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Session Summary
Designing, deploying, and maintaining medical devices that are safe and connected to ever-changing
networks creates safety challenges for clinicians and device manufacturers. Reducing risk to ensure patient
safety requires a collaborative effort with specific expertise in clinical requirements gathering, system
validation, and analysis tools.

Clinicians and device manufactures need a common language for describing how medical devices should
behave when connected to networks. The session includes a discussion of examples of techniques for
expressing clinical requirements.

Every hospital network is different, and while device manufacturers do a reasonable job of system
validation, they often can’t create or simulate the actual network environment that exists at every hospital.
This means that to minimize risk, some level of system validation is required at each hospital. Clinical
engineers often can’t get essential technical information from device manufacturers to do this validation,
and others may need training in device validation best practices. This presentation provides
recommendations for on-going system validation.

Device manufacturers should use safety cases to support claims their devices are safe. Clinical engineers
should use safety cases to ensure a device is safe when used in their unique environment. As networks
evolve, clinical engineers can review these safety cases and take additional steps to ensure devices will
continue to work safely. This presentation describes how device a manufacturer’s pre-release and a clinical
engineer’s post-deployment can use safety cases.
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