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PANICO EN LA POBLACION DE EE.UU

) Welcome
to Manhattan




LOS ALIMENTOS PODRIAN UTILIZARSE COMO

VEHICULO PARA PERPETRAR ATAQUES
TERRORISTAS

. Clostridium botulinum — Botulismo
* Vibrio cholerae — Colera

« Salmonella spp, Escherichia coli,
e Entre otros




BIOTERRORISMO

Stz Er SRoctiies Empleo criminal de
agentes patogenos
contra una poblacion
con el propdsito de
generar enfermedad,
muerte, panicoy
terror.




INICIATIVAS DE DEFENSA EN LOS

PAISES AMENAZADOS

Mayores controles de las importaciones de
alimentos y puntos de desembarque de
pasajeros y mercancias

Nuevas leyes y regulaciones:
USA Food And Drug Administration (FDA)
“The Bioterrorism Act of 2002”




Ley de Seqguridad de la Salud Publicay

Preparacion y Respuesta ante el
Bioterrorismo (Ley de Bioterrorismo)

« Titulo I: Preparacion nacional contra el
bioterrorismo y otras emergencias en salud publica

« Titulo Il: Incremento a los controles sobre agentes
bioldgicos peligrosos y toxinas

e Titulo Ill: Proteccidon de lainocuidad y
sequridad del suministro de
alilmentos vy medicamentos

« Titulo IV: Seguridad y garantia del agua potable
 Titulo V: Disposiciones adicionales




Titulo Ill: Proteccidon de lainocuidad y

seguridad del suministro de alimentos y
medicamentos

Detencion Administrativa (Sec 303)

Reqgistro de Instalaciones Alimenticias
(Sec 305)

Establecimiento y Mantenimiento de Reqgistros
(Sec 306)

Notificacion Previa de Alimentos
Importados (Sec 307)




http://www.fda.gov/oc/bioterrorism/bioact.ntm|

FOA Home Page | Search FDA Site | FDA A-F Index | Tontact FDWA

The Bioterrorism Act of 2002

The Act

The events of Sept. 11, 2001, reinforced
the need to enhance the security of the
IUnited States. Congress responded by
passing the Public Health Security and
Bioterrorism Preparedness and Response
At of 2002 (the Bioterrorism Act), which
President Bush signed into law June 122,
2002,

Complete Text: HTiL; PDFE

The Bioterrorism Act is divided into five
titles:

= [ntroduction

= Title | -- Mational Preparedness for
Bioterrorism and Other Public Health
Emergencies

= Title Il -- Enhancing Controls on
Dangerous Biological Agents and
Toxins

= Title lll -- Protecting Safety and Security

m—F D mml Al Therima T b

Plans for Implementing the Act

Title | {(National Preparedness)
Section 123 (Animal Trials):
Federal Register Motice
“iew Comments

Title Il (Safety of Food and Drug Supply):

Subtitle & (Food Supply Protection)
Section 301 (Security Strategy)
Section 302 (Food Adulteration)
Feport to Congress: Testing for
Food Adulteration (Februans 2005]
Section 303 (Detention)
Final Rule fJune £ 2004H)
Press Belease (Way 27, Z2004)
Fact Sheet
bAore Information

Section 305 (Registration)
Final Rule (PDF}
Press RBelease (Sept. 25, 2005)
Interim Final Rule (EFDOFE)
Press Release (Ot 16, Z2003)
Fact Sheet (Spanish version)
Cluestions and Answers

Register Your Food Facility

Begister Online

Hegister via Maill/Fax
Reqgistration Help Desk
“arification of Registration

Prior Hotice-Food Imports

InformationsLogin

= Plan for Uniform System
and Coordinated
Timefrarmes

= Compliance Summary
Information

Updates on Feguirements

Help Desk

Recant Activities




¢, QUE EXIGE LA Food And Drug Administriation

(FDA) EN EL MARCO DE LA LEY CONTRA EL
BIOTERRORISMO?

