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On January 4, 2011, President Obama signed the Food Safety Modernization Act into 
law, which represents the most sweeping overhaul of the food safety system since the 
passage of the Food, Drug, and Cosmetic Act in 1938. The new legislation will bring 
significant changes to an already shifting food safety landscape.  Since the passage of 
the law, the FDA has made significant progress in implementing the new law.  This 
paper describes accomplishments to date, including (1) the establishment of new user 
fees, (2) new registration requirements and suspension authority, (3) expanded 
administrative detention authority, (4) additional prior notice requirements, (5) 
traceability pilots and (6) Stakeholder engagement. Finally, the paper will outline (7) 
what to expect in the upcoming months.  

(1) User Fees 

As of October 1, 2011 FDA is authorized to collect the new user fees outlined in the 
Food Safety Modernization Act, which include:  

1. Reinspection-related costs;  
2. Failure to comply with recall orders; and  
3. Importer reinspection-related costs.  

While FDA is currently collecting fees for any reinspections resulting from an initial 
inspection that occurred after October 1, 2011 and failure to comply with any recall 
orders issued after October 1, 2011, the Agency has said it needs more time to 
determine the process and mechanism for collecting import-related fees. FDA 
established that they will charge user fees of $224 an hour if no foreign travel is 
required and $335 an hour if foreign travel is required for all employee hours involved in 
user-fee activities.  

Charging the user fees on an hourly rate means that the responsible party (facility or 
importer) will be charged based on the severity of the problem and based on their ability 
to clearly and easily document and quickly demonstrate that they have implemented the 
appropriate actions for the situation.  
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The Federal Register notice provides insight into the situation in which the Agency will 
look to collect user fees to reimburse costs as follows:   

Reinspections:  

What will cause the fee to be assessed?  A fee will be assessed if FDA conducts a 
facility reinspection. FDA defines a reinspection as “1 or more inspections conducted by 
officers or employees duly designated by the Secretary subsequent to such an 
inspection which identified non-compliance material related to a food safety requirement 
of the FD&C Act, specifically to determine whether compliance has been achieved to 
the Secretary’s’ (and, by delegation, FDA’s) satisfaction.” FDA notes that fees will only 
be assessed for reinspections of facilities that have a final designation of “Official Action 
Needed (OAI)” on an inspection related to food safety requirements. FDA may issue 
additional guidance to provide more information on when non-compliance is found to be 
materially related to food safety.  

Who is responsible for paying the fee? The responsible party for the registered facility or 
the U.S. agent for a foreign facility will be accountable for paying any fees assessed.  

How much is the fee? The fee will depend on the number of hours spent directly on the 
reinspection, which could include conducting physical surveillance or compliance 
reinspection at the facility, making preparations and arrangements for the reinspection, 
traveling to and from the facility, preparing reports, analyzing samples or examining 
labels, and performing other activities as necessary to determine compliance.  

What does this mean? The best strategy to avoid paying reinspection user fees will be 
to ensure that your facility is in compliance with all U.S. laws and regulations. If you do 
find yourself in a non-compliance situation, it will be important to ensure the problem 
has been fully addressed and that you have clear documentation of all corrective 
actions to ensure the reinspection takes the minimal amount of time possible.  

Recalls:  

What will cause the fee to be assessed?  FDA is authorized to assess fees for failure to 
comply with a mandatory recall order. Failure to comply could include not initiating a 
recall as ordered by FDA, not conducting the recall in the manner ordered, or not 
providing information to FDA as ordered.  

Who is responsible for paying the fee? The party that receives the recall order 
(responsible party for a domestic facility or an importer).  

How much is the fee? The fee will depend on the number of hours spent directly on the 
recall, which could include recall audit checks, reviewing reports, analyzing reports, 
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conducting inspections, traveling to and from locations, and monitoring disposal of 
product.  

What does this mean? To avoid facing a recall user fee, the best course of action is to 
quickly address any potential recall situations that occur through voluntary measures. 
Prior to issuing a recall order and assessing any user fees, the Agency must provide the 
responsible party with the option of voluntarily recalling the product. A proactive 
approach will be best, both for brand name protection and the wallet.  Implementing a 
robust product tracking system will ensure that  a company will be able to quickly 
identify and remove product from the market in the case of a health threat.  

Import Reinspection/Examination:  

What will cause the fee to be assessed?  FDA identified at least four scenarios where 
fees will be assessed for import reinspection/examination when non-compliance 
materially related to food is found.  

1. Reconditioning of food found to be in violation of the Food, Drug and Cosmetic Act to 
bring it into compliance by, for example, re-labeling or heat treatment. Fees may be 
assessed for the time spent for review and approval of the request.  

