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FDA is publishing the attached draft Compliance Policy Guide (CPG) setting
forth the Agency's policy on enforcement for Lysteria monocytogenes in
ready-to-eat (RTE) foods, based on whether the food does or does not
support growth of the organism.  FDA gives some examples of foods that do,
or do not, support growth, but states that the enforcement status of other
foods, including fruits, vegetables, and soft cheeses not specifically
listed in the CPG, will be determined on a case-by-case basis.

FDA may regard RTE foods that support growth of L. monocytogenes as
adulterated if the bacterium is present in the food, meaning there is one
colony forming unit (cfu) per 25g of food (i.e., 0.4 cfu/g).  Examples in
the CPG of RTE foods that support the growth of L. monocytogenes include:
      Milk;
      High fat and other dairy products (e.g., butter and cream);
      Soft unripened cheeses (>50% moisture)(e.g., cottage cheese and
      ricotta cheese);
      Cooked crustaceans (e.g., shrimp and crab);
      Smoked seafood (e.g., smoked finfish and mollusks);
      Seafood that is consumed raw (e.g., sushi and sashimi);
      Many vegetables (such as broccoli, cabbage, and salad greens);
      Non-acidic fruit (such as melon, watermelon, and papaya); and
      Some deli-type salads and sandwiches (particularly those containing
      seafood and those prepared at retail establishments without the
      addition of antimicrobial substances)
RTE foods that do not support growth of L. monocytogenes may be regarded as
adulterated when the bacteria are present at or above 100 cfu/g of food.
FDA concludes a RTE food does not support growth of L. monocytogenes if the
food has a pH < 4.4, or is customarily held and consumed in a frozen state,
or has a water activity < 0.92, or is processed using an effective
listeristatic control measure (e.g., an antimicrobial substance, or a
combination of factors such as pH, water activity, and antimicrobial
substances).  Examples in the CPG of RTE foods that do not support the
growth of L. monocytogenes include:
      Fish preserved by techniques such as drying, pickling, and
      marinating,
      Ice cream and other frozen dairy products,
      Processed cheese (e.g., cheese foods, spreads, slices),
      Cultured milk products (e.g., yogurt, sour cream, buttermilk),
      Hard cheeses (<39% moisture)(e.g., cheddar, colby, and parmesan),
      Some deli-type salads, particularly those processed to a pH <4.4 and
      those containing antimicrobial substances such as sorbic
      acid/sorbates or benzoic acid/benzoates under conditions of use
      documented to be effective in preventing the growth of L.
      monocytogenes,
      Some vegetables (such as carrots), and
      Crackers, dry breakfast cereals, and other dry foods

FDA's draft CPG is in accord with the international trend toward assessing
the risk of L. monocytogenes contamination of RTE foods and establishing
criteria based on whether the foods support growth.  The reason is that
Lysteria could grow to hazardous levels after leaving the manufacturer in
foods that support growth, but in foods that do not support growth, the
organism is not likely to reach levels hazardous to those expected to
consume the foods.  FDA does remark, however, that the CPG does not
establish an acceptable level of L. monocytogenes in food.  FDA may choose
to take legal action against adulterated RTE foods categorized as not
supporting growth and not reaching the criteria of 100 cfu/g of food if
FDA's good manufacturing practices regulation is violated.

FDA's Notice of a Draft (NAD), attached, invites comments on the CPG and
also on a Guidance for Industry for control of L. monocytogenes in
refrigerated and frozen RTE foods, attached, through April 7, when FDA
plans to begin finalizing both documents.  We have also attached FDA's
Notice of a Meeting (NM) to discuss the draft CPG on March 28, 2008.

                                                                           
                                                                           
                                                                           
                                                                           
                                                                           