* Que las instalaciones que manufacturen,
procesen o envasen alimentos que vayan a ser
exportados a EE.UU estéen registradas ante la FDA
(Food Facility Registration)

 Que todo embarque de alimentos sea previamente
notificado a la FDA antes de ingresar a territorio
estadounidense (Prior Notice)




¢ QUE ALIMENTOS ESTAN SUJETOS AL

CUMPLIMIENTO DE LA LEY CONTRA EL
BIOTERRORISMO?

TODOS AQUELLOS QUE FINALMENTE VAYAN
A SER CONSUMIDOS EN EE.UU

Alimentos en conserva
Bebidas alcohdlicas
Refrescos

Aditivos alimentarios

« Pescados y mariscos
o Carnes, embutidos

« Lechey derivados

e Huevos

Frutas y vegetales frescos Alimento para animales
O Secos domesticos (inclusive

« Cereales, granosy mascotas)
menestras o Café, té, infusiones

* Productos de panaderia Suplementos
 Golosinas y confiteria nutricionales




REGISTRO DE INSTALACIONES
(Food Facility Registration)




INSTALACION

(Facility)

Establecimiento o estructura
(fabrica, planta, packing, factoria,
almaceén, etc.) donde se fabrican,

manufacturan, procesan, envasan,
acondicionan o almacenan alimentos que
vayan a ser exportados a EE.UU.




INSTALACION

(Facility)

No es una instalacion:

* Residencias particulares (garajes, patios,
azoteas)

e Campos de cultivo o granjas de cria

* Vehiculos de transporte (excepto los
barcos-factoria de productos pesgueros)




LA LEY EXIGE QUE LAS

INSTALACIONES SE REGISTREN ANTE
LA FDA

 Todo propietario o persona a cargo de
una instalacion debe registrarla ante la
FDA y Obtener su Numero de Reqgistro

 Puede autorizar a un tercero (importador,
transportista, representante, exportador
familiar, etc.) a realizar el registro en
representacion de la instalacion.




;. COMO SE REGISTRA UNA

INSTALACION?

 Llenando un formulario electronico proporcionado
por la FDA através de su pagina WEB:
www.fda.qgov

 Enviando el formulario escrito por FAX o correo
postal a la FDA (en desuso por las ventajas que
ofrece la via electronica)

U.S. Food and Drug Administration (HFS-681)
5600 Fishers Lane

Rockville, MD, USA 20857

877 332-3882



http://www.fda.gov/

;. COMO SE ACCEDE Y LLENA EL

FORMULARIO ELECTRONICO PARA

REGISTRAR UNA INSTALACION?

1) Creando una “CUENTA FDA” en la seccion Food
Industry de la Pagina Web de la FDA

Existing account holclers, enter oLy accolnt 10 and password,

Account (D

Fassword:

Fargot your passward
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FOA U.S. Food and Drug Administration

!
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Powvered by Google

A Index
oite hlap

Products FDA
Regulates

Food
Foodbore lliness, Mutrition,
Dietary Supplements. ..

Drugs
Frescription, Over-the-

Counter, Generic. ..

Medical Devices
Pacemakers, Contact
Lenses, Hearing Aids...

Biologics
“Yaccines, Blood Products. .

Animal Feed and Drugs
Livestock, Pets. .

Cosmetics
oafety, Labeling. ..

Radiation-Emitting

Droclinrte

Consumer Health Information

¥ Coping with Memory Loss
v All Consumer Health = =

FDA NEWS

LISDA Clears Swine for Processing

FDA Approves Expanded Use for Surgical Sealant

FDA [ssues Health Risk Alert for True Man' and 'Eneroy
hax' Products

FO& Announces Results of Investigation Inta lllegal
FPromotion of CewContin by The Purdue Frederick
Company, N,

FOA Approves Meupro Pateh far Treatment of Early
Parkinzon's Disease

FDA Hewsroom | Becalls, Product Safety | Product SApprovals
Presz Releazes | Meetings | Congresszional Testimony | Speeches

Sub=scribe to Multimedia Hews

RS5 Feeds [inihat's this7] Podcasts [inihats this7]
@ Press Releases Patiernt Safety Mews
L5 Recalls & Alerts Drug Safety

== BES Feeds

Sub=scribe to FDOA's Free E-mail Hewsletters
Conzumer Health | Becalls | Drug Information | A1 Mewesletiers

Food Industry

Hot Topics

FDA Activities

Fegister a Facility
Prior Motice of [mports

Pet Food Recall

Losing Yveight

Buying Medicines Online
Counterfeit Drugs
Imported Drugs
Counterterrorisim
Bioterrorism Act

hore Hot Topics...

