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Medical Devices in Home Care

❖ Presence of Medical Devices beyond hospital environments

❖ Many users are new using the Health Technologies, no previous experience

❖ Incorrect use can lead to inappropriate decision-making, causing adverse event 

➢ According to WHO, 2023, around “1 in every 10 patients is harmed in health care and more than 3 

million deaths occur annually due to unsafe care. In low-to-middle income countries, as many as 4 

in 100 people die from unsafe care. Above 50% of harm (1 in every 20 patients) is preventable.”

❖ Management of adverse events is essential to patient safety using Medical Devices 

such as pacemakers, stents, blood pressure monitors, glucometers, insulin pumps, 

respirators, nebulizers, thermometers, oximeters, among others.

❖ Clinical Engineering in the Health Technology Management (HTM) 
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Usability Techniques to 
identify the main problems 
involving Medical Devices

Reference: (Brandão, 2024)
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DZE - Endosseous dental implant

QBJ - Integrated Continuous Glucose Monitoring System 

QFG - Alternate Controller Enabled Insulin Infusion Pump

OZP - Automated Insulin Dosing Device System 

BZD - Noncontinuous Ventilator 

FRN - Infusion Pump

FPA - Intravascular Administration Set

QLG - Continuous Ventilator 

LGW - Stimulator, spinal-cord 

FTR - Prosthesis, breast 

DTB - Permanent Pacemaker Electrode

LWS - Implantable Cardioverter Defibrillator

Top 20 Medical Devices with more notifications in MAUDE/FDA
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Analyzing Adverse Events associated with 
medical devices used in home care throughout 
the life cycle is essential to identify problems 
and establish strategies to mitigate risks and 
make healthcare environments safer.

Reference: (Brandão, 2024)
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Finals Considerations

Clinical Engineering in Medical Devices used in Home Care:

- Real-world data (RWD) in Technovigilance: To identify problems involving Medical Devices

- Living Lab: Interaction with differents actors (health professionals, users, university, industry, government)

- Develop User-centered technologies

- Usability and Accessibility: Considering different users

- Metrology: Ensure reliability

- Subnotification: Highlights the need to encourage the reporting adverse events to generate evidence

- Analysing the causes and effects is a relevant tool for the HTM to create preventive actions.

- Education / training: Develop guidance resources to meet different user profiles

- Connectivity, Cybersecurity and data security

- Predictive Management of Health Technology Process in all lifecycle: Ubiquitous scenarios
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Importance to analyze adverse 
events in medical devices used 
in Home care to mitigate risks 
and improve health safety.
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