
2021 Warning Letters list from FDA for Med Devices 

S.No Date Warning Description Manufacturer Product(s) Summary 

1. 25-Jan-2021 .CDRH advise manufacturer to “review websites, product labels, 
and other labeling and promotional materials to ensure that they 
are not misleadingly representing your products as safe and/or 
effective for a COVID-19-related use for which they have not been 
approved, cleared, or authorized by FDA and that you do not make 
claims that misbrand the products in violation of the Act.  
Within 48 hours, please send an email to COVID-19-Task-Force-
CDRH@fda.hhs.gov describing the specific steps you have taken to 
address these violations. Include an explanation of each step being 
taken to prevent the recurrence of any violations, as well as copies 
of related documentation.  
Failure to adequately prevent address any violations may result in 
legal action, including, without limitation, seizure and injunction. . 
If you cannot take action to address this matter completely within 
48 hours, state the reason for the delay and the time within which 
you will do so. If you believe that your product is not in violation of 
the Act, include your 

EnMedMicroAnal
ytics Inc. 

1.COVID-19 
BLOOD SPOT 
COLLECTION 
PACKET  
 
2. SARS-CoV-2 
SALIVA RT-PCR 
TEST 
COLLECTION 
PACKET 

The maker of Covid-19 Sample Collection 
Kits was selling the devices without FDA 
Clearance or approval. The agency advised 
EnMed to stop selling the Kits. 

2. 02-Feb-2021 FDA has reviewed your firm’s website www.spacetouch.com on 
February 2, 2021 and determined that the devices listed above are 
adulterated under section 501(f)(1)(B) of the Act, 21 U.S.C. § 
351(f)(1)(B. The devices listed above are also misbranded under 
section 502(o) the Act, 21 U.S.C. § 352(o), because your firm did 
not notify the agency of its intent to introduce the device into 
commercial distribution, as required by section 510(k) of the Act, 
21 U.S.C. § 360(k). 
HAD has noted that some of these indications of treating serious 
life-threatening diseases, such as cancers, dysplasia, 
hyperbilirubinemia and jaundice, osteoporosis, heart disease, 
kidney and digestive tract diseases, emaciation and anemia, etc., 
have not been verified with any clinical data in an FDA marketing 
application of this device type. These claims could mislead patients 
and result in the delay or substitution of critical medical treatment, 
thereby posing further health risks. 
 

Marci Beauty LLC 1. light therapy 
devices  
 
Jupiter 
Vega 
Neptune 
Luna 
Cosmo 
Nova 
Galaxa 

The manufacturers have to take prompt 
action to address any violations described in 
this letter. Failure to adequately address 
this matter may lead to regulatory action 
being initiated by the FDA without further 
notice. 
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3. 26-Feb-2021 FDA has seen manufacturer’s Website and their claims on 
products, as per that they fit in the definition of the devices and 
has not taken approval or clearance of FDA for marketing, Violating 
the Regulations and so comes under adulterated and misbranded 
products. 
CDRH advise manufacturer to “review websites, product labels, and 
other labeling and promotional materials to ensure that they are 
not misleadingly representing your products as safe and/or 
effective for a COVID-19-related use for which they have not been 
approved, cleared, or authorized by FDA and that you do not make 
claims that misbrand the products in violation of the Act.  
Within 48 hours, please send an email to COVID-19-Task-Force-
CDRH@fda.hhs.gov describing the specific steps you have taken to 
address these violations. Include an explanation of each step being 
taken to prevent the recurrence of any violations, as well as copies 
of related documentation.  

Orvic 
(dbaWebstore-
USA)  

1.LUNGENE 
Covid-19at-
home serology 
test 

The manufacturer of the LUNGENE Covid-19 
at-home serology test was selling the 
product without FDA clearance or approval. 
The agency advised the company to stop 
selling the test.  

4. 04-Mar-2021 Manufacturer is asked to give justification in writing within 15 days 
and how they correct there violation and prevent reoccurrence, 
and timetable of implementation of the activities If corrections 
and/or corrective actions cannot be completed within fifteen 
business days, state the reason for the delay and the time within 
which these activities will be completed. If you believe that your 
products are not in violation of the Act, include your reasoning and 
any supporting information for our consideration. FDA also 
informed “ 
If you are not located in the United States, please note that 
products that appear to be adulterated or misbranded are subject 
to detention and refusal of admission if they are offered for 
importation into the United States. We may advise the appropriate 
regulatory officials in the country from which you operate that FDA 
considers your products listed above to be adulterated and 
misbranded products that cannot be legally sold to consumers in 
the United States.”  
 
 

Cantronic 
Systems Inc 

1.FeverScan 
M3000N  
 
2.FeverScanM3
000P04 

The maker of Fever Scan temperature 
Scanners was selling the devices without 
FDA clearance or approval. 

5. 04-Mar-2021 Manufacturer is asked to give justification in writing within 15 days Certify Global 1.SNAP XT PRO The manufacturer of the SNAP XT PRO HID 
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and how they correct there violation and prevent reoccurrence, 
and timetable of implementation of the activities If corrections 
and/or corrective actions cannot be completed within fifteen 
business days, state the reason for the delay and the time within 
which these activities will be completed. If you believe that your 
products are not in violation of the Act, include your reasoning and 
any supporting information for our consideration. FDA also 
informed “ 
If you are not located in the United States, please note that 
products that appear to be adulterated or misbranded are subject 
to detention and refusal of admission if they are offered for 
importation into the United States. We may advise the appropriate 
regulatory officials in the country from which you operate that FDA 
considers your products listed above to be adulterated and 
misbranded products that cannot be legally sold to consumers in 
the United States.”  

Inc. HID 
 
2. InfinityX PRO 

and InfinityX PRO tele thermographic 
devices was selling the products without 
FDA clearance or approval. 

6. 04-Mar-2021 Manufacturer is asked to give justification in writing within 15 days 
and how they correct there violation and prevent reoccurrence, 
and timetable of implementation of the activities If corrections 
and/or corrective actions cannot be completed within fifteen 
business days, state the reason for the delay and the time within 
which these activities will be completed. If you believe that your 
products are not in violation of the Act, include your reasoning and 
any supporting information for our consideration. FDA also 
informed “ 
If you are not located in the United States, please note that 
products that appear to be adulterated or misbranded are subject 
to detention and refusal of admission if they are offered for 
importation into the United States. We may advise the appropriate 
regulatory officials in the country from which you operate that FDA 
considers your products listed above to be adulterated and 
misbranded products that cannot be legally sold to consumers in 
the United States.”  
 

Kogniz Inc. 1.KOGNIZ TC20 The manufacturer of the KOGNIZ TC 20 
telethermographic device was selling the 
product without FDA Clearance or approval.  

7. 04-Mar-2021 Manufacturer is asked to give justification in writing within 15 days 
and how they correct there violation and prevent reoccurrence, 

Omega 
Engineering Inc. 

1.TI-120GTS The maker of the TI-120GTS thermal 
scanner was selling the device. 
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and timetable of implementation of the activities If corrections 
and/or corrective actions cannot be completed within fifteen 
business days, state the reason for the delay and the time within 
which these activities will be completed. If you believe that your 
products are not in violation of the Act, include your reasoning and 
any supporting information for our consideration. FDA also 
informed “ 
If you are not located in the United States, please note that 
products that appear to be adulterated or misbranded are subject 
to detention and refusal of admission if they are offered for 
importation into the United States. We may advise the appropriate 
regulatory officials in the country from which you operate that FDA 
considers your products listed above to be adulterated and 
misbranded products that cannot be legally sold to consumers in 
the United States.”  

8. 04-Mar-2021 CDRH advise manufacturer to “review websites, product labels, and 
other labeling and promotional materials to ensure that they are 
not misleadingly representing your products as safe and/or 
effective for a COVID-19-related use for which they have not been 
approved, cleared, or authorized by FDA and that you do not make 
claims that misbrand the products in violation of the Act.  
Within 48 hours, please send an email to COVID-19-Task-Force-
CDRH@fda.hhs.gov describing the specific steps you have taken to 
address these violations. Include an explanation of each step being 
taken to prevent the recurrence of any violations, as well as copies 
of related documentation.  
Failure to adequately prevent address any violations may result in 
legal action, including, without limitation, seizure and injunction. . 
If you cannot take action to address this matter completely within 
48 hours, state the reason for the delay and the time within which 
you will do so. If you believe that your product is not in violation of 
the Act, include your 
 

CreativeStar 
Solutions 

1.Artemis TI-CS-
T11Thermal 
Scanner 
 
2. Artemis 
Gateway 

 

The maker of Artemis thermal scanners was 
selling the devices without FDA clearance or 
approval. The agency advised CreativeStar 
to stop selling the products, which the 
company falsely said could prevent COVID-
19. 

