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Enforcement to Come Uncertain Liability 
Landscape for UV 
Disinfecting Device 
Manufacturers

By Peri Berger and 

Sarah DeAgostino

With manufacturers 
of UV disinfecting 
devices likely to see an 
increase in lawsuits and 
enforcement actions in 
the near future, they 
must understand the 
practical limitations 
of UVC technology, as 
well as the manner in 
which federal agencies 
regulate these products, 
to minimize liability.
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The COVID-19 pandemic has consumers scrambling to find the best and 
sometimes innovative ways to stay safe and sanitized. Soap and water, 
isopropyl alcohol, or bleach solutions are considered the most effective 
methods for neutralizing SARS-CoV-2, the virus that causes COVID-19. 
Jessica Seigel, Ultraviolet Wavelengths 
Have Strengths, Limitations in Disinfect-
ing Against the Coronavirus, The Wash-
ington Post (Apr. 24, 2020); see also EPA, 
Guidance for Cleaning and Disinfecting 
Public Spaces, Work Places, Businesses, 
Schools, and Homes (Apr. 28, 2020). Many 
consumers, however, are gravitating toward 
the convenience of UV disinfecting devices, 
to the point that some experts predict the 
UV disinfection market will grow from $4.8 
billion in 2021 to $9.2 billion by 2026. Mar-
ket Research Firm, UV Disinfection Equip-
ment Market (last visited Nov. 17, 2021). UV 
disinfecting devices have been available on 
the consumer market for years, but their rise 
in popularity during the pandemic is partic-
ularly notable, as evidenced by the popular 
PhoneSoap, a device that uses UVC to sani-
tize cell phones, and that was unavailable for 
months as the COVID-19 pandemic raged. 

Monica Mabuti, CNN, Meet the PhoneSoap, 
the Phone Sanitizer You Didn’t Know You 
Needed (Aug. 21, 2020). Indeed, new devices 
have also come to market, such as Pluie’s 
changing table, a device that also uses UVC 
technology to sanitize changing tables found 
in bathrooms. Jim Dallke, This Startup 
Wants to Disrupt the Changing Table with 
its Self-cleaning Diaper Station (Oct. 20, 
2020). (The authors wish to disclose that 
Peri Berger and Harris Beach PLLC have 
been retained as outside counsel to Pluie.) 
These technologies (and others) are bring-
ing sanitization to areas in need of innova-
tion and upgrade. 

The proliferation of sanitization through 
UVC light devices also has a potential dark 
side: many experts are concerned that com-
mercially available devices are ineffec-
tive, and/or “can be extremely dangerous 
[when] used at home for disinfecting.” Sei-
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gel, supra. One expert, for example, has 
warned “[t]o stick your hands in a UVC 
device is inviting melanoma.” Meredith 
MacLeod, Can UV Light Kill the Coro-
navirus? Experts Broad Down Online 
Claims, CTVNews (Apr. 6, 2020). The FDA 
has also recently published a safety com-
munication to warn consumers of the dan-
gers associated with certain UVC devices.
See FDA, Risk of Exposure to Unsafe Lev-
els of Radiation with Safe-T-Lite UV 
WAND: FDA Safety Communication (Sep. 
29, 2021). These dangers can be minimized 
by following proper guidelines when using 
UVC disinfecting devices, as evidenced 
by the enclosed light model used by, for 
example, PhoneSoap and Pluie. See, e.g., 
Will Stone, Scientists Want to Know More 
About Using UV Light to Fight COVID-19 
Spread (July 22, 2020).

Manufacturers of UV disinfecting 
devices will likely see an increase in law-
suits and enforcement actions in the near 
future. To minimize liability, manufac-
turers must understand the practical lim-
itations of UVC technology, as well as the 
manner in which federal agencies regulate 
these products.

