
 
UNDERSTANDING ISO 17025 CLAUSE 8.1 – MANAGEMENT  

SYSTEM REQUIREMENTS 
 

Understanding Clause 8.1 – The Foundation of a Controlled, Competent Laboratory 

Clause 8.1 marks the beginning of the ISO/IEC 17025 management system section — 
the part of the standard that ensures the laboratory’s operations are structured, 
controlled and consistently implemented. While Clauses 7.1–7.11 focus on technical 
activities, Clause 8.1 establishes the framework that holds everything together. It 
ensures that the laboratory’s quality system is not a collection of documents, but a 
functioning structure that supports competence, impartiality and continual 
improvement. 

Clause 8.1 requires laboratories to establish, implement and maintain a management 
system that is appropriate for the scope, size and complexity of their activities. This 
system must support reliable results, consistent operations and transparent 
decision-making. It must be documented, communicated, understood and applied by 
all personnel. A management system that exists only on paper is non-compliant — 
effectiveness is the true measure. 

The clause also introduces the two management system options (Option A and Option 
B), which we will explore tomorrow. Regardless of the option chosen, the system must 
ensure that processes are controlled, responsibilities are defined, records are 
maintained, risks are managed, and continual improvement is embedded. 

The core principle: quality is not separate from technical work — it is integrated into 
every activity. A strong management system ensures that technicians follow 
documented procedures, management provides oversight, and the laboratory operates 
with consistency and discipline. It is the backbone that supports accreditation, client 
confidence and operational reliability. 

Clause 8.1 is not administrative — it is strategic. It ensures that the laboratory’s quality 
system is alive, functioning and aligned with ISO/IEC 17025 expectations. 

Option A vs Option B – Choosing the Right Management System Pathway 

Clause 8.1 introduces two pathways laboratories may follow when establishing their 
management system: Option A and Option B. Both are acceptable under 
ISO/IEC 17025, but they differ in structure, emphasis and integration. Understanding 
these options ensures that the laboratory chooses the pathway that best supports its 
operations, resources and accreditation goals. 

Option A – Direct Compliance with ISO/IEC 17025 Clause 8 

Option A requires laboratories to meet all management system requirements directly as 
written in ISO/IEC 17025. This includes: 

• Document control 
• Record control 
• Actions to address risks and opportunities 



 
• Improvement 
• Corrective actions 
• Internal audits 
• Management reviews 

 
Option A is often preferred by laboratories that do not operate under a broader 
organisational quality system. It is straightforward, focused and tailored specifically to 
laboratory operations. 
 
Option B – Using an ISO 9001-Compliant System 

Option B allows laboratories to use an existing ISO 9001 management system, provided 
all Clause 8 requirements are still met. This option is common in larger organisations 
where the laboratory forms part of a broader quality structure. Option B does not 
replace Clause 8 — it simply allows laboratories to integrate their ISO/IEC 17025 
requirements within an ISO 9001 framework. 

Choosing the Right Option 

The choice depends on the laboratory’s size, structure, resources and organisational 
environment. Small or standalone laboratories often choose Option A. Larger 
organisations with established ISO 9001 systems typically choose Option B. Regardless 
of the option selected, the management system must support competence, impartiality 
and consistent operations. 

Clause 8.1 ensures that the management system is intentional, structured and aligned 
with accreditation expectations — not accidental or informal. 

Building a Controlled Management System – Documentation, Implementation and 
Maintenance 

Clause 8.1 requires laboratories to build a management system that is documented, 
implemented and maintained. This means the system must be structured, controlled 
and actively used — not theoretical or dormant. A controlled management system 
ensures that processes are consistent, responsibilities are clear and records are 
reliable. 

A controlled management system includes: 
• Documented procedures that describe how work is performed 
• Controlled documents with version control, approvals and distribution rules 
• Defined responsibilities for technicians and management 
• Controlled records that demonstrate implementation 
• Communication channels that ensure staff understand requirements 
• Mechanisms for continual improvement 
• Processes for addressing risks and opportunities 
• Corrective action procedures 
• Internal audits and management reviews 

 



 
Documentation alone is not enough. Clause 8.1 requires laboratories to implement the 
system — meaning staff must follow documented procedures, records must be 
completed, and processes must be consistent. The system must also be maintained, 
meaning documents are updated, risks are reviewed, improvements are implemented 
and audits are conducted. 
 
A controlled management system ensures that the laboratory operates predictably, 
consistently and transparently. It supports technical activities, protects impartiality and 
strengthens accreditation readiness. Clause 8.1 ensures that quality is embedded in 
daily operations, not isolated in a manual. 