9. 04-Mar-2021 .CDRH advise manufacturer to “review websites, product labels, 
and other labeling and promotional materials to ensure that they 
are not misleadingly representing your products as safe and/or 

Dubak Electrical 
Group 

 The manufacturer of Du 
ThermaXtelethermographic devices was 
selling the product without FDA Clearance 
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effective for a COVID-19-related use for which they have not been 
approved, cleared, or authorized by FDA and that you do not make 
claims that misbrand the products in violation of the Act.  
Within 48 hours, please send an email to COVID-19-Task-Force-
CDRH@fda.hhs.gov describing the specific steps you have taken to 
address these violations. Include an explanation of each step being 
taken to prevent the recurrence of any violations, as well as copies 
of related documentation.  
Failure to adequately prevent address any violations may result in 
legal action, including, without limitation, seizure and injunction. . 
If you cannot take action to address this matter completely within 
48 hours, state the reason for the delay and the time within which 
you will do so. If you believe that your product is not in violation of 
the Act, include your 

or approval. The agency advised Dubak 
Electrical to stop selling the devices, which 
the firm falsely said could prevent COVID-
19. 

11. 04-Mar-2021 FDA has seen manufacturer’s Website and their claims on 
products, as per that they fit in the definition of the devices and 
has not taken approval or clearance of FDA for marketing, Violating 
the Regulations and so comes under adulterated and misbranded 
products. 
CDRH advise manufacturer to “review websites, product labels, and 
other labeling and promotional materials to ensure that they are 
not misleadingly representing your products as safe and/or 
effective for a COVID-19-related use for which they have not been 
approved, cleared, or authorized by FDA and that you do not make 
claims that misbrand the products in violation of the Act.  
Within 48 hours, please send an email to COVID-19-Task-Force-
CDRH@fda.hhs.gov describing the specific steps you have taken to 
address these violations. Include an explanation of each step being 
taken to prevent the recurrence of any violations, as well as copies 
of related documentation.  
Failure to adequately prevent address any violations may result in 
legal action, including, without limitation, seizure and injunction. . 
If you cannot take action to address this matter completely within 
48 hours, state the reason for the delay and the time within which 
you will do so 

Omnisense 
Systems Pte Ltd. 

1.Sentry MK4 The manufacturer of the Sentry MK4 
telethermographic devices was selling the 
product without FDA clearance or approval. 
The agency advised Ominesence to stop 
selling the devices, which company falsely 
said could mitigate and prevent COVID-19. 

12. 04-Mar-2021 FDA has seen manufacturer’s Website and their claims on OpgalOptronic 1.Therm-App The maker of Thermo-Apo MD and Thermo-
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products, as per that they fit in the definition of the devices and 
has not taken approval or clearance of FDA for marketing, Violating 
the Regulations and so comes under adulterated and misbranded 
products. 
CDRH advise manufacturer to “review websites, product labels, and 
other labeling and promotional materials to ensure that they are 
not misleadingly representing your products as safe and/or 
effective for a COVID-19-related use for which they have not been 
approved, cleared, or authorized by FDA and that you do not make 
claims that misbrand the products in violation of the Act.  
Within 48 hours, please send an email to COVID-19-Task-Force-
CDRH@fda.hhs.gov describing the specific steps you have taken to 
address these violations. Include an explanation of each step being 
taken to prevent the recurrence of any violations, as well as copies 
of related documentation.  
Failure to adequately prevent address any violations may result in 
legal action, including, without limitation, seizure and injunction. . 
If you cannot take action to address this matter completely within 
48 hours, state the reason for the delay and the time within which 
you will do so. 

Industries Ltd. 
 

MD  
 
2.Therm-App 
MD Pro 

App MD Pro telethermographic devices was 
selling the products without FDA clearance 
or approval. The agency advised 
OpgalOptronic to stop selling the devices, 
which the firm falsely said could mitigate 
and prevent COVID-19.  

13. 04-Mar-2021 FDA has seen manufacturer’s Website and their claims on 
products, as per that they fit in the definition of the devices and 
has not taken approval or clearance of FDA for marketing, Violating 
the Regulations and so comes under adulterated and misbranded 
products. 
CDRH advise manufacturer to “review websites, product labels, and 
other labeling and promotional materials to ensure that they are 
not misleadingly representing your products as safe and/or 
effective for a COVID-19-related use for which they have not been 
approved, cleared, or authorized by FDA and that you do not make 
claims that misbrand the products in violation of the Act.  
Within 48 hours, please send an email to COVID-19-Task-Force-
CDRH@fda.hhs.gov describing the specific steps you have taken to 
address these violations. Include an explanation of each step being 
taken to prevent the recurrence of any violations, as well as copies 
of related documentation.  

Shenzhen Sunell 
Technology Corp 
 

1. Bi-Spectrum 
Fever 
ScreeningNetw
ork Camera (SN-
T5P-F) 
 
2. Temperature 
Screening 
Thermographic 
Network Bullet 
Camera (SN-
F22-B) 
 
3. AI Fever 
Screening 
Network 

The maker of various screening Cameras 
was selling the devices without FDA 
clearance or approval. The agency advised 
Shenzhen Sunell to stop selling the 
telethermographic devices which the firm 
falsely said could mitigate and prevent 
COVID-19 
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Failure to adequately prevent address any violations may result in 
legal action, including, without limitation, seizure and injunction. 

Camera With 
Integrated 
Blackbody (SN-
T5H-P-F) 
 
4. Fever 
Screening Body 
Temperature 
Measurement 
Network 
Camera 
Accurate ±0.3℃ 
(SN-T5/F) 

14. 04-Mar-2021 FDA has seen manufacturer’s Website and their claims on 
products, as per that they fit in the definition of the devices and 
has not taken approval or clearance of FDA for marketing, Violating 
the Regulations and so comes under adulterated and misbranded 
products. 
CDRH advise manufacturer to “review websites, product labels, and 
other labeling and promotional materials to ensure that they are 
not misleadingly representing your products as safe and/or 
effective for a COVID-19-related use for which they have not been 
approved, cleared, or authorized by FDA and that you do not make 
claims that misbrand the products in violation of the Act.  
Within 48 hours, please send an email to COVID-19-Task-Force-
CDRH@fda.hhs.gov describing the specific steps you have taken to 
address these violations. Include an explanation of each step being 
taken to prevent the recurrence of any violations, as well as copies 
of related documentation.  
Failure to adequately prevent address any violations may result in 
legal action, including, without limitation, seizure and injunction. . 
If you cannot take action to address this matter completely within 
48 hours, state the reason for the delay and the time within which 
you will do so. If you believe that your product is not in violation of 
the Act, include your 

Thermavis 1.Multi-person 
Thermal 
Screening 
Camera 

The maker of the Multi-person Thermal 
Screening Camera was selling the 
Telethermographic device without FDA 
clearance or approval. The agency advised 
Thermavis to stop selling the Camera, which 
the company said could scan multiple 
people at the same time. “Risks are more 
likely to be present where 
telethermographic devices scan multiple 
individuals simultaneously,” the agency 
wrote. 

15. 04-Mar-2021 FDA has seen manufacturer’s Website and their claims on Thermoteknix 1.FevIR Scan 2 The manufacturer of the FevIR Scan 2 
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products, as per that they fit in the definition of the devices and 
has not taken approval or clearance of FDA for marketing, Violating 
the Regulations and so comes under adulterated and misbranded 
products. 
CDRH advise manufacturer to “review websites, product labels, and 
other labeling and promotional materials to ensure that they are 
not misleadingly representing your products as safe and/or 
effective for a COVID-19-related use for which they have not been 
approved, cleared, or authorized by FDA and that you do not make 
claims that misbrand the products in violation of the Act.  
Within 48 hours, please send an email to COVID-19-Task-Force-
CDRH@fda.hhs.gov describing the specific steps you have taken to 
address these violations. Include an explanation of each step being 
taken to prevent the recurrence of any violations, as well as copies 
of related documentation.  
Failure to adequately prevent address any violations may result in 
legal action, including, without limitation, seizure and injunction. . 
If you cannot take action to address this matter completely within 
48 hours, state the reason for the delay and the time within which 
you will do so. If you believe that your product is not in violation of 
the Act, include your 

System Ltd. telethermographic device was selling the 
product without FDA clearance or approval. 
The agency advised Thermoteknix to stop 
selling the device, which the firm falsely 
said could mitigate and prevent COVID-19. 

