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Seminar Overview

• U.S. FDA and the Import Process

• Key FDA Regulations:  Food, Drug, and 
Cosmetic Act

• FDA Food Safety Modernization Act

• FDA Inspections & Detentions

• Questions & Answers
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FDA  Structure
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Food, Drug, and Cosmetic Act

• President Franklin D. Roosevelt 
signed into law the Food, Drug, 
Cosmetic Act in 1938.

• Remains today the principal 
law regulating all food, 
beverages, drugs, cosmetics, 
and medical devices in the USA

• Amended over the years to 
reflect changes in scientific 
knowledge and global trade.
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Food, Beverages, & Supplements

• Center for Food Safety and Applied 
Nutrition (“CFSAN”)

• Jurisdiction encompasses most food 
products (other than meat and poultry)
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The Import Process
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• Manufacturer / Exporter find a U.S. Importer

• U.S. Importer purchases the goods and must hire 
a Customs Broker licensed by Customs and 
Border Protection (CBP)

• Once shipped, product information is submitted to 
CBP by the licensed Customs Broker

• If an FDA-regulated product, then FDA is notified 
during the submission to CBP

• CBP defers to FDA on admissibility



U.S. FDA’s Entry Process
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Review of Entry

• What U.S. FDA does depends on:

• The history of the 
manufacturer, importer (have 
they had other violations?), 
and even the country

• The risk level of the product:  
type (seafood?) and 
presentation (fresh?)
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PREDICT

• PREDICT establishes a risk score by 
analyzing importer’s shipment information 
using sets of FDA-developed risk criteria.

• Allows FDA to better use limited resources 
by targeting import inspections
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FDA Options at time of Entry

 Product is cleared, ready to be removed from the 
port of entry by importer

 FDA detains product for further review

 FDA detains product for testing

 FDA refuses  entry of product
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Reasons for Detentions 
in Port of Entry

 “Adulteration”= filth, e.coli, salmonella, etc.

 “Misbranding”=improper label or claims

 Failure to make required electronic filings

 Failure to have renewed your Facility Registration in 2012

 Lack of Process Filings for each size product required to 
have an SID

 Failure to file Prior Notice
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“Notice of 
FDA Action” 

Issued by FDA and 
sent to two parties:

1. Importer of Record
2. Customs Broker

Time sensitive with a
respond by deadline
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Key Food Regulations
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Food, Drug, and Cosmetic Act

• Bioterrorism Act

• Registration, U.S. Agent, Prior Notice

• Labeling & Ingredients

• LACF = Low-Acid Canned Food

• GMPs = Good Manufacturing Practices

• Future requirements:

Requirements
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Bioterrorism Act of 2002

• Effective starting in October 2003

• Requires companies to register if they 
“manufacture, process, pack, or store” 

• Requires designation of a U.S. Agent 
for FDA communications

• Require companies to file Prior Notice
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Food Facility Registration

• Registration of “Facility”, 
not a company or product

• Must select product 
categories and provide 
facility details

• FDA issues an 11-digit 
number for each facility

• Registrar Corp issues a 
Certificate you can provide 
to prospects, buyers, etc.
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Registration

• Some companies own multiple facilities (factory in 
one city, warehouse in another city).  Each must 
be registered and receive their own registration 
number

• Registration is one time, but must be renewed 
every even year (2014, 2016, etc)

• If any data changes, registration must be updated 
within 60 days
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U.S. Agent for FDA 
communications

• U.S. Agent for FDA communications must be 
designated in Section 7 of the Registration

• The U.S. Agent:

• Must be physically located in the U.S.

