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1-Purpose

The purpose of this document is to describe conducting the accreditation procedure based on ISO/IEC17011
-2017 by IACLD for accrediting medical laboratories that establish 1ISO 15189 in their lab.

2-Scope

This procedure is used in IACLD for accreditation to medical laboratories.

3 Responsibilities

3-1- The executive manager is responsible for the implementation of this document.
3-2- The head of the decision-making committee is responsible for this committee.
3-3- The head of the complaint/appeal committee is responsible for this committee.

3-4- The Accreditation Manager is responsible for the implementation of this document.

4-Terms and Definitions

For the purpose of this document the terms and definitions given in.

ISO/IEC 17011-2017: Conformity assessment — Requirements for accreditation bodies accrediting
conformity assessment bodies

5- Description of activities

5.1 Accreditation requirements

The general requirements for accreditation of medical laboratories are 1ISO15189 and/or other normative
documents for the operation of medical laboratories.

5-2-Application for accreditation

5.2.1 11ACLD shall require to receive the filled application form: IACLD-F18, from the director of a medical
laboratory that includes the following:

a) General features of medical laboratory, including legal entity, name, address (es), legal status, and human
and technical resources

b) General information concerning the applicant such as its relationship with a larger entity if any,
addresses of all its physical location(s), and, information on activities conducted at all locations including
virtual site(s)

c) aclearly defined scope of accreditation as defined in part 7 in IACLD-F18 for which the applicant seeks
accreditation,

d) The lab’s commitment to continuously fulfill the accreditation requirements, criteria for use of the
accreditation symbol in IACLD-P14, signing IACLD-F19: the Accreditation Agreement, and other obligations.
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5.2.2 Applicant shall provide information demonstrating that the accreditation requirements are
addressed prior to the commencement of the assessment.

5.2.3 IACLD’s expert reviews the accreditation application and lab’s information and makes documented the result
including the initial acceptance of the application and the next steps in the IACLD-F50.

5.2.4 Atany point in the application or initial assessment process, if there is evidence of fraudulent
behavior, if the applicant intentionally provides false information, or if the applicant conceals information,
[ACLD rejects the application or terminates the assessment process.

5.2.5 If Applicant asks where IACLD conducts a preliminary visit before the initial assessment, IACLD
conduct is based on the agreement with both parties. Also if the initial assessment shows major
nonconformities, IACLD may consider the activities equal to a preliminary visit if the applicant agrees.

5-3- Resource review

5.3.1 IACLD reviews its ability to carry out the assessment of the applicant, in terms of its own policy and
procedures, its competence, and the availability of personnel suitable for the assessment activities an
decision-making.

5.3.2 TACLD reviews its ability to carry out the initial assessment in a timely manner. Where the initial
assessment cannot be conducted in a timely manner, this shall be communicated to the lab.

5-3-3-After acceptance of an application, IACLD prepares the contact form in the IACLD-F21. Both the lab and
[ACLD shall sign. The contract makes a legally enforceable arrangement requiring the med lab to conform to
clause 4-2 of ISO/IEC17011-2017. IACLD sees these requirements in IACLD-F19 and IACLD-F21.

5-4-Preparation for assessment

[ACLD manages preparation for assessment based on I[ACLD-G2

5-5- Review of documented information
The purpose of the review of documented information is to evaluate the conformity of the laboratory’s
documents with ISO 15189 requirements and other accreditation requirements, and to determine the
sufficiency of the information for continuing the process and proceeding to the assessment phase in
accordance with clause 7.6 of ISO/IEC 17011.
The assessment team shall review all relevant documented information provided by the laboratory to
evaluate its system for conformity with 1SO 15189 and other accreditation requirements. In this regard,
laboratories are required to complete the following checklists carefully and submit them along with other
requested documents to the Accreditation Body (AB):
-IACLD-F30: ISO 15189:2022 Requirements Checklist
This checklist covers all clauses of 1ISO 15189:2022 and the accreditation body requirements.
-IACLD-F60: Gap Analysis and Transition Plan for Medical Laboratories to 1ISO 15189:2022
This checklist must be completed and submitted by accredited laboratories transitioning from the previous
edition to I1SO 15189:2022. It includes identification of changes, gap analysis, transition plan, planning, and
implementation actions.
-IACLD-F61: Two-Year EQA Participation Record
In this form, the laboratory shall provide details of its participation in EQA programs over the past two years
according to the requested format and related procedures, to be reviewed by the assessment team
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The AB shall provide all submitted documents to the assessment team.