Linking the Management System to Technical Operations – A Unified Quality 
Framework 

Clause 8.1 ensures that the management system is not separate from technical 
operations — it is integrated into every activity performed in the laboratory. The 
management system supports and strengthens Clauses 7.1–7.11, ensuring that 
technical processes are controlled, documented and consistently implemented. 

The management system supports: 
• Personnel competence (6.2) through training, authorisation and records 
• Equipment management (6.4 & 7.6) through calibration, maintenance and 

control 
• Environmental conditions (6.3) through monitoring and documentation 
• Sampling and handling (7.3 & 7.4) through controlled procedures 
• Method validation (7.2) through documented processes 
• Nonconforming work (7.10) through corrective action and investigation 
• Data integrity (7.11) through controlled records and secure systems 
• Reporting (7.8) through controlled templates and review processes 
• Complaints (7.9) through documented handling procedures 

 
Clause 8.1 ensures that the management system provides the structure that supports 
these technical activities. It ensures that processes are consistent, risks are managed, 
records are complete and improvements are implemented. A strong management 
system creates a unified quality framework where technical and managerial controls 
work together. 
 
This integration ensures that the laboratory operates with discipline, transparency and 
reliability. Clause 8.1 reinforces that quality is not a department — it is a culture. 

Technician-Level and Management Responsibilities – Ownership, Discipline and 
Leadership 

Technicians and management play critical roles in ensuring that the management 
system is implemented, effective and continually improved. Clause 8.1 emphasises 
that quality is not the responsibility of one person — it is shared across the laboratory. 

 



 
Technician Responsibilities 

Technicians must: 
• Follow documented procedures consistently 
• Complete records accurately and legibly 
• Use controlled templates and forms 
• Report deviations, risks and issues immediately 
• Participate in training and competence assessments 
• Support internal audits with evidence and transparency 
• Understand how their work fits into the quality system 
• Maintain discipline in daily operations 

 
Technicians are the frontline implementers of the management system. Their behaviour 
determines whether processes are consistent and records are reliable. 
 
Management Responsibilities 
 
Management must: 

• Ensure the management system is established, implemented and maintained 
• Provide resources, training and support 
• Review system performance through audits and management reviews 
• Address risks and opportunities proactively 
• Ensure corrective actions are effective 
• Maintain document control and record control 
• Communicate expectations clearly 
• Lead continual improvement 

 
Management provides the leadership that keeps the system functioning. Their oversight 
ensures that quality is intentional, structured and aligned with accreditation 
requirements. 
 
Together, technicians and management form a leadership structure that protects the 
integrity of the management system. Clause 8.1 ensures that quality is owned, 
implemented and strengthened at every level. 

Structure, Control and Quality System Discipline 

A laboratory’s technical strength is only as reliable as the management system 
supporting it. Clause 8.1 ensures that processes are controlled, responsibilities are 
defined, records are maintained, risks are addressed and continual improvement is 
embedded.  

Understanding Clause 8.1 – The Foundation of a Controlled Laboratory 

Clause 8.1 ensures that the laboratory establishes, implements and maintains a 
management system appropriate for its size, scope and complexity. Clause 8.1 
reinforces that quality is not separate from technical work — it is integrated into every 
activity. 



 
Option A vs Option B – Two Pathways, One Objective 

Option A requires direct compliance with all Clause 8 requirements. Option B allows 
laboratories to operate within an ISO 9001-compliant system, provided Clause 8 is still 
fully met. The choice depends on organisational structure, resources and existing 
systems. Regardless of the option selected, Clause 8.1 ensures that the management 
system supports competence, impartiality and consistent operations. 

Building a Controlled Management System – Documentation, Implementation and 
Maintenance 

Laboratories must build a controlled management system with documented 
procedures, controlled documents, defined responsibilities, controlled records, 
communication channels, corrective actions, internal audits and management reviews. 
A controlled system ensures consistency, transparency and operational discipline. 

Linking the Management System to Technical Operations – A Unified Quality 
Framework 

Personnel competence, equipment control, environmental conditions, sampling, 
method validation, non-conforming work, data integrity, reporting and complaints all 
rely on a functioning management system. Clause 8.1 ensures that technical and 
managerial controls work together, creating a unified quality framework that 
strengthens reliability and accreditation readiness. 

Technician-Level and Management Responsibilities – Ownership, Discipline and 
Leadership 

Technicians implement the system daily — following procedures, completing records, 
reporting issues and maintaining discipline. Management ensures the system is 
established, resourced, reviewed and continually improved.  

A strong management system does not restrict the laboratory — it stabilises it, 
strengthens it and enables consistent excellence.  

 

 


