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GUIDANCE ON IMPORTS OF MEDICAL DEVICES
& PPE DURING COVID-19

The U.S. Food and Drug Administration (FDA) developed guides and information
needed for importing Personal Protective Equipment (PPE) and medical devices during
the COVID-19 outbreak.

The FDA has taken critical steps to respond while maintaining safe and secure access
to the needed resources. The FDA has done this through two different mechanisms:

e Emergency Use Authorization (EAU) — Allows FDA to strengthen the nation's
public health protections against chemical, biological, radiological and nuclear
(CBRN) threats by facilitating the availability and use of medical countermeasures
(MCM) needed during public health emergencies. This includes PPE, diagnostic
tests, and other devices.

o Establishment of enforcement for guidance — Policy documents for COVID-19
and the EUA intended to remain in effect for the duration of this public health
emergency. This guidance is for testing and policies related to face masks and
respirators.

GUIDANCE DOCUMENTS FOR INDUSTRY

Below is a listing of guidance documents that have been issued for specific products
related to COVID-19, which reference applicable product codes and policy:

Face Masks and Respirators Gowns, Other Apparel and Gloves
Diagnostic Tests Ventilators and Respiratory Devices
Non-Invasive Remote Monitoring Devices Sterilizers, Disinfectant Devices and Air Purifiers

A full list of all guidance documents related to COVID-19 is also available on FDA's
website. Questions regarding these instructions, product code assistance for these
products, or to resolve entry issues can be submitted to FDA at: 301-796-0356 or
COVID19FDAIMPORTINQUIRIES@fda.hhs.gov. Step-by-Step instructions on how to
register and list can be found here.



https://www.fda.gov/media/136449/download
https://www.fda.gov/media/136540/download
https://www.fda.gov/media/135659/download
https://www.fda.gov/media/136318/download
https://www.fda.gov/media/136290/download
https://www.fda.gov/media/136533/download
https://www.fda.gov/emergency-preparedness-and-response/coronavirus-disease-2019-covid-19/covid-19-related-guidance-documents-industry-fda-staff-and-other-stakeholders
mailto:COVID19FDAIMPORTINQUIRIES@fda.hhs.gov
http://r20.rs6.net/tn.jsp?f=001ezv6TkrUHeRDHecE9T28VfShdAv1AdIZZx7pcMlLO1b1yOXpPMXSS2edZ4dIq3zkjxdGvnBB18eBt4zQSFir2CLWosEf6ZwbIDGqJDptV62s8yTt7frEpgYcOuZxXMWSN4YoidhETPa3Q-5FCR42APrHQlZHI8bFhXV7qAs8fJsnXsKCVJbFIfypOkM3LVlh9S-Mp89xTcZXwbl5Vfd0YNUyJ3Pn2VbT8AvUoRZzGy4I10afalsMOSICM6qTpOZzkowjk6-R7OW-3WI2E0ALPQ==&c=jSkrvZaf-K-y2QHik_nrwpFNfKF99Dg5GYcQgVrVOq1r6_vtzxBKDQ==&ch=-Tvu1qIVsQSvSwuDdIeO73ZfRBpa_QlNfzfwbqBa5P5ZPNtbhoyDKA==

S—(OMS BRo R

O)/Eﬁ\'?
+1907-

JM.E. DEY & CO.|

/¢
CHT ForRWAE

COVID-19 PRODUCT IMPORT INSTRUCTIONS

The FDA, through a U.S. Customs’ Cargo Systems Messaging Service (CSMS
#42168200), provided instructions to the import community regarding the submission of
entry information for PPE and certain other medical devices. The CSMS provided the
following instructions to help facilitate the import process for products related to the
COVID-19 public health emergency that fall into one of the following three categories:

Non-FDA regulated general-purpose personal protective equipment (masks,
respirators, gloves, etc.)

PPE for general purpose or industrial use (products that are not intended for use
to prevent disease or illness) is not regulated by the FDA and no information is
required to be submitted to the FDA.

Products authorized for emergency use pursuant to an Emergency Use
Authorization (EUA)

When entering these goods into the U.S. an Intended Use Code of
940.000: Compassionate Use/Emergency Use Device, and an appropriate FDA
product code should be submitted to FDA.

Below is a list of EUA authorized product codes:

o Diagnostic tests: 83QKP, 83QKO, 83QJR
o Masks/Respirators: 80NZJ

A full list of EUA currently in place for the COVID-19 emergency is available on
FDA's website.

Products regulated by FDA as a device, not authorized by an EUA, but where an
enforcement discretion policy has been published in guidance.

