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The US FDA regulates many Ultraviolet (UV)-emitting infection control devices as medical devices. An overview of FDA’s regulation of medical devices and risk based device classification can be obtained at: www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance/overview-device-regulation.
Many terms related to infection control and medical device reprocessing have specific meaning to FDA (i.e. different levels of disinfection: low, intermediate, and high-level). It is important that performance claims for medical devices using these terms are supported by valid scientific evidence appropriate for the specific claims. There are currently existing regulations for UV-emitting devices intended for infection control purposes: 21 CFR 880.6500 describes Medical ultraviolet air purifiers, 21 CFR 880.6710 describes Medical ultraviolet water purifiers, and 21 CFR 880.6600 describes Ultraviolet (UV) radiation chamber disinfection devices. UV radiation chamber disinfection devices are intended for low-level surface disinfection of non-porous equipment surfaces by dose-controlled UV irradiation, and this regulation does not include open chamber UV radiation disinfection devices. 21 CFR 880.6600 also describes the special controls for UV radiation chamber disinfection devices; these special controls provide insight into the type of information and evidence expected in regulatory submissions for these devices. These special controls are designed to ensure that the UV devices under this regulation are safe and effective for their intended use. Considerations for these devices described in the special controls include anti-microbial effectiveness and cleaning/disinfection validation, UV dose control, material compatibility with irradiated materials, user safety (ozone generation, warning labeling, mitigation of UV exposure), and other important considerations.
Sponsors who have questions regarding the regulation or testing of their device are encouraged to engage with the FDA through the Pre-Submission (Pre-Sub) process. There is no cost associated with a Pre-submission and it allows a sponsor to obtain FDA feedback on any questions they may have prior to submitting their marketing application. For more information, FDA’s Pre-Submission Guidance document is available at: www.fda.gov/media/114034/download. 
