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Presenter
Presentation Notes
Good afternoon.  Thank you the opportunity to participate in the 2020 International Trade Day.  Furthermore I’d like to commend Customs and Border Protection and the World Trade Center Miami on partnering to host this event through a virtual platform so quickly to continue to provide the trade community emerging topics information.
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Objective
• Communicate FDA’s response on critical import 

operations to protect public health during the 
COVID-19 pandemic

• Share FDA communications and resources

www.fda.gov



3www.fda.gov

Presenter
Presentation Notes
  
 The U.S. Food and Drug Administration, along with other federal, state, and local agencies and public health officials across the country, continues critical work to protect public health during the pandemic of COVID-19. Major focus areas of the FDA’s response include increasing the availability of testing, therapeutics, and devices such as ventilators and personal protective equipment, and many other important items necessary for the response. The FDA is also monitoring the human and animal food supply and taking swift action on fraudulent COVID-19 products.
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FDA communication COVID-19 strategies

FDA Informational 
Resources

Subscribe to receive 
updated COVID-19-
related information from 
the FDA. 

www.fda.gov

Presenter
Presentation Notes

The FDA has made a wide range of information available to the public in both English and Spanish on our COVID-19 website. This includes regularly updating our Frequently Asked Questions, issuing Consumer Updates, MedWatch alerts, FDA Voices, stakeholder updates, webinars, and other resources for patients, caregivers and health care providers. The FDA has issued about 100 news announcements on COVID-19 topics since January. In late March, the agency began to issue “Daily Roundups” to capture its ongoing response efforts each weekday.   

The FDA has issued more than 40 guidance documents to provide updated policies, transparency, and regulatory flexibility to address the vital medical products and public health issues facing the U.S. during this pandemic. These guidances are on diagnostics, personal protective equipment, other medical devices, investigational treatment with convalescent plasma, conduct of clinical trials of medical products, blood supply, hand sanitizers, food safety and supply, telemedicine and others. 

Subscribe to receive updated COVID-19-related information from the FDA through the FDA webpage www.fda.gov. 
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FDA communication COVID-19 strategies

CSMS messaging
– #42118616 - Reminder: Update on FDA’s Import 

Operations During The Coronavirus Disease 2019 
(COVID-19) Outbreak

– #42253103 - FDA Recommends Use of ITACS During 
COVID-19 Outbreak

www.fda.gov

Presenter
Presentation Notes
As of 4/10 FDA has issued a number of CSMS COVID-19 related messages, I’ll give a review of some of the key messages issued:

CSMS #42118616 – Entitled  - Reminder: Update on FDA’s Import Operations During The Coronavirus Disease 2019 (COVID-19) Outbreak
Provides operational/functional updates relevant to on going activities on FDA Prior Notice review, FDA entry processing, FDA sampling/examination of high risk shipments, FSVP inspections, filer assessments, and compliance activities.
Strongly encourages all members of the import community who deal in FDA-regulated articles to utilize the FDA Import Trade Auxiliary Communication System (ITACS) for current entry status and to receive FDA notices electronically.


#42253103 –AGAIN Strongly encourages all members of the import community who deal in FDA-regulated articles to utilize the FDA Import Trade Auxiliary Communication System (ITACS) for current entry status and to receive FDA notices electronically
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FDA Import Trade Auxiliary 
Communication System (ITACS) 

• ITACS accounts can be requested via the FDA 
Unified Registration and Listing System (FURLS) 
at https://www.access.fda.gov/oaa

• Instructions included within the ITACS Account 
Management Presentation at 
https://www.fda.gov/industry/import-
systems/itacs to request an account. 

• ITACS basic functionality can be accessed at 
https://itacs.fda.gov. 