When importing the goods into the U.S., the appropriate Intended Use Code
081.006: Enforcement diiscretion per final guidance, and an appropriate FDA
product code should be submitted to the FDA.


https://content.govdelivery.com/bulletins/gd/USDHSCBP-2836f88?wgt_ref=USDHSCBP_WIDGET_2?utm_source=csms.cbp.gov&utm_medium=csms.cbp.gov&utm_term=undefined&utm_content=undefined&utm_campaign=(not%20set)&gclid=undefined&dclid=undefined&GAID=1278996374.1567630590
https://www.fda.gov/medical-devices/emergency-situations-medical-devices/emergency-use-authorizations#covid19
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FDA GUIDANCE ON KN95 MASKS

KN95 masks are an equivalent Chinese-alternative to the scarce N95 mask. The FDA
has advised that they are using the CDC Strategies for Optimizing the Supply of N95
Respirators: Crisis/Alternate Strategies information to expand access, which includes
similar masks from multiple countries, including China’s KN95 mask. The CDC
guidance identifies the specific respirators approved under the standards of other
countries that are similar to the N95 masks.

Although the FDA does not confirm the performance of the masks that are not
coverned under the EUA, however, they do not object to importation of these other
country approved masks during this emergency.

HAND SANITIZERS, ANTIBACTERIAL “SOAPS"

Hand sanitizer is an FDA regulated over-the-counter drug requiring transmission of the
registration of the manufacturer and the drug listing number. Questions regarding
hand sanitizers can be submitted to COVID-19-Hand-Sanitizers@fda.hhs.gov.

The FDA considers most hand soaps or bath soaps cosmetics and does not require any
drug reporting. However, antibacterial, disinfectant or similar claims fall under the
jurisdiction of the FDA as a drug and requires the manufacturer to be registered, and
the drug listing number.

SURFACE DISINFECTANTS

Surface disinfectants are regulated by the Environmental Protection Agency (EPA).
Importers must determine whether the product is regulated as a pesticide under the
guidance document published by the EPA. If the goods are considered to be a
pesticide; prior notice will need to be filed with the EPA. If the goods are not regulated
as a pesticide then they may be subject to EPA TSCA reporting requirements.



http://r20.rs6.net/tn.jsp?f=001k44pw9ZMymxHMQIF1p87zC5m6jmSYlsl3KDkguQhwahK35fLSScFU4v5zRlKydKiicl0wKb_5AYnS_m9nZrNfOJH_h0Y1jp-yyjNenWppde5MBq1JVjx5tkJaYVazaqN4ndii9_Enj6vFYfDThacK0ok3fTiu0kvi5hlrhKiX6bf1azLgSIQxBb2NrTYFiE_PjPi-WaXANu-ordAfpJdWl_7AQwHiU4oRvItYUx3gTTZKqPv2w7sCYeVVmk0xXlp42twYjLcrn7CG_JxGLBd5w1D-hVrZ89wgzHcw0zx53yJFMN8bIDS47D0RP7v-1cqc8c4YIWDU8M3mmPrRBAuCradLIgr3cbCMRqxjL4LoU9GBcmK2vM5CiVmeXv01jg0ldMmoWFnl0CcYEPmZJcR6KS8_gLZurUF91GuiWYWhDy9MhHa7BwZ_eoCPFivD0gcwDA8gFe265SxYyrAPXce_YKRyXr5UFed_Y4_B8wLrYxmiVIiGHxDeNYiMcG9XhhnYW3l3YI5E0yn5AAxXLAmFdo2yKwX6x-y_50Dw2BIz3CVcZv3NSubXCVHTa4VrAj869fZ9I8Kt27friUUmJ1nchL6TzZQexEfw6hfpI3JPtYgBfyMMNabKJycgxhNXHe1mYWiPqnVdpA=&c=FDdiF0lrZr3pP4p_4KTnL5-VUkRk9RsIf_IDDNMvaGICtDvS95YVYw==&ch=zqA7EfAge8pQU5PDNvItihRGzjLg2cJiTpuY0Di6Llnk45lewLMZkg==
http://r20.rs6.net/tn.jsp?f=001k44pw9ZMymxHMQIF1p87zC5m6jmSYlsl3KDkguQhwahK35fLSScFU4v5zRlKydKiicl0wKb_5AYnS_m9nZrNfOJH_h0Y1jp-yyjNenWppde5MBq1JVjx5tkJaYVazaqN4ndii9_Enj6vFYfDThacK0ok3fTiu0kvi5hlrhKiX6bf1azLgSIQxBb2NrTYFiE_PjPi-WaXANu-ordAfpJdWl_7AQwHiU4oRvItYUx3gTTZKqPv2w7sCYeVVmk0xXlp42twYjLcrn7CG_JxGLBd5w1D-hVrZ89wgzHcw0zx53yJFMN8bIDS47D0RP7v-1cqc8c4YIWDU8M3mmPrRBAuCradLIgr3cbCMRqxjL4LoU9GBcmK2vM5CiVmeXv01jg0ldMmoWFnl0CcYEPmZJcR6KS8_gLZurUF91GuiWYWhDy9MhHa7BwZ_eoCPFivD0gcwDA8gFe265SxYyrAPXce_YKRyXr5UFed_Y4_B8wLrYxmiVIiGHxDeNYiMcG9XhhnYW3l3YI5E0yn5AAxXLAmFdo2yKwX6x-y_50Dw2BIz3CVcZv3NSubXCVHTa4VrAj869fZ9I8Kt27friUUmJ1nchL6TzZQexEfw6hfpI3JPtYgBfyMMNabKJycgxhNXHe1mYWiPqnVdpA=&c=FDdiF0lrZr3pP4p_4KTnL5-VUkRk9RsIf_IDDNMvaGICtDvS95YVYw==&ch=zqA7EfAge8pQU5PDNvItihRGzjLg2cJiTpuY0Di6Llnk45lewLMZkg==
mailto:COVID-19-Hand-Sanitizers@fda.hhs.gov
https://www.epa.gov/pesticide-registration/determining-if-cleaning-product-pesticide-under-fifra
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ENTRY OF FRAUDULENT COVID-19 PRODUCTS

