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Evaluation Report for Category B, Subcategory 2.1 Application

Application Number: 2022-2364

Application: New End-use Product (Product Chemistry) - Guarantee
Product: ASEPT.2X

Registration Number: 35300

Active ingredient (a.i.): Device using Ultraviolet C (wavelength 100-280 nm)

PMRA Document Number: 3626124

Purpose of Application

The purpose of this application was to register a new commercial-class autonomous device,
ASEPT.2X, which uses ultraviolet C (254 nm) light to disinfect hard, non-porous surfaces.

Chemistry and Environmental Assessments
Chemistry and environmental assessments were not required for this application.
Health Assessments

Potential sites of exposure to ultraviolet C (UVC) radiation are ocular and dermal. The main
acute skin lesion from exposure to ultraviolet radiation (UVR) is erythema or sunburn. Erythema
can be induced by ultraviolet light (including UVC) and the wavelength of light, skin type, and
skin pigmentation all influence whether it will occur. Other acute skin responses to ultraviolet
light include tanning and photosensitivity. Damage to skin cells can increase the rate of aging of
the skin or cause skin cancer. The principal acute effects of UVR on the eye are photokeratitis
(inflammation of the cornea) and photoconjunctivitis (inflammation of the conjunctiva). The
most important cellular target for UVR is DNA which has an absorption peak in the UVC
spectrum at 260 nm. It is generally accepted that UVC radiation is a cause of carcinogenicity in
mammals. Chronic UVR exposure is believed to be at least one of the causative factors in the
development of cataracts.

The risks to users and bystanders are acceptable when the device is used according to label
directions. Precautionary and direction for use statements on the product label, as well as the
design of the device (i.e., remote control of the device, delayed start, and infrared sensors that
trigger deactivation of the device if motion is detected) aimed at mitigating occupational and
bystander exposure are considered adequate to protect individuals from any potential risk due to
exposure.

The device is for commercial use in health care institutions. However, while there is the potential
for residential/general public exposure, including sensitive subpopulations, residential exposure
is acceptable as the use pattern does not permit access to the treatment area during use.
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Toxicology and dietary exposure assessments were not required for this application.

Value Assessment

ASEPT.2X is an automated mobile UV device intended to be used to kill bacteria on hard, non-
porous surfaces in unoccupied rooms. The two laboratory studies provided demonstrated that the
device is capable of killing 99.99% of bacteria on hard, non-porous surfaces when used as
directed on the product label, as a supplement to normal cleaning and disinfecting protocols.

Conclusion

The Pest Management Regulatory Agency has completed an assessment of the information
provided, and has found the information acceptable to support the registration of ASEPT.2X.
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