16. 04-Mar-2021 FDA has seen manufacturer’s Website and their claims on 
products, as per that they fit in the definition of the devices and 
has not taken approval or clearance of FDA for marketing, Violating 
the Regulations and so comes under adulterated and misbranded 
products. 
CDRH advise manufacturer to “review websites, product labels, and 
other labeling and promotional materials to ensure that they are 
not misleadingly representing your products as safe and/or 
effective for a COVID-19-related use for which they have not been 
approved, cleared, or authorized by FDA and that you do not make 
claims that misbrand the products in violation of the Act.  
Within 48 hours, please send an email to COVID-19-Task-Force-
CDRH@fda.hhs.gov describing the specific steps you have taken to 
address these violations. Include an explanation of each step being 
taken to prevent the recurrence of any violations, as well as copies 

Westminster 
International Ltd. 

1.WG 50  
2.WG620 

The maker of the WG 50 and WG620 
telethermographicdeviecs was selling the 
product without FDA clearance or approval. 
The agency advised Westminster 
International to stop selling the devices, 
which the Company falsely said could 
mitigate and prevent COVID-19.  
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of related documentation.  
Failure to adequately prevent address any violations may result in 
legal action, including, without limitation, seizure and injunction. . 
If you cannot take action to address this matter completely within 
48 hours, state the reason for the delay and the time within which 
you will do so. If you believe that your product is not in violation of 
the Act, include your 

17. 04-Mar-2021 FDA has seen manufacturer’s Website and their claims on 
products, as per that they fit in the definition of the devices and 
has not taken approval or clearance of FDA for marketing, Violating 
the Regulations and so comes under adulterated and misbranded 
products. 
CDRH advise manufacturer to “review websites, product labels, and 
other labeling and promotional materials to ensure that they are 
not misleadingly representing your products as safe and/or 
effective for a COVID-19-related use for which they have not been 
approved, cleared, or authorized by FDA and that you do not make 
claims that misbrand the products in violation of the Act.  
Within 48 hours, please send an email to COVID-19-Task-Force-
CDRH@fda.hhs.gov describing the specific steps you have taken to 
address these violations. Include an explanation of each step being 
taken to prevent the recurrence of any violations, as well as copies 
of related documentation.  
Failure to adequately prevent address any violations may result in 
legal action, including, without limitation, seizure and injunction. 

Workswell Group 
SRO 

1.MEDICAS The manufacture of the MEDICAS 
telethermographic device was selling the 
product without FDA clearance or approval. 
The agency advised workswell to stop 
selling the device, which the company 
falsely said could mitigate and Prevent 
COVID1-19 

18. 11-Mar-2021 The manufacturing website is offering for sale in the United States, 
the KN95 Dust Mask (which your website represents is 
manufactured by ZhongshanDongfengHuangShang Electronic 
Factory), the Medical Grade/Surgical Mask (which your website 
represents is manufactured by Shenzhen Keyu Electronic Material 
Trading Co., Ltd.), these products are misbranded under section 
502(a) of the Act, 21 U.S.C. § 352(a), because their labeling is false 
or misleading. Please notify this office in writing within fifteen (15) 
business days from the date you receive this letter of the specific 
steps your firm has taken to address the noted violations. 
 

maskshell.com 1. KN95 Dust 
Mask 
2. (Medical 
Grade/Surgical 
Mask) 
3. Disease 
Prevention 
Mask for Child 

The manufacturer has to take immediate 
action to cease the sale of any adulterated 
and misbranded products for the 
mitigation, prevention, treatment, 
diagnosis, or cure of COVID-19. 
It is your responsibility to ensure that the 
products you sell are in compliance with the 
Act and its implementing regulations. We 
advise you to review your website, product 
labels, and other labeling and promotional 
materials to ensure that you do not make 
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representations that misbrand the 
product(s) in violation of the Act. 

19. 18-Mar-2021 The products are adulterated under section 501(f)(1)(B) of the Act, 
21 U.S.C. § 351(f)(1)(B), because your firm does not have an 
approved application for premarket approval (PMA). 
Within 48 hours, please send an email to COVID-19-Task-Force-
CDRH@fda.hhs.go describing the specific steps you have taken to 
address these violations. 
FDA is advising consumers not to purchase or use certain products 
that have not been approved, cleared, or authorized by FDA and 
that are being misleadingly represented as safe and/or effective for 
the mitigation, prevention, treatment, diagnosis, or cure of COVID-
19. 

Block Scientific 1.QUIKPACII 
COVID-19 
ANTIBODY TEST 
KIT” 
2. LIBCART 

HAD requests the manufacturer to take 
immediate action to cease the sale of any 
unapproved, uncleared, and unauthorized 
products for use in the mitigation, 
prevention, treatment, diagnosis, or cure of 
COVID-19. 
The manufacturer has to take approval and 
clearance from the FDA to sell the product. 

20. 24-Mar-2021 The product is also misbranded under section 502(o) of the Act, 21 
U.S.C. § 352(o), because your firm did not notify the agency of its 
intent to introduce the device into commercial distribution, as 
required by section 510(k) of the Act, 21 U.S.C. § 360(k). 
FDA has not approved, cleared, or authorized any COVID-19 
serology test for at-home testing. Different and potentially serious 
public health risks are presented with testing in the home versus a 
healthcare setting. Such risks include, but are not limited to, 
whether a lay person has the ability to collect their specimen, run 
the test, and interpret the test result accurately. 
Within 48 hours, please send an email to COVID-19-Task-Force-
CDRH@fda.hhs.gov describing the specific steps you have taken to 
correct these violations. 

TresmonetTechn
ologies, Inc., TM 
Testing, Inc. dba 
TM 
Technologies, 
Inc./TM Labs 

1.COVID-19 
IgG/IgMRapid 
Test  

The manufacturer has to take an immediate 
action to get approval and clearance from 
the FDA to sell the product.  

21. 25-Mar-2021 The products are adulterated under section 501(f)(1)(B) of the Act, 
21 U.S.C. § 351(f)(1)(B), because your firm does not have an 
approved application for premarket approval (PMA). 
It  is a prohibited act under section 301(k) of the Act, 21 U.S.C. § 
331(k), to do any act with respect to a device while the device is 
held for sale after shipment in interstate commerce and results in 
the device being misbranded. 
The Akcutest Kit is also misbranded under section 502(a) of the Act, 
21 U.S.C. § 352(a), because it’s labeling is false or misleading.  
Within 48 hours, please send an email to COVID-19-Task-Force-

Ikcon 
Investments, 
IncdbaIkcon 
Medical 

1.Akcutest Kit  
2.Lumigenik Kit 

The manufacturer has to take an immediate 
action to get approval and clearance from 
the FDA to sell the product in the US.  
once you have taken actions to address the 
sale of your unapproved, uncleared, and 
unauthorized product(s) for the mitigation, 
prevention, treatment, diagnosis, or cure of 
COVID-19, and any appropriate corrective 
actions have been confirmed by the FDA, 
the published list will be updated to 
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CDRH@fda.hhs.gov describing the specific steps you have taken to 
address these violations. 

indicate that your firm has taken such 
corrective actions. 

23. 26-Mar-2021 The FDA reviewed the website observed that your business offers 
for sale an “At-Home COVID-19 Test Kit,” a “COVID Test Kit (25 
Tests),” and a “COVID-19 Antibodies Test Kit,” and distributes the 
“SKY Medical Supplies &Equipments, LLC Diagnostic Kit (Colloidal 
Gold) for IgG/IgM Antibody to SARS-CoV-2 RAPID TEST DEVICE 
Whole Blood/Serum/Plasma” (hereinafter referred to as “SKY 
Antibody Test”), and the “Xiamen Wiz Biotech CO., LTD SARS-CoV-2 
Antigen Rapid Test Test Device” (all hereinafter collectively 
referred to as “COVID-19 Test Kits”) in the United States. Based on 
our review, your COVID-19 Test Kits are intended for use in the 
mitigation, prevention, treatment, diagnosis, or cure of COVID-191 
in people, and thus, they are devices under section 201(h) of the 
Federal Food, Drug, and Cosmetic Act (the “Act”), 21 U.S.C. § 
321(h). 
our products are adulterated under section 501(f)(1)(B) of the Act, 
21 U.S.C. § 351(f)(1)(B), because your firm does not have an 
approved application for premarket approval (PMA) in effect 
pursuant to section 515(a) of the Act, 21 U.S.C. § 360e(a), or an 
approved application for an investigational device exemption (IDE) 
under section 520(g) of the Act, 21 U.S.C. § 360j(g). 
Within 48 hours, please send an email to COVID-19-Task-Force-
CDRH@fda.hhs.gov describing the specific steps you have taken to 
address these violations. 