• Must be available for FDA calls 24/7

• Is responsible for assisting FDA schedule 
inspections, answer questions, etc.
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Registration Statistics
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Prior Notice 

• Notify FDA before shipments arrive 
in U.S. instead of after arrival

• Allows FDA to better target imports before they 
arrive in a U.S. port

• Best use of limited resources

• Less than 2% actually inspected
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Prior Notice

• Must be filed for all shipments:  Sea, Air Cargo, 
Express Mail or Land

• Samples for customers or for trade shows must 
obtain a Prior Notice

• Samples not for consumption (testing) do not 
require a Prior Notice

• May be filed by anyone with knowledge of the 
shipment (usually you or your importer, depending 
on mode of transport)
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Prior Notice Confirmation

• Prior Notice is NOT an 
“approval” (FDA could 
still inspect)

• Bar-coded 
confirmation number 
issued for each 
product
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Food Labeling & Ingredients

• A top reason product is detained:  Incorrect 
labeling, unapproved ingredients, prohibited health 
claims

• Common errors in trying to avoid problems:
• Copy other wrong labels

• Only follow part of the regulations

• Nutrition Facts Chart formatting is critical
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Examples of Products Detained 
due to Labeling Violations

• Cookies

• Noodles

• Sauces

• Canned Seafood

• Energy Drinks

• Dried Seafood
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Labels for Retail

• Will consumers see your product label?

• If so, retail labeling rules apply 

• Basic Panels
• Principal Display Panel

• Information Panel
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Principal Display Panel

• Two required elements

• Statement of Identity 

(name of food)

• Net Contents Declaration
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Information Panel (IP)

• Three required elements

• Nutrition Facts Chart

• Ingredients List

• Manufacturer Identity
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Nutrition Facts Chart
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Examples of Other Formats
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Other Regulated Elements

• Serving Sizes

• Ingredients and the list format

• Trans fat & allergens

• Manufacturers identity

• Country of Origin

• Web site and marketing materials
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Bilingual Labeling

• All labels must be in English but may also be in 
additional languages  
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Product Claims

• FDA regulates four types

• Nutrient claims

• Relative Claims

• Structure/Function Claims

• Health Claims

• Unapproved new drug or dietary supplement?  

• Exporters of dietary supplements often 
encounter claim-related detentions
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Before & After
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Low-Acid Canned Food

• Low-Acid, Acidified, Thermally 
Processed Foods

• Typically produced in Cans, Bottles, 
Jars, or Tetra Paks

• Food Canning Establishment (“FCE”)

Registration required

• Process Filings (Submission 
Identifies or “SID”) for each product, 
each size

• Important factors are pH and Water 
Activity
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Low-Acid Canned Food

• Low-acid foods = any food, other 
than alcoholic beverages, with a 
finished equilibrium pH greater than 
4.6 and a water activity (aw) greater 
than 0.85

• Acidified foods = low-acid food to 
which acid(s) or acid food(s) are 
added and which have a water 
activity (aw) greater than 0.85 and 
a finished equilibrium pH of 4.6 or 
below.
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HACCP

• Focuses on the prevention of hazards

• Can be applied throughout the food chain 
(“from farm to table”)

• Currently required for

• Seafood (21 CFR 123)

• Juice (21 CFR 120)
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Current Good Manufacturing 
Practices (cGMPs)

 Guidelines and conditions which must be met 
by every food facility to ensure production of 
safe and wholesome foods.

 GMPs required for all food and beverages are 
found in 21 CFR Part 110

 GMPs required for dietary supplements are 
found in 21 CFR Part 111
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cGMP – 21 CFR Part 110

 GMP requirements include:

 Sanitation

 Employee hygiene and hygienic 
practices

 Pest Control

 Equipment construction, maintenance 
and calibration

 Facility construction 

 Water quality



Voluntary Certifications
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How can you prepare?

• Be sure your Registration is Valid:

• Renewal is required between October 1, 
2014 and December 31, 2014  

• If you do not renew, your registration 

will be cancelled, and your

exports to the U.S. could

be blocked
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How can you prepare?

• Be certain your or your importer files a Prior 
Notice for each and every shipment

• Verify that your product labeling and 
ingredients meet FDA requirements 
(including claims, website, etc.)

• If producing a canned/bottled food, obtain 
an FCE number and submit Process Filings

• Prepare for FDA inspections
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Questions?

Registrar Corp's Office in Europe
16 Rue Jean Marie Barre – Auray -France 

Phone: +33-(0)-2-97-56-60-65 
Fax: +33-(0)-2-72-68-57-24 

Email: europe@registrarcorp.com 

Web:  www.registrarcorp.com


