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Disclaimer

About the Catalog of Regulatory Science Tools

The enclosed tool is part of the Catalog of Regulatory Science Tools, which provides a peer-
reviewed resource for stakeholders to use where standards and qualified Medical Device
Development Tools (MDDTSs) do not yet exist. These tools do not replace FDA-recognized
standards or MDDTs. This catalog collates a variety of regulatory science tools that the FDA's
Center for Devices and Radiological Health's (CDRH) Office of Science and Engineering Labs
(OSEL) developed. These tools use the most innovative science to support medical device
development and patient access to safe and effective medical devices. If you are considering
using a tool from this catalog in your marketing submissions, note that these tools have not
been qualified as Medical Device Development Tools and the FDA has not evaluated the
suitability of these tools within any specific context of use. You may request feedback or
meetings for medical device submissions as part of the Q-Submission Program.

For more information about the Catalog of Regulatory Science Tools,
email RST_CDRH@fda.hhs.gov.
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A 5G Testbed System Example

In this example, we present the system diagrams of the 5G testbed implemented in the FDA Wireless
Lab at the White Oak campus, Silver Spring, MD. The details of system parameters can be found in the
TRUST paper, which serves as an example of designing and configuring the 5G device evaluation
platform in a lab environment.
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Figure 1. FDA 5G Testbed System Diagram
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Figure 2. FDA 5G Testbed System Diagram with Link Configurations
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An Example of Integrating a Medical Device under Test into the 5G Testbed

A 5G-enabled medical device usually contains the user-end node(s) and the remote application
server(s). In the device tests, the functional nodes at both ends of the end-to-end 5G link are
recommended to be deployed.

In this example as shown in Fig. 5, we demonstrate a possible way of connecting these nodes to the
tested end-to-end 5G links. Specifically, the two types of MXR client nodes, i.e., the headset and the
computer-based MXR client, are considered in this example where they use 5G smartphones as the
gateways to carry the data over 5G; the server-side applications including the real-time virtual session
updates and the medical data inquiries are deployed on a test computer that operates as a data network
(DN) node per the TRUST network architecture. The end-to-end traffic flows in the network can be
monitored and captured at the individual nodes either by in-app measurement tools or by the third-
party network test access point (TAP) equipment.
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Figure 3. An example of integrating MXR device components (user nodes and the server node) in the 5G
testbed.
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