
September 10,2004 

Mr. Aubrey Ray Hopkins, President 
Mississippi Seafood ExchangeJ inc. 
795 East McDowtll Rod 
Jockson, Mississippi 39204 

Dear Mr. Hopkins: 

On July 7, 8 and 19,2004, a United State8 Fa-d and Dru Administration (FDA) invcstiga-Jr 
iaspected your seahod proccsSing facility, Locatad at 795 Enst McDoweU Road, Jockson, 
Mississippi. We found you bave m i o u  deviotioar h m  the Serfbod Hazard Aadysis CriticaI 
Control Point (HACCP) regulations, Title 21, Code of Federal Regulations, Part 123 (21 CFR 
123). In accordance With 21 CFR 123.6@), failure of a processor to have and implcmcnt a 
MCCP plan that complies with this &on or o h w i s e  aperate in accordance with the 
requinmcnts of this part, ftndcrs thc fishery pmducts adulterated withm the meaning of Section 
402(a)(4) of the Fedcral Food, Drug md Cogmctic Act (the Act), 21 U.S.C. 9 342(a)(4). 
Accordingly, your rcfhgeratcd tuna L adultautsd, 89 the bna haa bcen prepared, packed, 
or held under insanitary conditions whcrcby it may bave become contrminated with filth, or 
whercby it may have been rendered injurious to health. You may find the Act and the Seafood 
HACCP regulations k u g h  links in FDA’s Internet home page at m . f d k n 0  V. 

Thc deviations obsaved during the FDA inspection and of wncczn to us are as follows: 

You must implement the record keeping systkm you listed in your HACCP plan to comply 
with 21 CFR 123.6(b). However, your h n  did not m r d  monitom obsarVations at the 
receiving, processing, and storage critical control points to control acombrotoxin (histamine) 
formation listed in your HACCP plan f a  fitsh fish pmducts produced from histamine- 
producing fish species. 

0 You must conduct a hazard analysis to determine whether t h a t  arc food safkty hazards 
reasonably likely to occur and have a HACCP plan listing, at minimum, the &tical control 
points to comply with 21 CFR 123.qa) and (cH2). A critical control point is d e M  in 21 
CFR 123.3(b) as a ”point, stepJ or procsdure in a food process at which control can be 
applied and a food safety hazard can as a result be prevented, eliminated, or reduced to 
acceptable levels.” However, your firm’s HACCP plan for h h  fish products produced 
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h m  histamine-producing fish species does not list the critical control point of distriiution 
for controlling the f d  matkty hrzard of histamina fixmation. 

On July 8,2004, our inspection of your firm, the FDA inveaigotOr collected a sample of 
your frcah, refkipat4 tuna. AnaIysir of the sample by tbe FDA Southeast Regional Ltbarotory 
(SRL) h ind  155 to 420 pazts per million (ppm) histamine. You may have lrbccivcd a I c # a  fiom 
SRL notipvlng you of these srulytical res&. SRL atso nnafyl;cd a ample of tuna colk?cted by 
the Mississippi State Health kparhmnt Laboratory (MSHDL) h m  
mstaumn~ The MSHDL collected that sample during ib blkrw-up of a consumer complaint 
documenting cirrcumstonces wurouading m illness believed to be caused by consumgtioa of tuna 
procMIsad by your firm. Analysis of the MSHDI, sample bund 502 to 901 ppm histamine. The 
FDA lrnd MSHDL m n p k  w a e  f h n  the name fresh tuna. Tbe ppescncc of histamines causcs 
your fresh tuna product to be in violdon of Section 402(a)(l) tad (3) of tbc Act, 21 U.S.C. fi 
342(a)(1) and (3). 

Histamine is a chemical which may cause Serious i l k s  at levels as low as 200 ppm and is 
commonly the result of spoilage of fish due to turnperatwe &we. Fish plocessors should take 
all pncautions necessary to reduce the ridr of development of histamine. This can be acbieved 
by creating and following a HACCP p h  and maintaining temperature monitoring TBcofd8 to 
show the temperature of the fish is being controlled. We strongly recommend you take 
corrective action as soon as possible. 

This letter may not list all the deviation8 at your fircility. You am responsible for cnsuring your 
processing plant operates in compliance with the Act, the senW HACCP regulations, and the 
Good Manufacturing Practice regulations, 21 CFR 110. You also have a rqomibility to use 
proccdurcs to prevent firrther violationri of the Act and all applicable regulations. 

The observed deviations were brought to your attention during the discusSion of the FDA Form 
483 issued to you on July 19,2004. We may take fiuther action if you do not correct these 
violations promptly. For instance, we may take firrtha action to sei= your products and/or 
enjoin your firm from operating. 

We am aware you d e  a verbal commitment to correct the observed deficiencies during the 
inspection. However, you must rsspand m Writing, within 15 working day8 of thc receipt of this 
letta, the steps you have taka to conect the noted violations, including an explanation of eacb 
step taken to prevent the m m c c  of War violations. Your reqmnse should outline the 
specific things you are doing to correct these deviations. You should inchde in your response 
documentation, such as copies of receiving mads, tempedature monitoring records, 
thmnometcr calibration records, or other usefw. infomation to assist us in evaluating your 
corrections. If you cannot complete all c o d o m  before you respond, we expect you to explain 
the reason for your delay and state when you will correct any remaining deviations. 

Please scnd your reply to the US. Food and Drug Administration, Attention: Cynthia R 
Crocker, Compliance oaficcr, 100 W. Capitol Street, Suite 340, Jackson, Mississippi 39269. If 
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p u  have qudom ngarding any hue in this lctter, please contact Ms. C m k a  at (601) 965- 
4581, Cxtcneion 106. 

sincerely, 

New Orleans District 

Enclosure: Form FDA 483 


