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On Iv1ay 23, 25, 31 & June 11, 2001, 1nvesugators with the U.S. Food and Drug Administration (FDA)
conducted an inspection of your oyster processmg facility, located at 803 Willow Street, Frankiin,
Louisiana, and found that you have serious deviations from the Seafood HACCP reguiations, Title 21,
Code of Federal Regulations, Part 123 (21 CFR 123). These deviations cause your processed oysters to
be in violation of Section 4“2(
find this Act and the seafood HA

a)(4) of the Federal Food, Urug, and Cosmetic Act (the Act). You can
CCP regulations through links in FDA’s home page at www.fda.gov.

The deviations were as foliows:

e You must take an appropriate corrective action when a deviation from a critical limit occurs to
comply with 21 CFR 123.7(a). However, your firm did not take a corrective action to control the
Vibrio vulnificus hazard when your processing records indicated that the process for oysters ‘deviated
from your critical limits at the heat process critical control point. Processing records for {fjjtotal
pasteurization cycles from October 16, 2000 to May 18, 2001, were reviewed and found to contain
numerous deviations from the critical limits, such as: .cycles documented both process time and
temperatures outside of the critical limits listed in your HACCP plan; .documented cycles were
processed below the temperature critical limit; and 'documented cycles were processed in less
time than the critical limit. There is no documentation that your firm took corrective action to ensure
that no product enters commerce that is either injurious to health or is otherwise adulterated as a
result of these deviations and to ensure that the cause of the deviations were corrected.

Additionally, the cooler temperature monitoring records were reviewed for the time period, May 1
through 13, 2001, and compared with processing records for the same period. On one occasion, the
shellstock storage cooler records indicated that the temperature exceeded the critical limit specified
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.

in the HACCP plan during four consecutive readings. Again, there is no documentation that your
firm took corrective action in this regard.

e You must verify that your HACCP plan is adequate to control food safety hazards that are
reasonably likely to occur to comply with 21 CFR 123.8(a). However, your firm did not adequately
verify the adequacy of the critical limit of “submerged in water of a temperature of not less than

*for not less than SN for oysters at the heat process critical control point to control the
hazard of Vibrio vulnificus. You provided the investigators with a study that concluded that an

internal oyster temperature of | s sufficient to reduce Vibrio vulnificus to non-

N U 11U

detectable levels. ‘However, you have not verified that the critical limits for your heat process will
di

1
consistently result in that internal temperature for that period of time whe
multiple layers in the heat p
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e A shovel was used to pack ice on processed oysters after the shovel had been used to coliect ice from
the floor of the ice cooler. An employee’s boots contacted the ice. The shovel was not observed to
be washed or sanitized during the inspection;

e A dead fly was observed in a container of ice, and the ice was placed directly on the half gallon
containers of shucked oysters;

e Plastic cooler curtains, extending to and touching the floor, routinely contacted processed oysters in
trays and crates. The curtains were not observed to be washed or sanitized during the inspection;

* Employees working in the unprocessed oyster area routinely worked in the oyster processing area
without sanitizing or washing their hands. They did not cover their street clothing, nor did they
remove ornamental jewelry while working in the processing area. Their unprotected street clothing
and jewelry contacted food contact surfaces and processed oysters; and,

* During the inspection, two dock doors remained open to the outside during processin

ng 1g. A live bird
was observed in the processing area during post-process clean up.
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We are in receipt of your letter dated June 22, 2001, in response to the May - .
considered your response in preparing this letter. FDA will provide further
later date.

Please respond in writing w
outline the specific things yo
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us in evaluating your corrections. If you cannot complet orrections before you respond, we expec
that you will explain the reason for your delay and state when you will correct any remaining deviations
This letter may not list all the deviations at your facility. You are responsible for ensuring that your
processing nlant onerates in comnliance with the Act. the Seafood HACCP reculatione and the Current
b o <2 o i LAV I~ -~ YV Aw. TEAW L AVYy ViAW UVRAV VNS 2adlaNvNva vauluwnleu CALANG Vidw oUWl LAwiAL
Good Manufacturine Practice reculations (21 CF 110) You aleo have a recnoncihilitvy to nice
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nrocedures to nrevent further violations of the Federal Food Druoc and Caoemetic Act and all annlicahla
r WRAIVS U AV LALL ARl AVARLVAVLALD VA LAV A VRVATL 1 ULy i ugy QLU U USLHLIVUIIY SAVL aliu Gl u}ll}ll\.«aul\i
regulations.

Your response should be directed to Patricia K. Schafer, Complia
address.
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Patricia K. Schafer L/
/
Acting District Director

Enclosure: Form FD