Fast Masks USA 
LLC 

COVID Test Kit The manufacturer offered for sale directly 
to consumers for at-home testing or 
distributed in the United States without 
marketing approval, clearance, or 
authorization from FDA.  

24. 05-Apr-2021 The COVID-19 Test Kits are offered for sale directly to consumers in 
the United States without marketing approval, clearance, or 
authorization from FDA. Accordingly, the COVID-19 Test Kits is 
adulterated under 501(f)(1)(B) of the Act, 21 U.S.C. § 
351(f)(1)(B),because your firm does not have an approved 
application for premarket approval (PMA) in effect pursuant to 
section 515(a) of the Act, 21 U.S.C. § 360e(a), or an approved 
application for an investigational device exemption (IDE) under 
section 520(g) of the Act, 21 U.S.C. § 360j(g). The COVID-19 Test 
Kits is also misbranded under section 520(g) of the Act, 21 U.S.C. § 
360j(g). 

Baltimore Beauty 
Security Square 
Mall 

1) GenBody 
COVID-19 Ag 
test  
2) GenBody 
COVID-19 
IgM/IgG test  
 
 
 

The manufacturer has sold the product 
without the marketing approval, clearance, 
or authorization from FDA. 
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 Within 48 hours, please send emails to COVID-19-Task-Force-
CDRH@fda.hhs.gov describing the specific steps you have taken to 
address these violations. 
If manufacturer does not take action to address this matter 
completely within 48 hours, state the re1ason for the delay and the 
time within which you will do so. If you believe that your product is 
not in violation of the Act, include your reasoning and any 
supporting information for our consideration. 

25. 06-Apr-2021 The Rapid COVID-19 Antibody Self Test Kit, Rapid COVID-19 Antigen 
Self Test Kit is offered for sale and distributed in the United States 
without marketing approval, clearance, or authorization from FDA. 
Accordingly, the COVID-19 Antibody Self Test Kit, Rapid COVID-19 
Antigen Self Test Kit is adulterated under 501(f)(1)(B) of the Act, 21 
U.S.C. § 351(f)(1)(B),because your firm does not have an approved 
application for premarket approval (PMA) in effect pursuant to 
section 515(a) of the Act, 21 U.S.C. § 360e(a), or an approved 
application for an investigational device exemption (IDE) under 
section 520(g) of the Act, 21 U.S.C. § 360j(g).The Rapid COVID-19 
Antibody Self Test Kit, Rapid COVID-19 Antigen Self Test Kit is also 
misbranded under section 502(o) of the Act, 21 U.S.C. § 352(o). 

SethiLaboratorie
s 

1)Rapid COVID-
19 Antibody Self 
Test Kit 
2)Rapid COVID-
19 Antigen Self 
Test Kit 
 
 
 
 
 

The manufacturer has sold the product 
without the marketing approval, clearance, 
or authorization from FDA . 

26. 13-Apr-2021 The manufacturer has to take Immediate action to address the 
violations cited. 
The manufacturer has to review websites to ensure that are not 
misleadingly representing that products as safe and/or effective for 
a COVID-19-related use for which they have not been approved, 
cleared, or authorized by FDA and that you do not make claims that 
adulterate or misbrand the products in violation of the Act. 
Within 48 hours, please send emails to COVID-19-Task-Force-
CDRH@fda.hhs.gov describing the specific steps you have taken to 
address these violations.. 

Anytime COVID 
Test LLC 

Covid-19 Test 
Kit 

The manufacturer has sold the product 
without the marketing approval, clearance, 
or authorization from FDA . 

27. 13-Apr-2021 The manufacturer has to take Immediate action to address the 
violations cited. 
The manufacturer has to review websites and labelling of products  
to ensure that are not misleadingly representing that products as 
safe and/or effective for a COVID-19-related use for which they 
have not been approved, cleared, or authorized by FDA and that 

Manhattan 
Stitching 
Company, Inc 

1. KN95 Face 
Mask 
2. 3-ply Face 
Mask 
3. 3-Ply 
Disposable 

The manufacturer has sold the product 
without the marketing approval, clearance, 
or authorization from FDA. 

mailto:COVID-19-Task-Force-CDRH@fda.hhs.gov
mailto:COVID-19-Task-Force-CDRH@fda.hhs.gov
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you do not make claims that adulterate or misbrand the products 
in violation of the Act. 
Within 15 days, please send emails to 
CDRHWarningLetterResponses@fda.hhs.gov or by mail describing 
the specific steps you have taken to address these violations. 
. If you believe that your product is not in violation of the Act, 
include your reasoning and any supporting information for our 
consideration. 

Youth Face 
Mask 
 
 
 
 
 

28. 26-Apr-2021 The KN95 Dust Mask, Medical Grade/Surgical Mask, Disease 
Prevention Mask for Child is offered for sale and distributed in the 
United States without marketing approval, clearance, or 
authorization from FDA. Accordingly, the KN95 Dust Mask, Medical 
Grade/Surgical Mask, Disease Prevention Mask for Child is 
adulterated under section 501(f)(1)(B) of the Act, 21 U.S.C. § 
351(f)(1)(B), because your firm does not have an approved 
application for premarket approval (PMA) in effect pursuant to 
section 515(a) of the Act, 21 U.S.C. § 360e(a),or an approved 
application for an investigational device exemption (IDE) under 
section 520(g) of the Act, 21 U.S.C. § 360j(g).The KN95 Dust Mask, 
Medical Grade/Surgical Mask, Disease Prevention Mask for Child is 
also misbranded under section 502(o) of the Act, 21 U.S.C. § 
352(o). 
If you are not located in the United States, please note that 
products that appear to be adulterated or misbranded may be 
detained or refused admission if they are offered for importation 
into the United States. 
Please notify this office in writing within fifteen business days from 
the date you receive this letter of the specific steps your firm has 
taken to correct the noted violations, as well as an explanation of 
how your firm plans to prevent these violations, or similar 
violations, from occurring again. 

BMHshop 1.N95 Dust 
Mask 
2.Medical 
Grade/Surgical 
Mask 
3.Disease 
Prevention 
Mask for Child 
 
 
 
 
 

The manufacturer has sold the product 
without the marketing approval, clearance, 
or authorization from FDA. 

29. 27-Apr-2021 The KN95 Specialized Face Mask, Layer Disposable Surgical Masks, 
3Layer Disposable Masks For Kids is offered for sale and distributed 
in the United States without marketing approval, clearance, or 
authorization from FDA. Accordingly, the Nikkiso DBB-06 is 
adulterated under 501(f)(1)(B) of the Act, 21 U.S.C. § 

Professional 
World Store 

1) KN95 
Specialized Face 
Mask 
2) Layer 
Disposable 

The manufacturer has sold the product 
without the marketing approval, clearance, 
or authorization from FDA . 
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351(f)(1)(B),because your firm does not have an approved 
application for premarket approval (PMA) in effect pursuant to 
section 515(a) of the Act, 21 U.S.C. § 360e(a), or an approved 
application for an investigational device exemption (IDE) under 
section 520(g) of the Act, 21 U.S.C. § 360j(g).The KN95 Specialized 
Face Mask, Layer Disposable Surgical Masks, 3Layer Disposable 
Masks For Kids is also misbranded under section 502(o) of the Act, 
21 U.S.C. § 352(o). 
Please notify this office in writing within fifteen business days from 
the date you receive this letter of the specific steps your firm has 
taken to correct the noted violations, as well as an explanation of 
how your firm plans to prevent these violations, or similar 
violations, from occurring again. 

Surgical Masks 
3)3Layer 
Disposable 
Masks For Kids 
 
 
 
 
 

30. 07-May-2021 The Nikkiso DBB-06 is offered for sale and distributed in the United 
States without marketing approval, clearance, or authorization 
from FDA. Accordingly, the Nikkiso DBB-06 is adulterated under 
section 501(f)(1)(B) of the Act, 21 U.S.C. § 351(f)(1)(B), because 
your firm does not have an approved application for premarket 
approval (PMA) in effect pursuant to section 515(a) of the Act, 21 
U.S.C. § 360e(a), or an approved application for an investigational 
device exemption (IDE) under section 520(g) of the Act, 21 U.S.C. § 
360j(g). for the device as described and marketed. The DBB-06 is 
also misbranded under section 502(o) of the Act, 21 U.S.C. § 
352(o). 
Please notify this office in writing within fifteen business days from 
the date you receive this letter of the specific steps your firm has 
taken to correct the noted violations, as well as an explanation of 
how your firm plans to prevent these violations, or similar 
violations, from occurring again. 

