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Do you have guestions about importing/exporting?

www.GRCustomsLaw.com

GrayRobinson

Customs & International Trade Law Blog

Home About Us Sobre Nosotros

Showing posts sorted by relevance for query salmonella. Sort by date Show
all posts

WEDNE SDAY, MAY 9, 2012
FDA Import Alert: Is there Salmonella in Your Seafood?

The U.S. Foed and Drug Administration (FDA) almost daily
issues "lmport Alerts". A recent one that affects many seafood
importers was issued on May 1, 2012 is Import Alert #16-81,
and is entitled "Detention Without Physical Examination of
Seafood Products Due fo the Presence of Salmonella.” The
Import Alert identified hundreds of specific companies frem
countries all over the world. Any seafood from those listed
companies on the "Red List" will not be allowed to enter the
United States, but instead be detained because of the
suspected presence of salmenella pursuant te 21 USC 801(a)
(3).

Peter Quinter

Fortunately, there is a procedure to clear the seafood through FDA for any automatically
detained seafood, even If it is on the Red List.  Although many people mistakenly believe
that adulterated food may come from certain countries such as China, the truth is that
there are hundreds of companies listed from countries including Kerea, Japan, Thailand,
India, Philippines, etc. An importer must establish to the FDA that the particular shipment
of seafood has been tested using the Salmonella Analyses described in the
Bacternological Analytical Manual (BAM), 7th Edition {1992). Use of a private laboratory
familiar with food testing for FDA import procedures must be contacted, and samples
obtained, submitted, and analyzed by the food testing laboratory. A laboratory report
must then be issued by the private laboratory to the FDA. COnce the FDA laboratory
reviews the report and determines that the particular shipment is not adulterated with
salmonella, the FDA Compliance Officer at the local port where the food i1s being
detained will authorize the release of the shipment through an FDA Motice of Action.
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Learning Objective

* Avoiding common and costly errors for seafood
Importation and distribution.

« Compliance with U.S. Government regulations
and procedures to avoid detentions, delays,
seizures, penalties, and criminal prosecution.
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Entry to Selection of Refusal by FDA
Examination for Misbranding
by FDA or Adulteration

CBP Demand Proof of Destruction Under FDA Supervision on

for Redelivery

CBP Form 7512 or Proof of Exportation under
CBP Supervision on CBP Form 3499

Liquidated Damages Claim by CBP for 3
Times the Value of Shipment Up to the
Maximum Amount of the Import Bond

Petition
Mitigation

www.gray-robinson.com
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CBP Form 301
Customs Bond

www.gray-robinson.com

DEPARTMENT OF HOMELAND SECURITY
U.S. Customs and Border Protection

OME Mo. 1851-0050 Exp. 05/31/2017

CUSTOMS BOND eBp
19 CFR Part 113 UsE
oMLY

BOND MUMBER |Assigned by CEP)

Broker Filer Code: Surety Reference NMumber:

In order to secure p lnt of any

United States in the amunt or_amounts, as set

. tax or charge and compliance with law or regulation as a result of al:‘h\-'ly Execution Date
coverad any con referenced below, we, lh.bqblzul.r name principal(s) and surety(ies), bind ourselves to the

SECTION | = Select Single Transaction OR Continuous Bond (not both) and fill in the a
I Identification of tr i red by this bond mib

O s NBNL_sEnc“m ‘mlu nuor?1b.l'. an:sim: jon Secul by this bond (e.g.. entry number,

BOND

licable blank spaces.
Transaction Date Port Code

amounts listed below for liabilities that accrue in each peri

Effective Date | This bond remains in force for one year baginning with the effective date and for each succeedin
O Eaguuuus annual period, or until terminated. This bnn%::mngﬂutm a ::F.m bond for each peried in the @

The intention to tmnah!hu bond

must be conveyed within the period and manner prescribed in the CEF Regulations.

SECTION Il — This bond includes the following agreements. Check one box only. (Except 3a may be checked indepandantly or with 3.)

