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1431 Harbor Bay Parkway
Alameda, California 94502-7070
Telephone: 510-337-6700

CERTIFIED MAIL
T ESTED

July 25, 1997

Our Reference: 2953449
Glynn Ross, President
Marina Seafoods

74-425 Kealakehe Pkwy
Kailua-Kona, Hawaii 96740

— WARNING LETTER

Dear Mr. Ross:

On June 10, 1997, FDA Investigator John Cook, FDA Biologist Linda Cruz, FDA National
Sensory Expert James Barnett, and Hawaii Food and Drug Inspector Lynn Wong conducted an
inspection of your seafood processing facility at 74-425 Kealakehe Pkwy, Kailua-Kona,
Hawaii. The inspection revealed insanitary conditions which constitute violations of the
Federal Food, Drug and Cosmetic Act, and related regulations for good manufacturing
practices (GMPs) which are established in Title 21, Code of Federal Regulations, Part 110
(copy attached).

During the inspection, Biologist Linda Cruz and Sensory Expert James Barnett performed
sensory evaluation on a variety of fish that were being held in your refrigerator. Sixteen (16)
pieces of fish including shark, mahimahi, and tuna were found decomposed (Class 2 and 3).
These fish were adulterated within the meaning of Section 402(a)(3) of the Act, in that they are

in whole or in part decomposed. These decomposed fish were ultimately destroyed during the
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At the conclusion of the inspection, FDA presented a list of inspectional observations (Form
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FDA 483) to Mr. Clinton Ross, employee. In accordance wit

[
0
[
[

=
[ t<

5 ‘
; e refrigerator floor: 10od on the refricerator floor

1CILN tulid 1 1 e Telligetatorn 11008 114llQ D100Q OI1 UNC TCITIZgCralor 11001
and storage nallets: a cloooed floor drain cansine water to back un and flow onto the
[¢F S LV uth“b\f r““"u’ - 'lvbcv\‘ AANJNJA NaAfairas V“uulll& TY LWL LU UiawiaALs “t’ QALANAG LAV VY UIAVU uidWw
nrocessinoe room floor: dirtv an eavilv ccared cutting hnarde: the nracanca and ¢taraga f
PAVUVVOUllls AVUVILL 11UVL, Vi) Qlid uvaAvil)y OoVvVibvu Vullilig Uvaliug, tiv pivoviive ailv ou.uasu Ul
nld daraomnnced fich in the rafricaratar fcama data taoce woara 4/71 and A/72): and tha nracannca
Ui, GCLUIHIPOUSCU 1511 1l ulC ICHIIECIdUL (\SULIC UatC dgs WUIC 4741 allu /45, 4ilG ul€ Proéscince
and etaraca nf Aunaganace rrahe urith ciogne AfF cavvara franrar hirrngc Nthae Ahavoratineo s~ + ligénAd
aliu DlUlasC Ul UUILIZTLIIUOD LiaUd willl 315 1D Ul DU VOILIC 1100/Z01 DUlLLL UJLICL UUCL vallvlld 110t 1DLICU
nam thhn TAases ETMMA A02 conliadad., ficl nnsnncone nrtrnead oy Jiatzr cmlocéin dnemmnzzliemn, £.L
UIl UIC ULl CIJA 400 HICIUUCU., 1IdI1 CAILaddCd COVOICU Uy Ulit pldbl (& Ld[pdullllb, 11811
EOSIINE S B SR T VR TR IOV SUUE S SN L T~ 0 T - S TP S SUUE S S
1INenaca 101 ovdit d1d cnuin COMINIngica witll 118l 101 all Consuinpuon 1 a crowaea ana

P 1

Il
unkempt freezer; headed and gutted thresher shark held directly on the refrigerator fioor; and
an empioyee observed scrubbing the skin of a thresher shark with the same push-broom and
water he just used to scrub the refrigerator fioor.

Foods processed in your facility under these conditions are adulterated within the meaning of
Section 402(a)(4) of the Act in that they have been prepared, packed or held under insanitary
conditions whereby they may have become contaminated with filth, or whereby they may have
been rendered injurious to health. Adulterated foods are subject to seizure as authorized by
Section 304 of the Act. Section 301(a) prohibits the introduction, or delivery for introduction,
into interstate commerce of any adulterated and/or misbranded food. Section 301 (c) prohibits
the receipt in interstate commerce of any food that is adulterated, and the delivery or proffered
delivery thereof for pay or otherwise. The adulteration of food after receipt in interstate
commerce is prohibited by Section 301(k).
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Failure to correct the violations may resuit in legal sanctions such as seizure and/or injunction
without further notice.

Please advise us in writing, within fifteen working days of receipt of this letter, the measures
you have implemented to correct these violations, including an explanation of each step being
taken to prevent recurrence of these violations. We request that your response also address
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the storage and handling of fresh fish at your firm. Please direct your response to Ms. Erlinda
N. Figueroa, Compliance Officer (Telephone: 510-337-6795; Fax: 510-337-6707).
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Attachment: Copy of Title 21, Code of Federal Reguiations, Part 110



