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Overview of the Regulatory Framework for 
Food Safety Prior to FSMA 2011 
 Legislative authority for food safety in the US comes from a 

multiplicity of statutes – at least 30 of them. 

 However, primary regulatory authority for food safety is 
provided under the Federal Food, Drug, and Cosmetic Act 
of 1938 and its subsequent amendments, including most 
notably: 

 The Infant Formula Act of 1980 

 The Nutrition Labeling and Education Act of 1990 

 The Public Health Security and Bioterrorism Preparedness and 
Response Act of 2002, and 

 The Food and Drug Administration Amendments Act of 2007 



Overview of the Organizational Framework 
for Food Safety Prior to FSMA 2011 
 Several federal agencies had (and still have) responsibility for 

food safety. Of these, 8 had (and still have) primary 
responsibility for ensuring food safety in the US: 

 2 agencies under the US Department of Health and Human 
Services (HHS), namely: 
 Food and Drugs Administration (FDA) and 
 US Centers for Disease Control and Prevention (CDC) 

 4 agencies under the US Department of Agriculture (USDA), 
namely: 
 The Food Safety and Inspection Service (FSIS) 
 The Agricultural Marketing Service 
 The Agricultural Research Service, and 
 The National Institute of Food and Agriculture 

 The US Department of Homeland Security (DHS), and 
 The Environmental Protection Agency (EPA). 



Overview of the Organizational Framework 
for Food Safety Prior to FSMA 2011 
 FDA: Responsible for approximately 80% of the US 

food supply. Oversees all domestic and imported foods 
sold in interstate commerce, including shell eggs but 
not meat and poultry and wine beverages with less 
than 7% alcohol. 

 USDA: Primarily responsible for meat, poultry and egg 
products. 

 EPA: Oversees drinking water and certain aspects of 
foods made from plants, seafood, meat, and poultry. 
Determines the safety of new pesticides and, as well, 
sets the tolerance levels for pesticide residues in food. 



Overview of the Organizational Framework 
for Food Safety Prior to FSMA 2011 
 State and local governments also have food and feed safety responsibilities: 44 

States conduct inspections of food manufacturing firms located within their 
respective boundaries under contract with the FDA. All 50 States have food safety 
and labeling programs. 

 Additional food safety responsibilities of state and local governments include the 
following: 
 Implementing food safety standards such as HACCP and GMP for fish, seafood, 

milk and other foods manufactured within state borders with the assistance of 
FDA and other federal agencies 

 Inspecting restaurants, grocery stores and other food retail establishments as well 
as dairy farms, milk processing plants, grain mills and food manufacturing plants 

 Using advisory and enforcement actions to protect the health of their citizens, 
including placing embargoes on (i.e., stopping the sale of) unsafe food products 
manufactured, transported, or distributed within state borders 

 Providing safety training and education to food establishment personnel and 
industry as requested 

 Preparing for and participating in food recall events and foodborne outbreak 
investigations independently or with the FDA and other federal agencies (this may 
include ordering recalls of contaminated foods within state borders and taking 
enforcement actions against firms within state borders) 



Overview of the Organizational Framework 
for Food Safety Prior to FSMA 2011 
 Additional food safety responsibilities of state and local governments continued: 

 Collecting representative samples according to established procedures and 
with a documented chain of custody (These samples are then tested at 
state regulatory laboratories so they can be evaluated for compliance with 
food regulatory laws.) 

 Receiving, evaluating, and responding to consumer complaints relating to 
products manufactured, purchased, or consumed in their state 

 Conducting epidemiological investigations of people who have become ill 
or injured (State, county, and local health officials serve the primary on-
site epidemiological role in the United States and coordinate among one 
another and with CDC in situations of multistate outbreaks.) 

 Responding to natural disasters—earthquakes, floods, hurricanes—to 
assess the impact on food safety and take immediate action to prevent 
problems in affected areas; and  

 Issuing consumer health advisories or warnings through typical media and 
outreach channels. 

 



Overview of the Regulatory/Organizational 
Framework for Food Safety in the US 
 In sum: 
 The regulatory and organizational regime for food safety in the 

US is heavily fragmented. The various statutes were enacted to 
address specific issues that were faced in each time period and 
there has been no overall strategic design to the food safety 
system. 

 Food businesses that export food to the US are likely to 
encounter several agencies each performing different yet 
overlapping functions. According to a 2004 GAO report:  
“What authority agencies have to enforce food safety regulations, 
which agency has jurisdiction to regulate what food products and how 
frequently they inspect food facilities is determined by the legislation 
which governs each agency or by administrative agreement between 
the two agencies without strategic design as to how best to protect the 
public health”. 

 



Overview of the Regulatory/Organizational 
Framework for Food Safety in the US 
 In spite of the overlaps in the US food safety system (e.g., 

inspection of certain establishments by multiple agencies), 
past reviews have identified some serious gaps that could 
result in threats to food safety. Gaps are most obvious in 
two areas: imported foods and on-farm food safety. 

 A significant portion of the US food supply and at least 75% 
of its seafood is imported, yet FDA inspects less than 2% of 
imported foods. USDA saves time and money by 
mandating US equivalent food safety standards for 
countries supplying food imports to the US. There are 
serious gaps in enforcement and collaboration among the 
FDA, US Customs and Border Protection and the FSIS. 



Overview of the Regulatory/Organizational 
Framework for Food Safety in the US 
 Prior to the enactment of the FSMA 2011, both the FDA 

and the USDA did not have the authority to issue 
mandatory food recalls (aside from the FDA’s authority 
to recall infant formulas under the 1980 Infant 
Formula Act). 

