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3-603.11 Consumption of Animal Foods that are Raw, Undercooked, or Not Otherwise
Processed to Eliminate Pathogens.

(A) Except as specified in § 3-401.11(C) and Subparagraph 3-401.11(D)(4) and under § 3-801.11(C), if an
animal FOOD such as beef, EGGS, FISH, lamb, milk, pork, POULTRY, or shellfish is served or sold raw,
undercooked, or without otherwise being processed to eliminate pathogens, either in READY-TO-EAT
form or as an ingredient in another READY-TO-EAT FOOD, the PERMIT HOLDER shall inform
CONSUMERS of the significantly increased RISK of consuming such FOODS by way of a DISCLOSURE

and REMINDER, as specified in 1 (B) and (C) of this section using brochures, deli case or menu
Pf
advisories, label statements, table tents, placards, or other effective written means.

(B) DISCLOSURE shall include: (1) A description of the animal-derived FOODS, such as “oysters on the

”

Pf
half shell (raw oysters),” “raw-EGG Caesar salad,” and “hamburgers (can be cooked to order)”; or

(2) Identification of the animal-derived FOODS by asterisking them to a footnote that states that the items
Pf
are served raw or undercooked, or contain (or may contain) raw or undercooked ingredients.

(C) REMINDER shall include asterisking the animal-derived FOODS requiring DISCLOSURE to a

footnote that states: (1) Regarding the safety of these items, written information is available upon request;
pf

(2) Consuming raw or undercooked MEATS, POULTRY, seafood, shellfish, or EGGS may increase your
Pf
RISK of foodborne iliness; or

(3) Consuming raw or undercooked MEATS, POULTRY, seafood, shellfish, or EGGS may increase your
Pf

RISK of foodborne iliness, especially if you have certain medical conditions.
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Page 405 Annex 3 — Public Health Reasons/Administrative Guidelines

3-201.15 Molluscan Shellfish.

Pathogens found in waters from which molluscan shellfish are harvested can cause disease in
consumers. Molluscan shellfish include: 1) oysters; 2) clams; 3) mussels; and, 4) scallops, except where
the final product is the shucked adductor muscle only. The pathogens of concern include both bacteria
and viruses. Pathogens from the harvest area are of particular concern in molluscan shellfish because: 1)
environments in which molluscan shellfish grow are commonly subject to contamination from sewage,
which may contain pathogens, and to naturally occurring bacteria, which may also be pathogens; 2)
molluscan shellfish filter and concentrate pathogens that may be present in surrounding waters; and, 3)
molluscan shellfish are often consumed whole, either raw or partially cooked.

To minimize the risk of molluscan shellfish containing pathogens of sewage origin, State and foreign
government agencies, called Shellfish Control Authorities, classify waters in which molluscan shellfish are
found, based, in part, on an assessment of water quality. As a result of these classifications, molluscan
shellfish harvesting is allowed from some waters, not from others, and only at certain times or under
certain restrictions from others. Shellfish Control Authorities then exercise control over the molluscan
shellfish harvesters to ensure that harvesting takes place only when and where it has been allowed.

Significant elements of Shellfish Control Authorities' efforts to control the harvesting of molluscan shellfish
include: 1) a requirement that containers of in-shell molluscan shellfish (shellstock) bear a tag that
identifies the type and quantity of shellfish, harvester, harvest location, and date of harvest; and, 2) a
requirement that molluscan shellfish harvesters be licensed; 3) a requirement that processors that shuck
molluscan shellfish or ship, reship, or repack the shucked product be certified; and, 4) a requirement that
containers of shucked molluscan shellfish bear a label with the name, address, and certification number
of the shucker-packer or repacker.

Pathogens, such as Vibrio vulnificus, Vibrio parahaemolyticus, Vibrio cholerae, and Listeria
monocytogenes that may be present in low numbers at the time that molluscan shellfish are harvested,
may increase to more hazardous levels if they are exposed to time/temperature abuse. To minimize the
risk of pathogen growth, Shellfish Control Authorities place limits on the time between harvest and
refrigeration. The length of time is dependant upon either the month of the year or the average monthly
maximum air temperature (AMMAT) at the time of harvest, which is determined by the Shellfish Control
Authority.

Paralytic shellfish poisoning (PSP) results from shellfish feeding upon toxic microorganisms such as
dinoflagellates. In the U.S., PSP is generally associated with the consumption of molluscan shellfish from
the northeast and northwest coastal regions of the U.S. PSP in other parts of the world has been
associated with molluscan shellfish from environments ranging from tropical to temperate waters. In
addition, in the U.S., PSP toxin has recently been reported from the viscera of mackerel, lobster,
dungeness crabs, tanner crabs, and red rock crabs.

Neurotoxic shellfish poisoning (NSP) in the U.S. is generally associated with the consumption of
molluscan shellfish harvested along the coast of the Gulf of Mexico, and, sporadically, along the
southern Atlantic coast. There has been a significant occurrence of toxins similar to NSP in New
Zealand, and some suggestions of occurrence elsewhere.
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For diarrhetic shellfish poisoning there has been no documented occurrence to date in the U.S.
However, instances have been documented in Japan, southeast Asia, Scandinavia, western Europe,
Chile, New Zealand, and eastern Canada.

Amnesic shellfish poisoning (ASP) is generally associated with the consumption of molluscan shellfish
from the northeast and northwest coasts of North America. It has not yet been a problem in the Gulf of
Mexico, although the algae that produce the toxin have been found there. ASP toxin has recently been
identified as a problem in the viscera of dungeness crab, tanner crab, red rock crab, and anchovies
along the west coast of the United States.

Marine toxins are not ordinarily a problem in scallops if only the adductor muscle is consumed. However,
products such as roe-on scallops and whole scallops do present a potential hazard for natural toxins.

To reduce the risk of illness associated with raw shellfish consumption, the Food and Drug Administration
(FDA) administers the National Shellfish Sanitation Program (NSSP). The NSSP is a tripartite,
cooperative action plan involving Federal and State public health officials and the shellfish industry.
Those groups work together to improve shellfish safety. States regularly monitor waters to ensure that
they are safe before harvesting is permitted. FDA routinely audits the States’ classification of shellfish
harvesting areas to verify that none pose a threat to public health. Patrolling of closed shellfishing waters
minimizes the threat of illegal harvesting or "bootlegging" from closed waters. Bootlegging is a criminal
activity and a major factor in shellfish-borne illnesses. Purchases from certified dealers that adhere to
NSSP controls is essential to keep risks to a minimum.

(3) Consuming raw or undercooked MEATS, POULTRY, seafood, shellfish, or EGGS may increase your
Pf

RISK of foodborne iliness, especially if you have certain medical conditions.