During the review of documented information phase, the assessment team shall review all statements in
IACLD-F30 and IACLD-F60, as well as other submitted documents, and write the results in the
“Assessment Team Notes” section of the respective forms. In the next step, IACLD-F40 is filled by team
leader based on the results from IACLD-F30 and other documents and all these written notes.

When reporting in IACLD-F40, the assessment team shall indicate any information or documentation that is
missing, ambiguous, or inadequate, so that the laboratory shall provide the necessary clarifications or
additional documentation.

Depending on the situation, the Accreditation Body may decide not to proceed with further assessment
based on the review of the documented information. In such cases, the results with their justification shall be
reported in writing to the conformity assessment body. Otherwise, the assessment team shall proceed to
prepare the Assessment Plan in IACLD-F24.

5-60 -Assessment

5-6-1-IACLD documented the procedure of assessment in the Guideline IACLD-G4.

5-6-2-1IACLD documented the procedure of reporting non-conformities and general reporting to the Lab and
IACLD in the Guideline IACLD-G9

5-6-3-The determination of the duration of the assessment is provided in the IACLD-F20 form.

Determining the duration of the assessment:

Number of Disciplines Requested - The number of scopes requested for accreditation

The number of laboratory personnel - the size of the laboratory - the number of laboratory branches - the location of the laboratory
and the distance

The type of application, including grant-maintain-renewal of accreditation and extension of the scope - the type of assessment:
remote or on-site or combined

The duration of an assessment including 30 items is presented in the table.

Reassessment Assessment for maintaining Initial assessment Activity
TL/2A/3 days TL/2A/2days TL/2A/3days Assessment: On-site/Remote
2days lday 3days Reporting

Man/Day for Extending/Follow-up and additional assessment/review closing nonconformity/review
corrective action are determined based on the cases.

TE is invited in necessary cases

TL=Team Leader = A=Assessor TE=Technical Expert

5-7-Decision Making
IACLD documented the decision-making procedure in IACLD-G10

5-8-Accreditation information

1-Issue certificate

The IACLD issues an accreditation certificate based on the minutes of the decision committee and the
scope approved in the assessment.
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2- Accreditation Certificate details

2-1- The format of the accreditation certificate is in accordance with the IACLD-F7 form and includes the
same letterhead on all pages of the accreditation certificate, the cover page in both Persian and English
language, and the attached pages including the scope of accreditation activities. All pages have the logo of
IACLD.

2-2- The accreditation certificate in compliance with paragraph 7-8-1-17011 provides the following
information.

A- ldentity and in related cases, the accreditation Logo of the Accreditation body of Iranian Association of
Clinical Laboratory Doctors,

B- Name, address, and contact numbers/fax / e-mail address/website of the accredited laboratory

C-Accreditation Scope: The procedure for determining the scopes of accreditation, in order to ensure
effective and consistent application with the ILAC MRA signatories, is provided in the IACLD-G18
guideline.

D- Approved locations and activities in the evaluation

E- Unique accreditation identification number for the accredited laboratory

C- Date of issuance/renewal/scope extension, and expiry date of the accreditation certificate

The date of issue/ renewal/scope extension is from the date of decision in the decision-making committee.
G- Discipline, scope of accreditation, test sample, test method, references

H- A statement of compliance and reference to standard(s) and/or other normative document(s), including
issue or revision used for assessment of the if necessary

I- The accreditation certificate is finalized with the Accreditation Body’s embossed logo seal.

J- IACLD accreditation body logo and the ILAC MRA mark
2-3- IACLD publishes the accreditation certificate and related information through IACLD Website,

3-Validity Period of the Accreditation Certificate

A. The validity period of accreditation certificates is two years. The reassessment shall be planned and carried
out before the end of this period.

IACLD uploads the image of the latest valid Accreditation certificate from each accredited laboratory on the
AB’s website, which shows the dates of Issue, Recertification, and Expiry Date and it prevents the misuse of
accreditation status.

In this way Accreditation certificates are available publicly, and everybody can check and ensure the validity
of the right version.