About FDA

FDA By 2008 Budget

Advisory Committees

Clinical Trials
COnsuUrmers
Professionals

FactsiFDA,

Field Operations
Freedom of Information

Imports

[nternational
Medyatch

Pediatrics

SCience

Toxicological Besearch
User Fees

ciando descarga desde el sitiog htkp:/ fwss, google, com, pe/
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sperator, of agent-in-charge's time to certify Updare Facility Registration Step-by-Step) are filled . Zee Instructions.
he registration before submithing the form to
FDUA Aars. Things you should know: Eegistration by mail may take several weeks
to several months, depending on the speed of
EBefore yvou start, we recommend that vou collect all the the mail system and the number of paper

information yvou will need. (See Fact Sheet and summary of | registrations that FDUA wall have to enter
fields i Form 2537 B you need to look something up after | manually.

you start, be aware that the system will automatically log
vou off after 20 minutes of mactinty. If wou stop with a
partially completed registration, none of the mformatmn
ke saved, and you will need to start from the bea
when youlog in agatn.

537 12 avalable for download for
ation by mail, FAZ or CD-EOM

Mare Help:
Help Index

Instructions, Tutonals, and Cuestions and
Angwers for electronic Food Facility Registration,
icluding & ceount Management

Help Desk
OMB Burden Statement Contact information for online help

Login / Create Account

System Status Help Desk

Food Safety & Terraristm | Protecting the Food Supply | FDA Industry Systermns

CEzAM Home | CEZAN SearchiSubject Index | CFSAN Disclaimers & Privacy Paolicy | CESARN AccessibilityHelp
FOA Home Page | Search FDA Site | FDA &-F Index | Cortact FDA

FDACenter for Food Safety & Applied Mutrition
Hypertext updated by ear/dmsicim March 15, 2007
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OEack D> ﬂ \EI o / ) Search ‘E:I_:f:"Favcurites @Media 6-‘| = o - “}‘i

Address [] https: /fwww,access.Fda.govioaaf j ﬂ Go

U.S. Food and Drug Administration

FD& Home Page | Search FDUA Site | FDUA &-F Index | Contact FD&

FD& Industry Swystems Hore | Browser Beguiternents | FAC | Help Diesk

FDA Industry Systems

Food Facility FBegstration | Pror Notice | Acidified and Low-feid Canned Food

To make subtnissions to FDA (e g, Food Facility Eegistration, Prior Iotice, etc) wou must
first create an account. Select "Create Mew Account” below.

If you already hawve z t, enter your account ID and password.

ting account holdars, enter your aocalnt 10 aho password.

Account ID: I

Fassword: | Forgotyour password?

Create New Account

See Instructions

Under 18 ULS.C 1037, anyone who makes a matetially falae, fickitious, or
frauduient statement ta the U5 Government s subject to criminal penaitics.

See Tutorial

e | understand

Heln Naxclk I . |

&] I_ I_ E & Internet
e E O Maximize | Mic

& Startl Inbox - Microsoft Outlook | fd] Is this the Screen Shot ... | Microsoft PowerPoink - [ ... ”@ FDA Industry System... [W] Microsoft ‘Word | f @ | £ a




LLENAR LOS DATOS DE LA CUENTA FDA:

Nombre, direccion, teléfono, password, etc.)

CREATE AN ACCOUNT

» Get Help (7)
Enter your account information. Fields marked with an * are required.
* First Hame: |
Midle Tnitial: [
* Last Mame | I
Surnamne:

* Job Title: I

* Company Hatne: I

Fasswords must be ai least 8 characiers bui no more than 32, coniain
uppercase and lowercase lettars, numbers and special characters {a.g %, 5.
TOU WILL NEED TO REMEMEBER YOUR PASSWORD TO LOGIN IN THE
FUTURE.