 The need for this authority was controversial. Some 
argued that such authority was not necessary since in 
the majority of cases food businesses voluntarily 
recalled products suspected to have been 
contaminated, and that the FDA had legal authority to 
seize adulterated or misbranded products anyway. 



Changes introduced by the Food Safety 
Modernization Act of 2011 
 The FSMA 2011 is the first law in 70 years to substantially 

overhaul food law in the US. Prompted by recently 
increasing incidents of contamination, the FSMA 2011 
strengthens food law by enlarging FDA powers (and 
capabilities) to inspect  plants and to order recalls. 

 In essence, the 5 key elements of the FSMA 2011 are as 
follows: 
 Preventive controls 

 Inspection and compliance 

 Imported food safety 

 Response, and 

 Enhanced partnerships 



Changes introduced by the Food Safety 
Modernization Act of 2011 
 Each of these 5 elements of the Act endows the FDA with 

new authority and responsibility to:  
 develop specific scientific standards,  
 provide oversight to increase conformity,  
 act effectively when problems emerge and  
 build collaboration with local, state and foreign government 

agencies in order to carry out an integrated approach to food 
safety [emphasis added]. 

 The FSMA 2011 requires food producers to develop food 
safety plans, including identification of potential risks of 
contamination and other hazards and identification of 
mechanisms through which those risks and hazards would 
be controlled – HACCP. 



Changes introduced by the Food Safety 
Modernization Act of 2011 
 The FSMA 2011 establishes a food tracing system through 

which consumers can be rapidly identified in the event of a 
food borne illness outbreak. The system requires farms and 
food processing entities to keep records that enable 
forward and backward tracing of food. 

 The Act requires FDA to create new mandatory produce 
safety regulations for producers of the highest risk fruits 
and vegetables and to increase inspections of domestic 
and foreign food facilities, directing the most resources 
to those operations with the highest risk profiles. 

 



Changes introduced by the Food Safety 
Modernization Act of 2011 
 Imported Foods: The Act grants FDA more control over 

food imports by: 

 Prescribing increased FDA inspection of foreign plants 
coupled with the grant of authority to FDA to refuse 
admission to imported food if the foreign facility or country 
of origin refuses to allow an FDA inspection 

 Enabling the FDA to set standards for how fruits and 
vegetables are grown abroad 

 Allowing the FDA to require food importers to certify the 
safety of their foods on the basis of risk-based criteria and 
compliance with US food safety requirements before such 
foods enter the US food supply 

 

 



Changes introduced by the Food Safety 
Modernization Act of 2011 
 The FSMA 2011 also requires food importers to perform 

supplier verification activities to ensure that imported food 
is safe.  

 It further provides an incentive for food importers to take 
additional food safety precautions by directing FDA to 
establish a voluntary program through which food 
importers may receive expedited review of their shipments 
if certain measures have been taken to ensure the safety of 
the food import. 

 The FSMA 2011 has major implications for food businesses 
exporting food products to the US. It is estimated that 
imported food accounts for approximately 15% by value of 
the US food supply. Canada, Mexico and China are the 3 
largest sources of US food imports. 
 



Prognosis: Are the regulatory changes 
introduced by FSMA necessary or desirable? 
 Fragmentation, overlap and gaps: Although the FSMA aims at 

an integrated food safety system, it merely strengthens the food 
safety powers and responsibilities of the FDA, which is just one 
of many regulatory agencies involved in food safety in the US. 
The pre-existent fragmentation, overlap and gaps within the 
food safety system therefore continue unabated, with their 
attendant problems and increased regulatory burdens. 

 Most significantly, the FSMA 2011 does not deal with the safety 
of meat, poultry and egg products since these do not fall under 
the regulatory purview of the FDA – recall recent E coli 
contamination of meat products from XL Foods. 

 The Act also does not address the use of genetically modified 
organisms (GMOs) in food and the use of milk and meat from 
cloned animals and their progeny. Currently, these are all 
permitted under US law with no labeling, preapprovals or post-
market monitoring. GMOs are regulated by the US EPA. 



Prognosis: Are the regulatory changes 
introduced by FSMA necessary or desirable? 
 A recent GAO report on the FSMA 2011 has observed that 

the FSMA “strengthens a major part of the food safety 
system; however, it does not apply to the federal food safety 
system as a whole or create a new risk-based food safety 
culture”. 

 Mandatory recall authority: The FSMA grants FDA 
authority to order food recalls. In exercising this power, 
FDA will follow three steps: 
1. Determine that available evidence of a threat meets a 

specific standard of proof 
2. Offer a company the opportunity to voluntarily recall a 

product before a recall order is issued, and 
3. Provide the company with an opportunity to challenge a 

recall decision. 



Prognosis: Are the regulatory changes 
introduced by FSMA necessary or desirable? 
 Despite federal internal control standards which require all 

federal agencies to clearly document policies, procedures, 
techniques and mechanisms for implementing 
management directives and to make such documentation  
readily available, the FDA has not yet made public the 
internal procedures describing the steps it will take to 
order a food recall, particularly the standard of proof that 
must be met before a recall is ordered. 

 In comparison, the relevant Canadian agencies involved in 
food safety have published the factors they will consider for 
appropriate and timely action in a foodborne illness 
outbreak investigation, including recall orders. 



Prognosis: Are the regulatory changes 
introduced by FSMA necessary or desirable? 

 There have been numerous calls for the establishment 
of a separate and effective government agency 
dedicated to food safety in the US. The Center for Food 
Safety for instance is reported as having stated that  

“We need to separate the ‘Food” part out of the Food and 
Drug Administration and consolidate all authority under a 
new Food Safety Agency”. 
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