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USABILITY ENGINEERING PROCESS

Prepare Use Specification (5.1)

}

Identifiy user interface characteristics related to
safety (5.2)

Identify known or foreseeable Hazards and
Hazardous Situations (5.3)

Identify and describe Hazard-Related Use
Scenarios (5.4)

Select the Use Scenarios for Summative
Evaluation (5.5)

Y

Establish User Interface Specification (5.6)

Y

Establish User Interface Evaluation plan (5.7)

)

Perform User Interface Design, Implementation
And Formative Evaluation (5.8)

USABILITY ENGINEERING PROCESS

:

Perform Summative Evaluation (5.9)

}

Further improvement necessary? (5.9)
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USABILITY PLAN/ REPORT

1. Usability Plan

1.1. Personnel and responsibilities in risk management process

1.2. Description of the medical device and designation of user interface
1.3. Planned usability engineering analyses and studies

1.4. Planned user interface desigh process, tools, and techniques

1.5. Traceability

1.6. Iterative improvement

1.7. Element of usability engineering file

1.8. List of applicable standards

2. Usability Report

2.1. Device summary

2.2. Establish user interface specification

2.3. Establish user interface evaluation plan

2.4. Formative evaluation results

2.5. Summative evaluation (usability test) results
2.6. Accompanying document

2.7. Benefit outweigh risk

2.8. Conclusion
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