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7-1-1SO/IEC 17011-2017: Conformity assessment — Requirements for accreditation bodies accrediting
conformity assessment bodies

7-2-1SO15189-2012: Medical laboratories — Requirements for quality and competence
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1-Purpose

The purpose of this document is to describe the policy and implementation method of establishing,
expanding, and terminating accreditation schemes in an institution that meets the requirements of the
standard and/or related required documents and is supported by sufficient resources. This procedure includes
the creation and implementation, expansion, and termination of accreditation schemes to meet the needs of
related parties, the latest changes in standards, or other requirements for accreditation schemes at the
national and international levels.

2- Scope
This document is used in IACLD for accreditation of medical laboratories.

3. Responsibility

1- The management representative has the responsibility of implementing this document.
2- The Accreditation Manager is responsible for general supervision over the implementation of this
document.

4-Terms and Definitions

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

-1ISO/IEC 17011-2017: Conformity assessment — Requirements for accreditation bodies accrediting
conformity assessment bodies

-Accreditation scheme

Rules and processes relating to the accreditation of medical laboratories as conformity assessment bodies to
which the same requirements apply.

Accreditation scheme requirements in medical laboratories include 1SO 15189.

5- Description of activities

5-1-1ACLD Policy
The IACLD has developed an accreditation scheme for medical laboratories based on 1SO 15189 and
APAC/ILAC and other mandatory documents.

5-2-Criteria

5-2-1- Accreditation scheme for medical laboratories based on 1SO 15189

1-The IACLD has developed an accreditation scheme for medical laboratories based on ISO 15189 and
APAC/ILAC and other mandatory documents.

2-1ACLD has developed any guidance, application, or normative documents by committees or persons

possessing the necessary competence and with the participation of appropriate interested parties. These



Oly! b i i)l pole (gl bSs cpozuil s Lael sld
Accreditation Body of Iranian Association of Clinical Laboratory Doctors

BV obris oot | caduliel slegialS | e el s o gyl | QA0 ady) gos G IACLD-P16:00:5 s 5 Lot

P: Establishing Accreditation Scheme o ylael b zb sl ol )

documents shall not contradict or exclude any of the requirements included in the relevant international
standards and/or other normative documents.
3-In the references section of each document, the IACLD introduces the international documents used and

provides access or link to the address if needed.

4-The IACLD is ready to participate in the development of practical documents or guidelines and required
documents that are accepted.

5-Based on clause 8-2-1-b of ISO/IEC17011-2017, IACLD makes available through publications the
information about its accreditation schemes, including its assessment and accreditation processes;

5-2-2- The expansion of the new accreditation scheme
1-The expansion of the new accreditation scheme can be proposed by IACLD, regulatory body, professional
associations, internal personnel, customers, and other related IACLD s.

2-The IACLD, or the party submitting the accreditation extension proposal, shall perform the analysis in the
following cases:

A. Potential customer market potential,

b- National policies that may affect specific sectors (regulations, technical regulations, and
regional/international agreements).

c-The role of related parties in the accreditation scheme,

d-Analyze the required resources and the ability to access personnel with the necessary expertise and
competencies that follow the criteria seen in IACLD-P5.

3-Needs analysis for the expansion of accreditation plans is provided to the IACLD accreditation manager to
decide on the implementation of the expansion of the accreditation Scheme.

4-If it is decided to extend the accreditation scheme, The Accreditation Manager shall appoint a team
responsible for developing the requirements for implementing an accreditation scheme:

a. Documents and guides required to implement the plan.
b. Training and provisions required for training of permanent and dependent staff, including assessors,
specialists, and committees in connection with the development of accreditation schemes.

5-2-3- Termination of accreditation plan

1- The IACLD approach in the discussion of discontinuing an accreditation scheme in part or in full, it’s
taking into account the following:

A- The views of the interested parties

B- Contractual duties

G- Transition arrangements

E- External communications related to project termination

E- Information published by the IACLD
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2. The final decision on the issue is made by the IACLD accreditation manager. After completing the
conclusions, the management representative proposes the complete removal of the plan or part of it, to
submit the decision to the manager.

3. The management representative coordinates the distribution of information on the termination of
accreditation projects to the relevant parties.

6-Related documents

1- IACLD-P1, Document Control Certificate
2-1ACLD-P5, Selection, Qualification, Competency, evaluation of the performance of Assessors
3- IACLD-P7, Accreditation process

7- References

7-1-1SO/IEC 17011-2017: Conformity assessment — Requirements for accreditation bodies accrediting
conformity assessment bodies

7-2-1S015189-2012: Medical laboratories — Requirements for quality and competence
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