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Contains Nonbinding Recommendations

Guidance for Industry’
Letter to Firms that Grow, Harvest, Sort, Pack, Process, or Ship
Fresh Cantaloupe

This guidance represents the Food and Drug Administration’s (FDA’s) current thinking on this
topic. It does not create or confer any rights for or on any person and does not operate to bind
FDA or the public. You can use an alternative approach if the approach satisfies the

requirements of the applicable statutes and regulations. If you want to discuss an alternative
approach, contact the FDA staff responsible for implementing this guidance. If you cannot
identify the appropriate FDA staff, call the appropriate telephone number listed on the title page
of this guidance.

The Food and Drug Administration (FDA or the Agency) is issuing this letter to firms that grow,
harvest, sort, pack, process, or ship fresh cantaloupe to enhance awareness regarding the
Agency’s recommended best practices for preventing contamination of fresh produce with
pathogens, including Listeria monocytogenes. L. monocytogenes is a bacterium that can
contaminate foods and cause a mild non-invasive illness (called listerial gastroenteritis) or a
severe, sometimes life-threatening, illness (called invasive listeriosis). Persons who have the
greatest risk of experiencing listeriosis after consuming foods contaminated with L.
monocytogenes are fetuses and neonates who are infected after the mother is exposed to L.
monocytogenes during pregnancy, the elderly, and persons with weakened immune systems.
Invasive listeriosis is characterized by a high case-fatality rate, ranging from 20 percent to 30
percent (Ref. 1).

FDA is issuing this guidance in response to a multi-state foodborne illness outbreak of listeriosis
associated with consumption of fresh, whole cantaloupe (Ref. 2). As of October 25, 2011, the
Centers for Disease Control and Prevention of the U.S. Department of Health and Human
Services had reported 139 confirmed illnesses and 29 confirmed deaths associated with
consumption of the implicated cantaloupe. More information about FDA’s investigation of this
outbreak is available in a warning letter that FDA issued to the farm whose cantaloupes were
implicated in the outbreak, on October 18, 2011 (Ref. 3), and in a report setting forth factors that
potentially contributed to the contamination the cantaloupes, which FDA published on our
website on October 19, 2011 (Refs. 3 and 4).

In light of this multi-state outbreak of listeriosis associated with consumption of cantaloupe,
which CDC has stated is the first listeriosis outbreak associated with melon (Ref. 2), the Agency
believes that it is prudent to encourage members of the cantaloupe industry to review their
current operations in the context of a number of FDA guidances and draft guidances that are

! This guidance has been prepared by the Produce Safety Staff in the Center for Food Safety and Applied Nutrition
at the U.S. Food and Drug Administration.






