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Abstract

Even though the food safety system in the United States
is one of the best in the world, many millions of people
become sick and thousands die from foodborne illness-
es caused by any of a number of microbial pathogens
and other contaminants. Large recalls of United States
Department of Agriculture (USDA) and the Food Drug
and Administration (US FDA)-regulated food products
due to findings of E. coli O157:H7, Listeria, Salmonella,
and other problems occur each year. As the US FDA
Food Safety Modernization Act (FSMA) passed in 2011,
FSMA will require food processing, manufacturing, ship-
ping, and other regulated entities to conduct an analysis
of the most likely safety hazards and to design and im-
plement risk—based controls to reduce or eliminate these
hazards. FSMA also mandates increased scrutiny of food

imports, which account for a growing share of U.S. food
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consumption; food import shipments will have to be ac-
companied by documentation showing that they can meet
safety standards that are at least equivalent to those in the
U.S. On September 17, 2015, the US FDA published fi-
nal rules for Preventive Controls for Human and Animal
Food and, continuing into 2016, the US FDA intends to
finalize the remaining five rules it has proposed to imple-
ment FSMA. Among these rules, this article will review
and discuss Preventive Controls for Human Food Rule
and its components, and suggest how to comply with
these FSMA rules as foreign human food and ingredients
suppliers to the US.
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