UVC Sterilization Device 
Regulations and Compliance
UV disinfecting devices are subject to 
regulations by several government agen-
cies depending on the nature and use of 
the product. The Federal Trade Commis-
sion (FTC), Food and Drug Administra-
tion (FDA), and Environmental Protection 
Agency (EPA) have all issued guidance con-
cerning UV disinfecting devices. See FTC 
Press Release, FTC: Lights Out for Falsely 
Advertising UV Disinfectant Devices
(Aug. 20, 2015); FDA, UV Lights and 
Lamps: Ultraviolat-C Radiation, Disin-
fection, and Coronavirus (Aug. 19, 2020); 
EPA, What You Need to Know Regarding 
Products Making Claims to Kill the Coro-
navirus Causing COVID-19 (UPDATE)
(Jan. 2021).While the FTC regulates these 
devices generally through its broad author-
ity to “prevent fraudulent, deceptive, and 
unfair business practices and . . . provide 
information to help spot, stop, and avoid 
them,” FTC Press Release, supra. the FDA 
and EPA have more specific authority over 
UV devices in given contexts, explored 
below. See, e.g., 21 C.F.R. §1000.15(b) (list-

ing sanitizing and sterilizing devices that 
emit ultraviolet radiation as an example 
of a source of electronic product radiation 
that is subject to the Radiation Control for 
Health and Safety Act of 1968); 40 C.F.R. 
§167 (requiring that pesticide devices be 
produced in an EPA-registered pesticide 
producing establishment).

The FDA
The FDA regulates medical and non-med-
ical UV products pursuant to the Radi-
ation Control for Health and Safety Act 
(“RCHSA”). See FDA, UV Lights and Lamps,
supra. As appropriate, electronic products 
may also be regulated as medical devices if 
the device is used to disinfect other medi-
cal devices or irradiate part of the human 
body. Id.

The FDA’s August 2020 guidance sug-
gests a twofold concern associated with 
UV devices. Id. First, the FDA (like the 
FTC) is concerned that people may rely 
on unfounded claims that UVC devices 
kill SARS-CoV-2. FDA guidance warns 
consumers to be cautious of these claims 
because “there is limited published data 
about the wavelength, dose, and dura-
tion of UVC radiation required to inac-
tivate the SARS-CoV-2 virus.” FDA, UV 
Lights and Lamps, supra. Second, the FDA 
is concerned that consumers may not be 
aware that UVC disinfecting devices “may 
pose potential health and safety rights 
depending on the . . . wavelength, dose, and 
duration if exposure.” Id. This risk “may 
increase if the unit is not installed prop-
erly or used by untrained individuals.” Id.

In March 2020, the FDA issued non-
binding recommendations related to 
enforcement policies for sterilizers, disin-
fecting devices, and air purifiers during the 
COVID-19 public health emergency. FDA, 
Enforcement Policy for Sterilizers, Disin-
fectant Devices, and Air Purifiers During 
the Coronavirus Disease 2019 (COVID-
19) Public Health Emergency (Mar. 2020). 
This guidance was issued to “expand the 
availability of capability of sterilizers, dis-
infectant devices, and air purifiers during 
this public health emergency” and only 
remains in effect for the duration of the 
public health emergency (which continues 
as of this writing). Id. at 4. The guidance, 
which covers UV devices, allows for limited 
modifications to claims or functionality of 

FDA-cleared or FDA-approved devices that 
relate to their effectiveness against SARS-
CoV-2. Id. at 9.

The FDA recommended that manufac-
turers of UV disinfecting devices evaluate 
whether the product controls for radiation 
time, dose, and intensity and validate the 
cleaning and disinfecting procedures. Id. 
at 12. The guidance also includes labeling 
recommendations, including: a descrip-
tion of available data for the device’s indi-
cations related to COVID-19, including 
product performance and risk; a delin-
eation between FDA-cleared or approved 
indications and those that are not; a clear 
statement of the level of disinfection; cer-
tain statements regarding the efficacy, haz-
ard potential, dosage, operational life and 
instructions, and other minutia and spe-
cifics for the use, function, and viability 
of the product and the UV lamp specifi-
cally. Id. at 13.

