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Does Your
Labeling

Meet U.S. FDA
Requirements?

The U.S. Federal Food, Drug and Cosmetic Act (FFDCA) 
defines ‘labeling’ as all labels and other written, printed, or 
graphic matter upon any article or any of its containers or 
wrappers, or accompanying such article.  

The term ‘accompanying’ is interpreted liberally to mean 
more than physical association with the product.  It 
extends to posters, tags, pamphlets, circulars, booklets, 
brochures, instructions, websites, etc.

Registrar Corp can review your labeling to make 
sure it is compliant with U.S. FDA requirements.  
Simply select from the options below:

  Option 1:  I want to verify that my labeling 
meets current U.S. FDA requirements.

  Option 2:  I have a shipment detained due to 
labeling violations and need immediate assistance.

  Option 3:  I have not yet designed my product 
labeling and would like assistance.

Company Name: _______________________________ Contact Name: ___________________________________

Phone: _______________________________________ Country: _______________________________________

Fax: _________________________________________ Email: _________________________________________

Registrar Corp assists businesses with Food, Beverage, Supplement, Drug, Medical Device, and Cosmetic 
regulatory requirements. Registrar Corp is not affiliated with the U.S. Food and Drug Administration.
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THE HAZARDS OF INDEFINITE REGISTRATION

In this issue
★ FDA REGISTRATION DATA

★ UPDATING THE FDA DATABASE

★ EXPERT PROFILE

★ QUESTIONS AND ANSWERS

(source:  U.S. Food and Drug Administration)
A complete list (including a U.S. breakdown by State) is available at: www.registrarcorp.com/registrations
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Facilities registered outside the U.S. include:

FDA ANALYZES REGISTRATION DATA
The FDA reported in a recently released detailed analysis that more than 347,000 food facilities have 
registered with the U.S. Food and Drug Administration. As of April 7, 2008, registration information has 
been submitted by 144,112 U.S. facilities and 202,995 non-U.S. facilities from nearly every country.

Although the U.S. does not impose government registration fees, the Bioterrorism Act nonetheless 
imposes additional costs on the food and beverage industry. For example, the law requires facilities 
outside the U.S. to designate a U.S. Agent for FDA communications. In 2003, FDA estimated that the 
average fee charged by firms designated as U.S. Agents would be approximately $1,000 annually 
per facility. In 2005, after surveying the actual fees charged by U.S. Agents, FDA estimated the cost 
to be $700. The world's largest U.S. Agent, Registrar Corp, provides U.S. Agent services for only 
$445 per facility.

Under current law, once a company registers its facility with FDA, the registration never expires.  
Information remains on file indefinitely until a firm updates its data.  For companies shipping to the 
U.S. that have to make a formal entry, inaccurate data can trigger a detention. FDA requires 
registration data to be updated within 60 days of any change.

Common reasons why companies fail to update include:
• After the initial registration, no one at the company routinely reviews the information on file with FDA;
• The employee entrusted to prepare the initial registration no longer is employed by the company;
• The login, registration number, PIN, or information provided to FDA has been lost.

Data commonly requiring frequent updates includes:
• Company Ownership
• Physical Address of Facility 
• Email Address for Facility

 
• Emergency Contact Information
• U.S. Agent Information 
• Product Categories

Maria Winchell, a Compliance Specialist with Registrar Corp, sympathizes with the companies that inadvertently fail to maintain their 
registrations. “Companies register and then mistakenly think they are done.  The first time they realize the need to update is after their 
goods are detained!” Winchell explains that Registrar Corp protects companies by regularly verifying that registration data remains 
accurate and by issuing Certificates of Registration as third party verification. Certificates of Registration can be sent to customers and 
suppliers as proof of a valid registration.

Did You Know?
FDA requires that companies 
update their facility 
registration data within 60 
days of any changes to the 
information.

What is a U.S. Agent?
The U.S. Agent acts as a 
communications link between 
FDA and the foreign facility. 
FDA will treat representations 
by the U.S. Agent as those of 
the foreign facility, and will 
consider information or 
documents provided to the U.S. 
Agent equivalent to providing 
the information or documents 
to the foreign facility. The
U.S. Agent's responsibilities 
are different from those of an 
agent used for business 
purposes.

www.registrarcorp.com/usagent

To fulfill U.S. Agent 
requirements go to

Example of a redesigned label provided by
Registrar Corp as part of a review of your

product, labeling, and ingredients.

Before:

After:

Fax this completed form to
the USA: +1-757-224-0179


