
 
UNDERSTANDING ISO 17025 CLAUSE 5 – STRUCTURAL REQUIREMENTS 

 
Clause 5.1 and 5.2 – Legal Entity and Management Responsibility 
 

Clause 5 begins with the foundation of structural competence: the laboratory must be a 
legally identifiable entity, and top management must take full responsibility for its 
activities, competence, impartiality and consistent operation. These two sub-clauses 
establish the legal and leadership backbone of the entire management system. 
 

Clause 5.1 – Legal Entity 
 

The laboratory must be a legally identifiable entity, or part of one, that is responsible for 
its testing, calibration or sampling activities. This requirement ensures accountability, 
traceability and legal recognition.  
 
A legally identifiable entity can: 

• Enter into contracts 
• Assume responsibility for results 
• Manage risks 
• Protect impartiality 
• Demonstrate compliance 
• Be held accountable for decisions 

 

Legal identity is not administrative — it is structural legitimacy. 
 

Clause 5.2 – Management with Overall Responsibility 
 

Top management must take full responsibility for: 
• Competence 
• Impartiality 
• Consistent operation 
• Resource allocation 
• System implementation 
• Structural stability 
• Protection of personnel 
• Compliance with ISO/IEC 17025 

 

Management cannot delegate accountability. They may delegate tasks, but 
responsibility remains with them. Clause 5.2 ensures that leadership is visible, active 
and accountable. 
 

Why These Two Clauses Matter 
 

Together, 5.1 and 5.2 ensure that the laboratory is: 
• Legally recognised 
• Structurally legitimate 
• Leadership-driven 
• Accountable 
• Competent 
• Impartial 
• Stable 



 
 

They form the structural anchor for everything that follows in Clause 5. 
 
Clause 5.3 – Range of Laboratory Activities 
 
Clause 5.3 requires the laboratory to define the range of activities it performs — 
clearly, accurately and consistently. This is not a marketing description. It is a structural 
declaration of competence. 
 
What “Range of Activities” Means 
 

The laboratory must specify: 
• Types of testing performed 
• Types of calibration performed 
• Sampling activities (if applicable) 
• Fields of testing or calibration 
• Methods used 
• Equipment relied upon 
• Scope limitations 
• Any specialised or restricted activities 

 
This definition must be consistent across: 

• Contracts 
• Reports 
• Accreditation scope 
• Internal documentation 
• Management system records 

 
Why This Matters Structurally 
 

Defining the range of activities ensures: 
• Personnel competence aligns with tasks 
• Equipment supports required accuracy 
• Methods are appropriate and validated 
• Risks are identified correctly 
• Resources are allocated effectively 
• Clients understand the laboratory’s capability 
• Accreditation bodies can assess competence 

 
Structural Impact 
 
Clause 5.3 protects the laboratory from: 

• Over-claiming capability 
• Performing work outside competence 
• Misalignment between resources and activities 
• Inconsistent communication 
• Scope confusion 

 
It ensures that the laboratory operates within a defined, defensible and competent 
structural boundary. 



 
 
Clause 5.4 – Requirements to Be Met 
 
Clause 5.4 requires the laboratory to identify, understand and comply with all 
applicable requirements. This is structural compliance — not operational detail. 
 
Types of Requirements That Must Be Identified 
 

The laboratory must meet: 
• ISO/IEC 17025 requirements 
• Regulatory requirements 
• Statutory requirements 
• Contractual requirements 
• Customer requirements 
• Industry-specific requirements 
• Internal policies and procedures 

 
Why This Matters Structurally 
 

Clause 5.4 ensures that the laboratory: 
• Operates within legal and regulatory boundaries 
• Aligns its structure with obligations 
• Protects impartiality and confidentiality 
• Maintains defensible operations 
• Avoids nonconforming work 
• Ensures consistency across all activities 

 
Structural Impact 
 

This clause prevents: 
• Misinterpretation of obligations 
• Structural gaps in compliance 
• Inconsistent application of requirements 
• Conflicts between internal and external expectations 

 
Clause 5.4 ensures that the laboratory’s structure is built on compliance — not 
assumption. 
 
Clause 5.5 – Organisation and Management Structure 
 
Clause 5.5 is the structural heart of ISO/IEC 17025. It requires the laboratory to define 
and document its organisation, responsibilities, authorities, interrelationships and 
procedures. 
 
