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We inspected your firm at the above address on August 23, 2000 and found that you have
serious deviations from the Seafood HACCP regulations (21 CFR Part 123). These
deviations, most of which were previously brought to your attention, cause your fresh fish and
cooked stone crab claws to be in violation of Section 402(a)(4) of the Federal Food, Drug, and
Cosmetic Act. You can find this Act and the seafood HACCP regulations through links in
FDA's home page at www.fda.gov.

The deviations were as follows:

1. You must have a HACCP plan that lists the food safety hazards that are reasonably likely
to occur to comply with 21 CFR 123.6(c)(1). However, your firm's HACCP plan for Tuna
and Dolphin (Mahi Mahi) does not list the food safety hazard of histamine. Your hazard
analysis incorrectly associates this hazard with harvest location. The histamine formation
is the result of time/temperature abuse after capture and during subsequent handling.

Please note: Your HACCP plan lists only tuna and dolphin (Mahi Mahi) and does not
include the other scombroid species you process.

2. You must have a HACCP plan that lists the critical control points, to comply with 21 CFR
123.6(c)(2). However, your firm's HACCP plan for Cooked Stone Crab Claws does not list
the critical control points of Cooling and Refrigerated Storage for controlling the food safety
hazard of Pathogen Growth and Toxin Formation.






Piease send your reply to the Food and Drug Administration, Attention: Kendaii W. Hester,
Compiliance Officer, 555 Winderley Place, Suite 200, Maitland, Florida 32751. if you have
questions regarding any issue in this letter, piease contact Mr. Hester at (407) 475-4730