* Paggword I
* Confirrn Password I

Phone/FAX numbers have only numbers with no spaces, dashes, periads or
parenthases. Country Code is not required for US phone numbers.
Country Code  AreafCity Code  Phone Nuroher Extension

* Fhone Humher: (e.g. 033) (e.g. 101) (eg 5351111 f(eg 1111)
Country Code  ArealCity Code  Phone Nuroher
FAY Nurher: {e.g. 033) {e.g. 101} {e.g 5551111

Enter your e-mail address. If vou do not enter an e-mail address, requests or
changes io your passward will be sext via pastal mail.
E-Mail Address: |

Conirr E-Mail: |

Select and answer a secret question. If you forget your password, you will
need io provide this information.
* Secret Question: |What is wour Mother's maiden name? j

* Secret Answer: I



LA FDA LE PROPORCIONARA EL
NOMBRE DE USUARIO (Account ID)

» Ut Help (7)

T ou have successfully created an Account. ¥ouk account ID 15 wm8 7258 )

TOUWILL MEED TO EEMENMBEE. YOUE ACCOUNNT ID ANWND PASSWOERD
TO LOGIY TO THE 5YSTEM I THE FUTUERE.

Imprima esta paginay escriba en ella el password que eligio,
respetando mayusculas, minusculas, niumeros y caracteres

Click here to login




iYA ESTAMOS LISTOS PARA REGISTRAR

UNA INSTALACION!

<} FDA Industry Systems - Accounts Management - Microsoft Internet Explorer &=
File Edit ‘iew Favorites Tools Help | :,"
- A Y L. ; . 3. 1 . 25
@ Eack. > Iﬂ IELI Tul | 7 Search ‘:_./\!/ Favorites @ Media {_‘3 | = m _J ‘j
Address I@hl https:} fwwm, access,Fda.gov/oaa) j Go | Links **

U.S. Food and Drug Administration

FDuA Home Page | Search FDUA Site | FDWA 4-7 Index | Contact FTUA

FDA Inustry Systems Home | Browser Requirerents | FAQ | Help Desk CO | O q U e S u
FDA Industry Systems Account ID

Food Facility Fegistration | Pror Motice | Acidified and Low-£ecid Canned Food

To makee subtnissions to FDA (e.g., Food Facility Eegistration, Prior IMotice, gtc.) you must
first create an account. Select "Create MNew Account” below.

Coloque su
Password

Ifwou already have an account, enter your account ID and password.

NEW USERS LOGIN
Existing account holdars, entar Your sccount 10 and pass

Create New Account | Account 1D I
| Password: I Forgot your password? CI I C k e n

tincer 18 U5 C. {004, anyone who makes a materiaily false, fictitions, or ke L O I n n
| fraudiuignt staterment to the U 5. Government is subject to criminal penaities

See Instructions

See Tutorial

| understand

Holn Nock I B - ;I

| ’_ ’_ E |° Inkernet

office [A[F] =] gle| miEER” e Microsoft |
Eb'StartI Inbox - Microsoft Outlook I oA Is this the Screen Shat .. I Microsoft PowerPoint - [.. II@ FDA Industry System... Microsoft Word | f @ | £« % g:44 PM




INGRESE AL FORMULARIO ELECTRONICO

DE REGISTRO DE INSTALACIONES

Welcome to the FDA Industry Systems.
Tou are logged i to your account for company FDA

You may choose at option on the left to manage ywour account or select an FDA system below.
To obtain access to available FDA systems, choose the Update System Accesggotion to add
the FDUA system to your account.

FDA Unified Registration Listing Systexas

Food Facility Reqgistration

Low Acid Canned Food |

{ther FDA Systems

Prior Notice |




PAGINA DE INICIO DEL FORMULARIO DE
REGISTRO DE INSTALACIONES

Fegister & Food Facility

Update Facility Registration

CanhcelChange Registration Status

Link Regiztration to your Account

|

Search Facility Registrations

|

Manage Registrations Among Accounts l

Confirm Motification Receipt

|

Form Approval: OMB No. 0910-0502

Expiration date: 10/31,/2006
See OMB Staternent at end of form

An Agency may not conduct or sponsar, and a perzon is not
required to respond to a collection of information unless it

displays a currently valid OME control number.

