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IACLD Transition Policy for 1ISO 15189:2012 to 1SO 15189:2022

The approach of the Iranian Association of Clinical Laboratory Doctors (IACLD), as an
Accreditation Body, regarding accredited laboratories and new applicants for accreditation, with
respect to the transition of laboratory management systems from 1SO 15189:2012 to 1SO
15189:2022, is outlined in this document.

ISO 15189:2022 was published on 6 December 2022, replacing 1ISO 15189:2012. A three-year
transition period from the date of publication was established for this standard, and in December
2025, accreditation based on the 2012 edition of this standard will expire. Therefore, medical
laboratories that have implemented, maintained, and monitored 1SO 15189:2012 in their
organizational structure, and wish to continue their accreditation services with IACLD, shall take
the necessary steps to align with the revised edition within the established deadlines and in
accordance with the following requirements.

Actions required from laboratories in the transition to 1SO 15189:2022
A. New applicants for accreditation with IACLD

e As of the beginning of 20 March 2022 (1 Farvardin 1404 in the Iranian calendar),
accreditation applications will only be accepted from laboratories that have implemented,
operated, and monitored their management system in accordance with ISO 15189:2022.

e The assessment processes as defined in IACLD procedures will remain unchanged, except
that the basis for assessment will be 1ISO 15189:2022.
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B. Laboratories already accredited by IACLD
Accredited laboratories are required to:

e Review ISO 15189:2022 and compare it with ISO 15189:2012.

« Conduct a Gap Analysis.

« Identify, define, and implement the necessary changes and their extent within their management
system.

o Develop a Transition Program for implementing the required changes in their management
system.

« Prepare the necessary documentation.

« Record all the above in the designated form IACLD-F60.

o Complete the Self-Declaration Checklist (IACLD-F30), prepared in accordance with the
requirements of 1ISO 15189:2022.

« Submit their request for the transition of accreditation to 1SO 15189:2022, together with the
completed forms mentioned above, by 19 June 2025 (30 Khordad 1404) to the email address:
ab@iacld.ir.

The form IACLD-F60 includes the clauses of ISO 15189:2022 and presents IACLD’s view on the
overall extent of changes compared with 1SO 15189:2012. However, it remains the laboratory’s
responsibility to identify the changes between the two standards, determine their impact on its
systems, and implement and maintain the required modifications.

The laboratory shall record the changes applied to its system in this form and ensure the relevant
documentation is prepared to demonstrate the implementation of new and revised requirements.
The effective implementation of these changes will be verified during the assessment.
If the laboratory determines that it already conforms to a revised requirement of 1ISO 15189:2022
and no change is required, this shall also be documented in the form.

Actions required from IACLD in the transition to 1SO 15189:2022
Review of applications and assessment

o Documentation submitted by the laboratory will be reviewed by IACLD assessors.

« The report and recommendations regarding the transition to 1ISO 15189:2022 shall be recorded
at the end of the form IACLD-F60 by the assessor.

« This document will serve as the Transition Assessment Report.

« The level of detail in this report shall be consistent with the level of comments typically provided
in the Assessment Report.
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Decision-making

The IACLD Decision-Making Committee will decide on the transition of accreditation to 1SO
15189:2022 based on:

« The laboratory’s Self-Declaration Checklist (IACLD-F30).

e The completed IACLD-F60 form, containing the Gap Analysis against 1SO 15189:2022,
identification and implementation of changes within defined timelines, and the list of prepared
and/or revised documents.

« The Transition Assessment Report.

 The assessor(s)’ recommendation(s) regarding the transition of accreditation to 1SO 15189:2022.

During the review of the Gap Analysis and Transition Program, if findings related to new or
revised requirements are identified that require corrective action, the laboratory shall resolve them
before the next scheduled routine assessment (surveillance or reassessment).

If an accredited laboratory fails to demonstrate compliance with ISO 15189:2022 by the end of the
transition deadline (December 2025), its accreditation certificate will be suspended for a maximum
period of six months. If the laboratory is still unable to achieve compliance with 1SO 15189:2022
within this period, its accreditation will be withdrawn.

« Upon approval of the transition, all other components of the accreditation certificate remain
unchanged, except that the reference to 1SO 15189:2012 will be replaced with 1SO 15189:2022.
Subsequent routine assessments (surveillance and reassessment) will continue in accordance with
IACLD’s established procedures, with ISO 15189:2022 as the assessment criterion.




