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Objective

• Provide an overview of FDA jurisdiction and 
regulations

• 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
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What We Regulate…

• Human Foods (except 
for most meat and 
poultry)

• Drugs (both human and 
animal)

• Animal Feeds

• Biologics

• Cosmetics

• Medical Devices

• Electronic Products that 
emit radiation

• Tobacco

www.fda.gov
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Laws Enforced by FDA

• Food Drug & Cosmetic 
Act 

• Bioterrorism Act of 
2002

• 1997 Modernization Act

• Fair Packaging & 
Labeling Act

• Public Health Service 
Act

• Federal Import Milk Act

• Dietary Supplement 
Health & Education Act 
of 1994

• Mammography Quality 
Standards Act (MQSA)

• Food Safety 
Modernization Act

• FDA Safety & Innovation 
Act

www.fda.gov
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Imports Overview

• All imported products are required to meet the 
same standards as domestic goods.  

• Imported products must be pure, wholesome, 
safe to eat, and produced under sanitary 
conditions.  

• Drugs and devices must be safe and effective 
(and may require a pre-market application).

www.fda.gov
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• Cosmetics must be safe and manufactured with 
approved ingredients. 

• Radiation emitting devices must meet 
established standards. 

• All products must have truthful labeling in 
English.

• Any standardized food must meet the product 
standard.

Imports Overview

www.fda.gov



7

Food Drug & Cosmetic Act 
Chapter VIII – Imports and Exports

The Federal Food Drug & Cosmetic Act 801(a): 

- Allows for refusal of imported FDA-regulated products 
for appearing to be adulterated or misbranded based 
on evidence

- 536(a): Allows for refusal of imported electronic 
products for appearing to fail to comply with an 
applicable standard

www.fda.gov
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Food Drug & Cosmetic Act 
Chapter VIII – Imports and Exports

“appears” – provides FDA’s standard of proof

➢We can refuse entry of goods that:

❖Appear to be adulterated or misbranded

❖Appear to be unapproved new drugs

❖Appear to have been manufactured not in accordance 
with GMPs

www.fda.gov
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Section 801 also requires that products of foreign 
origin in import status must be held intact until 
FDA has determined the admissibility of the 
shipment.

Food Drug & Cosmetic Act 
Chapter VIII – Imports and Exports

www.fda.gov
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Imports Overview

Upon entry, FDA will decide to:

– Release the goods

– Detain the goods without exam

• Based on submission of required information

• Based on import alerts

– Obtain more information:

• Through Documents

• Through Examination and/or Sample Collection

www.fda.gov



11

FDASIA…..Section 708
• The Secretary of the Treasury shall cause the destruction 

of any such article refused admission unless such article is 
exported, under regulations prescribed by the Secretary of 
the Treasury, within ninety days of the date of notice of 
such refusal or within such additional time as may be 
permitted pursuant to such regulations, except that the 
Secretary of Health and Human Services may destroy, 
without the opportunity for export, any drug refused 
admission under this section, if such drug is valued at an 
amount that is $2,500 or less (or such higher amount as 
the Secretary of the Treasury may set by regulation….

www.fda.gov
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IMPORT ALERT SYSTEM
Certain Firms/Products are subject to DWPE 
(Detention Without Physical Examination) at the 
time of entry.

 Violative history of:

✓ Commodities
✓ Manufacturers/shippers
✓ Growers
✓ Geographic area
✓ Countries of origin
✓ Importers
✓ Or combinations of the above

www.fda.gov
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Import Alerts

http://www.fda.gov/ForIndustry/ImportProgram/Im
portAlerts/default.htm

www.fda.gov

http://www.fda.gov/ForIndustry/ImportProgram/ImportAlerts/default.htm
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Removal from Import Alert

FDA needs assurance the cause of the violation has been corrected

Firms or importers may petition to be removed from DWPE

Generally requires evidence of non-violative shipments but all 
depends on the Import alert

• Firms with GMP violations may need an inspection to get off 
an IA

• Analyzed by laboratory at importer expense

• Documentation showing it isn’t subject to the Alert

www.fda.gov



15www.fda.gov
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FDA communication COVID-19 strategies

COVID-19-Related 
Guidance Documents for 
Industry, and Other 
Stakeholders

• COVID-19-Related 
Guidance Documents 
for Industry, FDA Staff, 
and Other Stakeholders 
| FDA

www.fda.gov

https://www.fda.gov/emergency-preparedness-and-response/coronavirus-disease-2019-covid-19/covid-19-related-guidance-documents-industry-fda-staff-and-other-stakeholders
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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. 

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 Resumed FSVP Inspections at 
Importer’s Place of Business 

• Foreign Supplier Verification Programs 
Final Rule

• Food Safety and COVID-19

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

www.fda.gov

https://www.fda.gov/food/food-safety-modernization-act-fsma/fsma-final-rule-foreign-supplier-verification-programs-fsvp-importers-food-humans-and-animals
https://www.fda.gov/food/food-safety-during-emergencies/food-safety-and-coronavirus-disease-2019-covid-19
mailto:FDAImportsInquiry@fda.hhs.gov
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FDA communication for Industry and 
Stakeholders

• Press Announcements

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

www.fda.gov

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


21

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

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

https://www.fda.gov/forindustry/importprogram/ucm319216.htm