The EPA
The EPA has authority over some UV dis-
infecting devices pursuant to the Federal 
Insecticide, Fungicide, and Rodenticide 
Act (FIFRA). EPA, What You Need to Know, 
supra. Any UV disinfecting device sold 
with claims that the light can be used for 
preventing, destroying, repelling, trapping, 
or mitigating any pests, which includes, 
for relevant purposes, viruses, bacteria, or 
other micro-organisms, falls under FIFRA, 
while those that do not make these claims 
do not fall under FIFRA. EPA, EPA Regu-
lations About UV Lights that Claim to Kill 
or Be Effective Against Viruses and Bac-
teria (Oct. 2020).

Notably, the EPA is concerned with false 
or misleading claims that a UV device 
is effective against viruses, among other 
things. Id. at 2. In October 2020, the EPA 
issued a compliance advisory specifically 
discussing that it is a violation to sell or dis-
tribute UV devices that are misbranded or 
that have not been produced in an EPA reg-
istered establishment. To that end, the EPA 
is coordinating with the U.S. Department 
of Justice and other federal agencies to 
“bring the full force of the law against those 
selling or otherwise distributing” products 
that violate FIFRA. EPA, What You Need 
to Know, supra at 3. As a result, additional 
regulatory action should be expected for 
manufacturers making unfounded claims.
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Whereas the FDA has issued fairly clear 
guidance, compliance with EPA guidance 
is less clear. The EPA specifically said it 
“intends to pursue enforcement actions 
against products making false and mis-
leading claims regarding coronavirus.” Id.
It has also unambiguously stated that the 
claim “kills COVID-19” is always consid-
ered false and misleading since COVID-19 
is a disease, and a disease, unlike a virus, 
cannot be killed. EPA, Why Aren’t Ozone 
Generators, UV lights, or Air Purifiers 
on List N? Can I Use These or Other Pes-
ticidal Devices to Kill the Virus That 
Causes COVID-19? (last visited Mar. 18, 
2021). The claim “kills SARS-C0V-2” may 
be true and not misleading if it is tested 
against that virus. Id. Further, manufac-
turers may not claim that their UV device 
is effective against coronavirus unless 
the device has been “tested for efficacy 
or safety for use against the virus causing 
COVID-19 or harder-to-kill viruses.” EPA, 
What You Need to Know, supra at 2.

A manufacturer of UV disinfecting 
devices is responsible for ensuring that 
the product performs as claimed and that 
such performance claims are not mislead-
ing. EPA, Pesticide Devices: A Guide for 
Consumers (last visited Mar. 18, 2021). 
Despite the rough guidance above, it is 
unclear what data the EPA will consider 
when determining if a claim is false or mis-
leading. The EPA does not routinely review 
or approve efficacy data that manufactur-
ers use to support these claims. EPA, What 
You Need to Know, supra at 2. Further, 
the EPA has not provided guidance about 
what type of data can be used to support 
these claims. The October 2020 compliance 
advisory listed factors impacting the effec-
tiveness of UV devices including, but not 
limited to, the device’s duration of use, dis-
tance of the light from the surface intended 
to be treated, the UV wavelength, the spe-
cific pest being targeted, the strength or 
wattage of the UV light bulb, the age of the 
UV light bulb, shadow areas or other fac-
tors. EPA, EPA Regulations, supra at 2. It is 
reasonable to assume that a manufactur-
er’s claims concerning these specific fac-
tors will be closely scrutinized by the EPA.