Presenter
Presentation Notes
ITACS basic functionality provides the import trade community the ability to electronically: check the status of FDA-regulated entries and lines, submit entry documentation, submit the location of goods availability for those lines targeted for examination by the FDA, check the estimated laboratory analysis completion dates for lines which have been sampled, and enables the electronic distribution of Notices of FDA Action via email and as downloads from within ITACS.  
Benefits to the trade include the ability to receive more detailed entry statuses than what is currently transmitted to filers via Customs’ Automated Broker Interface (ABI) reducing the need for phone calls inquiring about the status of entries and eliminating the need to email, mail or fax entry documentation.  Additionally, ITACS mitigates the problem of lost documents.

ITACS Account Management functionality may be used by customs brokers (entry filers), importers of record, and consignees with an approved ITACS account. Note that an ITACS account is not required to import FDA regulated goods. To be granted an ITACS account a firm must have been a party to a previously transmitted, non-disclaimed FDA entry. 

ITACS accounts can be requested via the FDA Unified Registration and Listing System (FURLS) at https://www.access.fda.gov/oaa for those who have not already created an account. 

Please follow the step by step instructions provided in the ITACS Account Management Presentation at https://www.fda.gov/industry/import-systems/itacs to request an account. Please note that approval of an account request may take 2-3 business days, or longer if additional information is needed from the requestor.

ITACS basic functionality can always be accessed at https://itacs.fda.gov. This includes checking statuses, providing requested documentation electronically, and providing location of goods for examination electronically.

Additional information on ITACS, including questions and answers, can be found on FDA’s ITACS for Industry webpage. For further questions regarding ITACS, please contact itacssupport@fda.hhs.gov.


https://lnks.gd/l/eyJhbGciOiJIUzI1NiJ9.eyJidWxsZXRpbl9saW5rX2lkIjoxMDAsInVyaSI6ImJwMjpjbGljayIsImJ1bGxldGluX2lkIjoiMjAyMDA0MDMuMTk3MDk0NzEiLCJ1cmwiOiJodHRwczovL2xua3MuZ2QvbC9leUpoYkdjaU9pSklVekkxTmlKOS5leUppZFd4c1pYUnBibDlzYVc1clgybGtJam94TURBc0luVnlhU0k2SW1Kd01qcGpiR2xqYXlJc0ltSjFiR3hsZEdsdVgybGtJam9pTWpBeU1EQXpNak11TVRreE5EYzJPREVpTENKMWNtd2lPaUpvZEhSd2N6b3ZMM2QzZHk1aFkyTmxjM011Wm1SaExtZHZkaTl2WVdFaWZRLnE1VUwyeENXYk4yVnBlSHpYekM5NENfWkVpaW5CT2ZuYXlwbUFzMW5zZEkvYnIvNzY0ODI3ODk3MTQtbCJ9.RBVsmuImkEEymM1rq5lgJ1O3ZN3hbvOs7WYnF-jrz5Q/br/77002423414-l
https://lnks.gd/l/eyJhbGciOiJIUzI1NiJ9.eyJidWxsZXRpbl9saW5rX2lkIjoxMDEsInVyaSI6ImJwMjpjbGljayIsImJ1bGxldGluX2lkIjoiMjAyMDA0MDMuMTk3MDk0NzEiLCJ1cmwiOiJodHRwczovL2xua3MuZ2QvbC9leUpoYkdjaU9pSklVekkxTmlKOS5leUppZFd4c1pYUnBibDlzYVc1clgybGtJam94TURFc0luVnlhU0k2SW1Kd01qcGpiR2xqYXlJc0ltSjFiR3hsZEdsdVgybGtJam9pTWpBeU1EQXpNak11TVRreE5EYzJPREVpTENKMWNtd2lPaUpvZEhSd2N6b3ZMM2QzZHk1bVpHRXVaMjkyTDJsdVpIVnpkSEo1TDJsdGNHOXlkQzF6ZVhOMFpXMXpMMmwwWVdOekluMC5RUVBIQVpyZ2R3cUwwNUhlZ0FRVE9UYlhTX2hpVFVycVJra2p3dW5IOFZzL2JyLzc2NDgyNzg5NzE0LWwifQ.kS_FEADjFwpgG8cvV4Wh_66uxvCCjAQx2XKHIGJB4KY/br/77002423414-l
https://lnks.gd/l/eyJhbGciOiJIUzI1NiJ9.eyJidWxsZXRpbl9saW5rX2lkIjoxMDIsInVyaSI6ImJwMjpjbGljayIsImJ1bGxldGluX2lkIjoiMjAyMDA0MDMuMTk3MDk0NzEiLCJ1cmwiOiJodHRwczovL2xua3MuZ2QvbC9leUpoYkdjaU9pSklVekkxTmlKOS5leUppZFd4c1pYUnBibDlzYVc1clgybGtJam94TURJc0luVnlhU0k2SW1Kd01qcGpiR2xqYXlJc0ltSjFiR3hsZEdsdVgybGtJam9pTWpBeU1EQXpNak11TVRreE5EYzJPREVpTENKMWNtd2lPaUpvZEhSd2N6b3ZMMmwwWVdOekxtWmtZUzVuYjNZaWZRLm1PQ1BOSzVEbWs2VDkzQXI4WXYzcGNDLWJuUlVqRWNMeEVXXzRvSGNMU0UvYnIvNzY0ODI3ODk3MTQtbCJ9.O_fPLs47z2OSsWW5Oc9WXIAZpXDTBMDgm96WL93c3Bo/br/77002423414-l
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FDA communication COVID-19 strategies

