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Interoperability Risk Assessment and Verification and Validation









【需要包括两部分内容：Risk analysis和Verification and Validation documentation。

The risk analysis should address:
The risk control measures for reducing unacceptable risks to acceptable levels
Fault tolerant behavior, boundary conditions, and fail safe behavior such as how the device handles delays, corrupted data, and any other issues with the reception and transmission of data
Any risks potentially arising from security vulnerabilities that may be involved with the presence of an electronic interface
Risks arising from normal use as well as reasonably foreseeable misuse. For example, a manufacturer may want to include in the labeling an explicit warning against foreseeable uses that could result in harm.

The following performance testing should be included in the Verification and Validation documentation:
Verification that the device interface meets its design specifications
Validation that the device interface performs as intended
Determination and verification of the information that should be provided to a user to connect to the interface and allow the user to ensure that the connection has been made correctly
Verification that the device will perform safely and within specification when used under normal and abnormal conditions that are reasonably likely to occur (e.g. receives data outside of specification, connected to an unintended device or system, does not lock up the system when the interface is exercised)

[bookmark: _GoBack]The degree of documentation can vary based upon the risks associated with the device, the purpose of the interface, the anticipated use of the device in the interoperable system, and the intended use of the device. For interface elements that use a standard, demonstrating conformance to that standard may be sufficient.】
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