
17025 iso 2017 quality manual

17025 ISO 2017 quality manual is a critical document for laboratories seeking to demonstrate their
competence to perform specific tests and calibrations. The ISO/IEC 17025:2017 standard sets out the
requirements for quality management systems in testing and calibration laboratories. This article will explore
the key elements of the ISO 17025:2017 quality manual, its significance, and how laboratories can
effectively implement it.

Understanding ISO/IEC 17025:2017

ISO/IEC 17025:2017 is an international standard that applies to testing and calibration laboratories. It is
designed to ensure that laboratories operate competently and produce valid results. The updated version of
the standard, released in 2017, introduced several changes to enhance the quality and reliability of
laboratory processes.

Key Objectives of ISO/IEC 17025:2017

The primary objectives of the ISO/IEC 17025:2017 standard include:

1. Ensuring Quality: To promote the consistent production of valid results.
2. Competence: To demonstrate the technical competence of laboratory personnel.
3. Management: To encourage effective management practices that enhance operational efficiency.
4. Continuous Improvement: To foster a culture of continuous improvement in laboratory operations.

The Importance of a Quality Manual

A quality manual is an essential component of a laboratory's quality management system as per ISO/IEC
17025:2017. It serves as a comprehensive guide that outlines the laboratory's quality policies, procedures,
and practices.

Key Functions of a Quality Manual

The quality manual fulfills several critical functions:

- Documentation: Provides a clear and structured documentation of the laboratory's quality management
system.
- Reference: Serves as a reference point for staff regarding quality procedures and policies.
- Compliance: Ensures compliance with ISO/IEC 17025 requirements and helps in the assessment process during
audits.
- Training Tool: Acts as a training tool for new employees, helping them understand the quality management
system.

Components of the ISO 17025:2017 Quality Manual

The quality manual should include several key components to be effective and compliant with ISO/IEC
17025:2017. Below are the essential elements that laboratories should incorporate:



1. Scope of the Quality Manual

The scope should define the range of activities and types of tests and calibrations the laboratory performs. It
should also clarify any exclusions or limitations.

2. Quality Policy

The quality policy outlines the laboratory's commitment to quality and continuous improvement. It should be
aligned with the overall objectives of the laboratory and communicated to all staff.

3. Organizational Structure

This section should include an organizational chart that details the roles and responsibilities of personnel
within the laboratory. It should also specify the management hierarchy and lines of authority.

4. Procedures and Work Instructions

Detailed procedures and work instructions for each significant process should be included to guide staff in their
daily tasks. This may include:

- Sample handling
- Calibration procedures
- Equipment maintenance
- Data management

5. Risk Management

ISO/IEC 17025:2017 emphasizes the importance of risk management. The quality manual should include a risk
management framework that identifies potential risks and outlines measures to mitigate them.

6. Document Control

This section should outline the procedures for controlling documents and records to ensure that only current
versions are utilized. It should include:

- Document approval processes
- Revision control
- Record retention policies

7. Non-Conformance and Corrective Action

The quality manual must describe the procedures for identifying, documenting, and addressing non-conformance
issues. It should detail the corrective actions taken to resolve issues and prevent their recurrence.



8. Internal Audits

Internal audits are crucial for assessing the effectiveness of the quality management system. The quality
manual should outline the audit process, including frequency, responsibilities, and reporting mechanisms.

Steps to Develop an ISO 17025:2017 Quality Manual

Creating a quality manual that meets the ISO 17025:2017 requirements involves several steps:

Assess Current Practices: Review existing quality documentation to determine what can be integrated1.
into the new manual.

Identify Requirements: Familiarize yourself with the ISO 17025:2017 requirements to ensure all aspects2.
are covered.

Engage Staff: Involve laboratory personnel in the development process to incorporate their insights and3.
ensure buy-in.

Draft the Manual: Create a structured draft that includes all the necessary components outlined4.
above.

Review and Revise: Circulate the draft for feedback and make necessary revisions before finalizing.5.

Implement the Manual: Distribute the final version to all staff and provide training on its contents.6.

Monitor and Update: Regularly review and update the quality manual to reflect changes in practices or7.
standards.

Benefits of Implementing ISO/IEC 17025:2017 Quality Manual

Implementing a robust quality manual based on ISO/IEC 17025:2017 offers numerous benefits for
laboratories, including:

- Enhanced Credibility: Compliance with ISO standards increases the laboratory's credibility with clients and
regulators.
- Improved Efficiency: Streamlined processes lead to more efficient operations and reduced errors.
- Greater Customer Satisfaction: A focus on quality and consistency enhances customer satisfaction and
trust.
- Regulatory Compliance: Helps laboratories meet regulatory requirements and industry standards.

Conclusion

In conclusion, a well-structured 17025 ISO 2017 quality manual is fundamental for laboratories aiming to
achieve and maintain accreditation under the ISO/IEC 17025:2017 standard. By documenting processes,
policies, and procedures, laboratories can ensure quality, consistency, and continuous improvement in their
testing and calibration operations. Implementing this quality manual not only enhances credibility and efficiency
but also plays a vital role in meeting customer expectations and regulatory requirements. As the laboratory
landscape continues to evolve, adhering to these standards will be essential for staying competitive and



delivering reliable results.

Frequently Asked Questions

What is ISO/IEC 17025:2017?

ISO/IEC 17025:2017 is an international standard that specifies the general requirements for the competence
of testing and calibration laboratories. It covers aspects such as management, technical requirements, and the
need for a quality management system.

What are the key changes in the 2017 revision of ISO/IEC 17025?

The 2017 revision includes a greater emphasis on risk-based thinking, the need for a more robust quality
management system, and a focus on continuous improvement. It also updates terminology and aligns with other
management system standards.

How does a quality manual relate to ISO/IEC 17025:2017?

A quality manual serves as a documented framework that outlines the laboratory's quality management
system, policies, and procedures in compliance with ISO/IEC 17025:2017. It is essential for ensuring
consistency and meeting the standard's requirements.

What are the benefits of implementing ISO/IEC 17025:2017?

Implementing ISO/IEC 17025:2017 enhances laboratory efficiency, improves accuracy and reliability of
results, boosts client confidence, facilitates international recognition, and promotes continuous improvement
and compliance with regulatory requirements.

How can laboratories prepare for ISO/IEC 17025:2017 certification?

Laboratories can prepare by assessing current practices against the standard's requirements, developing or
updating their quality manual, training staff, conducting internal audits, and performing a gap analysis to
identify areas needing improvement.

Is a quality manual mandatory for ISO/IEC 17025:2017 compliance?

While a formal quality manual is not explicitly required by ISO/IEC 17025:2017, having one is highly
recommended as it helps document the laboratory's quality management system and facilitates consistency in
operations and compliance with the standard.
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