Preventive Controls for Animal Food Rule NEW
PCAR.1 What is FDA announcing on October 25, 2013?
The proposed rule would establish regulations regarding the manufacturing, processing, packing, or holding of food for animals in two ways. First, it would create new current good manufacturing practice (CGMP) regulations that specifically address the manufacturing, processing, packing, and holding of animal food. The proposed CGMPs would establish procedures in areas such as buildings and facilities, design and layout, cleaning and maintenance, pest control, and personnel hygiene. Second, it would include new preventive control provisions intended to implement section 103 of the FDA Food Safety Modernization Act (FSMA) for animal food. These preventive controls would include requirements for covered facilities to maintain a food safety plan, perform a hazard analysis, and implement preventive controls to minimize or prevent those hazards. Facilities would also be required to monitor their controls, verify that they were effective, take any appropriate corrective actions, and maintain records documenting these actions.

PCAR.2 Why is this proposed rule important to public health?
This proposed rule has important public health impacts for both animals and people. It would primarily impact animal health by helping prevent foodborne illness, including from nutrient imbalances, in animals. Many animals consume one food as their sole source of nutrition, and nutrient deficiencies or excesses can raise safety concerns. This rule would include nutrient imbalances in the food safety plan required by facilities. It would also help prevent foodborne illness in individuals handling pet food. Agents causing foodborne illness, like Salmonella, can be transmitted through pet food. There is risk to individuals who handle contaminated pet food products, especially if they have not thoroughly washed their hands after having contact with the food products or any surfaces exposed to these products.

PCAR.3 Who is covered by this rule?
This proposed rule would apply to animal facilities required to register under the FD&C Act that manufacture, process, pack, and hold ingredients and finished products that are intended to be fed to animals, including livestock, pets, and other animals. This includes renderers, pet food manufacturers, as well as biofuel manufacturers that supply distillers grain for animal food, and manufacturers of animal feed minerals and mineral mixes. This proposed rule would not apply to farms. However, if the farm operates an animal food manufacturing, packing, or holding business (in addition to its traditional farm activities), that food manufacturing, packing, or holding business, with certain exceptions, would likely need to comply with this proposed rule. The proposed rule would establish a series of exemptions (including modified requirements in some cases) from the requirements for hazard analysis and preventive controls for small, on-farm facilities with low risk activity/animal food combinations. For more information, see Fact Sheet: CGMPs and Preventive Controls for Food for Animals.

PCAR.4 How is this rule different from the FSMA preventive controls for human food rule? 
This proposed rule is similar but not identical to the proposed rule for preventive controls for human food. For example, the animal food preventive controls provisions would not include certain requirements that don’t pertain to animal food, such as identifying allergens as a hazard. Also, the proposed definitions for “very small business” are different for facilities manufacturing food for animals.

PCAR.5 What are the specific requirements under this proposed rule? 
Specifically, the proposed rule would establish requirements for a written food safety plan; hazard analysis; preventive controls for hazards that are reasonably likely to occur; recall plan for animal food with a hazard that is reasonably likely to occur; monitoring; corrective actions; verification; and associated records. The proposed rule also would establish CGMPs for animal food.

PCAR.6 Under what circumstances will preventive controls be required under this new rule? 
The application of the preventive controls would be required only in cases where facilities determine that hazards are reasonably likely to occur. FDA does not expect that all possible preventive measures and verification procedures would be applied to all animal foods at all facilities.

PCAR.7 How can I comment on the proposed rule?
Comments on the proposed rule “Current Good Manufacturing Practice and Hazard Analysis and Risk-Based Preventive Controls for Food for Animals,” which publishes in the Federal Register on October 29, 2013, are due by 120 days after the publication date.
 