2. Importers seeking admission of an article that has been detained, including situations 
where product has been detained under an Import Alert. FDA may charge a user fee for 
the review of evidence submitted regarding admissibility. It is anticipated that this fee 
will apply every time a package of laboratory data is reviewed by FDA in relation to the 
release of products being held under an Import Alert. In some cases, FDA will not 
charge a user fee for review of supporting documentation, including:  

• If food not under an Import Alert is detained and later found to be in compliance 
with the FD&C Act, FDA will not charge a user free for review of supporting 
evidence, or  

• If a region or country is on Import Alert and an entity provides supporting 
evidence that the conditions that led to the Import Alert do not apply to them, 
FDA will not charge a user fee for review of the supporting evidence. 

3. Requesting removal from an Import Alert for Detention Without Physical Examination. 
When an entity seeks removal from an Import Alert, FDA will be able to charge user 
fees for the review of supporting documentation and any other related examinations to 
determine if compliance has been achieved to FDA’s satisfaction.  

4. Destruction of food that have been refused admission to the U.S. If destruction of a 
refused product is conducted under the supervision of FDA or Customs and Border 
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Control, fees may be assessed. FDA may also charge user fees for time spent 
reviewing and approving destruction protocol.  

Who is responsible for paying the fee?  

1. The entity that is responsible for the reconditioning is responsible for paying the user 
fee. This is the owner or consignee of the food.  

2. The entity that provides supporting evidence of admissibility of the product is 
responsible for paying the user fee.  This is the owner or consignee of the food.  

3. The entity that requests removal of the food from Import Alert is responsible for 
paying the user fee.  This is the importer subject to examination.   

4. The entity that destroys the product is responsible for paying the user fee. This is the 
importer subject to examination.   

How much is the fee?  The fee will depend on the number of hours spent directly on the 
import reinspection or examination, which includes reviewing documentation submitted 
by the importer. 

What does this mean? Importers will now not only face a delay in getting product to 
market, but possible fees, if they are found to have product that violates the Food, Drug 
and Cosmetic Act or is on an Import Alert. These fees provide even more incentive for 
those importing product to the U.S. to ensure that products have been produced and 
properly tested to ensure compliance with U.S. laws and regulations. Those wishing to 
submit supporting evidence will benefit from clear and well-documented recordkeeping 
to make is easy for the Agency to quickly see what caused the problem and what 
corrective actions have been taken. Poor recordkeeping will lead to additional user fee 
costs and lower likelihood of having product released.  

(2) Registration Requirements and Suspension Authority 

The Food Safety Modernization Act amends section 415 of the Food, Drug, and 
Cosmetic Act by adding requirements for biennial registration renewal and providing 
FDA authority to suspend registration.  

Facility registration was initially required by the Public Health Security and Bioterrorism 
Preparedness and Response Act of 2002 (Bioterrorism Act). The requirement to register 
has not changed from the Bioterrorism Act; however, the new legislation makes slight 
changes to the information required for registration.  Under the Food Safety 
Modernization Act, the email addresses for the facility contact person or U.S. agent for a 
facility are now required. In addition, the Food Safety Modernization Act requires FDA to 
conduct a study on the need for and challenges associated with a program that requires 
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a unique identification number for each registered facility and requires FDA to submit a 
report to Congress within 15 months of enactment (By April 2012). If the Agency moves 
forward with a unique identification program, it would likely be included as part of the 
facility registration process and be used to track their record and associated actions.  

The Food Safety Modernization Act requires that facilities submit a renewal registration 
between October 1 and December 31 on each even-numbered year. This will help the 
Agency have more up-to-date records on facilities and make more informed risk-based 
inspection prioritization decisions. The first “renewal period” will be October 1 to 
December 31, 2012. FDA will issue a regulation that will outline the specific procedures 
for submitting renewal registration. FDA may require that registration be submitted in 
electronic format; however, this requirement cannot take effect until January 2016. 

Beginning in July 2011, the FDA has the authority to suspend registration of a facility. 
Registration can be suspended when the FDA determines that food manufactured, 
processed, packed, received, or held by a facility has a reasonable probability of 
causing serious adverse health consequences or death. Under these circumstances, 
FDA can suspend registration of the facility that created, caused, or was otherwise 
responsible for such reasonable probability; or knew of, or had reason to know of, the 
reasonable probability; and  packed, received, or held such food.  

If registration is suspended, the facility owner has the opportunity for a hearing within 
two days on the reasons for suspension and the actions required for reinstatement of 
registration. If FDA determines suspension is necessary after the hearing, the facility 
owner will be required to submit a corrective action plan to demonstrate how the 
conditions that led to suspension will be corrected. When registration is suspended, 
food from the facility cannot be offered for export or import or introduced into interstate 
or intrastate commerce.  

