
 
UNDERSTANDING ISO 17025 CLAUSE 8.3 – CONTROL OF  

MANAGEMENT SYSTEM DOCUMENTS 
 

Why Document Control Matters – Stability, Accuracy and Operational Confidence 

Clause 8.3 is one of the most operationally visible clauses in ISO/IEC 17025. It ensures 
that all management system documents — policies, processes, procedures, forms, 
templates and supporting information — are controlled, current, authorised and 
protected. Document control is not administrative; it is operational risk management. 
When document control is weak, the entire management system becomes unstable. 
 

Document control protects the laboratory from outdated instructions, unauthorised 
changes, inconsistent versions and operational confusion. It ensures that technicians 
always work with the correct version, that management maintains oversight, and that 
auditors can verify traceability. Clause 8.3 requires laboratories to implement systems 
that ensure documents are accurate, approved and accessible. 
 
Document control supports competence. Technicians rely on controlled documents to 
perform work consistently and correctly. When documents are uncontrolled, 
technicians may follow outdated or incorrect instructions, leading to errors, non-
conformities and risk. 
 

Document control supports impartiality. Controlled documents ensure that processes 
are applied consistently across personnel, shifts and conditions. They prevent informal 
shortcuts and unauthorised changes that could compromise impartiality. 
Document control supports continual improvement. Controlled documents carry 
revision histories, approval signatures and change records. They show how the system 
evolves and how improvements are implemented. 
 

The core principle: controlled documents create controlled operations. Clause 8.3 
ensures that the management system is stable, traceable and aligned with 
accreditation expectations. 
 
The Anatomy of a Controlled Document – Version Control, Identification and 
Approval 

Clause 8.3 requires laboratories to structure their controlled documents in a way that 
ensures clarity, traceability and authority. A controlled document is not simply a file — it 
is a formal, approved and traceable instruction that guides operations. Controlled 
documents must be identifiable, authorised and protected. 
 

A controlled document includes: 
• A unique identifier (document number or code) 
• A clear title that reflects its purpose 
• A version or revision number 
• An issue / effective date 
• An approval signature or authorisation 
• A revision history that records changes 
• Distribution rules 
• Status (current or obsolete) 



 
These elements ensure that technicians always work with the correct version and that 
management maintains oversight. They also provide auditors with clear evidence of 
control, traceability and discipline. 
 
Controlled documents must be easy to identify. They must carry visible version 
numbers, approval signatures and revision histories. They must be stored in controlled 
locations and protected from unauthorised changes. Clause 8.3 ensures that controlled 
documents are visually authoritative — they show the structure and discipline of the 
management system. 
 
A controlled document environment strengthens reliability, protects impartiality and 
supports accreditation expectations. Clause 8.3 ensures that documentation is not 
only structured — it is controlled with precision. 
 
Change Management – Revising, Approving and Communicating Updates 
 
Change management is one of the most critical components of Clause 8.3. It ensures 
that improvements are implemented correctly, that changes are authorised, and that 
staff are informed. Uncontrolled changes create risk — controlled changes create 
stability. 
 
Clause 8.3 requires laboratories to implement change management systems that 
include: 

• Documented revision processes 
• Authorised approvals for changes 
• Controlled updates to documents 
• Clear revision histories 
• Removal of obsolete versions 
• Communication of changes to personnel 
• Protection against unauthorised editing 

 
Change management ensures that improvements are implemented intentionally and 
correctly. It prevents informal changes, outdated instructions and inconsistent 
operations. Clause 8.3 emphasises that change management is not optional — it is 
essential for accreditation. 
 
Change management supports continual improvement. It ensures that improvements 
are documented, authorised and traceable. It shows how the system evolves and how 
risks are addressed. Clause 8.3 ensures that change management is disciplined, 
structured and consistently applied. 
 
A controlled change management system strengthens reliability, protects impartiality 
and supports audit expectations. Clause 8.3 ensures that changes are implemented 
with clarity, authority and discipline. 
 