Please Note:

The system will automatically time out if there is no
activity for 30 minutes and you will need to re-do your
work from the heginning.



COMPLETE EL FORMULARIO Y LA

INSTALACION QUEDARA REGISTRADA

SECTIOH 1 TYPE OF REGISTRATION

*-Thesze fields are required

FFACILITY LOCATION
I[Pleaae Select] j

ARE YOU THE NEW OYWNER OF A PREVIOUSLY REGISTERED FACILITY?
*res © No O

If "yes", provide the following information, if known

Previous owner's name

Previous owner's registration number

S|

SECTIOH 2 FACILITY HAME / ADDRESS IHFORMATIOH

" -These fields are required
3> LutoFill Address > Clear

*FACILITT NAME

#FACILITY STREET ADDRESS, Linel

FACILITY STREET ADDRESS, Line2

*CITY

*COUNTRY

United States— &
*STATE/PRONMINCE/TERRITORY
|[Please Seleci] LI
*ZIF CODE (POSTAL CODE)

rMumbers anly. Mo spaces, dashes ar parentheses, Country Code nat

required for 45 phone numibers.
Country ArealCity
Code Code

(£.0.033) (e.0.101) (2.0.5551111)  (e.0.1111)

*PHOME | |

Phone Number Ertension

Country ArealCity
Code Code

(£.0.023) (2.9.101) (2.3.5551111)
FaX I I
MUMBER

E-MAIL ADDRESS

Fax Mumber

SECTIOH 3 OPTIONAL: PREFERRED MAILING ADDRESS INFORMATION

(complete this section only if different from Section 2, Facility Name/Address
Information)

*** - This section is optional. If you intend to complete this section, the fields
marked with *** are necezzary for the system to procesz a complete responze

> AutoFill Address 3> Clear

Autofill Address will fill the address fields autornatically using data in Section 3
from the last registration entered

*EENAME

*EEADDRESS, Linel

A4DDRESS, Line2

***CIT\(

|

A COUNTRY

|[Please Selact] j
A S TATE/PROVINCE/TERRITORY

| [Flease Select a Province] j

*E*ZIP CODE (POSTAL CODE)

Mumbers only. No spaces, dashes or parentheses. Country Code not
required for US phone numbers,

Country  AreafCity
Code Code

[2.g.033) [(e.g.101) [2.g.5551111) (e.g.1111)

NUMBER. [ |

Phone Mumber Extension

Country AreafCity
Cade Code

(2.9.033) (e.q.101) (2.9.5551111)

rr 1

Far Mumnber

FAX NUMBER

E-MAIL ADDRESS

<€ Back to Step 01 »» Continue ]

£ Cancel & Start Sgain From Section 1 I

SEC PARENT COMPAHY HAME/ADDRESS INFORMATION

(IF APPLICABLE AND IF DIFFERENT FROM SECTIONS 2 and
3). IF INFORMATION IS THE SAME AS ANDTHER SECTION,
CHECK WHICH SECTION:

 section 2 - Facility Address Information or

" Section 3 - Preferred Mailing Address Information

** _These fields are required ouly if the section applies

> AutoFill Address

Autofill Address will fill the address fields automatically using data
in Section 4 from the last registration entere

>> Clear

*H#NAME OF PARENT COMPARNY

**+STREET ADDRESS OF PARENT COMPANY, Line 1

STREET ADDRESS OF PARENT COMPANT, Line2

FHCITY.

#HCOUNTRY.

[[Flease Select =l
#*STATE/FROVINCE/TERRITORT

[[Please Select a Pravince] =

#*ZIP CODE (POSTAL CODE)

Nurnbers only. Mo spaces, dashes or parentheses. Country Code not required
for U5 phone numbers
LTI GG Phone Mumber Extension
Code

(=.5.033)  (e.3.101) (=.9.5551111)  (e.g1111)

NUMESR [

Country EraateliEy Fan Mumber
Code

(e.9.033)  (e.g.101) (e.q.5551111)
Fax MUMBER [

E-MAIL ADDRESS

........ hasta la seccion
13 (considerar que hay
secciones obligatorias
solo cuando
corresponda)




............... . Registration Successful | . ...............

