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Outline
• United States Food and Drug Administration (FDA) authority over imports

– Import process and prior notice
– FDA actions re: import of non-compliant food
– Foreign Supplier Verification Program (FSVP)
– Voluntary Qualified Importer Program (VQIP)
– Other import related issues

• United States Department of Agriculture (USDA) authority over imports
– FSIS
– APHIS
– AMS

• Principles of International Harmonization
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Poll: Getting to know the participants

• Anyone experience with import of FDA regulated products?

• Anyone experience with a FSVP?

• Anyone experience with import of a FSIS regulated product?
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FDA Authority re: Domestic Food Products

• FDA has the burden of proof.

• The Federal Food, Drug, and Cosmetic Act (FD&C Act) gives FDA authority 
to seize and condemn adulterated or misbranded foods or otherwise 
violative foods through the judicial process. 

• Seizure and condemnation rarely used because lengthy and burdensome 
process.

• FDA generally relies on administrative powers to address violations of the 
FD&C Act (e.g., warning letters and (threat of) mandatory recalls).

4



FDA Authority re: Imported Food

• Statutory authority - Section 801 of the FD&C Act:

– Defines the relationship between United States Customs and Border 
Protection (CBP) and FDA.

– FDA may refuse to allow product to enter the U.S. “If it appears from 
the examination of such samples or otherwise . . .” that product is 
misbranded or adulterated or otherwise in violation of the FD&C Act.

• Regulatory authority - 21 C.F.R. Part 1 Subpart E.

• More information on FDA Policy:

– Regulatory Procedures Manual: Chapter 9: Import Operations and 
Actions.
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Imports

• All FDA-regulated products are subject to examination by FDA when they 
are offered for import into the U.S.

• Harmonized Tariff Codes are identified as potentially covering FDA-
regulated products.
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Import of Foods

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

• For foods: Prior Notice.

• Review of other information in import entry (importer, consignee, foreign 
manufacturer, etc.).
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Prior Notice

• The Public Health Security and Bioterrorism Preparedness and Response 
Act of 2002 (Bioterrorism Act/BTA) requires that FDA receive prior notice 
of food, that is imported or offered for import into the U.S. 

• Advance notice allows FDA, with the support of CBP, to target import 
inspections more effectively and help protect the nation's food supply 
against terrorist acts and other public health emergencies.
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Prior Notice: Content

• Content include:

– Product identity

– Registration number of manufacturer

– Name of shipper and importer

– Country of origin

– Carrier and mode of transportation

– Anticipated arrival information

– Report name of port that refused entry (if any)

• May be filed by the importer, broker, or third-party.

9



Prior Notice: Timing

• By land via:

– Road, no less than 2 hours before arriving at the port of arrival. 

– Rail, no less than 4 hours before arriving at the port of arrival.

• By air, no less than 4 hours before arriving at the port of arrival. 

• By water, no less than 8 hours before arriving at the port of arrival.

• By international mail, before the article of food is sent to the U.S.

• Depending on system used for submission, no earlier than 15 or 30 days.
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Prior Notice (cont’d)

• FDA issues a Prior Notice (PN) confirmation number.

• Copy of the confirmation, including the PN confirmation number must be 
submitted to CBP.
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Imports (cont’d)

• Although imported and domestically produced products are required to 
meet the same standards, imports are subject to a greater level of 
scrutiny. 

• The legal standard for FDA to prevent an import from entering interstate 
commerce is lower than that for domestic products.

• Section 801(a) of the FD&C Act provides that FDA may refuse admission to 
articles that “appear” to be violative.
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Imports (cont’d)

• “Appears”

– Because of the subjective nature of what may “appear” to be violative, 
there is the potential for inconsistency.

• “Or otherwise”

– Prior history of the: 

• Product;

• Foreign manufacturer;

• Importer;

• Consignee; and

• Geographic region or country.
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FDA Can Refuse Import of Food for Various Reasons

• Food is adulterated or misbranded.

• Foreign manufacturer is not registered (this bars prior notice).

• Inspection “refusal” by foreign manufacturer.
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Automated Commercial Environment (ACE)

• ACE is a web-based access point maintained by CBP. 

• Used to report import and export data to certain government agencies 
and to determine admissibility.

• Integrates multiple systems used by agencies into one platform. 

• Part of Executive Order 13659 - Streamlining the Export/Import Process 
for America’s Businesses issued Feb. 19, 2014. 

• ACE is a Single Window for filers, entering all relevant agency information. 
CBP, FDA and other relevant agencies will receive relevant information.
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Import Review

Upon review of the product, FDA will either:

• Release the product.