(Indludes bondad camiers, fresght forwardars

cartmen and lightermen_all classes of

warahouse, container Stabon aperatars)
-Continvous Bond Only-

-Singk Transacton Omly-

Activity Activity Mame and CBF Regulabons Limit of Ligbility Actiwity Activity Name and CBP Regulations Limit of Liability
Code in which conditions codified Code in'which conditions codified
[mE mpaortar or brokar 511362 Oe Datention of Copyrighted Materal
§112.70
-Single Transacton L‘ﬂ—
D 1a Drawback Paymants Refunds £113 65 D g Mautrality §11271
-Single Transacton Only-
D 2 Custodian of Bonded Merchandise §113 63 D 10 Court Costs for Condemned Goods

§11372

Labeling Acts Importation
-Surghe Transaction Only-

|:| a Internaticnal Camer 511384 D 11 Airport Secunty Bond Part 113 App A
|:| ag | Instruments of Intemational T’sfﬁt, &112.66 D 12 International Trade Commission [ITC)
-Contnvous Band O Exclusion Bond Part 113 App B
e Foresgn T rade Zone §113.73 = In-Bond Export
-Comnlinuous Bond Oniy- Consolidation Bornd
Dﬁ Public Gauger §112.87 D 15 Intellectual Froperty Rights (IFR)
Os ‘Woel & Fur Products. 511368 [J16 | mporter Security Filing (ISF)

Part 113 App D

[mE Bill quacnu §11268 07 Marina Terminal Cperator
-Singhke Transachon Only- -Continuows Bond Omly-
PRINCIPAL By chacking the baox fou agree thatyou flave a | AFFIX SEAL or Check Box

Name and Physical Address (incivding legal descrotion CBP Identification Number:

and state of incorpovation)

Signature

[] Check Box

though it was made by the principal(s). Principal and surety agree that they are bound to the
same extent as if they executed a separate bond covering each set of conditions incorporated
by reference to the CBP regulations into this bond. If the surety fails to appoint an agent under
Title 31, United States Code, Section 9306, surety consents to service on the Clerk of any
United States District Court or the U.S, Court of International Trade, where suit is brought on

this bond. That clerk is to send notice of the service to the surety at: k

Principal and surety agree that any charge against the bond under any of the listed names is as | Mailing Address Requested by the Surety

SURETY

Name and Physical Address [inciuding kegal descrisbon Agent |D Number

and stalke of incarporation)

Surety Number

Signature

[[] Check Bax

CBP Form 301 (DB 2)
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Seafood Fraud

1. Seafood Substitution

Substituting an inexpensive species for one of higher value can be
relatively easy. The differences in the taste and texture of different fish
species’ flesh may be subtle, and therefore it is frequently difficult to
identify a species in fillet form, especially after it is prepared for
consumption.

2. Seafood Short-Weighting — overglazing, soaking, and breading

3. Mislabeling Country of Origin (transshipments)

www.gray-robinson.com
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Transshipment and Mislabeling to
Avoid Customs Duties

Transshipment occurs when foreign producers ship goods through a second
country en route to the United States. Transshipment is illegal if done for the
purpose of circumventing duties and other applicable trade restrictions.

EXAMPLES

1. Shrimp from China to the United States by way of Cambodia and Malaysia
to avoid paying antidumping duties levied by the United States on shrimp
imported from China.

2. Vietnamese catfish has been mislabeled as sole specifically to avoid paying
antidumping duties.

www.gray-robinson.com 10
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Adulterated

A food shall be deemed to be adulterated:

(1) if it bears or contains any poisonous or deleterious substance which
may render it
* Injurious to health; but in case the substance is not an added
substance such food shall not be considered adulterated under this
clause if it the quantity of such substance in such food does not
ordinarily render it injurious to health; or

(2) If it bears or contains any added poisonous or added deleterious
substance

(3) if it consists in whole or in part of any filthy, putrid, or decomposed

substance

www.gray-robinson.com 11
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Misbranded

A food shall be deemed misbhranded If:

— (1) its labeling is false or misleading in any particular
way; or

— (2) its advertising is false or misleading in a material
respect

* |If it Is offered for sale under the name of another food

 If it is an imitation of another food, unless its label bears, in
type of uniform size and prominence, the word “imitation”
and, immediately thereafter, the name of the food imitated

* |f its container is so made, formed or filled as to be

misleading.

www.gray-robinson.com 12
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Detention without Physical
Examination (DWPE)

