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1- Purpose
The purpose of this guide is to describe IACLD's process of granting, renewing, extending, reducing,
suspending, and withdrawing accreditation according to IACLD-P7.

2- Scope
This guide is used in IACLD to implement the accreditation process for medical laboratories.

3. Responsibility
3-1- The executive Manager is responsible for the implementation of this document.

3-2- The responsibility of supervising the implementation of this document is with the accreditation
manager.

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

- 1ISO 9000: Quality Management Systems - Basics and VVocabulary,
- I1SO - IEC 17000: Conformity assessment - General terms and principles,

-1ISO-IEC 17011: Conformity assessment - General requirements for accreditation bodies accrediting
conformity assessment laboratories,

5- Description of activity:

-Accreditation cycle

1-IACLD sets out the criteria for granting, renewing, extending, reducing, suspending, and withdrawing
accreditation.

2-An accreditation cycle is two years from the date of initial credit to the date of renewal and from the
date of renewal until subsequent renewal. IACLD intends after joining to APAC MRA, to extend the cycle
time.

3-In each cycle, the IACLD monitors the process of laboratory activity using various evaluation
techniques.

- Before the end of the accreditation cycle, the laboratory submits the request for accreditation to the
IACLD. The reassessment is designed and performed taking into account the information gathered from
the assessments performed during the cycle to verify the competence of the laboratory and to meet all the
standard requirements (s) on which the laboratory is accredited. The decision is made after re-evaluation.




Ol b (e (BBl pale (gl 50 crazuil ks ylisl ol
Accreditation Body of Iranian Association of Clinical Laboratory Doctors

Vo Y iOlxio slass s ylel ol oy | VTN - ks sass g, | AN i bl e | TACLD-G5:01: 5 o o) les

sty e | Ul g Gudei awld dlS @wld (g S gz el sllacl) s lasl a5 > Ll
G-Accreditation Cycle (Granting, maintaining, Renewal, Extending, Reducing, Suspending, Withdrawing)

5-1-Granting accreditation:

5-1-1- In the accreditation process, the laboratory is evaluated for the first time in the requested scope.
Therefore, the initial assessment includes an assessment of the main office and all laboratory locations
where Kkey activities in the scope of accreditation are performed.

The results of the evaluation should be such that IACLD is able to ensure the adequacy and access to the
following information before making a decision:

- Identify the assessed locations specified in the IACLD-F24: Assessment Program
-The scope of assessment assessed in Table 7 in the IACLD-F18 Application Form
-Non-conformity report in IACLD-F27 and corrective action in IACLD-F37

- Other handwritten notes and Checklist 15189 in IACLD-F30 that is used by labs as self-declaration and
the assessment team;

- Any analysis of the evidence and findings and the "Evaluation Report™ form to the Laboratory in
IACLD-F29 and the assessment team statement on the laboratory adequacy and laboratory procedures that
meet the accreditation requirements.

-Reviewing the records of activities and reports and ensuring that the accreditation requirements are met

by executive management to follow the decision-making committee as secretary of the committee
according to the IACLD-G10 guideline

5-1-2- After the decision-making committee agrees with the request, the accreditation certificate IACLD-
F7 is issued for the laboratory and is granted by IACLD.

5-1-3- IACLD assesses a sample of the scope of accreditation every two years. The assessment can be on-
site, and if it’s not applicable, IACLD uses other assessment techniques to achieve the same objective.

5-2-Renewal Accreditation

5-2-1-Before the end of the accreditation cycle, a reassessment will be planned and performed taking into
consideration the information gathered from assessments performed over the accreditation cycle. The
reassessment shall confirm the competence of the laboratory in the accredited scope and cover all the
requirements of ISO 15189 for which the lab is accredited. An accreditation decision shall be made after
the reassessment.

5-2-2- Accredited laboratory shall submit its request to IACLD.

5-2-3-Not requesting renewal accreditation or not cooperation with IACLD during the accreditation
process is considered a cancellation of the request for renewal of accreditation and at the end of the
deadline, the accreditation certificate is invalid.

