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Points to be considered while defining the scope of the organization for ISO 

13485 
 

Defining the scope of the organization for ISO 13485 is a critical step in implementing a quality 

management system (QMS) that complies with the standard's requirements. The scope provides a clear 

description of the activities, processes, and products or services that the QMS will cover. When defining 

the scope for ISO 13485, consider the following points: 

• Organizational Context: Consider the organization's overall context, including its size, 

structure, and complexity. Determine the relevant processes, departments, and functions involved in the 

design, development, manufacturing, and distribution of medical devices. 

• Medical Devices and Categories: Clearly specify the types and categories of medical devices 

within the scope of the QMS. This includes the intended use and classification of the devices as defined 

by regulatory authorities. 

• Geographic Locations: Identify the geographic locations where the organization's activities 

related to medical devices are conducted. This includes manufacturing facilities, sales offices, and 

distribution centers. 

• Supply Chain: Consider the extent to which the QMS will extend into the supply chain. If the 

organization relies on external suppliers or contractors for critical processes or components, clarify how 

the QMS will interact with them. 

• Processes and Life Cycle: Define the key processes and stages of the medical device life cycle 

that will be covered by the QMS. This includes design and development, purchasing, production, testing, 

distribution, and post-market activities. 

• Applicable Regulatory Requirements: Ensure that the scope of the QMS aligns with the 

relevant regulatory requirements in the target markets where the medical devices will be sold or 

distributed. 

• Exclusions, If Any: Identify any processes or activities that are excluded from the QMS scope 

and provide a justification for those exclusions. Note that certain clauses of the ISO 13485 standard 

cannot be excluded. 

• Interfaces and Interactions: Define the interfaces and interactions between different processes 

and functions within the organization that are relevant to the QMS. 

• Scope Statement: Create a clear and concise scope statement that captures the above information 

in a formal document. The scope statement should be easily communicable to all relevant stakeholders. 

• Organizational Objectives: Ensure that the scope aligns with the organization's strategic 

objectives and quality goals related to medical devices. 

• Clarity and Consistency: Ensure that the scope is clear, unambiguous, and consistent with the 

organization's activities. Avoid vague or overly broad statements that could lead to misunderstandings. 

 Document Control: Once the scope is defined, it should be documented and communicated 

within the organization to ensure everyone understands the boundaries and expectations of the 

QMS. 

Remember that the scope of the organization for ISO 13485 may evolve over time due to changes in the 

organization's activities, market expansion, or regulatory requirements. Regular reviews and updates of 

the scope are essential to maintain an effective QMS that accurately reflects the organization's operations 

related to medical devices. 
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Points to be considered by auditor while reviewing the scope of the 

organization for ISO 13485 

 

 

When an auditor is reviewing the scope of the organization for ISO 13485, they need to ensure that the 

defined scope aligns with the requirements of the standard and accurately represents the organization's 

activities related to medical devices. Here are the key points the auditor should consider during the 

review: 

• Clarity and Specificity: The scope statement should be clear, specific, and well-defined. It 

should clearly state the organization's activities and processes related to medical devices, leaving no room 

for ambiguity or misinterpretation. 

• Compliance with ISO 13485: Verify that the scope aligns with the requirements of ISO 13485. 

Ensure that all relevant clauses of the standard are addressed within the scope and that no exclusions are 

made for clauses that cannot be excluded. 

• Scope Boundaries: Review the scope boundaries to ensure that they are appropriate and include 

all key processes and functions related to the design, development, manufacturing, testing, distribution, 

and post-market activities of medical devices. 

• Applicable Regulatory Requirements: Confirm that the scope of the organization's ISO 13485 

certification aligns with the applicable regulatory requirements in the regions where the medical devices 

are sold or distributed. 

• Consistency with Organization's Activities: Validate that the scope accurately reflects the 

organization's current activities and operations related to medical devices. Ensure that any changes or 

expansions in the organization's activities are appropriately addressed in the scope. 

• Exclusions, If Any: If the organization has identified any exclusions from the scope of its ISO 

13485 certification, the auditor should review the justifications for those exclusions to ensure they are 

valid and in compliance with the standard. 

• Alignment with Quality Objectives: Ensure that the scope is aligned with the organization's 

quality objectives and that it supports the overall goals of the QMS related to medical devices. 

• Geographic Locations: Check that the scope clearly defines the geographic locations where the 

organization's activities related to medical devices take place. 

• Interfaces and Interactions: Review how the scope addresses the interfaces and interactions 

between different processes and functions within the organization that are relevant to the QMS. 

• Documented and Communicated: Verify that the scope statement is properly documented and 

communicated within the organization to ensure everyone is aware of the boundaries and expectations of 

the QMS. 

• Scope Verification: Ensure that the organization has conducted a proper verification of its scope 

and that it has been reviewed and approved by top management. 

• Consistency with Other Management Systems: If the organization has other management 

system certifications (e.g., ISO 9001 for quality management), verify that the scopes are consistent and 

complementary. 

By carefully reviewing the scope of the organization for ISO 13485, the auditor can ensure that it 

accurately represents the organization's activities related to medical devices and that the QMS is 

effectively implemented and maintained to meet the requirements of the standard. 