#42590577 - Filing Entries 
of Hand Sanitizers for FDA

Hand sanitizers are drugs 
regulated by the FDA and 
are generally considered as 
over-the-counter (OTC) 
drug products.

Hand sanitizer entries 
should not be disclaim.

Presenter
Presentation Notes
 
#42590577 - Filing Entries of Hand Sanitizers for FDA
The U.S. Food and Drug Administration (FDA) provided an update to clarify expectations regarding filing entries of hand sanitizers.

Hand sanitizers are drugs regulated by the FDA and are generally considered as over-the-counter (OTC) drug products. Hand sanitizers (and other drugs) imported into the United States must comply with all the applicable requirements under the Federal Food, Drug, and Cosmetic Act and the pertinent regulations found in Title 21 of the Code of Federal Regulations (21 CFR).  As such, entries of hand sanitizers are required to be filed with the FDA upon importation with the appropriate PG Message set data for OTC drug products. Importers/entry filers should not disclaim entries of hand sanitizers.
Regarding the COVID-19 public health emergency, the FDA’s Temporary Policy for Preparation of Certain Alcohol-Based Hand Sanitizer Products During the Public Health Emergency (COVID-19) and Temporary Policy for Manufacture of Alcohol for Incorporation Into Alcohol-Based Hand Sanitizer Products During the Public Health Emergency (COVID-19) do not affect the requirement to file entries of hand sanitizers with the FDA, or the product specific requirements verified by FDA at the time of entry. 
As described in the temporary policies, foreign manufacturers whose drugs, including over-the-counter drugs, are imported into the United States are required to register with FDA and submit a listing of drugs in commercial distribution, before the drugs are imported (as required by section 510 of the FD&C Act and 21 CFR Part 207).  

For more information on the drug importation process, please see: https://www.fda.gov/industry/regulated-products/human-drugs. 
 
Tips to Help Entry Submission:
The FDA product code is determined according to the hand sanitizer’s active ingredient.  For example:
Active Ingredient in OTC Hand Sanitizer
FDA Product Code
Ethyl Alcohol
62HAL05
Isopropyl Alcohol
62FAL23
Benzalkonium Chloride
62HAL99
ACE requirements for the electronic transmission of drug products to FDA can be found in the FDA Supplemental Guide beginning on page 79.  OTC drug products are transmitted using PG-01 Government Agency Program Code “DRU” and PG-01 Government Agency Processing Code “OTC”. 
FDA is issuing this message as part of its continued outreach efforts to assist the import community; please make this information available to importers of record, consignees, manufacturers, shippers and other stakeholders.
Any questions or concerns regarding this message should be addressed to FDAImportsInquiry@fda.hhs.gov.
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Presenter
Presentation Notes
The Emergency Use Authorization (EUA) authority allows FDA to help strengthen the nation’s public health protections against chemical, biological, radiological, and nuclear (CBRN) threat agents by facilitating the availability and use of medical countermeasures (MCMs) needed during public health emergencies. 
Under section 564 of the Federal Food, Drug, and Cosmetic Act (FD&C Act), the FDA Commissioner may allow unapproved medical products or unapproved uses of approved medical products to be used in an emergency to diagnose, treat, or prevent serious or life-threatening diseases or conditions caused by CBRN threat agents when there are no adequate, approved, and available alternatives.