• Issue a hold notice pending further examinations:

– Collect samples for further analysis.

– Request additional information.

• After further review, FDA may release or issue notice of detention.

• Notice of Detention outlines violation.

• If a Notice of Detention is issued, the importer must provide testimony 
demonstrating that the product is in compliance.
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Imports: Responding to an Import Detention

• In most instances, the owner of the detained product has the right to 
appear before FDA to present evidence to convince the agency to release 
the detained product.

• Options include:

• Explanation as to why the product is in compliance.

• Offer to recondition the product to comply with the law (with 
FDA’s approval).

• Re-export or destroy the product (in accordance with CBP laws and 
under CBP’s supervision).

• Seek judicial review (which is unlikely to be successful).
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Import Alerts

• Flagged product codes that relate to articles FDA will Detain without 
Physical Examination (DWPE).

• Import alerts do not prohibit import of a good, but they shift the burden 
to the importer to proactively demonstrate compliance.

• To remove a product from import alert, FDA typically requires a number of 
consecutive compliant shipments, and a showing that the issue cited has 
been corrected.
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Predictive Risk-based Evaluation for Dynamic Import 
Compliance Targeting (PREDICT)
• Intended to screen entries and provide a “score” which will determine risk of a 

violative entry based on importer, manufacturer, product, country, etc.

• Improve import screening and targeting to: 

– Prevent the entry of adulterated, misbranded, or otherwise violative 
goods. 

– Expedite the entry of non-violative goods. 

• Practical effects are to:

– Create a more consistent approach by FDA toward entries. 

– Reduce “port-shopping.” 
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Predictive Risk-based Evaluation for Dynamic Import 
Compliance Targeting (PREDICT) (cont’d)
• Automated may proceeds are inherently linked to the quality of data entry 

at the time of importation.

• Poor data quality or missing data will elevate “score” for both importer 
and filer.
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Poll: True of False

• Because FDA import inspectors have a lot of discretion and there may be 
differences in what they consider adulterated or misbranded, if my 
product is refused at one port, I can ship it to another port

A. True

B. False

• An importer is not responsible for determining which agencies need to be 
informed about the import of a specific product

A. True

B. False
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Import Food Inspections: Risk Factors

• Known safety risks of food.

• Known safety risks of originating country/region.

• Importer’s compliance history.

• Rigor and/or effectiveness of importer’s Foreign Supplier Verification 
Program (FSVP).

• Whether the food and/or facility are the subject of a mandatory or 
voluntary certification.

• Vulnerability to intentional adulteration.
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Foreign Supplier Verification Program (FSVP) 

• Goal – to ensure that imported food is as safe as domestic food.

• Requires importers (rather than FDA) to ensure safety of the imported 
food.

• Importer must assure that: 

– The foreign supplier(s) produce(s) food using processes and 
procedures providing the same level of public health protection as 
preventive controls or other applicable provisions; and

– Food is not adulterated or misbranded.
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Foreign Supplier Verification Program (FSVP) (cont’d)

• Verification activities should be risk-based

– May include:

• Annual on-site inspection.

• Checking preventive control plan of foreign supplier.

• Periodic testing of shipments.

• Lot-by-lot certification of compliance.
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Foreign Supplier Verification Program (FSVP) 
Exemptions
• Juice and seafood subject to Hazard Analysis and Critical Control Point 

(HACCP), but HACCP regulations include similar verification requirements.

• Food is for research or evaluation.

• Food is for personal consumption.

• Meat, poultry, and egg products are subject to Food Safety and Inspection 
Service (FSIS) jurisdiction.

• Several more…..
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Voluntary Qualified Importer Program (VQIP) 
Import in the Fast Lane 

• The goal is to: 

– Create fast track for qualified imports; and 

– Expedited review.

• Voluntary, fee-based program

– The fee for 2023 is $ 12,962.

• To be eligible, food must be from facility certified by an accredited third-
party auditor.
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Voluntary Qualified Importer Program (VQIP) (cont’d)

• Eligibility criteria:

– Importer must have a Quality Assurance Program.

– Assurance of compliance with the supplier verification and other 
importer requirements.

– Foreign facility must be certified under FDA’s accredited third-party 
certification requirements.

– 3+ year history of importing food to the U.S.

– No ongoing FDA administrative or judicial actions (recalls, warning 
letters, etc.) or other non-compliances.

• As of Sept. 14, 2022, there are 4 VQIP importers.
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Accredited Third Party Certification Program

• Voluntary fee-based program for the recognition of accreditation bodies 
that accredit third-party auditors to conduct food safety audits and issue 
certifications to foreign facilities.

• As of Sept. 14, 2022, FDA has recognized 4 accreditation bodies.