(3) Administrative Detention 

FDA has published an Interim Final Rule on Criteria Used to Order Administrative 
Detention of Food for Human or Animal Consumption that creates a new enforcement 
tool for the Agency. The new criteria for ordering administrative detention of human or 
animal food went into effect on July 3, 2011.  Under the new rule, FDA can order 
administrative detention if there is reason to believe that an article of food is adulterated 
or misbranded. Prior to the new law, the Agency had to have “credible evidence or 
information indicating that the article of food presents a threat of serious adverse health 
consequences or death to humans or animals.”   Detaining food in a variety of situations 
has always been a challenge for FDA and the usual approach has been to rely on the 
states to embargo products of concern. The new law creates a lower bar for using 
administrative detention and gives FDA an additional tool for preventing contaminated 

http://www.gpo.gov/fdsys/pkg/FR-2011-05-05/html/2011-10953.htm
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food from entering commerce.   With the lower bar, the Agency believes with the lower 
bar that they are more likely to use administrative detention in situations similar to 
situations for ordering a Class II recall i.e., situations where the use of, or exposure to, a 
violative product may cause temporary or medically reversible adverse health 
consequences or where the probability of serious adverse health consequences is 
remote.  

Industry’s best defense against administrative detention is having implemented and 
validated preventive controls as well as have a clearly documented food plan and 
product tracking system to assist them in demonstrating that their product is not 
adulterated or misbranded and enables them clearly define and limit the scope of any 
problem that does occur.  

It will be important for industry to monitor how FDA uses this new enforcement tool and 
to provide feedback to ensure that the rule is implemented in a way that both protects 
public health and ensures that the good actors are not adversely impacted by the action 
of a few bad actors.   

(4) Prior Notice 

FDA has published an Interim Final Rule on Information Required in Prior Notice of 
Imported Food that amends current prior notice regulations to include an additional 
element of information in a prior notice submission for imported food.  Beginning on July 
3, 2011, a person submitting prior notice of imported food must notify FDA of “any 
country to which the article has been refused entry.”  The new rule applies to food both 
for humans and animals and will provide FDA will additional information about potential 
risk of imported food.  

(5) Traceability Pilots 

The Food Safety Modernization Act requires FDA to conduct pilot projects to explore 
and evaluate methods to “rapidly and effectively identify recipients of food” and 
appropriate technologies to prevent or mitigate a threat. FDA has tasked the Institute for 
Food Technologists (IFT) with conducting the pilots. FDA is required to submit a report 
to Congress on the pilot findings by July 2012. FDA is also required to gather additional 
data on the costs and benefits of product tracing technology and the feasibility of 
technology for different sectors of the industry. 

 

(6) Stakeholder Engagement 

http://www.gpo.gov/fdsys/pkg/FR-2011-05-05/html/2011-10955.htm
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Since the Food Safety Modernization Act was signed into law, FDA has made a 
significant effort to engage stakeholders in the process. They have held three public 
meetings to date focusing on the import provisions, the preventive controls provisions, 
and the inspection and compliance provisions. In addition, FDA has opened a docket 
and requested stakeholder input on current best practices around the use of preventive 
controls. FDA will use the information collected through the docket to provide insight as 
they draft guidance for industry around conducting a hazard analysis and implementing 
preventive controls.  

(7) What to Expect in the Upcoming Months 

In the next few months it will be critical for industry and stakeholders to monitor FDA’s 
actions around the implementation of the Food Safety Modernization Act and to provide 
insight and best practices. Especially in light of a tightened budget, FDA will be looking 
to build on existing best practices and leverage programs where possible. In particular, 
industry can expect to see the following:  

• January 2012:  
o FDA publishes the Produce Safety Standards 
o FDA publishes guidance for preventing intentional adulteration 
o FDA publishes a list of high-risk foods that will be required to meet 

additional recordkeeping requirements  
• July 2012:  

o FDA publishes the preventive controls rule (a draft will likely be available 
prior to this date) 

o FDA outlines the Voluntary Qualified Importer Program 
o FDA develops the model standards for third party certification bodies 
o FDA publishes regulations for the safe transport of food 

 As a general message to the regulated industry there is already a lot of information 
indicating where FDA is heading with preventive controls and the components of a Food 
Safety Plan.  Based on this, it is prudent for all firms impacted by these new 
requirements to be working right now on first understanding what they will have to do, 
second beginning the process of determining what needs to be addressed in relation to 
their situation and third starting to work on any gaps, especially as new user fees come 
into play.  

 

 

http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm256923.htm



