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~pril 19, 2001

. Your firm’s recording thermometer chart records were not aiways identified
by date, the product, and other data as necessary so that they can be

correlated with the written records of iots processed {21 CFR 113.100(b)].

. Your firm’s recording thermometer charts were not signed or initialed to
indicate review by a representative of management within one working day
after the actual process [21 CFR 113.100(b)].

. Your firm did not process your products in conformity with the scheduled

process filed with FDA [21 CFR 108.35(c)(3)(i)]. We note that based oly,
S the scheduled process for conch chowder in 303 x 406 cans
calls for an initial temperature of @l degrees F and for@ minutes at
processing temperature ff§degrees F. However, your firm processed
conch chowder on February 6, 2001 at initial temperatures of JiiiRlegrees F
and @il degrees F and for §f§ minutes at processing temperature il
degrees F. If this modification to your filed scheduled process is to be used
on a regularly scheduled basis, you must promptly file the modified process
as a scheduled process.

o Your firm has not registered or filed any processes including the scheduled
processes which show the principal place of business and location of your
canning establishment at the current address in accordance with 21 CFR
108.35(c)(1) and (2).

You should know that these serious violations of the law may result in FDA taking
regulatory action without further notice to you. These actions include, but are not
limited to seizure and/or issuance of an order of need for a Temporary Emergency
Permit.

It is necessary for you to take action on this matter now. Please respond in writing
within three (3) weeks from your receipt of this letter. Your response should outline
the specific things you are doing to correct these deviations and prevent their
reoccurrence. Any corrective actions taken should apply to all of the Low Acid
Canned Foods you manufacture. You may wish to include in your response
documentation such as new registration and process filing forms or the resuits of a
temperature distribution study that would assist us in evaluating your corrections. If
you cannot complete all corrections before you respond, we expect that you will
explain the reason for the delay and state when you will correct any remaining
deviations.
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