Nikkiso Medical 
America, Inc. 

Nikkiso DBB-06 
(DBB-06) 

The manufacturer has sold the product 
without the marketing approval, clearance, 
or authorization from FDA and even the 
product is misbranded. 

31. 21-May-2021 During the inspection the US FDA has found that  
The 3 ply Surgical Mask, Disposable Protective Mask, Mask 
Disposable Protective, and Personal Protective Face Mask are 
offered for sale in the United States without marketing approval, 
clearance, or authorization from the FDA. Accordingly, the products 
are adulterated under section 501(f)(1)(B) of the Act, 21 U.S.C. § 
351(f)(1)(B), because your firm does not have an approved 

Mask supply 
store 

1. 3 ply Surgical 
Mask 
2.Disposable 
Protective Mask 
3.Mask 
Disposable 
Protective  

The manufacturer has sold the product 
without the marketing approval, clearance, 
or authorization from FDA and even the 
product is misbranded 
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application for premarket approval (PMA) 
If you believe that your product is not in violation of the Act, 
include your reasoning and any supporting information for our 
consideration. 
Please notify this office in writing within fifteen business days from 
the date you receive this letter of the specific steps your firm has 
taken to correct the noted violations, as well as an explanation of 
how your firm plans to prevent these violations, or similar 
violations, from occurring again. 

4.Personal 
Protective Face 
Mask 

32. 27-May-2021 During the inspection the US FDA has found that your website is 
offering for sale in the United States the Irvin KN95 PPE Mask and 
the Disposable Face Mask (for which your website does not 
indicate the manufacturer) without marketing approval, clearance, 
or authorization from the FDA. Accordingly, these products are 
adulterated under section 501(f)(1)(B) of the Act, 21 U.S.C. § 
351(f)(1)(B), because your firm does not have an approved 
application for premarket approval (PMA) in effect pursuant 
In addition, the Irvin KN95 PPE Masks are misbranded under 
section 502(a) of the Act, 21 U.S.C. § 352(a) 
 
Respond to this letter in writing within 15 working days. Specify 
what you have done since our inspection to correct your violations 
and to prevent their recurrence. Include documentation of the 
corrections and/or corrective actions (which must address systemic 
problems) that your firm has taken. If your firm’s planned 
corrections and/or corrective actions will occur over time, please 
include a timetable for implementation of those activities. If you 
cannot complete corrective actions within 15 working days, state 
your reasons for delay and your schedule for completion. 

Irvin, Inc. 1.Irvin KN95 
PPE Mask 
 
 2.Disposable 
Face Mask 

The manufacturer has sold the product 
without the marketing approval, clearance, 
or authorization from FDA and even the 
product is misbranded 

33. 27-May-2021 During the inspection the US FDA has found that  The Disposable 
Medical Face Mask, Wholesale Disposable Medical Protective CE 
Mask 3 Ply, and 3 Ply Disposable Medical Filter Nonwoven Face 
Mask Dust are being offered for sale in the United States without 
marketing approval, clearance, or authorization from the FDA.  
Accordingly, the products are adulterated under section 
501(f)(1)(B) of the Act, 21 U.S.C. § 351(f)(1)(B), because your firm 

Dongguan City 
Xinyuan 
Nonwoven Co., 
Ltd. 

1.Disposable 
Medical Face 
Mask, 
Wholesale 
2.Disposable 
Medical 
Protective CE 

The manufacturer has sold the product 
without the marketing approval, clearance, 
or authorization from FDA and even the 
product is misbranded 
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does not have an approved application for premarket approval 
(PMA) in effect pursuant to section 515(a) of the Act, 21 U.S.C. § 
360e(a). 
This letter notifies you of our concerns and provides you with an 
opportunity to address them. Please notify this office in writing 
within fifteen 15 business days from the date you receive this letter 
of the specific steps your firm has taken to correct the noted 
violations, as well as an explanation of how your firm plans to 
prevent these violations, or similar violations, from occurring again. 

Mask 3 Ply,  
 3. 3 Ply 
Disposable 
Medical Filter 
Nonwoven Face 
Mask Dust 

34. 28-May-2021 During the inspection the US FDA has found that your website is 
offering for sale in the United States the KN95 Mask FFP Level 2 
and 3-ply Certified Masks FFP Level 2 without marketing approval, 
clearance, or authorization from the FDA. 
Accordingly, these products are adulterated under section 
501(f)(1)(B) of the Act, 21 U.S.C. § 351(f)(1)(B), because your firm 
does not have an approved application for premarket approval 
(PMA) in effect pursuant to section 515(a) of the Act, 21 U.S.C. § 
360e(a), 
This letter is not meant to be an all-inclusive list of violations that 
exist in connection with the product(s) or your operations. It is your 
responsibility to ensure that the products you sell are in 
compliance with the Act and its implementing regulations. We 
advise you to review your website, product labels, and other 
labeling and promotional materials to ensure that you are not 
misleadingly representing the product(s) as safe and/or effective 
for a COVID-19-related use for which they have not been approved, 
cleared, authorized by FDA 
This letter notifies you of our concerns and provides you with an 
opportunity to address them. Please notify this office in writing 
within fifteen (15) business days from the date you receive this 
letter of the specific steps your firm has taken to correct the noted 
violations, as well as an explanation of how your firm plans to 
prevent these violations, or similar violations, from occurring again 

Nature’s 
Distributing; Club 
Clean 
Inc/BuyMedical
MasksNow.com 

1.KN95 Mask 
FFP Level 2 
 
2.3-ply Certified 
Masks FFP Level 
2 

The manufacturer has sold the product 
without the marketing approval, clearance, 
or authorization from FDA and even the 
product is misbranded 

35. 04-Jun-2021 During the inspection the US FDA has found that The FFP2 NR 5-
Layer KN95 Face Mask, Medical Face Mask, and Sterile Surgical 
Mask are offered for sale in the United States without marketing 

Zhejiang Xichen 
Medical 
Technology Co., 

1.FFP2 NR 5-
Layer KN95 
Face Mask 

The manufacturer has sold the product 
without the marketing approval, clearance, 
or authorization from FDA and even the 
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approval, clearance, or authorization from the FDA. Accordingly, 
the products are adulterated under section 501(f)(1)(B) of the Act, 
21 U.S.C. § 351(f)(1)(B), because your firm does not have an 
approved application for premarket approval (PMA) 
His letter notifies you of our concerns and provides you with an 
opportunity to address them. Please notify this office in writing 
within fifteen (15) business days from the date you receive this 
letter of the specific steps your firm has taken to address the noted 
violations, as well as an explanation of how your firm plans to 
prevent these violations, or similar violations, from occurring again 
If you are not located in the United States, please note that 
products that appear to be adulterated or misbranded may be 
detained or refused admission if they are offered for importation 
into the United States. We may advise the appropriate regulatory 
officials in the country from which you operate that FDA considers 
your products listed above to be adulterated and misbranded 
products that cannot be legally sold to consumers in the United 
States. 
 

Ltd. 2.Medical Face 
Mask 
3.Sterile 
Surgical Mask   

product is misbranded 

36. 07-Jun-2021 The COVID-19 Test Kit is offered for sale in the United States 
without marketing approval, clearance, or authorization from 
FDA.2 Accordingly, the product is adulterated under section 
501(f)(1)(B) of the Act, 21 U.S.C. § 351(f)(1)(B), because your firm 
does not have an approved application for premarket approval 
(PMA) 
The manufacturer has to review websites, product labels, and 
other labeling and promotional materials to ensure that are not 
misleadingly representing that products as safe and/or effective for 
a COVID-19-related use for which they have not been approved, 
cleared, or authorized by FDA  
Within 48 hours, please send emails to COVID-19-Task-Force-
CDRH@fda.hhs.gov describing the specific steps you have taken to 
address these violations. 
If manufacturer does not take action to address this matter 
completely within 48 hours, state the reason for the delay and the 
time within which you will do so. If you believe that your product is 

Amplicon Land, 
LLC 

COVID-19 Test 
Kit 

The manufacturer has sold the product 
without the marketing approval, clearance, 
or authorization from FDA and even the 
product is misbranded 
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not in violation of the Act, include your reasoning and any 
supporting information for our consideration. 