The FDA, along with their partners at U.S. Customs and Border Protection (CBP), is
taking all available steps to identify and deny entry of products that claim to cure, treat
or prevent COVID-19, or are test kits for in-home testing for COVID-19.

As indicated in FDA's Consumer Update, there are currently no vaccines to prevent or
drugs to treat COVID-19 approved by the FDA. The FDA also alerted the American
public that, at this time, the FDA has not authorized any test that is available to
purchase for at-home testing for COVID-19.

ADDITIONAL INFORMATION

More information from the FDA in regards to COVID-19 is available at the link below.
https://www.fda.gov/emergency-preparedness-and-response/coronavirus-disease-2019-covid-
19/coronavirus-disease-2019-covid-19-frequently-asked-questions

MEDEY.COM | IMPORT « EXPORT * LOGISTICS « COMPLIANCE | 414.747.7000


https://www.fda.gov/consumers/consumer-updates/beware-fraudulent-coronavirus-tests-vaccines-and-treatments
https://www.fda.gov/news-events/press-announcements/coronavirus-covid-19-update-fda-alerts-consumers-about-unauthorized-fraudulent-covid-19-test-kits
https://www.fda.gov/news-events/press-announcements/coronavirus-covid-19-update-fda-alerts-consumers-about-unauthorized-fraudulent-covid-19-test-kits
http://r20.rs6.net/tn.jsp?f=001k3fG5O6DB_d4VHXl6iqO7bTzrfMETgJxYKZaCTqze7sHxbPHzMSHegbTLS8u2v6HqwKsCiER6vi77D1y6MWQT-E5bDw6wFw6EdVZ4sPBGfqbqWnhPJ5uZg5sSPT_LMU_A_HOqYIEpRPl4kAXm2J-6dX9Qllqz_9a4iBy_CSF9l2DIp97us8YZ83_3ddDrSE0dYAmTZ8ju29Xq8SqkQq_GBOb3mKDYtsQnDZtd9JvQO7M_d5WjDj3M_AlL_I1rMh515hLj3iTDq5b1ZXZbDzmCoSsqfJZOQb_dVstM5CrQVYollei31wEIwOwMMiGPeL0y_raVKRDVTrTgoYC7X-oSSlruQ3-Uk-e&c=SZLcnDGP53cc98X9r8YYwIISAhEacRVack_r90Vj1u8hcLG500GWSA==&ch=NGCmdcOOa7FQXfUeQtXPdq-nwZVU0UtEwxWD8JrUgqNOEDMU9bN61Q==
http://r20.rs6.net/tn.jsp?f=001k3fG5O6DB_d4VHXl6iqO7bTzrfMETgJxYKZaCTqze7sHxbPHzMSHegbTLS8u2v6HqwKsCiER6vi77D1y6MWQT-E5bDw6wFw6EdVZ4sPBGfqbqWnhPJ5uZg5sSPT_LMU_A_HOqYIEpRPl4kAXm2J-6dX9Qllqz_9a4iBy_CSF9l2DIp97us8YZ83_3ddDrSE0dYAmTZ8ju29Xq8SqkQq_GBOb3mKDYtsQnDZtd9JvQO7M_d5WjDj3M_AlL_I1rMh515hLj3iTDq5b1ZXZbDzmCoSsqfJZOQb_dVstM5CrQVYollei31wEIwOwMMiGPeL0y_raVKRDVTrTgoYC7X-oSSlruQ3-Uk-e&c=SZLcnDGP53cc98X9r8YYwIISAhEacRVack_r90Vj1u8hcLG500GWSA==&ch=NGCmdcOOa7FQXfUeQtXPdq-nwZVU0UtEwxWD8JrUgqNOEDMU9bN61Q==

