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VIA FEDERAL EXPRESS

WARNING LETTER

FLA-01-12

November 13, 2000

Eduardo R. Hernandez, President
Ocean Five, Incorporated

7850 NW 72" Avenue

Medley, Florida 33166

Dear Mr. Hernandez:

On June 5 and 6, 2000, the Food and Drug Administration (FDA) conducted an inspection
of your seafood importing and repacking facility located at 7850 NW 72" Avenue, Medley
Florida 33166. The inspection was conducted to determine your firm’s compliance with
FDA's seafood processing regulations (21 CFR 123) and the Good Manufacturing
Practices (GMP) requirements for foods (21 CFR 110).

During our inspection, we observed serious deviations from the principles of HACCP and
the significant requirements of the program. The investigator provided you with copies of
the Domestic Seafood HACCP Report (form FDA 3501), Import Seafood HACCP Report
(form FDA 3502), and the Inspectional Observations (form FDA 483) which presents his
evaluation of your firm’'s performance regarding various aspects of the HACCP and GMP
requirements. The observations of concern to us are as follows:

Domestic HACCP Program

You must have a written HACCP plan to control any food safety hazards that are
reasonably likely to occur, to comply with 21 CFR 123.6(b). However, your firm does
not have a HACCP plan for cooked stone crab claws to control the food safety hazard
of pathogen growth and toxin formation.

Import HACCP Program

You must have and implement written specifications for the seafood products you
import, which list all of the appropriate safety hazards and limits to comply with 21
CFR 123.12(a)(2)(i). However, no written specifications have been established.



You must implement an affirmative step which ensures that the fish and fishery
product(s) you import are processed in accordance with the seafood HACCP
regulation, to comply with 21 CFR 123.12(a)(2)(ii). However, vour firm performed an
affirmative step of maintaining on file a copy of the foreign processor's HACCP plan
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any available u 2mon ing s ha made. If
corrections cannot be completed within 15 working days, state the reason for the delay
and the time frame within which the corrections will be completed.

Administration, Attention: Kendall W. Hester, Compliance Officer, 555 Winderl
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: _ ] lester, Complianc e Winderley Place,
Suite 200, Maitland, Florida 32751. If you have questions regarding the implementation of
the HACCP Regulations, please contact Mr. Hester at (407) 475-4730 for answers and/or
direction towards guidance and sources of training in achieving compliance.
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We look forward to working with you to achieve

Emma R. Single
Director, Florida