If the laboratory does not continue the re-accreditation and does not cooperate with IACLD, it will be
considered as withdrawal of the accreditation request and the certificate will be invalidated.
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5-3-Maintaining

5-3-1-The monitoring program can, as appropriate, be done through interviews, on-site or remote
assessment, and obtaining activity reports from the laboratory, to ensure the correct operation of the
laboratory.

5-3-2-The monitoring program is like an initial process, but no decision is needed if the certification does
not change.

5-4-Extending accreditation

5-4-1- After receiving the request for Extending accreditation, IACLD acts according to IACLD-P7.

5-4-2- Following a positive decision by the Accreditation Decision making Committee regarding the scope
extension, the accreditation certificate and its scope are updated based on the newly added items. The newly
approved scope items are marked in the scope table with an asterisk and the term “Extended”. The date of
the scope extension is also recorded on the accreditation certificate and shall be considered the effective date
of the scope extension, in accordance with ISO/IEC 17011:2017, clause 8.2.2.

Scope extensions approved in previous assessments remain in the scope table; however, the “Extended”
marking, asterisk, and the indication of the extension date apply only to the items approved in the most
recent assessment and decision-making process, which have been newly added to the accreditation
certificate.

Nevertheless, the Accreditation Body maintains a complete record of all scope extension dates and added
items in the laboratory’s profile on the AB website, as well as in its internal documentation. This
information is available upon request to interested parties. This approach is consistent with clause 8.2.2 of
ISO/IEC 17011:2017.

5-5-Suspending, withdrawing or reducing accreditation

5-5-1-IACLD shall decide in which circumstances the accreditation shall be suspended, withdrawn, or
reduced when:

-An accredited laboratory has failed to meet the requirements of accreditation or

-To abide by the rules for accreditation or

- Has voluntarily requested a suspension, withdrawal, or reduction.

5-5-2-Where there is evidence of fraudulent behavior, or the lab intentionally provides false information
or conceals information, IACLD initiates its process for withdrawal of accreditation.

5-5-3-In cases where IACLD has suspended the scope of the laboratory, it expects the laboratory to
resolve the non-conformity within the agreed timeframe, provide corrective action, and send it to IACLD.

IACLD reviews the cases and, if approved, removes the activity suspension. If it does not agree to resolve
the non-conformity, it will notify the laboratory of further follow-up, and the laboratory will remain
suspended during this period.

Failure to resolve the issue will deduct the activity from the scope of accreditation in the certificate and
the suspension is removed from the laboratory.
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5-5-4-AB’s Approach for Withdrawal of Accreditation

A- AB’s Approach for Withdrawal of Accreditation under Normal Circumstances

Under normal circumstances where the withdrawal of accreditation arises from the situations described in

clause 5-5-1, the Accreditation Body takes the following actions:
1. The image of the certificate and the laboratory’s profile are removed from the list of accredited
laboratories on the AB’s website and transferred to the list of laboratories whose accreditation has been
withdrawn.
2. The complete withdrawn accreditation certificate including the front page and all annexes containing the
accreditation scopes is made fully accessible and visible on the AB’s website.
3. The word “withdrawn” is applied as a large red watermark on all pages of the withdrawn certificate.
4. On the laboratory’s profile page on the AB’s website, the status is updated to “Accreditation
Withdrawn.”
5. If the withdrawal is based on the laboratory’s voluntary request, the term “Voluntary” is also indicated
on its profile page on the AB’s website.
6. The AB formally notifies the laboratory of the withdrawal of its accreditation certificate through an
official written letter.
7. The accreditation body takes back the physical copy of the accreditation certificate from the laboratory.
8. The AB reminds the laboratory that, according to the signed declaration IACLD-F19, it is obliged to
comply with all requirements specified in IACLD-P14 and IACLD-F19, and must strictly refrain from any
use of the accreditation symbol or any accreditation claims in its activities or advertisements. Any misuse
shall be considered a violation and will be subject to actions in accordance with the Accreditation Body’s
rules and procedures.

