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In reply refer to Warning Letter SEA 01-26

Diane L. Zollinger, Owner
Felix Custom Smoking
17461 147" Street SE, 2A
Monroe, Washington 98272

WARNING LETTER
Dear Ms. Zollinger:

We inspected your firm located at 17461 147™ Street SE, 2A, Monroe, Washington, on October
5, 6,10, 11, 12 and 13, 2000, and found you have serious deviations from Title 21 of the Code of
Federal Regulations (21 CFR) Part 123 - Fish and Fishery Products (Seafood HACCP
regulations). A FDA 483 form (copy enclosed) listing the deviations was presented to you at the
conclusion of the inspection. These deviations, some of which were previously brought to your
attention, cause your tuna jerky and hot smoked vacuum packaged tuna to be in violation of
Section 402(a)(4) of the Federal Food, Drug, and Cosmetic Act (the Act). You can find this Act
and the Seafood HACCP regulations through links in FDA's homepage at www.fda.gov.

The deviations were as follows:
1. You must have a HACCP plan that lists the food safety hazards that are reasonably likely to

occur, to comply with 21 CFR 123.6(c)(1). However, your firm's HACCP plan for tuna jerky
(titled Salmon Jerky) does not list the food safety hazard of scombrotoxin (histamine)
formation. There is a reasonable likelihood of scombrotoxin (histamine) formation any time
scombrotoxin-forming fish are exposed to temperatures above 40°F. Our investigator
observed cooler temperatures ranging from 43-46°F throughout the inspection. Our
investigator checked the temperature of the tuna during butchering and recorded a
temperature of 48°F. Therefore, scombrotoxin (histamine) formation should be identified as
a food safety hazard and as such, should include monitoring of cumulative exposure time.

2. You must have a HACCP plan that lists the critical control points, to comply with 21 CFR
123.6(c)(2). However, your firm's HACCP plan for hot smoked vacuum packaged tuna does
not list the critical control point of cooling for controlling the food safety hazard of
Clostridium botulinum
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Re: Warning Letter SEA 01-26
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