37. 10-Jun-2021 During FDA’S inspection revealed that the SARS-CoV-2 Antigen 
Rapid Qualitative Test has been distributed in the United States 
without marketing approval, clearance, or authorization from FDA. 
Accordingly, the product is adulterated under section 501(f)(1)(B) 
of the Act, 21 U.S.C. § 351(f)(1)(B), because your firm does not 
have an approved application for premarket approval (PMA) 
Additionally, your firm did not provide documentation or evidence 
of implementation of a systematic corrective action to include a 
retrospective review of its adverse events in accordance with its 
MDR procedure. 
You should take immediate action to address the violations relating 
to your firm’s sale or distribution of the SARS-CoV-2 Antigen Rapid 
Qualitative Test. We advise you to review your websites, product 
labels, and other labeling and promotional materials to ensure that 
you are not misleadingly representing your products as safe and/or 
effective for a COVID-19-related use for which they have not been 
approved, cleared, or authorized by FDA . 
 Within 48 hours, please send an email to COVID-19-Task-Force-
CDRH@fda.hhs.gov describing the specific steps you have taken to 
address these violations. Include an explanation of each step being 
taken to prevent the recurrence of any violations, as well as copies 
of related documentation. If you cannot take action to address this 
matter completely within 48 hours, state the reason for the delay 
and the time within which you will do so. 

Innova Medical 
Group, Inc. 

SARS-CoV-2 
Antigen Rapid 
Qualitative Test 

The manufacturer has sold the SARS-CoV-2 
Antigen Rapid Qualitative Test without the 
marketing approval, clearance, or 
authorization from FDA and even the 
product is misbranded 

38. 11-Jun-2021  U.S-FDA inspected on products, an investigator from FDA 
determined and revealed. We received a response from Mr. Zhang 
Li, Management Representative, dated April 19, 2021, concerning 
our investigator’s observations noted on the Form FDA 483 (FDA 
483), List of Inspectional Observations, which was issued to your 
firm. 
Failure to establish and maintain procedures to control the design 
of the device in order to ensure that specified design requirements 
are met, as required by 21 CFR 820.30(a). 
Failure to establish and maintain procedures for implementing 

Tianjin Bolang 
Science-
Technology 
Development 
Co., Ltd. 

1.Otoscopes, 
Rigid 
2.Laryngoscope
s 
3.Rigid 
Nasopharyngos
copes 

The manufacturer has sold the devices  
without corrective and preventive action, 
Design Control, control and distribution of 
finished devices, complaint files, 
device master records, device history 
records, quality system record and even it is 
product is misbranded and adulterated 
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corrective and preventive action, as required by 21 CFR 820.100(a). 
Failure to maintain complaint files and to establish and maintain 
procedures for receiving, reviewing, and evaluating complaints by a 
formally designated unit, as required by 21 CFR 820.198(a). 
Failure to establish and maintain procedures for control and 
distribution of finished devices to ensure that only those devices 
approved for release are distributed and that purchase orders are 
reviewed to ensure that ambiguities and errors are resolved before 
devices are released for distribution, as required by 21 CFR 
820.160. 
Failure to have sufficient personnel with the necessary education, 
background, training, and experience to assure that all activities 
required by this part are correctly performed, as required by 21 
CFR 820.25(a). 
The inspected revealed that firm’s Class II Rigid 
Nasopharyngoscope devices are misbranded under section 
502(t)(2) of the Act, 21 U.S.C. § 352(t)(2), in that firm failed or 
refused to furnish material or information respecting the device 
that is required by or under section 519 of the Act, 21 U.S.C. § 360i, 
and 21 CFR Part 803 - Medical Device Reporting. We reviewed your 
firm’s response and conclude that it is not adequate. Your firm 
states MDR Control procedures will be established, and a 
complaint retrospective review will be conducted for MDR 
reportable events. Please notify this office in writing within fifteen 
business days from the date you receive this letter of the specific 
steps your firm has taken to address the noted violations 

39. 12-Jul-2021 FDA has reviewed manufacturer’s Website and revealed, Website 
contains some misleadings are included Representations that the 
KN95 Face Masks “have an active status with the FDA…”, 
Unauthorized display of what appears to be FDA’s logo1 on the 
front and back of the product’s labeling 
Display of the FDA logo on packaging and near images of and 
information implies FDA approval, clearance, authorization, 
certification, endorsement, or other evaluation of the products 
and/or establishments. Review your website, product labels, and 
other labeling and promotional materials to ensure that you do not 

Captain's Cloth 
LLC 

KN95 Face 
Mask 

The manufacture is offered for sale in the 
United States without marketing approval, 
clearance, or authorization from the FDA 
Accordingly, this product is adulterated and 
misbranded and it is labeling are misleading 
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make representations that misbrand the product in violation of the 
Act. Please notify this office in writing within fifteen (15) business 
days from the date you receive and to address the noted violations 

40. 09-Jul-2021 FDA has reviewed manufacturer’s Website and observed that 
website offers the “COVIGEN AG-1 Covid-19 Self Detection Kit,” the 
“COVIDEX AB-1 Covid-19 Self Detection Kit,” and the “COVID-19 
Antigen and Antibody Combo Set” (hereafter referred to 
collectively as “COVID-19 Self Detection Test Kits”) for sale in the 
United States. The Covid-19 Self Detection Test Kits does not have 
approved applications for premarket approval (PMA). website 
includes statements indicating that the COVID-19 Self Detection 
Test Kits may be purchased directly by consumers and are intended 
to be used for self-testing for COVID-19 including, “ACCURACY BUT 
FAST, EFFICIENT; ANYTIME, ANYWHERE AT YOUR PRIVACY AND 
CONVENIENCE.”, “INSTANT AND EASY ACCESS TO SCREENING CAN 
BE LIFE OF[sic] DEATH. SCREENING FOR YOURSELF AND YOUR 
FAMILY TODAY AND REPEAT THE ROUTINE SCREENINGS TO 
PROTECT YOURSELF.”, A photograph of the “COVID-19 Antigen and 
Antibody Combo Set” includes the following language: “SELF-
SCREENING METHOD FOR EALRY PREVENTION AND EARLY 
TREATMENT.”  
FDA advise you to review your websites, product labels, and other 
labeling and promotional materials to ensure that you are not 
misleadingly representing your products as safe and/or effective 
for a COVID-19-related use for which they have not been approved, 
cleared, or authorized by FDA and that you do not make claims that 
adulterate or misbrand the products in violation of the Act. Within 
48 hours, please send an email to COVID-19-Task-Force-
CDRH@fda.hhs.gov 

Biopolygen Corp. Adulterated and 
Misbranded 
Products 
Related to 
Coronavirus 
Disease 2019 
(COVID-19) 

The Covid-19 Self Detection Test Kits are 
offered for sale and distributed to 
consumers in the United States for self-
testing without marketing approval, 
clearance, or authorization from FDA. 
Accordingly, the products are adulterated 
and misbranded. 

41. 09-Jul-2021 FDA has reviewed manufacturer’s Website and FDA observed  that 
was offer for sale a “Rapid Dual Antibody Test, “Dual Antibody 
Rapid Test,” “COVID-19 Dual Antibody Test,” “Rapid 15 Minute 
Antibody,” “Dual IgG/IgM Screening Test for COVID-19,” “15-
Minute COVID-19 Screening Test,” “COVID-19 IgM/IgG Rapid Test 
Device,” “COVID-19 Antibody Test Kit,” and “Dual Antibody Test”) 
(hereafter referred to as the “COVID-19 Antibody Test Kit”), a 

USH Diagnostics, 
Inc./covidinstant
test.net 

Adulterated and 
Misbranded 
Products 
Related to 
Coronavirus 
Disease 2019 
(COVID-19) 

The Covid-19 Test Kits are offered for sale 
and distributed to consumers in the United 
States for self-testing without marketing 
approval, clearance, or authorization from 
FDA. Accordingly, the products are 
adulterated and misbranded 
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“Rapid 10 Minute Antigen Test” (which your website also refers to 
as the “Antigen Rapid Test,” “COVID-19 Antigen Test Kit,” “Access 
Bio COVID-19 Antigen Test,” and “COVID-19 Instant Antigen Test”) 
(hereafter referred to as the “COVID-19 Rapid Antigen Test”), and a 
“Saliva Test Kit” (all hereafter referred to as “COVID-19 Test Kits”) 
in the United States. Firm does not have approved applications for 
premarket approval (PMA) 
websites, indicate that your firm’s COVID-19 Test Kits may be 
purchased by consumers and are intended to be used for at-home 
testing for COVID-19, including, “THE MOST RAPID COVID-19 TESTS 
ON THE INTERNET. PERIOD… 
Self contained test can be administered at home or business under 
the supervision of a Tele health professional with results in 15 
minutes” 
 FDA advise you to review your websites, product labels, and other 
labeling and promotional materials to ensure that you are not 
misleadingly representing your products as safe and/or effective 
for a COVID-19-related use for which they have not been approved, 
cleared, or authorized by FDA and that you do not make claims that 
adulterate or misbrand the products in violation of the Act. Within 
48 hours, please send an email to COVID-19-Task-Force-
CDRH@fda.hhs.gov describing the specific steps you have taken to 
address these violations. 

