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On May 18 - 21, 2001, an Investigator from the Food & Drug Administration (FDA)
conducted an inspection of Zambales Bakery and Fast Food, iocated at the above address.
significant deviations from Titie 21 of the Code of Federai Reguiations (21 CFR) Part
123 - Fish and Fishery Products Reguiation. By reason of these deficiencies, the products
processed at your facility are aduiterated within the meaning of Section 402 (a) (4) of the
Food, Drug and Cosmetic Act (the Act).

Our investigator found the following deficiencies related to ready-to-eat cooked
eviscerated fish as a refrigerated product:

1. Monitoring procedures listed in your HACCP plan were not followed as required by
21 CFR 123.6(b). Specifically, during your processing of product on May 18, 2001,
you did not record the monitoring data for the cooking critical control point as
required by your HACCP plan. A review of your firm's records showed you were
only recording data once during a day's production and not at each cook as required
by your HACCP plan. >

2. Your HACCP plan does not list all of the critical control points for each identified
food safety hazard as required by 21 CFR 123.6(c)(2). Specifically, your HACCP
plan fails to identify "Storage of the Finished Product" as a critical control point for
the hazard of pathogen growth after cooking. The storage of the cooked smoked
flavored fish prior to distribution must be controlled and monitored to ensure that
pathogens may not form due to temperature abuse.
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3. You have failed to maintain sanitation control records that document sanitation
monitoring in your firm as required by 21 CFR 123.11(c). Specifically, other than the
cleaning of food contact surfaces, you are not recording the key sanitation conditions
and practices listed in 21 CFR 123.11(b).

4. Your HACCP plan includes a corrective action that was not developed in accordance
with 21 CFR 123.7(b). Specifically, the corrective action for a deviation from the
critical tintits for the product cook does not ensure that the cause of the deviation is
corrected nor that the product failing to meet the critical limits will not enter
commerce.

In addition to these observations listed on the form FDA 483 and discussed with you at

the conclusion of the inspection, our review of the Scad, Milk Fish, Butter Fish Tinapa
product labels collected at the time of the inspection reveals that these products are in

violation of section 403 of the Act and 21 CFR Part 101 - Food Labeling as follows :
5. These products are misbranded in that they fail to bear the name and
of your firm as required by section 403(e)(1) of the Act and 21

not listed your firm's street address (unless your are listed in a current city dire
or phone book), city, state, and zip code.
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Your written repiy shouid be directed to:

Mr. Thomas L. Sawyer, Director, Compliance Branch
U.S. Food & Drug Administration

19900 MacArthur Bivd, Suite 300

Irvine, CA 92612-2445.

Sincerely, -

]

Alonza Cruse
Los Angeles District

cc: California Department of Health Services, Food & Drug Branch
601 N. 7™ Street

Sacramento, California 94234-7320
Attn: Stuart Richardson, Jr., Chief