• Accreditation bodies certify qualified third-party auditors.

• Third-party auditors/certification bodies audit and issue certifications for 
foreign facilities and foods.

• As of Sept. 14, 2022, there are 13 certification bodies.
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USDA Authority Over Food Imports

• Food Safety and Inspection Service (FSIS)

• Animal and Plant Health Inspection Service (APHIS) 

• Agricultural Marketing Service (AMS)
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Food Safety and Inspection Service (FSIS)

• Authority under the Federal Meat Inspection Act of 1906 (FMIA), Poultry 
Products Inspection Act of 1957 (PPIA) and Egg Products Inspection Act 
(EPIA).

• Only allows imports from countries certified by FSIS and foreign 
establishments.

• Countries must have equivalent food safety standards to become certified.

• Following entry by CBP, meat, poultry, and egg products must be 
presented to FSIS for inspection at an official import establishment.
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Animal and Plant Health Inspection Service (APHIS)

• Food related authorities:

– Plant Protection Act (PPA); and

– Animal Health Protection Act (AHPA).

• Prevent plant pests and animal diseases.

• Specific requirements and prohibitions of animal and plant products from 
various countries and regions.

• May require APHIS import permit or other documentation (e.g., veterinary 
certificate) by foreign authority for certain animal and plant products.
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Agricultural Marketing Service (AMS)

• Section 8e of the Agricultural Marketing Agreement Act of 1937 (AMAA) 
requires imported products to meet the same or comparable grade, size, 
quality and maturity standards as domestic products covered by federal 
marketing orders.

• As of Sept. 2022, Section 8e applies to avocados; dates (other than dates 
for processing); hazelnuts (filberts); grapefruit; table grapes; kiwifruit; 
olives (other than Spanish-style); onions; oranges; Irish potatoes; 
pistachios; raisins; field grown tomatoes; and walnuts.

32

https://www.ams.usda.gov/sites/default/files/media/Agricultural_Marketing_Act_of_1937%5b1%5d.pdf
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Agricultural Marketing Service (AMS) (cont’d)

• Violations (e.g., failure to submit for inspection upon import) may result in 
one or more of the following:

– A civil penalty of $3,147 per violation, each day the violation continues;

– Request by CBS for re-delivery of product and associated fines;

– Denied entry for future shipments;

– Civil forfeiture of the value of the import;

– Notification to other agencies with related regulations; and

– A press release of the results of any violation to include the company’s 
name and the incurred penalty.
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Other AMS Import Authorities

• Under the EPIA, AMS inspects imported shell eggs.

• AMS also has authority over imported organic products.
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Poll: Which Agencies may be involved?  Mark all that 
apply

• Import of fresh pineapple:

1 FDA

2 APHIS

3 AMS

• Import of gelatin caps

1 FDA

2 APHIS

3 FSIS
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International Harmonization

• FDA works with foreign governments and international standard setting 
bodies to harmonize food safety laws, regulations, and standards based on 
science

• FDA also works with other federal agencies (USDA) to represent U.S. 
interests at the Codex Alimentarius Commission (Codex).

• The Codex is a collection of international standards, guidelines and codes 
of practice to protect the health of consumers and ensure fair practices in 
the food trade (the U.S. Codex Office manages the planning, policy 
development, support, and coordination for U.S. involvement in Codex, 
and develops strategies to accomplish U.S. objectives).
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FDA System Recognition (SR)

• FDA has signed System Recognition Agreements (SRAs) with New Zealand, 
Canada, and Australia.

• SR is a partnership between FDA and a foreign regulatory counterpart, in 
which the agencies have concluded that they operate comparable regulatory 
programs that yield similar food safety outcomes.

• Allows FDA and participating agencies to prioritize resources in a more risk-
based manner and to improve and expand information sharing on food safety 
issues, including data on foodborne outbreaks, inspections, and sampling 
results.

• SR benefits importer’s FSVP as requirements for FSVP for import from a 
country with which FDA has a recognition agreement are modified (less 
burdensome).
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FDA Equivalence

• Equivalence is a step above system recognition.

• FDA has concluded that the exporting country’s regulatory system 
provides the same level of protection as the applicable US system.

• Equivalence determination is a trade-facilitating mechanism established 
by the World Trade Organization Agreement on Sanitary and Phytosanitary 
Measures and is described as a unilateral exercise with one country 
seeking access to another country’s market, often for a particular 
commodity.

• Equivalence means that FDA allows entry without further condition.

• In 2020, FDA finalized equivalence determinations for raw bivalve 
molluscan shellfish.
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Riëtte van Laack
rvanlaack@hpm.com

Questions?
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