https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-framework/emergency-use-authorization
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FDA communication COVID-19 strategies

#42272898- Information for Filing Personal 
Protective Equipment and Medical Devices During 
COVID-19
• Products authorized for emergency use 

pursuant to an Emergency Use Authorization 
(EUA)

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

Presenter
Presentation Notes
 CSMS #42272898 - Information for Filing Personal Protective Equipment and Medical Devices During COVID-19 – (4/5/2020) 
The U.S. Food and Drug Administration has updated CSMS messages 42124872  and 42168200 to provide current instruction to the import community regarding the submission of entry information for personal protective equipment and certain other devices. 

Personal protective equipment for general purpose or industrial use (that is, products that are not intended for use to prevent disease or illness) is not regulated by FDA. 

Products authorized for emergency use pursuant to an Emergency Use Authorization (EUA)
 
	When importing such products, entry information should be submitted to FDA; however reduced FDA information is required for review.
 
	At the time of entry, Importers should transmit an Intended Use Code of 940.000: Compassionate Use/Emergency Use Device, and an appropriate FDA product code. Under this Intended Use Code, the 	Affirmations of Compliance for medical devices (such as the Registration, Listing, and Premarket numbers) are optional in ACE. 
 
The CSMS provides a list of products and the appropriate product codes that are currently authorized by an EUA for:
Diagnostic tests:  83QKP, 83QKO, 83QJR 
Masks/Respirators: 80NZJ
Ventilators: See ventilator EUA for product codes 
A full list of Emergency Use Authorizations currently in place for the COVID-19 emergency is also available on FDA’s website. Please check this site regularly for current information on products authorized by an EUA.

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 such devices, entry information should be submitted to FDA.
 
At the time of entry, Importers should transmit Intended Use Code 081.006: Enforcement discretion per final guidance, and an appropriate FDA product code. Under this Intended Use Code, the Affirmations of Compliance for medical devices (such as the Registration, Listing, and Premarket numbers) are optional in ACE. 
 
The CSMS includes a listing of guidance documents that have been issued for specific products related to COVID-19, which reference applicable product codes and policy for those products:
Clinical Electronic Thermometers
Gowns, Other Apparel, and Gloves
Sterilizers, Disinfectant Devices and Air Purifiers
Face Masks and Respirators
Non-Invasive Remote Monitoring Devices
Ventilators and Accessories and Other Respiratory Devices
 
A full list of all guidance documents related to COVID-19 is also available on FDA’s website. Please check this site regularly for current information on these and other product areas. This message will be updated to specifically include additional guidance as it becomes available.
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FDA communication COVID-19 strategies

#42272898- Information for Filing Personal 
Protective Equipment and Medical Devices During 
COVID-19…continued

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

Presenter
Presentation Notes
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 such devices, entry information should be submitted to FDA.
 
At the time of entry, Importers should transmit Intended Use Code 081.006: Enforcement discretion per final guidance, and an appropriate FDA product code. Under this Intended Use Code, the Affirmations of Compliance for medical devices (such as the Registration, Listing, and Premarket numbers) are optional in ACE. 
 