 

 



 
Accessibility and Protection – Ensuring Documents Are Available and Secure 

Clause 8.3 requires laboratories to ensure that controlled documents are accessible to 
personnel who need them and protected from unauthorised access. Accessibility 
supports implementation; protection supports integrity. 

Controlled documents must be: 
• Accessible to technicians and management 
• Stored in controlled locations 
• Protected from unauthorised editing 
• Clearly identified as current versions 
• Removed from circulation when obsolete 
• Available in formats that support use 
• Protected through secure systems 
• Supported by training 

 
Accessibility ensures that technicians can follow documented procedures consistently. 
Protection ensures that documents remain accurate, current and authorised. 
Clause 8.3 emphasises that accessibility and protection must work together — 
documents must be available but controlled. 
 
A controlled document environment strengthens reliability, protects impartiality and 
supports accreditation expectations. Clause 8.3 ensures that documents are both 
accessible and secure. 
 
Technician and Management Responsibilities – Discipline, Oversight and 
Document Integrity 
 
Technicians and management play critical roles in ensuring that document control is 
implemented, effective and consistently applied. Clause 8.3 emphasises that 
document control is not the responsibility of one person — it is shared across the 
laboratory. 
 
 Technician Responsibilities 
 
Technicians must: 

• Use the correct version of documents 
• Follow controlled procedures consistently 
• Report outdated or unclear documents 
• Avoid informal or unauthorised documents 
• Complete controlled records accurately 
• Support audits with documented evidence 
• Maintain discipline in daily operations 
• Participate in training and updates 

 
Technicians are the frontline implementers of document control. Their discipline 
determines whether the system is applied correctly. 

 



 
Management Responsibilities 

Management must: 
• Approve documents and control changes 
• Maintain version integrity 
• Communicate updates and expectations 
• Ensure documentation is accessible and protected 
• Review document control during audits and management reviews 
• Provide training and resources 
• Ensure alignment with actual operations 
• Lead continual improvement 

 
Management provides the oversight that keeps document control structured, controlled 
and effective. 
 
Together, technicians and management protect document clarity, consistency and 
reliability. Clause 8.3 ensures that document control is owned, implemented and 
strengthened at every level. 
 
Version Integrity, Document Discipline and Controlled Information Flow 

Document control ensures that every policy, process, procedure, form and template 
used in the laboratory is current, authorised, traceable and protected. Disciplined 
document control transforms a documented system into a controlled system — one 
that is predictable, reliable and audit-ready. 

Why Document Control Matters – Stability, Accuracy and Operational Confidence 

Document control is operational risk management. Clause 8.3 protects the laboratory 
from outdated instructions, unauthorised changes, inconsistent versions and 
operational confusion. Controlled documents support competence, impartiality and 
continual improvement. 

The Anatomy of a Controlled Document – Version Control, Identification and 
Approval 

Clause 8.3 requires unique identifiers, version numbers, issue dates, approval 
signatures, revision histories and distribution rules. A controlled document is not simply 
a file; it is an approved instruction that guides operations with clarity and authority. 

Change Management – Revising, Approving and Communicating Updates 

Document change management ensures that improvements are implemented correctly 
and intentionally. Clause 8.3 requires documented revision processes, authorised 
approvals, controlled updates, removal of obsolete versions and communication of 
changes.  

 

 



 
Accessibility and Protection – Ensuring Documents Are Available and Secure 

Controlled documents must be accessible to personnel who need them and protected 
from unauthorised access. Clause 8.3 requires secure storage, controlled distribution, 
restricted editing rights and clear identification of current versions. Accessibility 
supports implementation; protection supports integrity. 

Technician and Management Responsibilities – Discipline, Oversight and 
Document Integrity 

Technicians must use the correct versions, follow controlled procedures, report 
outdated documents and avoid informal shortcuts. Management must approve 
documents, maintain version integrity, communicate updates, ensure alignment with 
operations and lead continual improvement. 

Controlled documents create controlled operations — and controlled operations 
create reliable, consistent laboratories.  

 

 