 

42. 26-Jul-2021 COVxHT Kit is offered for sale directly to consumers in the United 
States without marketing approval, clearance, or authorization 
from FDA. Accordingly, the COVxHT Kit is adulterated under section 
501(f)(1)(B) of the Act, 21 U.S.C. § 351(f)(1)(B), because your firm 
does not have an approved application for premarket approval 
(PMA). 
The COVxHT Kit is also misbranded under section 502(o) of the Act, 
21 U.S.C. § 352(o), because your firm did not notify the agency of 
its intent to introduce the device into commercial distribution, as 
required by section 510(k) of the Act, 21 U.S.C. § 360(k). 
Within 48 hours, please send an email to COVID-19-Task-Force-
CDRH@fda.hhs.gov describing the specific steps you have taken to 
address these violations. 

Vivera 
Pharmaceuticals, 
Inc. 

COVxHT Kit The COVxHT Kit was offered for sale in the 
United States without marketing approval, 
clearance, or authorization from FDA. It is 
misbranded. Once the manufacture gets 
approval the data will be updated in the 
FDA.  
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43. 26-Jul-2021 FDA has reviewed manufacturer’s Website and FDA observed that 
websites offered a “COVxRDA Saliva Antigen Test” and a “COVx-
RDA Nasal Antigen Test” (herafter collectively referred to as 
“COVxRDA Antigen Test Kits”) for sale in the United States. Firm 
does not have approved applications for premarket approval 
(PMA), firm did not notify the agency of its intent to introduce the 
devices into commercial distribution. 
FDA advise you to review your websites, product labels, and other 
labeling and promotional materials to ensure that you are not 
misleadingly representing your products as safe and/or effective 
for a COVID-19-related use for which they have not been approved, 
cleared, or authorized by FDA and that you do not make claims that 
adulterate or misbrand the products in violation of the Act. Within 
48 hours, please send an email to COVID-19-Task-Force-
CDRH@fda.hhs.gov describing the specific steps you have taken to 
prevent future violations.  

Vivera 
Pharmaceuticals, 
Inc. 

COVxRDA 
Antigen Test 
Kits 

The COVxRDA Antigen Test Kits were 
offered for sale in the United States without 
marketing approval, clearance, or 
authorization from FDA. It is misbranded 

44. 29-Jul-2021 FDA has seen manufacturer’s Website and their claims on 
products, as per that they fit in the definition of the devices and 
has not taken approval or clearance of FDA for marketing, Violating 
the Regulations and so comes under adulterated products. 
 The manufacturer has to take Immediate action to address the 
violations cited. 
The manufacturer has to review websites, product labels, and 
other labeling and promotional materials to ensure that are not 
misleadingly representing that products as safe and/or effective for 
a COVID-19-related use for which they have not been approved, 
cleared, or authorized by FDA and that you do not make claims that 
adulterate or misbrand the products in violation of the Act. 
Within 48 hours, please send emails to COVID-19-Task-Force-
CDRH@fda.hhs.gov describing the specific steps you have taken to 
address these violations. 
If manufacturer does not take action to address this matter 
completely within 48 hours, state the reason for the delay and the 
time within which you will do so. If you believe that your product is 
not in violation of the Act, include your reasoning and any 
supporting information for our consideration. 

Lepu Medical 
Technology -
Beijing- Co., Ltd. 

 
 

COVID-19  Test 
Kits 

The manufacturer was selling the devices 
without FDA clearance or approval. 
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45. 09-Aug-2021 The manufacturer has to take Immediate action to address the 
violations cited. 
The manufacturer has to review websites, product labels, and 
other labeling and promotional materials to ensure that are not 
misleadingly representing that products as safe and/or effective for 
a COVID-19-related use for which they have not been approved, 
cleared, or authorized by FDA and that you do not make claims that 
adulterate or misbrand the products in violation of the Act. 
Please notify this office in writing within fifteen (15) business days 
from the date you receive this letter of the specific steps your firm 
has taken to address the noted violations, as well as an explanation 
of how your firm plans to prevent these violations, or similar 
violations, from occurring again. Include documentation of any 
actions your firm has taken. If your firm’s planned actions will occur 
over time, please include a timetable for implementation of those 
activities. Your firm’s response should be comprehensive and 
address all violations included in this letter. If you believe that the 
products are not in violation of the Act, include your reasoning and 
any supporting information for our consideration. 

Pairon Solutions 
LLC 

 

1.Arun KN95 
Folding Face 
Mask 
2. Deming 
Surgical Mask 
3.Pairon 3Ply 
Face Mask 
(Blue, White & 
Black) 

The manufacturer was selling the devices 
without FDA clearance or approval. 

46. 24-Aug-2021 The manufacturer has to review websites, product labels, and 
other labeling and promotional materials to ensure that are not 
misleadingly representing that products as safe and/or effective for 
a COVID-19-related use for which they have not been approved, 
cleared, or authorized by FDA and that you do not make claims that 
adulterate or misbrand the products in violation of the Act. 
Please notify this office in writing within fifteen (15) business days 
from the date you receive this letter of the specific steps your firm 
has taken to address the noted violations, as well as an explanation 
of how your firm plans to prevent these violations, or similar 
violations, from occurring again. Include documentation of any 
actions your firm has taken. If your firm’s planned actions will occur 
over time, please include a timetable for implementation of those 
activities. Your firm’s response should be comprehensive and 
address all violations included in this letter. If you believe that the 
products are not in violation of the Act, include your reasoning and 
any supporting information for our consideration. 

Invisi Smart 
Technologies UK 
LTD 

 

Invisi Smart 
Mask 

The manufacturer has sold the product 
without the marketing approval, clearance, 
or authorization from FDA and even the 
product is misbranded  
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47. 03-Sep-2021 The manufacturer has to take Immediate action to address the 
violations cited. 
The manufacturer has to review websites, product labels, and 
other labeling and promotional materials to ensure that are not 
misleadingly representing that products as safe and/or effective for 
a COVID-19-related use for which they have not been approved, 
cleared, or authorized by FDA and that you do not make claims that 
adulterate or misbrand the products in violation of the Act. 
Please notify this office in writing within fifteen (15) business days 
from the date you receive this letter of the specific steps your firm 
has taken to address the noted violations, as well as an explanation 
of how your firm plans to prevent these violations, or similar 
violations, from occurring again. Include documentation of any 
actions your firm has taken. If your firm’s planned actions will occur 
over time, please include a timetable for implementation of those 
activities. Your firm’s response should be comprehensive and 
address all violations included in this letter. If you believe that the 
products are not in violation of the Act, include your reasoning and 
any supporting information for our consideration. 

Databazaar.com 

 

KN95 Mask The manufacturer has sold the product 
without the marketing approval, clearance, 
or authorization from FDA and even the 
product is misbranded 

48. 01-Oct-2021 FDA inspection revealed that your firm’s devices are misbranded 
under section 502(t)(2) of the Act, 21 U.S.C. § 352(t)(2), in that your 
firm failed or refused to furnish material or information respecting 
the device that is required by or under section 519 of the Act, 21 
U.S.C. § 360i, and 21 CFR Parts 803 and 806 - Medical Device 
Reporting and Reports of Corrections and Removals. This 
inspection also revealed that these devices are adulterated within 
the meaning of section 501(h) of the Act, 21 U.S.C. § 351(h), in that 
the methods used in, or the facilities or controls used for, their 
manufacture, packing, storage, or installation are not in conformity 
with the current good manufacturing practice requirements of the 
Quality System regulation found at Title 21, Code of Federal 
Regulations (CFR), Part 820.  

Smiths Medical 
ASD Inc. 