Structural Elements That Must Be Defined 
 
The laboratory must document: 

• Organisational structure 
• Reporting lines 
• Responsibilities 



 
• Authorities 
• Interrelationships 
• Decision-making pathways 
• Oversight mechanisms 
• Structural procedures 

 
Why This Matters 
 
Clause 5.5 ensures that: 

• Personnel understand their roles 
• Authority aligns with competence 
• Impartiality is protected 
• Communication is structured 
• Decisions are defensible 
• Oversight is maintained 
• Structural stability is preserved 

 
Structural Impact 
 
This clause prevents: 

• Confusion 
• Overlap 
• Gaps 
• Unauthorised decisions 
• Structural weakness 
• Operational inconsistency 

 
Clause 5.5 is the blueprint for how the laboratory operates. 
 
Clause 5.6 and 5.7 – Authority, Resources, Communication and Managing Change 
 
The final two sub-clauses ensure that the laboratory has the authority, resources and 
communication structures needed to operate competently — and that changes are 
managed responsibly. 
 
Clause 5.6 – Specific Authority and Resources 
 
Management must ensure personnel have: 

• Authority to perform duties 
• Authority to make decisions 
• Authority to stop work 
• Authority to escalate issues 
• Resources to perform competently 
• Resources to protect impartiality 
• Resources to maintain reliability 

 
Authority must be documented, communicated and protected. 
 
 



 
 
Clause 5.7 – Communication and Managing Change 
 
The laboratory must: 

• Maintain effective internal communication 
• Ensure personnel understand responsibilities 
• Communicate decisions clearly 
• Manage changes that affect the management system 
• Assess risks before implementing changes 
• Document changes 
• Communicate changes to affected personnel 

 

Change management protects structural stability. 
 
Structural Impact 
 
Together, 5.6 and 5.7 ensure that the laboratory: 

• Has empowered personnel 
• Has adequate resources 
• Communicates effectively 
• Manages change responsibly 
• Maintains structural integrity 

 

These clauses ensure that the structure remains strong, stable and resilient. 
 
Structural Legitimacy, Leadership Accountability and Organisational Stability 
 
Clause 5 becomes unmistakably clear: structure is the architecture of competence. 
Clause 5 ensures that the laboratory is legally recognised, leadership-driven, clearly 
organised, properly resourced and capable of managing change responsibly. It is the 
clause that transforms the laboratory from a collection of activities into a stable, 
accountable and defensible organisation. 
 
Clause 5.1 – Legal Entity 
 
Structural legitimacy starts with legal identity. Clause 5.1 ensures that the laboratory is 
a legally identifiable entity — capable of entering contracts, assuming responsibility, 
protecting impartiality and demonstrating accountability. Legal identity is not 
administrative; it is the foundation of trust. 
 
Clause 5.2 – Management with Overall Responsibility 
 

Leadership must take full responsibility for competence, impartiality and consistent 
operation. Clause 5.2 ensures that management is visible, active and accountable. 
Tasks may be delegated, but responsibility cannot. Leadership must protect 
personnel, allocate resources, uphold impartiality and ensure the management system 
is implemented effectively. 
 

 
 



 
 
Clause 5.3 – Range of Laboratory Activities 
 

Laboratories must define the range of activities they perform — clearly, accurately and 
consistently. Clause 5.3 ensures that competence aligns with capability, equipment 
supports required accuracy, methods are appropriate, and clients understand the 
laboratory’s true scope. Structural clarity prevents over-claiming, misalignment and 
scope confusion. 
 

Clause 5.4 – Requirements to Be Met 
 

Structural compliance requires identifying and meeting all applicable requirements — 
ISO/IEC 17025, regulatory, statutory, contractual and customer requirements. 
Clause 5.4 ensures that the laboratory operates within defined boundaries, protects 
impartiality and avoids structural gaps in compliance. Requirements are not 
suggestions; they are obligations. 
 

Clause 5.5 – Organisation and Management Structure 
 

Clause 5.5 forms the structural blueprint of the laboratory. Roles, responsibilities, 
authorities, interrelationships and procedures must be defined, documented and 
understood. Structural clarity prevents confusion, overlap, gaps and unauthorised 
decisions. It ensures that authority aligns with competence and that oversight is 
maintained. 
 

Clause 5.6 – Specific Authority and Resources 
 

Personnel must have the authority and resources needed to perform duties 
competently and impartially. Clause 5.6 ensures that authority is documented, 
communicated and protected — and that resources support reliable, defensible work. 
Empowered personnel strengthen structural stability. 
 

Clause 5.7 – Communication and Managing Change 
 

Communication and change management protect structural integrity. Clause 5.7 
ensures that communication is intentional, not informal, and that changes are 
assessed, documented, planned and communicated before implementation. Change 
management prevents instability, protects impartiality and maintains system 
alignment. 
 

Structure is the framework that protects competence, impartiality and reliability — 
and laboratories that build strong structures build long-term stability.  
 

Clause 5 ensures that the laboratory is legally grounded, leadership-driven, clearly 
organised, properly resourced and capable of managing change responsibly. 
 

 