= DWPE is appropriate when there exists a
— history of the importation of violative products,
— or products that may appear violative,

— or when other information indicates that future
entries may appear violative

= Detention without physical examination properly places
the responsibility for ensuring compliance with the law
on the importer.

www.gray-robinson.com 13
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Notice of FDA Action

* Products that appear (from examination or
otherwise) to be violative may be detained
and ultimately refused entry into the U.S.

www.gray-robinson.com 14



GRAY ROBINSON

ATTORNEYS AT LAW

Refusal

« The product then has to be exported or
destroyed (in accordance with CBP Bulletin)

within 90 days otherwise subject to Liquidated
Damages.

www.gray-robinson.com
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REFUSAL OF ADMISSION

REDELIVERY WITH FDA VERIFICATION REQUESTED

Examination of the following producls have been made and you have been afforded an opportunity to respond to a

notice of detention. Because il appears that the products ars not in compliance, you are hereby notified that they

are refused admission,

Lime ACSIFDA Product Descriptian
003001 FRESH GREEN PAPAYA
Refused : 29400 LB

FDAGCA Section 402(a)2)(B), B01(a)3); ADULTERATION

The article appears to be a raw agricultural commeodity thal bears or condaing a pesticide chemical which is
unzafe within the mearing of Section 408(2). Product detained dus to a previous violative entry. Provide

private laboratory testing for pesticics Carbendazim.
For the Disirict Director of Customs:
Jose Luis Arroyo-Acosta, Compliance Officar (305} 994-3040
i istri A0 SA4-30EE (Fik
(Region/District) fpoerunmwfol:ﬂcnjsrﬁ@FMHHs.uu\r
U.5. Food and Drug Administration

BEQD MW 36th Street, Suite 700
fMiami, FL 33166

A request has bean made o Cusloms to order redelivery for all the above product(s), in accordance with 18 CFR

141113, which were condilionally released 1o you under teems of the enfry bond. Failure to redeliver into Customs

custody will result in a claim for liguidated damages under the provisions of the entry bond.

Thesa products must be exported or destroyed under Customs supervision within 90 days from the date of this
notice, o within such additional fime as the District Directer of Cuslom specifies, Failura to do so may result in
destruction of the products. Distribution of the products may result in their seizure andior injunction or criminal

prasacution of persans responsible for theér distribution,

¥iaou are required {o have FOA verify the identificaticn, exporiation, or destruction of the above products. Contact

the individual listed above to amange for the required verification.

After completion of the exportation or destruction forward the original of the signed CF-7512 or CF3488, along with

any ather documents required by Customs, and a copy of this natice to:
.5, Custorme and Border Protection
BEOT MW 251h Streel
Room 202, Team 428
Miami, FL 33122

In addition forward copies of the signed CF-7612 or CF-3499, and any other records which document expart or

destruction, to the individual ksted above,

Matice Prepared For: The District Director, U.S. Food and Drug Administration )
Nofice Prepared By:  JA (S \ (_ L fZ/ZUI 2

“You are ordered to redeliver this merchandise to CBP's custody. FDA Wm

This can be accomplished by exporting or destroying under CBP
supervision. Forward the original copy of the signed CBPFT512 or (Signature)

CBPF3499 to the CBP/FDA Joint Team 488 with ugupyofthin
notice. Failure to comply with this notice will result in the
mssessment of liquidated damages.”

www.gray-robinson.com

for PORT DIRECTOR OF CBP
CBF PORT NO. J203

MIAMI INTERNATIONAL AIRPORT
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U.S. CUSTOMS AND BORDER PROTECTION . © 20161703:

ATTORNEYS AT LAW NOTICE OF PENALTY OR PORT CODE AND TRME
LIQUIDATED DAMAGES INCURRED 1703 SAVANNAS
AND DEMAND FOR PAYMENT

IBVESTIGATION FILE HO.
ID: 200

12 USC 1618, 1% USC 1s23 )
TEAM NUMBER: 433

DEMAND IS HEREBY MADE FOR FAVHENT OF £50,000.00, RECRESENTING
LIQUIDATED DAMAGES ASSESSED AGATWST YOU FOR VIOLATION OF LAW OR
RECULATION, OR BREACH OF BOMD, AS SET FORTH BELOW:

REDELIVERY NOTICE(CF4647) ISSUED: 03/10/2015 REDELIVERY REQUIRED: 04/10/2015
ENTRY #
225958 EGS PROZEN TILAPIA FILLETS
#2398 KGS OF FROZEN TILAPIA FILLETS WERE ENTERED OM 02/13/2015 ON ENTRY
IN CONTAINER - FDA RESCINDED THE "MAY PROCEED® AND
THE MOTICE TO REDELIVER (CBF FURM 4647) WAS ISSUED 0N 03/10/2015.
AS OF THIS TIME, REDELIVERY HAS NOT OCCUREED.
DESCRIBED MERCHANDISE NOT REDELIVERED INTO CUSTOMS CUSTODY AFTER
REFUSED ADMISSION BY THE FOOD AND DRUS ADMINLSTRATION.

Notice of Penalty or

I I d LW OR REGULATION VIOLATED BOND BREACHED
LIqUIdate Dam ag €S 19CFR141.113 HOWD TYPE: 1
21USCIBL
Eﬂﬂl_ﬁf.
DESCRIPTION OF BOND: | FORM NOMBER- AMOUNT ; ]ﬁﬂ:
IMEORTER BROKER N 550, 000,00 06/28/30132
MAME AND ADDRESS OF PRINCIPAL ON BOHD
“hAms AND AUDEESS OF SURETY ON BOND ) SURETY MO,

|
IF ¥OU FEEL THERE ARE EXTENUATING CIRCUMSTANCES, YOU GAVE THE RIGHT TO OBJECT
TD THE ABOVE ACTION, TOU'R.FEEITIGHSHUUIDEZFIAIHHH!WUSMNDTHE
PEMALIZED FOR THE CITED VIOLATION. WRITE THE PETITION AS A LETTER OR IN
LEGAL FORM; SUBMIT IN (DUPLICATE } ADDRESSED TO THE COMMISSIONER OF CUSTOMS
AND BORDER FROTECTION, AND FORWARD TO THE FP&F OFFICER AT: U.8. CBP FP&F OFFI
CE, ONE EAST BAY STREET, SAVANNAH, GA 31401 .
UNLESS THE AMOUNT HEREIN DEMANDED IS FAID OR A PETITION FOR RELIEF IS FILED
WITH THE FP&F OFFICER WITHIN THE INDICATED TIME LIMIT, FURTHER ACTION WILL
BETAMHMHIDNHITHBDNDDRMTTERHIILBEEEFERHENUEM.
TIME LIMIT FOR PAYMENT OR FILING PETITION: &0 DAYE FROM DATE OF THIS MNOTICE.,
“BEIGNATURE : TITLE D B

M, % FPLF OFFICER (512) 447-%240| 11/04/2015
_ﬁﬁmﬂa | {11/04/2018)

—

www.gray-robinson.com
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Removal from Import Alert List

 FDA'’s Regulatory Procedures Manual provides guidance to
those who wish to get off the Import Alert list:

« Generally, one would need:

— A minimum of five consecutive non-violative
commercial shipments must enter the U.S.,

— At least one of the five non-violative entries should be
audited by the FDA to ensure compliance,

— The five shipments must be over a reasonable time
period, not one day

— A Petition must be filed with the FDA requesting that the
Importer be removed from the automatic detention list

www.gray-robinson.com 18
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‘H(ﬁ U.S. Department of Health and Human Services

FOA U.S. FOOD & DRUG AtoZindex | FollowFDA | EnEspaficl

ADMINISTRATION EEN -

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | “accines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

For Industry

Home » For Industry » Import Program » Actions & Enforcement » Import Alerts

Search for Import Alerts

Removal from Import Alert f sHerE in UNKEDIN | @ PINIT | & EMAIL | & PRINT

» Search for Import Alerts
Where can | find a list of FDA import alerts?
+ Browse import alerts by country/ area
= Browse import alerts by industry
+ Browse import alerts by number assigned to each alert

- Browse import alerts by last published date

Page Last Updated: 09/27/2013

Mote: If you need help accessing information in different file formats, see Instructions for Downloading Viewers and Players.