The CSMS includes a listing of guidance documents that have been issued for specific products related to COVID-19, which reference applicable product codes and policy for those products:
Clinical Electronic Thermometers
Gowns, Other Apparel, and Gloves
Sterilizers, Disinfectant Devices and Air Purifiers
Face Masks and Respirators
Non-Invasive Remote Monitoring Devices
Ventilators and Accessories and Other Respiratory Devices
 
A full list of all guidance documents related to COVID-19 is also available on FDA’s website. Please check this site regularly for current information on these and other product areas. This message will be updated to specifically include additional guidance as it becomes available.
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FDA To Temporarily Conduct Remote 
Importer Inspections 

Under FSVP Due to COVID-19

• https://www.fda.gov/food/cfsan-constituent-
updates/fda-temporarily-conduct-remote-
importer-inspections-under-fsvp-due-covid-19

• Inspection protocol questions may be sent to 
FDAImportsInquiry@fda.hhs.gov

www.fda.gov

Presenter
Presentation Notes
On April 3, 2020 FDA announced importers would be requested to send records required under the Foreign Supplier Verification Programs for Importers of Food for Humans and Animals (FSVP) rule electronically (or through other prompt means) to the Agency as it shifts to conducting these inspections remotely during the COVID-19 public health emergency. 

The FSVP rule requires importers to perform certain risk-based activities to verify that their foreign supplier is producing the food in accordance with U.S. food safety standards. Until now, FSVP inspections to review FSVP records typically have been conducted at an importer’s place of business. However, under the FSVP regulation FDA has the authority to make written requests for importers to provide records to the agency electronically or by other prompt means. Because of the travel restrictions, social distancing, and other advisories associated with the COVID-19 outbreak, the FDA has determined that most routine onsite inspections are temporarily impractical to conduct at this time. Therefore, the Agency has shifted to temporarily conducting FSVP inspections remotely as practical until further notice.

The FDA has prioritized the inspections of FSVP importers of food from foreign suppliers whose onsite food facility or farm inspections have been postponed due to COVID-19. The Agency has also planned to continue to conduct previously assigned routine and follow-up inspections remotely during this time. Importers subject to the remote inspections will be contacted by an FDA investigator who will explain the process for the remote inspection and make written requests for records.

In rare situations, such as in response to an outbreak of foodborne illness, FDA may still choose to conduct an onsite FSVP inspection. In these instances, an FDA investigator will make arrangements to conduct the inspection while practicing the social distancing recommendations provided by the Centers for Disease Control and Prevention.

We encourage those that have questions about this temporary change in our inspection protocol to submit their questions online to FDAImportsInquiry@fda.hhs.gov.

For More Information
Foreign Supplier Verification Programs Final Rule
Food Safety and COVID-19
Guidance for Industry: Temporary Policy Regarding Preventive Controls and FSVP Food Supplier Verification Onsite Audit Requirements During COVID-19



https://www.fda.gov/food/cfsan-constituent-updates/fda-temporarily-conduct-remote-importer-inspections-under-fsvp-due-covid-19
mailto:FDAImportsInquiry@fda.hhs.gov
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FDA communication COVID-19 strategies

• Press Announcements
https://www.fda.gov/new
s-events/fda-
newsroom/press-
announcements

www.fda.gov

Presenter
Presentation Notes
Today, the U.S. Food and Drug Administration is providing an update on the agency’s efforts to combat the extremely concerning actions by companies and individuals that are exploiting or taking advantage of widespread fear among consumers during the COVID-19 pandemic. In response to scammers on the internet selling unproven medical products, the FDA has taken – and continues to take – a number of steps to find and stop those selling unapproved products that fraudulently claim to mitigate, prevent, treat, diagnose or cure COVID-19.

“While we seek to ensure access to critical medical products, it is imperative that we continue our efforts to find and prevent the sale and distribution of products that may be harmful to the public health. Americans can rest assured that we’re leveraging our experience investigating, examining, and reviewing medical products, both at the border and within domestic commerce, to help ensure that the critical resources reaching the frontlines in the battle against COVID-19 are appropriate,” said FDA Associate Commissioner for Regulatory Affairs Judy McMeekin, Pharm.D. “We take seriously our responsibility to determine whether the medical products coming into our country are fraudulent, counterfeit or illegitimate, and take action as needed.”

