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.Purpose

The purpose of this document is to outline the obligations of the accreditation body IACLD as a
signatory to the ILAC Mutual Recognition Arrangement (ILAC MRA), in accordance with the
requirements set out in ILAC-P5.




Olnl b (il (B lejT pole (gl 5o ezl iy Ll Sl
Accreditation Body of Iranian Association of Clinical Laboratory Doctors

¥ Olio sl | s Lol sl i) | el Dl sass Al VEY/ANY b 5l pme | 5,0 0 les s IACLD-R5:00

IACLD Mutual Recognition Arrangement: Scope and Obligations

A)IACLD, having successfully completed evaluations and demonstrated compliance with the
relevant standards, rules, policies, and procedures contained in the ILAC mandatory and
IAF/ILAC A series documents, signed the ILAC Arrangement by completing the official
signature sheet (Annex A of ILAC-P5).

B) As a signatory to the ILAC Arrangement, IACLD agrees to:

1. Abide by its terms and conditions

2. Maintain conformity with ISO/IEC 17011, the supplementary requirements defined in
IAF/ILAC A2, and the relevant ILAC Mandatory and ILAC/IAF A-series documents;

3. Ensure that all its accredited medical laboratories comply with relevant standards, including
ISO 15189, as listed in ILAC R6, and relevant ILAC mandatory and ILAC/IAF A-series
documents, and

4. Upon changes to requirements of the ILAC Arrangement, ensure conformity with the new
requirements within the period specified by the ILAC General Assembly.

C) IACLD as ILAC MRA signatory agrees to:

1.Recognises within its scope of recognition of the ILAC Arrangement the accreditation of a CAB
by other signatories as being equivalent to an accreditation by its own accreditation body,

2.Accepts, for its own purposes, endorsed certificates or reports issued by CABs accredited by
other signatories on the same basis as it accepts endorsed certificates or reports issued by its own
accredited CABs,

3.Promote and recommend the acceptance by users in its economy of endorsed certificates and

reports (as defined in ILAC P8) issued by CABs accredited by a signatory to the ILAC
Arrangement for the relevant scope,

4. Investigate complaints raised by other ILAC MRA signatories arising from certificates or
reports issued by its accredited CABs under its accreditation schemes;

5.Notifies the ILAC Secretariat as soon as possible of any significant changes affecting its ability

to fulfil the requirements for recognition for level 2 conformity assessment activities or level 3
documents, or major organisation changes,

6. Contributes to the work of the ILAC Arrangement Council,

7. Participates in the work of ILAC including committees and voting in ballots,

8. Provides evaluators for the evaluations of accreditation bodies and regional cooperations as
appropriate to its size and to the needs of the AMC with the concurrence of the affected
recognised regional cooperation,

9.Co-operates with other accreditation bodies so that the ILAC Arrangement may be extended to
include other accreditation bodies and regional co-operations, and
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10. Uses all information obtained from the peer evaluation process in a confidential and
professional manner.

D) To participate in the ILAC Arrangement, IACLD evaluated in accordance with the relevant
rules and procedures defined in the IAF/ILAC A series and ILAC mandatory documents and
completed a signature sheet authorised by the ILAC Arrangement Council Chair (Annex A of the
ILAC Arrangement). The same procedures shall be followed if a decision is taken to extend its
scope of recognition.

E) IACLD Policy for Transition Periods for Implementation of Revised Standards

1. IACLD adheres to the ILAC policy for the transition to the revised 1SO 15189:2022 standard
during the transition period, in line with the obligations set forth in ILAC GA Resolution 26.08,
as referenced in ILAC-P5, Annex B

2. During the transition period both the superseded and revised published version of the standard
ISO 15189:2012 and ISO 15189:2022, are valid under the ILAC MRA for the entirety of the
transition period.

3. After the close of the transition period, the information provided by the IACLD to the accredited
laboratories (eg the accreditation certificates) shall appropriately reference the revised standard
(1S015189:2022). Compliance is determined during normal surveillance or reassessment activities
or as a separate activity.

4. At the conclusion of the transition period, accreditation to the superseded version of a standard
is not valid under the ILAC MRA. Therefore, conformity assessment bodies not accredited to the
current version of the standard are not recognised under the ILAC MRA in accordance with ILAC-
P6,clause 3 (iv).

5-POCT and I1SO 22870:2016 Transition

Considering that requirements for Point-of-Care Testing (POCT) in 1SO 22870:2016 have been
incorporated into ISO 15189:2022, the standards ISO 22870:2016 and 1SO 15189:2012 will
continue to be treated as valid Level 4 standards for POCT during the transition period.

However, since after the end of the transition period, accreditation to 1ISO 15189:2012 and to 1SO
22870:2016 for POCT will no longer be recognized under the ILAC Arrangement, IACLD fully
abides by this decision.
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Note: ISO 15189:2022 was published in December 2022, and the transition period concludes on
31 December 2025.