B. Status of Expired Accreditation Certificates during Incomplete Reassessments

b-1-When the reassessment process of a laboratory cannot be completed by the Accreditation certificate

expiry date, and the reason for the delay is related to the Accreditation Body (IACLD) and not the

laboratory, the AB shall, considering the following four conditions and based on risk assessment and

acceptability of the risk level, take the actions described in section b-2

1.The delay is caused by the Accreditation Body (e.g., delay in planning, team assignment, or the decision-
making process).

2.The laboratory does not have any critical nonconformities that would prevent a positive decision.

3.The reassessment process is active and ongoing (planning completed, team appointed, or the assessment
has already begun).

4.No suspension or withdrawal decision is under consideration, and the only issue is the administrative delay
caused by the AB.

b-2-Actions by the Accreditation Body
1.The accreditation certificate expires, and the certificate image is removed from the AB’s website.
2.Although the certificate has expired, since the reassessment is ongoing and no suspension or withdrawal
decision has been made, the laboratory remains in listed of the accredited laboratories. (Removing the
laboratory from the public list is reserved only for cases where accreditation is formally suspended or
withdrawn. Premature removal while the final accreditation status is still under assessment could unjustly
damage the laboratory’s reputation and imply a loss of accreditation that has not been decided. Therefore,
the laboratory remains listed until a formal decision is made)
3.Depending on the stage of the accreditation process the laboratory is waiting for, one of the following
statements shall be displayed on the laboratory’s profile on the AB’s website:
a.Under Reassessment
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b.Awaiting Decision
4. An explanatory note shall also be displayed:
“The previous accreditation certificate of this laboratory has expired. The reassessment process is ongoing,
and the accreditation status will be updated upon the final decision.”
5. Until the accreditation status is finalized, the laboratory is not permitted to use the IACLD Symbol and
the ILAC MRA Mark, for issued reports or make any accreditation claims.
6. The Accreditation Body monitors the implementation of these requirements to ensure the process is
properly followed and the laboratory complies with the conditions defined in this procedure.
7. Upon the Decision Committee’s approval of the laboratory’s reassessment, the renewed accreditation
certificate will be posted on the AB’s website according to the routine process and will be subject to the
general rules applicable under normal conditions.

5-5. Annual Assessment Plan

The Accreditation Body prepares and maintains an Annual Assessment Plan (IACLD-F71) to ensure that
all assessment activities within the year are timely, manageable, and properly scheduled. In the IACLD-
F71, only the planned dates and status of each assessment activity (granting, extension, renewal, and scope
expansion) are recorded. The plan is a dynamic document and is reviewed and updated throughout the year
as necessary. The form is used for internal tracking and does not include all operational details of resource
allocation or coordination, which are managed separately by the AB.

The Annual Assessment Plan serves as a tool for:

 Ensuring timely implementation of the accreditation cycle and minimizing the risk of delays

« Establishing a systematic and predictable approach to planning

« Workload management

« Resource allocation (number of assessors and scopes is managed internally based on the planned dates
and type of assessment and is not recorded in IACLD-F71.)

« Controlling risks related to delays

 Ensuring that assessments are conducted on time according to the accreditation cycle

« Internal coordination among planning, assessment teams, and decision-making personnel; preventing
schedule conflicts when multiple activities overlap

 Preventing accumulation of pending applications at the end of the year

« Monitoring the status of each application (scheduled / ongoing / waiting decision / completed)

For each of the planned accreditation activities (granting, surveillance, reassessment, and scope extension),
the progress stages may be recorded in the "Status™ column of the form using the following possible terms:

o Awaiting Document Review
« Assessment Scheduled

o Assessment Completed

« Pending Corrective Actions
« Pending Decision
 Decision Completed

This table serves as a roadmap for prioritizing applications and tracking the various phases of the
accreditation process.
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