To date, the FDA has issued 42 warning letters to companies making bogus COVID-19 claims, including one to a seller of fraudulent chlorine dioxide products, equivalent to industrial bleach, frequently referred to as “Miracle Mineral Solution” or “MMS”, as a treatment for COVID-19. After the seller refused to take corrective action, a federal court issued a preliminary injunction requiring the seller to immediately stop distributing its unproven and potentially dangerous product.



https://www.fda.gov/news-events/fda-newsroom/press-announcements
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FDA Resources

• COVID19FDAIMPORTINQUIRIES@fda.hhs.gov
COVID-19 inquiries associated to the CSMS instructions and 
product code assistance. 

• FDAImportsInquiry@fda.hhs.gov; General Import 
questions

• DFDT main number 866-521-2297; Prior Notice 
processing

www.fda.gov

Presenter
Presentation Notes
Questions regarding COVID-19 CSMS instructions, product code assistance, or import inquiries can be submitted to FDA at:  COVID19FDAIMPORTINQUIRIES@fda.hhs.gov or 301-796-0356.
As of 5/4/20, import operations replied to over 6,443 COVID-19 email inquires and returned 337 phone calls
Commodity Inquires in order of volume:
Face masks, other, gloves-gowns-PPE, drugs, IVDs, thermometers, ventilators


Within CSMS #42118616  additional resources were provided if entry related questions and/or issues were encountered:
		For questions regarding product coding, intended use codes, and/or general inquiries, please contact: FDAImportsInquiry@fda.hhs.gov.
For issues related to Prior Notice processing, contact FDA’s Division of Food Defense Targeting at their main number 866-521-2297;
		For issues related to FDA entry admissibility processing, contact your usual local FDA contacts. These can be found using FDA’s “FDA Import Offices and Ports of Entry” webpage at this 		link: https://www.fda.gov/forindustry/importprogram/ucm319216.htm
				
For ACE inquiries, contact FDA ACE Support, 877-345-1101,  ACE_Support@fda.hhs.gov. ACE Support Hours: Monday - Friday, 6AM-8PM EST, Saturdays, 8AM-4PM EST. ACE Support is 		Closed on Sundays.

Step-by-Step instructions on how to register and list can be found on our website at: https://www.fda.gov/medical-devices/how-study-and-market-your-device/device-registration-and-listing.
 
For additional assistance with completing initial registration, firms should contact the CDRH Registration and Listing Helpdesk at reglist@cdrh.fda.gov.
 
For assistance with paying the annual registration user fee, firms can reach out to the User Fee Helpdesk at userfees@fda.gov. 

mailto:COVID19FDAIMPORTINQUIRIES@fda.hhs.gov
mailto:FDAImportsInquiry@fda.hhs.gov
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FDA Resources
“FDA Import Offices and Ports of Entry” 

link: https://www.fda.gov/forindustry/importprogram/ucm319216
.htm; Specific Import Entry inquiries

Presenter
Presentation Notes
Inquiries related to a specific import entry are most appropriately routed to the import division handling the entry. Each FDA import division contains a main office and resident posts, please select the division in which you are making entry and the contact information for the division and resident posts will be listed.

https://www.fda.gov/forindustry/importprogram/ucm319216.htm
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Subscribe to receive updated COVID-19-
related information from the FDA through 

the FDA webpage www.fda.gov.

Presenter
Presentation Notes
Along with other federal, state, and local agencies and public health officials across the country, the FDA continues critical work to protect public health during the COVID-19 pandemic. 

Consider subscribing to receive updated COVID-19-related information from the FDA through the FDA webpage www.fda.gov.

https://www.fda.gov/media/137005/download
�Again I would like to thank you for the opportunity to participate this prestigious form to provide valuable current information to the trade community.



Presenter
Presentation Notes
Questions?

Thank you.  Please remain safe and healthy.
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