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●++*,O February 12, 1998 FOOD & DRUG ADMINISTRATION

466 FERNANDEZ JUNCOS AVENUE

SAN JUAN, P.R. 00901-3223

WARNING LETTER
SJN-98-09

Certified ~
Return Receipt Reauested

Mr. Reinaldo Colon Colon
President
Frutas Tropicales, Inc.
P. O. Box 79
Santa Isabel, PR 00757-9998

Dear Mr. Colon:

During the recent inspection of December 10, 1997 to January 22, 1998, conducted at your
low-acid vegetable and fruits cannery facility, Frutas Tropicales, Inc. located at Road #701,
Km. 0.2, Salinas, Puerto Rico, an investigator from our office observed and documented
insanitary conditions and practices causing food products manufactured in your facilities to be
adulterated with in the meaning of Section 402(a)(4) of the Federal Food, ~ & Cosmetic
~ (FD&C Act), in that they have been prepared, packed and held under insanitary
conditions whereby they may have become contaminated with filth, or may have been
rendered injurious to health.

At the conclusion of the inspection, our investigator issued an FDA-483, Inspectional
Observations form, which del iniates a number of insanitary conditions and practices. These
are summarized as follows:

a. Live insect activity on and in a lot of raw red kidney beans, consisting of 153/100 Lb.
bags of “MAC’S Heart of Lakes BEANS” processed by Perco Bean Co., Perham, MN.,
stored at your plant warehouse for further processing. Our subsequent analysis of the
sample co] Iected by our investigator has confirmed the presence of insects.

b. Inadequate and insanitary practices in storing raw beans precluding proper sanitation and
clean-up, including spillage of beans on the floor, as well as disorderly and inappropriate
storage of equipment and other restaurant artifacts in the plant warehouse and throughout
the plant grounds.

c. Failure to provide protection against insects and other pests entering the warehouse
through the sanitary (toilet service room) facility.

We acknowledge that you took prompt action to recondition and fumigate the lot of red kidney
beans. You segregated and destroyed eleven (11 ) bags that evidenced heavy insect infestation and
fumigated the remaining bags. This action assures this food product is not adulterated and is fit
for human consumption. We also understand that the remaining 142/100 lb. bags are being
voluntarily held by you pending further examination. Please be advised by this letter that you
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should continue to take measures to prevent further insect infestation and promptly inform this
office of your plans for the disposition, including further reconditioning, of these bags of beans.
Once you do so, we will assign an official from our office to monitor this activity.

In addition, we advise you that you should operate under all provisions of21 CFR Part 113,
Thermally Processed Low-Acid Food Packed in Hermetical y Sealed Containers. The inspection
revealed deficiencies to these requirements, such as:

a. Temperature reading device for blanching not properly adjusted.
l.). Conveyer belt speed for the blanching process not checked.
c. Retort temperature recording device not secured to prevent unauthorized changes.

The above identification of violations is not intended to be an all-inclusive list of deficiencies at
your facility. It is your responsibility to comply with the FD & C Act and to assure adherence
to each requirement of the Good Manufacturing Practices Regulations. You should take prompt
actions to correct these deviations. Failure to do so may result in regulatory action without
further notice. These regulatory act ions may include seizure and/or injunction.

Please notify the San Juan District Office in writing, within fifteen (15) days of receipt of this
letter, of the steps you have taken to correct the above noted violations, including the steps you
are taking to prevent the recurrence of these or similar violations.

Your reply should be sent to the Food and Drug Administration, San Juan District Office, 466
Fernandez Juncos Ave., San Juan, Puerto Rico 00901-3223, Attention: Andres Toro, Compliance
Officer.

cc: Jose Colon
General Manager
Frutas Tropica]es, Inc
P.O. Box 79
Santa Isabel, P.R. 00757-9998


