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%, Food and Drug Administration
Nera Florida District

555 Winderley Place
Suite 200 '
Maitland, Florida 32751

Telephone: 407-475-4700
FAX: 407-475-4768

VIA FEDERAL EXPRESS
WARNING LETTER

FLA-01-47
March 29, 2001

Stanley Markman, President
American Smoked Fish Co.
64 NE 73" Street

Miami, FL 33138

Dear Mr. Markman:

We inspected your firm, located at 64 NE 73" Street, Miami, FL on October 3, 6 and 10, 2000
and found that you have serious deviations from the Seafood HACCP regulations (21 CFR
Part 123). These deviations, some of which were previously brought to your attention, cause
your hot and cold smoked fish and smoked fish dips to be in violation of Section 402(a)(4) of
the Federal Food, Drug, and Cosmetic Act. You can find this Act and the seafood HACCP
regulations through links in the FDA's home page at www.fda.gov.

The deviations were as follows:

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 plans for vacuum packed hot smoked
kippered salmon and cold smoked nova salmon fillets do not list the cool down step as
a critical control point to control the food safety hazard of pathogens.

You must have a HACCP plan that lists the critical limits that must be met, to comply
with 21 CFR 123.6(c)(3). However, your firm's HACCP plans for vacuum packed cold
smoked nova salmon and vacuum packed kippered salmon list critical limits that are
not adequate to control the food safety hazard of botulism toxin formation. The critical
limits at the Brining Critical Control Point do not include all the necessary values, such
as actual thickness of product, actual time and actual salt concentration, to assure that
the finished product contains adequate proportions of water phase salt in the loin
muscle.
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bcc:  HFR-SE240/ KWH /LGL JKT/WL FILE
HFR-SE250/DJG/EI JKT
MIA -RP/KMS/MAE
HFA-224
HFI-35 (PURGED)
HFC-210
HFS-607

Dr. H. Wayne Derstein, w/483

Envir. Administrator, Food Inspection
FDACS/Division of Food Safety
3125 Conner Blvd.

Tallahassee, FL. 32399-1650

approved by HFS-607 on 3/28/01
received: 3/28/01
final: 3/29/01 mrj fl’)