Language Assistance Available: Espafiol | EE8557 | Tiéng Viét | S+20{ | Tagalog | Pyccemii | &b | Kreydl Ayisyen | Frangais | Polski | Portugués | Italiano | Deutsch | BEER | —8
Enaglish

www.gray-robinson.com 19
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U_S. Department of Health and Human Services

U.S. FOOD & DRUG

ADMINISTRATION

A Z index Fo@low FDA

En Eepalflaol

Home Food Drugs

Home » Import Program > Import Alerts >

Medical Dewvices

Imdustry Categories

Radiation-Emitting Froducts

Waccines, Bloocd & Biclogics

Animal & Veterinary Cosmetics Tobacco Products

Import Alert for Industry Fishery/Seafood Prod

Ff sHams inm LINKEDIM @ PN

DWWFE = Detain without physicsl examination

Impor Adert Imnp-ort Alert Publiskh
Mumber Type Date

15-02 DWWPE eOTI201T
15-04 DWWPE with ogos/2012

Burveillance

18-05 DWPE ogosS/2012
185-07 DWPE OZ222/2017
185-08 DWPE 10VOE/2011
18-100 DWPE 10072011
18-105 DWPE Q2272019
18-114 DWPE o120
18-118 DWPE o101
18-112 DWPE oz/MM22019
18-12 DWPE ovF27i201s
16-120 DWWPE O2,04/22019
18-121 DWPE olMz/2012
18-124 DWPE o/M4/2019

= EnAaL = PRINT

Fishery/Seafood Prod

Import Alert Mame

"Detention Without Phys

sbranded Seafood”

"Detention Without Phys
"Detention Without Phys

"Detention Without Phys

"Detention Without Phys
ColiColiforms"

"Detention Without Phys
Decomposition sandfor H
"Detention Without Phys

"Detention Without Phys!

cal Examination

cal Exxamination

cal Examination

cal Exxamination

cal Examination

cal Examination

istamines"

cal Examination

cal Examination

of All Dried Shark Fins and Dried Fish Maws Due to Filth”

of Mahimahi Because of Histamine and Decompos|
of Dried or Pickled Finfish from Thailand”
of Frozen Hingfish From Tri-Tee Seafood Company™

of Langostinos Dus o the Presence of Staphylococcus Aureus and E_

of Seafood and Seafood Producis from Specific ManufaciurersiShippers Due to

Of Frozen Shrimp Imported By Sigma International, Inc., St. Petersburg, Flornida"

Of Salted Jellyfish And Dried Squid From Hang Loong Marine Products, Hong

Kong”

Phys

Combinations™

"Detention Without Phys:

"Detention Without Phys
Seafood HACCP"

"Detention Without Phys

"Detention Without Phys

cal Examination {

cal Examination {

cal Examination

cal Exxamination

cal Examination

Products For Importer And Foreign Processor (Man

of Fish/Fisherny Products fromn Forsign Processors (Mirs.]) Not in Compliancse with

of Processed Seafood Products Due to E. Coli”

Of Agquaculiure Seafood Products Due To Unapprowved Drugs”

www.gray-robinson.com
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Publizshed Date: 03/14/2019
Type: DWPE

Import Alert Name:
"Detention Without Physical Examination Of Aquaculture Seafood Products Due To Unapproved
Dirugs®

Reason for Alert:

There has bean an extensive commerdalization and an increased consumption rate of aguaculture
seafood products. As this industry grows, the use of unapproved new animal drugs and the misuse
of approved new animal drugs in seafood raised through aguaculture also grows. The use of
unapproved new animal drugs will have an impact on the safety of aquaculture products for
CONSUMErs.

Guidance:

Districts may detain, without physical examination, the products from the firms identified in the
attachmnet for this alert.

Contact the Division of Field Science at 301 796-6600 for gquestions or issuas concarming
schence, science policy, analysis, preparation, or analytical methodology.

All requests for removal from detention without physical examination should be address to DIOP
301-796-0356.

Product Description:

Aguaculture seafood

Charge:

"The article is subject to refusal of admission pursuant to on 801(a)(3) in that it appears to be
adulterated in that it or contains a new animal drug (or conversion product of) that is unsafe within
the meaning of Section 512, which violation of Section 402{a)( 2)C){ii).”

e — A
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