 

 Blood warmers 
and infusion 
pumps. 

The manufacturer should take prompt 
action to correct the violations addressed in 
this letter.  
Failure to promptly correct these violations 
may result in regulatory action being 
initiated by the FDA without further notice. 

49. 05-Oct-2021 

 

The manufacturer has to take Immediate action to address the 
violations cited. 
The manufacturer has to review websites, product labels, and 
other labeling and promotional materials to ensure that are not 

Owlet Baby care , 
Inc. 

Owlet Smart 
Socks 

The manufacturer has sold the product 
without the marketing approval, clearance, 
or authorization from FDA and even the 
product is misbranded 
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misleadingly representing that products as safe and/or effective for 
a COVID-19-related use for which they have not been approved, 
cleared, or authorized by FDA and that you do not make claims that 
adulterate or misbrand the products in violation of the Act. 
Please notify this office in writing within fifteen (15) business days 
from the date you receive this letter of the specific steps your firm 
has taken to address the noted violations, as well as an explanation 
of how your firm plans to prevent these violations, or similar 
violations, from occurring again. Include documentation of any 
actions your firm has taken. If your firm’s planned actions will occur 
over time, please include a timetable for implementation of those 
activities. Your firm’s response should be comprehensive and 
address all violations included in this letter. If you believe that the 
products are not in violation of the Act, include your reasoning and 
any supporting information for our consideration. 

50. 18-Nov-2021 During the inspection, FDA investigators determined that your firm 
is a manufacturer of a variety of Class II Oxygen Concentrators 
intended for patients with respiratory disorders requiring 
supplemental oxygen. Under section 201(h) of the Federal Food, 
Drug, and Cosmetic Act (the Act), 21 U.S.C. § 321(h). 
Please notify this office in writing within fifteen business days from 
the date you receive this letter of the specific steps your firm has 
taken to correct the noted violations, as well as an explanation of 
how your firm plans to prevent these violations, or similar 
violations, from occurring again 
 

Invacare 
Corporation 

oxygen 
concentrators 

The manufacturer should take prompt 
action to correct the violations addressed in 
this letter.  
Failure to promptly correct these violations 
may result in regulatory action being 
initiated by the FDA without further notice. 

51. 23-Nov-2021 The Collagen P.I.N. is offered for sale and distributed in the United 
States without marketing approval, clearance, or authorization 
from FDA. Accordingly, the Collagen P.I.N. is adulterated under 
section 501(f)(1)(B) of the Act, 21 U.S.C. § 351(f)(1)(B), because 
your firm does not have an approved application for premarket 
approval (PMA) in effect pursuant to section 515(a) of the Act, 21 
U.S.C. § 360e(a), or an approved application for an investigational 
device exemption under section 520(g) of the Act, 21 U.S.C. § 
360j(g). 
Please notify this office in writing within fifteen business days from 

Induction 
Therapies,Llc 

Collagen P.I.N The manufacturer has sold the product 
without the marketing approval, clearance, 
or authorization from FDA and even the 
product is misbranded 
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the date you receive this letter of the specific steps your firm has 
taken to correct the noted violations, as well as an explanation of 
how your firm plans to prevent these violations, or similar 
violations, from occurring again. 

52. 24-Nov-2021 FDA has seen manufacturer’s Website and their claims on 
products, as per that they fit in the definition of the devices and 
has not taken approval or clearance of FDA for marketing, Violating 
the Regulations and so comes under adulterated products. 
 Manufacturer is asked to give justification in writing within 15 days 
and how they correct there violation and prevent reoccurrence, 
and timetable of implementation of the activities If corrections 
and/or corrective actions cannot be completed within fifteen 
business days, state the reason for the delay and the time within 
which these activities will be completed. If you believe that your 
products are not in violation of the Act, include your reasoning and 
any supporting information for our consideration. FDA also 
informed “ 
If you Failure to submit a report to FDA no later than 30 calendar 
days after the day that your firm received or otherwise became 
aware of information, from any source, that reasonably suggests 
that a device that your firm markets may have caused or 
contributed to a death or serious injury, as required by 21 CFR 
803.50(a)(1). 
If you are not located in the United States, please note that 
products that appear to be adulterated are subject to detention 
and refusal of admission if they are offered for importation into the 
United States. We may advise the appropriate regulatory officials 
in the country from which you operate that FDA considers your 
products listed above to be adulterated and misbranded products 
that cannot be legally sold to consumers in the United States.”      

DSAART, LLC 
.dbaAlpha 
Aesthetics 

silicone implant 
devices 

The manufacturer was selling the devices 
without FDA clearance or approval. 

53. 16-Nov-2021 FDA has seen manufacturer’s Website and their claims on 
products, as U.S-FDA inspected Manufacturer’s drug manufacturing 
facility. During the inspection, FDA investigators determined the 
firm is a manufacturer of Sterile and Non-Sterile Electrosurgical 
Scissors, Sterile Electrosurgical Graspers, and Sterile 
VeressPneumoperitoneum Needles. 

Global Medical 
Production Co 
Ltd 

1. Sterile and 
Non-Sterile 
Electrosurgical 
Scissors 
 
2. Sterile 

This warning letter summarizes significant 
violations of current good manufacturing 
practice (CGMP) regulations for Quality 
System (QS) .also said: “See Title 21 Code of 
Federal Regulations   21 CFR part 820, 
respectively. Respond to this letter in 
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Respond to this letter in writing within 15 working days. Specify 
what you have done since our inspection to correct your violations 
and to prevent their recurrence. Include documentation of the 
corrections and/or corrective actions (which must address systemic 
problems) that your firm has taken. If your firm’s planned 
corrections and/or corrective actions will occur over time, please 
include a timetable for implementation of those activities. If you 
cannot complete corrective actions within 15 working days, state 
your reasons for delay and your schedule for completion.  

Electrosurgical 
Graspers 
 
3. Sterile 
VeressPneumop
eritoneum  
Needles 

writing within 15 working days. Specify 
what you have done since our inspection to 
correct your violations and to prevent their 
recurrence. Include documentation of the 
corrections and/or corrective actions (which 
must address systemic problems) that your 
firm has taken. If your firm’s planned 
corrections and/or corrective actions will 
occur over time, please include a timetable 
for implementation of those activities. If 
you cannot complete corrective actions 
within 15 working days, state your reasons 
for delay and your schedule for completion. 
Your firm’s response should be 
comprehensive and address all violations 
included in this Warning Letter.”   
 

54. 01-Dec-2021 The manufacturer has to take Immediate action to address the 
violations cited. 
The manufacturer has to review websites, product labels, and 
other labeling and promotional materials to ensure that are not 
misleadingly representing that products as safe and/or effective for 
a COVID-19-related use for which they have not been approved, 
cleared, or authorized by FDA and that you do not make claims that 
adulterate or misbrand the products in violation of the Act. 
Within 48 hours, please send emails to COVID-19-Task-Force-
CDRH@fda.hhs.gov describing the specific steps you have taken to 
address these violations. 
If manufacturer does not take action to address this matter 
completely within 48 hours, state the reason for the delay and the 
time within which you will do so. If you believe that your product is 
not in violation of the Act, include your reasoning and any 
supporting information for our consideration. 

DermaCare 
Biosciences, LTD. 
 

COVID-19 Nasal 
Swab Antigen 
Test (Colloidal 
Gold) 

The manufacturer has sold the product 
without the marketing approval, clearance, 
or authorization from FDA and even the 
product is misbranded  

55. 09-Dec-2021 FDA has found that it has failed to implement procedures for CAPA, 
failed to identify actions needed to correct nonconforming product 
and did not appropriately verify or validate the change to your 

Medtronic, Inc 1.MiniMed 600 
series  
2. Paradigm 

The manufacturer should investigate and 
determine causes of the deficiencies, and 
take prompt actions to correct the 
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device to ensure corrective and preventive actions taken were 
effective and did not adversely affect the finished device.  
The manufacturer has failed to submit a report to FDA no later 
than 30 calendar days of receiving or otherwise becoming aware of 
information that reasonably suggests that a marketed device may 
have caused or contributed to a death or serious injury.  
The manufacturer has failed to review, evaluate, and investigate 
complaints involving the possible failure of a device to meet any of 
its specifications. 
If corrections and/or corrective actions cannot be completed within 
fifteen business days, state the reason for the delay and the time 
within which these activities will be completed.  Your firm’s 
response should be comprehensive and address all deficiencies 
included in this Warning Letter 

insulin infusion 
pumps 

deficiencies and bring the products into 
compliance. 
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