Your Registration Numb‘ vis 11234567890 )

Your PIN is [C@658bcd

Flease keep the redistration number and FIN for your records.

The registration numiber is required for all communications with FDA regarding this
redistration.

The FIM will allows you to access a registration online, if the registration was initially
submitted as a paper form.

Flease refer to the help section for more details.

€€ Back to Main l »» View Complete Registration l




¢ QUE INFORMACION SE COLOCA EN EL FORMULARIO?

 Nombre, razon social, direccion y teléfono
de la instalacion

 Nombre, direccion, teléfono y correo
electronico del propietario o persona a
cargo de la instalacion

 Nombre, direccion, teléfono y correo
electrénico del agente en EE.UU



¢ QUE INFORMACION SE COLOCA EN EL FORMULARIO?

e Tipo de alimento procesado en la
iInstalacion (frutas, conservas, especias,
etc.)

 Nombre, direccion teléfono y correo
electronico de la persona que lleno el
formulario, en caso que el propietrario lo
haya designado

* Declaracion de autenticidad y exactitud de
la informacion brindada.



EL AGENTE EN ESTADOS UNIDOS

 Persona de contacto requerida por la FDA
en EE.UU

e Debera residir en EE.UU

 Es un vinculo directo entre la FDA y la
instalacion, para cualquier comunicacion
rutinaria o de emergencia.

 NOo necesariamente tiene gque estar
vinculado a las actividades productivas o
comerciales de la instalacion



NOTIFICACION PREVIA (Prior Notice)

-



http://www-ni.laprensa.com.ni/archivo/2003/enero/07/aquientrenos/correo/correo-20030102-01.jpg

NOTIFICACION PREVIA (Prior Notice)

e La Notificacidn previa es un aviso
electronico enviado a la FDA sobre los
productos alimenticios que se exportan a
EE.UU antes que éstos ingresen a
territorio estadounidense



ENVIOS QUE REQUIEREN NOTIFICACION

PREVIA (Ademas de las exportaciones)

 Muestras comerciales y regalos

o Alimentos gque transitan a traves de
EE.UU hacia otro pais

« Alimentos enviados por correo o servicio
de Courier

e Alimentos enviados para analisis de
calidad.



ENVIOS EXENTOS DE NOTIFICACION

PREVIA

 Muestras de alimentos para analisis
fisicoguimicos destructivos o que los
Imposiblilita para un posterior consumo

* Alimentos para consumo personal de los
viajeros.
* Alimentos preparados en casa de un

viajero o familiares y transportados en el
equipaje para obsequiar en EE.UU



ENVIOS EXENTOS DE NOTIFICACION

PREVIA

o Alimentos que se encuentren en transito
en EE.UU, pero que no son sacados de
los terminales aéreos o maritimos.

Ejemplo: vuelos haciendo escala en
EE.UU



¢ QUIEN ENVIA LA NOTIFICACION PREVIA?

e Cualquiera de las partes que tenga
conocimiento de la informacidn requerida
por la FDA (Puede ser el exportador, el
Importador, el transportista, el agente o
iInclusive un tercero designado por las
partes)

e Esresponsabilidad del exportador
asegurarse gue este tramite se realice.



. CUANDO SE ENVIA LA NOTIFICACION

PREVIA?

La Notificacién Previa debera enviarse entre 5 dias y:

e Ocho Horas Antes si arribara a EE.UU
por via maritima.

e Cuatro Horas Antes, si arribara por via
aerea o férrea.

 Dos horas antes siingresara por via
terrestre.



. COMO SE EMITE LA NOTIFICACION PREVIA?

‘ LOGIN

1) Ingresando a la Cuenta FDA: e

Pasgword: l— Forgotyour password?
Account Management You are logged in as fda22292

Welcome to the FDA Industry Swystems.
Tou are logged in to vour account for cotnpany FDA

¥ou may choose an option on the left to manage wour account or select an FDA system below,
To obtain access to available FDA systems, choose the Update System Access option to add
the FDA system to your account.

