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“record the corrective action on the corrective action report.” Neither of these steps was done
on any of the eight occasions (11/16, 18, 23, 24/00 and 12/4, 8, 18, 20/2000). In addition,
your dried jerky HACCP plan does not address both the affected product as well as the cause
of the deviation. For your refrigerated, vacuum packed crab meat HACCP plan you do not
address the affected product in your pre-planned corrective action only the cause of the

problem. Your plan needs to address how you are going to prevent affected product from
hemg distributed as well as how you plan to address the deviation itself.

Since you chose to include corrective actions in your HACCP plans for hot and cold smoked
salmon, your described corrective actions must be appropn'ate to comply with 21 CFR

123 7(}\\ Your corrective actions ]mfpd in your v various hot and cold smoked seafood p"‘duc‘{

HACCP plans address only the safety of the product and does not address how you are going
to correct the cause of the deviation.

You must have sanitation control records that document monitoring and corrections, to
comply with 21 CFR 123.11(c). Your firm’s monitoring records do not address the eight

points of sanitation which include: _
a) The safety of the water that comes into contact with food or food contact surfaces, or is
used in the manufacture of ice;
b) Conditions and cleanliness of food contact surfaces, including utensils, gloves, and outer
garments;
c) Prevention of cross-contamination from insanitary objects to food, food packaging
materials, and other food contact surfaces, including utensils, gloves and outer garments, and
from raw product to cooked product;
d) Maintenance of hand washing, hand sanitizing, and toilet facilities;
) Protection of food, food packaging material, and food contact surfaces from adulteration
with lubricants, fuel, pesticides, cleaning compounds, sanitizing agents, condensate, and
other chemical, physical, and biological contaminants;
f) Proper labeling, storage, and use of toxic compounds;
g) Control of employee health conditions that could result in the microbiological
contamination of food, food packaging materials, and food contact surfaces; and
h) Exclusion of pests from the food plant.

)

In our Warning Letter dated May 5, 2000, you were notified of deficiencies similar to those
described in this letter. During the inspection, the Food and Drug Administration (FDA)
explained that you would need to take steps to correct those deficiencies. In letters from you
dated May 24 and 25, 2000, you assured the FDA that you had addressed those deficiencies
and/or that your current practices were adequate to address the hazard of Clostridium botulinum
toxin formation. The FDA is concerned that in one year’s time your firm has not adequately
corrected these deficiencies or developed fully adequate HACCP plans.

The importance of the brining and smoking/drying steps as critical control points is reflected in
the failure of samples (collected by our investigator during the April 16, 2001, inspection) of
your frozen cold-smoked sockeye salmon product from lot “C079121” to attain acceptable water
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