Future Liability?
Enforcement actions against improperly 
marketed and/or potentially dangerous 
UV disinfecting device manufacturers are 
lagging behind the proliferation of these 
devices in the market, but there are indica-
tions that enforcement will come, possibly 
driven by the FTC. First, the FTC has recent 
history as the enforcer of choice for novel 
areas, as was the case for the FTC in the 
burgeoning area of cybersecurity enforce-
ment. See, e.g., Tracy Kitten, FTC Crack-
ing Down on Privacy Violations, Banking 
Info. Security (Dec. 29, 2014). Second, the 
FTC already has some history in the space. 
In 2015, for example, long before the pro-
liferation of UVC devices brought on by the 
pandemic, the FTC enforced two penalties 
of $656,423 and $629,359 against manufac-
turers that claimed their UV disinfecting 
products had a high rate of success against 
various harmful pathogens “without the 
scientific evidence to back that up.” FTC 
Press Release, supra.

In addition to regulatory enforcement 
actions, manufacturers may be subject to 
private party lawsuits. In 2018, a pre-pan-
demic case was filed by Altapure, a tech-
nology and manufacturing company that 
focuses on ultrasonic based products for 
high-level disinfection and sterilization, 
in the United States District Court for the 
Eastern District of Wisconsin against Sur-
facide Services, LLC, a manufacturer of 
UV disinfecting devices, alleging that the 
manufacturer’s claim of “being able to dis-
infect all areas in a hospital environment, 
and that no surface is left untouched” was 
misleading. Jon Riccardi, Altapure Files 
Lawsuit Against Surfacide Services, LLC
(Aug. 14, 2018). There, Altapure stated the 
claims made by Surfacide were unsubstan-
tiated, because the peer-reviewed literature 
showed that UV light cannot obtain a sig-
nificant kill of C. difficile in a hospital. Id.
The case settled before trial.

More recently, on November 4, 2020, 
Garbus v. UV Sanitizer USA LLC, No. 
2:2020cv0538, a class action claim was filed 
by private consumers in the United States 
District Court for the Eastern District of 
New York, again alleging that statements 
about a UV disinfecting product’s effective-
ness and efficacy were misleading and that 
statements about the product’s safety were 

deceptive. See Garbus v. UV Sanitizer USA 
LLC, No. 2:2020cv05358 (EDNY). There, 
plaintiffs allege that the portable UV light 
sanitizing wand does not kill 99 percent 
of viruses and bacteria by simply waving 
it over a surface. Id. In that action, plain-
tiffs specifically accuse the company of try-
ing to capitalize on marketplace demand 
related to the coronavirus outbreak. Id.

Most recently, the FDA issued a safety 
communication warning consumers of the 
risks associated with the use of a UV wand 
device. FDA, Risk of Exposure, supra. The 
warning from the FDA states the device 
“may expose the user or any nearby per-
son to unsafe levels of ultraviolet-C (UV-C) 
radiation and may cause injury to the skin, 
eyes, or both after a few seconds of use” and 
went on to “[recommend] that consum-
ers consider using safer alternative disin-
fection methods, such as general purpose 
disinfectants.” Id. The FDA sent a notice 
to the manufacturer in June 2021 stating 
that the product was defective, requiring 
a written response, and giving the com-
pany an opportunity for a hearing. Letter 
from FDA to Max Lux Corporation, Ltd. 
Re: FDA Reference No. COR20000181; 
Opportunity for Hearing (last visited June 
17, 2021). Nevertheless, as of this writing, 
no new regulations have been proposed 
directly relating to these concerns, though 
it is evident FDA is keeping a close eye on 
the market.

While two pre-pandemic historical 
enforcement actions, two private party 
claims (only one of which is in the pan-
demic period), and recent FDA safety 
guidance do not necessarily ref lect an 
aggressive pursuit through civil or crimi-
nal avenues of companies that fail to ade-
quately develop, manufacture, and test 
UVC products, there is reason to believe 
that both regulators and private litigants 
have begun and will continue to take an 
aggressive stance with manufacturers that 
refuse or fail to undertake the necessary 
steps to develop efficacious products and 
support the marketing of their products 
with meaningful test results. Failure to do 
so, even inadvertently, may soon land man-
ufacturers of these increasingly ubiquitous 
products in unsanitary conditions of their 
own making.
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