IACLD asks the laboratory to return the prior certificate and not to use it in advertisements and prevents the
misuse of accreditation status.
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The laboratory is also obliged based on IACLD-P14, to present and display the latest valid Accreditation
certificate on its website or in advertisements, and it is prohibited to use previous versions of accreditation
certificates in display and advertising that have expired or have been withdrawn.

B- The management of accreditation status in the event of withdrawal of the accreditation certificate
is described in Guideline IACLD-G5.

5-9-Accreditation cycle
IACLD documented the criteria for the accreditation cycle in IACLD-G5.

5-10-Expansion of accreditation
IACLD documented the criteria for the expansion of accreditation in IACLD-G5.

5-11- Suspending, withdrawing, or reducing accreditation
IACLD documented the criteria for suspending, withdrawing, or reducing accreditation in IACLD-G5.

5.12 Complaints
IACLD documented the criteria for handling complaints in IACLD-P13

5.13 Appeals
IACLD documented the criteria for handling appeals in IACLD-P15

5.14 Records on accredited laboratory
1-IACLD maintains records on its applicants and accredited laboratories to prove that accreditation
requirements have been effectively met.
2- IACLD has documented procedures for maintaining records in IACLD-P1 and [IACLD-F6 for the
duration of the current cycle plus the previous full accreditation cycle.

6- Related documents
6-1- IACLD-F18, Accreditation Application
6-2- IACLD-F19, Accreditation Agreement
6-3- IACLD-F20, Finance
6-4- IACLD-F21, Contract Form
6-5- IACLD-G 2, Preparation for an assessment
6-6- IACLD-G4, Assessment
6-7- ILAC-G9, Reporting
6-8- IACLD-G10, Decision making
6-9- IACLD-F7, Accreditation Certification
6-10-IACLD-G5, Grant, Renewal, Extension accreditation, Suspending, withdrawing, or reducing accreditation
6-11-IACLD-F6, Record Control
6-12-1ACLD-P13, Complaints Procedure
6-13-IACLD-P15, Appeal
6-14-1ACLD-P14, Use of accreditation symbols and other claims of accreditation
6-15-IACLD-F50, review of accreditation application
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6-16-IACLD-G18, Guideline for describing Scopes of Accreditation

6-17-IACLD-F49, the Initial authorization to work with the accreditation body

6-18-IACLD-F30, Checklist 1ISO15189:2022

6-19-IACLD-F60, Gap Analysis and Transition Plan for Medical Laboratories to ISO 15189:2022
6-20-IACLD-F40, Review of documented information

6-21-IACLD-P6: ACLD approach for Proficiency Testing and/or Interlaboratory comparisons other than
Proficiency Testing

7-References

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

8- Changes
Changes page/ Date No
clause
Determining of Duration of assessment 5-6-3 1401/5/20 1
Added: ...criteria for use of the accreditation symbol in IACLD-P14... 5-2-1-d | 1401/09/27 | 2

IACLD’s expert reviews the accreditation application and lab’s information and 5-2-3 | 1401/09/27 | 3
makes documented the result including the initial acceptance of the application
and the next steps in the IACLD-F50.

C-Accreditation Scope: The procedure for determining the scopes of 5-8-2- | 1401/09/27 | 4
accreditation, in order to ensure effective and consistent application with the 2-c
ILAC MRA signatories, is provided in the IACLD-G18 guideline.
J- IACLD accreditation body logo and the ILAC MRA mark

Sub clause B added:

B. Status of Expired Accreditation Certificates during Incomplete 5.8.3 140440410
Reassessments il
Added clause: IACLD-P14, Use of accreditation symbols and other claims of 6-14 | 1404/09/27 | 4
accreditation
The content of clause 5-5 was technically updated in general 55 1404/09/10 | 5
We added clause B to sub clause 5-8-3: 5-8-3 | 1404/09/10 | 6
B — The management of accreditation status in the event of withdrawal of
the accreditation certificate is described in Guideline IACLD-G5.
9-Working group

Working Group Preparation / Revision
Dr Soghra Rouhi- Dr. Maryam Sahlolbei-Ali Shirin-Dr. Alireza Lotfi Kian- Shadi Edris
Dr.Azam Karkhaneh




