United States Food and Drug Administration Food Safety
Modernization Act
In January of 2011, President Obama signed into law the Food Safety Modernization Act. This legislation
represents a significant overhaul in America’s approach to keeping our food supply safe for both our pets
and us. At the highest level, this represented a shift in focus from containment to prevention. The FDA has
been finalizing and implementing regulations as a result of this law, with many of them going into effect
towards the end of 2016 and early in 2017.
In our view, the rules are on the whole, common sense. Most of them will very likely require no changes to
your existing best practices. Many of the regulations, make a distinction between businesses that are small
and not small. Sometimes, small businesses will be allowed more time to comply with the regulation and
other times my actually be exempt from the regulation completely (although voluntary compliance is
strongly recommended). Here are some of the key regulations:

1. Mitigation strategies to protect food against intentional adulteration
Each covered facility is required to prepare and implement a food defense plan. This written
plan must identify vulnerabilities and actionable process steps, mitigation strategies, and procedures
for food defense monitoring, corrective actions and verification. A reanalysis is required every three
years or when certain criteria are met, including mitigation strategies that are determined to be
improperly implemented.

2. Sanitary transportation of human and animal food
a. Vehicles and transportation equipment: The design and maintenance of vehicles and
transportation equipment to ensure that it does not cause the food that it transports to become
unsafe. For example, they must be suitable and adequately cleanable for their intended use and
capable of maintaining temperatures necessary for the safe transport of food.
b. Transportation operations: The measures taken during transportation to ensure food safety,
such as adequate temperature controls, preventing contamination of ready to eat food from touching
raw food, protection of food from contamination by non-food items in the same load or previous load,
and protection of food from cross-contact, i.e., the unintentional incorporation of a food allergen.
c. Training: Training of carrier personnel in sanitary transportation practices and documentation
of the training. This training is required when the carrier and shipper agree that the carrier is
responsible for sanitary conditions during transport.
d. Records: Maintenance of records of written procedures, agreements and training (required of
carriers). The required retention time for these records depends upon the type of record and when
the covered activity occurred, but does not exceed 12 months.
3. Preventative controls for human food - Covered facilities must establish and implement a food
safety system that includes an analysis of hazards and risk-based preventive controls. The rule sets
requirements for a written food safety plan that includes:
a. Hazard analysis: The first step is hazard identification, which must consider known or
reasonably foreseeable biological, chemical, and physical hazards. These hazards could be present
because they occur naturally, are unintentionally introduced, or are intentionally introduced for
economic gain (if they affect the safety of the food).
b. Preventive controls: These measures are required to ensure that hazards requiring a
preventive control will be minimized or prevented. They include process, food allergen, and sanitation
controls, as well as supply-chain controls and a recall plan.
4. Foreign supplier verification - Importers covered by the rule must have in place to verify that their
foreign suppliers are producing food in a manner that provides the same level of public health
protection as the preventive controls or produce safety regulations, as appropriate, and to ensure that
the supplier’s food is not adulterated and is not misbranded with respect to allergen labeling.

