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Dear Mrs. Kirkland:

On June 8 & 9, 2000, the Food and Drug Administration (FDA) conducted an inspection of your
plant, located at Darien, Georgia. During that inspection, our investigator documented serious
deviations from the Seafood HACCP regulations (21 CFR Part 123). These deviations, some of
which were previously brought to your attention, cause your IQF raw shrimp to be in violation of
section 402(a)(4) of the Federal Food, Drug, and Cosmetic Act (the 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 implement the record keeping system listed in your HACCP plan, to
comply with 21 CFR 123.6(b). However, your firm did not record monitoring

- observations at the receiving critical control point to control the sulfite hazard listed

in your HACCP plan for IQF raw shrimp. Specifically, you failed to complete the

"QC Incoming" logs for many incoming shipments of shrimp including, but not

- limited to, lot # PC 649 (5/4/00), lot # PC 652 (5/11/00), and lot # PC 654 (5/12/00).

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 IQF raw shrimp does
not list the weigh/pack/label step as a critical control point for controlling the food
safety hazard of presence of undeclared sulfiting agents. Our review of our records
concerning our 10/14-15/99 inspection of your firm, shows that at that time your
HACCP plan for IQF raw shrimp did list the weigh/pack/label step as a critical
- control point to control the sulfite hazard. The plan also identified the "Production-

log" as the monitoring record for this hazard. However, during our last inspection,

the copy of the HACCP plan provided to our investigator did not list the
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weigh/pack/label step as a critical control point. Notwithstanding this deficiency, it
appears that your firm is still using the production log as a monitoring record to
document when finished product labels bear a declaration for sulfites.
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take further action to seize vour product(s) and/or enjoin your firm from operating. With regard

4

We may take further action if you do not promptly correct these violations. For instance, we may
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tter to Mallory Lawrence, dated 4/27/00, in which you requested on behalf of your firm,
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ean Union (EU) Export Certificate Program, we have decided to
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eive your response to this letter, and after we have had an
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this letter. Your response
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