form:
Unique laboratory identification;

-Date (s) of assessment of the laboratory;

- Name (s) of the evaluator (s) and/or experts involved in the assessment;

- Unique identification of all assessed locations;

- Scope of activity recommended for accreditation that has been evaluated;

The entity merely lists the scope of activity in the certificate if the laboratory is capable of meeting all the
criteria and requirements of that activity in the assessment process.

-Assessment report;

- A statement to ensure the competence of the laboratory and the adequacy of the procedures used to meet the
accreditation requirements;

- Information on non-compliances and measures taken to eliminate them;
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- Any information that can help meet the requirements and competence of the laboratory;

- If relevant, a summary of the results of the skills test or external quality assessment performed by the
laboratory and any measures taken as a result of the results;

Recommendations for granting, renewing, renewing, extending and reducing the scope, suspension, and
withdrawal of accreditation are followed in accordance with IACLD-G5 guidelines.

5-4-Completion of checklist 15189

The IACLD-F28 Lab Self-Declaration Checklist based on INSO-1SO 15189 can be used as a tool during the
assessment by the assessment team. This checklist is kept in the lab file at the end. Through this checklist, the
laboratory must address the fulfillment of the standard requirements in the laboratory management system.

6 Related documents:
6-1- IACLD-P7, Accreditation process
6-2- IACLD-F24, Assessment plan

6-3-1ACLD-F25, Opening and Closing meeting

6-4-1ACLD-F27, Non-Conformity

6-5-1ACLD-F37, Correction and Corrective Action

6-6-1ACLD-F28, Checklist ISO 15189
6-7-1ACLD-F29, Team Report to Lab

6-8-1IACLD-F39, Report to Decision Making Committee

7-References

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

Conformity Assessment Bodies
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