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Potentials of Usability Engineering 
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1. Focus: product development.

2. Usability engineering as an important tool to 
make medical devices safer.

3. Harm is a problem in the design of a system, 
not an error by individual users.

4. Focus on identifying and controlling errors in 
the design of user interfaces that could lead 
to damage or compromise medical care.

Medical Error Problem ties Usability to Risk
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Usability Engineering Process
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ISO 9241-210:2020

6 Plan the human-centered
design process

7.2 Understanding and 
specifying the context of use

7.3 Specifying the 
user requirements

7.4 Producing design 
solutions

7.5 Evaluating the design

Designed solution meets

user requirements

5.1 Use specification

5.4 Use Scenarios
5.6 User Interface

Specification

5.7/5.8 Formative
evaluation

5.2/5.3 
risk analysis5.5/5.7/5.9 

Summative           
evaluation

4.1 General requirements
4.3 Tailoring of effort

Iterate where
appropriate

IEC 62366-1:2015

5.8 UI Design
5.8 UI Implementation

ISO 9241-210:2019:  Human-centred design process for interactive systems 
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Boxes
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USABILITY ENGINEERING RISK MANAGEMENT

NEUTRAL ZONE
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Think out of the Box?
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Learning with each other?
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Yes i can -
I took a 
Seminar!
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Be open minded?
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I can help
with use
related
risks! You want

my job! 

Get out of
my space!
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Fill the Space between the Boxes!
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Given structures.
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Use Specification

Use Scenarios

User Interface Specification

Formative Evaluation

Summative Evaluation

Risk Analysis
Risk Evaluation

Risk Control

Evaluation overall Residual Risk

Post-Production ActivitiesPost Market Activities

Risk Management Review
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It´s a decision not a description!
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Use Specification

Use Scenarios

User Interface Specification

Formative Evaluation

Summative Evaluation

User Profiles + Use Environment

Risk Analysis
Risk Evaluation

Risk Control

Evaluation overall Residual Risk

Post-Production Activities

Risk Management Review

Post Market Activities



LISAvienna Regulatory Conference - Usability Engineering and Risk Management - a Relay Team Race

Correct Use and Use Errors – nothing more!
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Use Specification

Use Scenarios

User Interface Specification

Formative Evaluation

Summative Evaluation

User Profiles + Use Environment

Risk Analysis
Risk Evaluation

Risk Control

Evaluation overall Residual Risk

Post-Production Activities

Risk Management Review

Potential Use Errors

Post Market Activities
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Risk control in the User Interface = User Interface Specification of IEC 62366-1
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Use Specification

Use Scenarios

User Interface Specification

Formative Evaluation

Summative Evaluation

User Profiles + Use Environment

Risk Analysis
Risk Evaluation

Risk Control

Evaluation overall Residual Risk

Post-Production Activities

Risk Management Review

Potential Use Errors

Risk Control Measures in the UI

Post Market Activities



LISAvienna Regulatory Conference - Usability Engineering and Risk Management - a Relay Team Race

What it is all about!
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Use Specification

Use Scenarios

User Interface Specification

Formative Evaluation

Summative Evaluation

User Profiles + Use Environment

Risk Analysis
Risk Evaluation

Risk Control

Evaluation overall Residual Risk

Post-Production Activities

Risk Management Review

Potential Use Errors

Risk Control Measures in the UI

New Use Errors + Use Difficulties
Risks from Risk Control Measures

Effectiveness of Risk Control

Post Market Activities
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Hazard related Use Scenarios and Critical Tasks
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Use Specification

Use Scenarios

User Interface Specification

Formative Evaluation

Summative Evaluation

User Profiles + Use Environment

Risk Analysis
Risk Evaluation

Risk Control

Evaluation overall Residual Risk

Post-Production Activities

Risk Management Review

Potential Use Errors

Risk Control Measures in the UI

Effectiveness of Risk Control

Level of Harm for each Use Error

Post Market Activities

New Use Errors + Use Difficulties
Risks from Risk Control Measures
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Again: Stop Usability before it gets risky!

Benkana Interfaces GmbH & Co. KG 1617.10.2023

Use Specification

Use Scenarios

User Interface Specification

Formative Evaluation

Summative Evaluation

User Profiles + Use Environment

Risk Analysis
Risk Evaluation

Risk Control

Evaluation overall Residual Risk

Post-Production Activities

Risk Management Review

Potential Use Errors

Risk Control Measures in the UI

Effectiveness of Risk Control

Level of Harm for each Use Error

Root Causes Use Errors/Difficulties

Post Market Activities

New Use Errors + Use Difficulties
Risks from Risk Control Measures
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Post Market Activities
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Use Specification

Use Scenarios

User Interface Specification

Formative Evaluation

Summative Evaluation

User Profiles + Use Environment

Potential Use Errors

Risk Control Measures in the UI

Effectiveness of Risk Control

Level of Harm for each Use Error

Use Errors + Use Difficulties

Risk Analysis
Risk Evaluation

Risk Control

Evaluation overall Residual Risk

Post-Production Activities

Root Causes of Use Errors / Difficulties

Risk Management Review

Post Market Activities

New Use Errors + Use Difficulties
Risks from Risk Control Measures
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The Team Relay
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Use Specification

Use Scenarios

User Interface Specification

Formative Evaluation

Summative Evaluation

User Profiles + Use Environment

Potential Use Errors

Risk Control Measures in the UI

Effectiveness of Risk Control

Level of Harm for each Use Error

Use Errors + Use Difficulties

Risk Analysis
Risk Evaluation

Risk Control

Evaluation overall Residual Risk

Post-Production Activities

New Use Errors + Use Difficulties
Risks from Risk Control Measures

Root Causes of Use Errors / Difficulties

Risk Management Review

Post Market Activities



LISAvienna Regulatory Conference - Usability Engineering and Risk Management - a Relay Team Race

Contact
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kay.behrenbruch@benkana-interfaces.com 

www.benkana-interfaces.com

Frauenhoferstr.13
24118 Kiel
Germany

+49 178 7133791

Rüttenscheider Strasse 120
45131 Essen

Germany

+49 201 74935001