FDA Unified Registration Listing Systems

Food Facility Registration

Low Acid Canned Food

Other FDA Systems

Prior Notice




The Prior Matice Systern Interface enablez vou to subrmmit Prior Notices for Imported Food Articles to the Food and Drug Adrninistration
(FDA).

P Overview of @ to subrnit a Prior Notice for Food Impaortation,

Get Started

Learn Hew Features

Mew Features available in this version of the Prior Notice System Interface,

Neating a Web Entry iz the first step in creating Prior Notices, A Web Entry contains information
that one or more food articles you intend to import share (e.g., arrival information), After
Creating a Web Entry, create, review, and submit Prior Motices, Prior Motices include information
about the Produdt, its Quantity and Packaging, and other related information, such as the
Manufacturer or Grower/ Consolidator and the Shipper.

Create Hew Web Entry

You must complete the Web Entry after you have submitted all Prior Hotices that you are planning
to submit as part of this Web Entry. This will allow U.5. Customs and Border Protection to receive
the Prior Hotice review decisions in time from the U.5. Food and Drug Administration (FDA) for all
articles in the Web Entry. The system automatically "Completes" Web Entries with submitted Prior
Hotices when the Prior Hotice submission timeframe elapses (see the "Complete Web Entrny™
Help topic).

Find Existing Web Entry P ze this feature to find Web Entries that vou have already created,

Use thiz feature to find Prior Motices that vou have already created, To submit Holding Facility
inforrnation for a Prior Motice submitted via PMSI by this account or another account within the
same carmpany, search for the Prior Motice and click the Submit Holding Facility buttan,

Find Existing Prior Hotice

-

View/Submit Holding Facility P Tao Submit Haolding Facility infu:urmati-:un far a Prior Notice that.has been subritted via the .5,
Custorns' and Border Protection (CBP) Autormnated Cornmercial Systern (ACS) ar by another PHSI
user of a different cormnpany cick on the View/Submit Holding Facility button,




WEB ENTRY:: Tipo de envio, lugar de arribo, fechay hora de

arribo, datos del importador, datos del transportista, datos de la
persona o empresa que emite la Notificacion Previa.

1 Web Entry {Create)

Select the Entry Type far the Wweb Entry and click on the Mext buttan., Refer to the Help for the descriptions of the entry types.

FEntry Type: -

Baggage .
Consurmption —

Consumption, Express Courier
Foreign Trade Z2one [(FTZ)
Immrnediate Transportation [(IT)
Infarrmal

Mail [Commearciall

Mail (Mon-Cormmiercial Sender)

Temporary Importation under Bond [(TIB) e
Transportation and Expaortation
Copyright & |Transportation and Exportation, Express Caourier e

Port of Arrival

Ernter the Paort Code far the Port of Arrival and the Anticipated Arrival Date and Timme, The time should be in the timme =c
Port of arrival, If vou do not know the Port Code. select the state and click on the Find Port Code button. Indicate the
Border Craossing. if available.

Paort: Alameda. CA (22132)

State: |<alifornia = | Find Port Code

OR FPart Code: [2813

Anticipated Border Crossing: I

Foamticipated Arrival Date: Ij_ll."j_ﬁl."2|:||:|.q. [P DO ]

Famticipated Arrival Tirme: ||:|'9 vI |3|:| TI [(Za4-hour clack HH: MM



INGRESE LOS DATOS DEL IMPORTADOR

1 Web Er i Importer (Enter)

If the Importer is the same facility as the Submitter, enable the checkbox below and then dick on the Save button, Mote: If vou
enable thiz checkbox, the system will not zave any other data vou enter for the Importer,

I:l Irmporter sarme Facility as Submitter

If the Importer iz NOT the sarme Facility as the Submitter, do one of the following:
=> If you have the Importer's Food Facility Registration Mumber, enter it alang with the Facility Narme and the City,

If you do not have the Importer's Food Facility Registration Murnber, enter at least all required address iterns denoted by an
astarizk [*].

Food Facility Registration Murmber: |

*Name: |Ei|an:|-c's Imparting, Inc

*Street Addresz: |123 hlain Street

* ity |L|:|s Angeles

* Country Subdivizsion: |I:a“f':'mIa
ete.)

b | [state, province,
*Country:  United States Change Country
* ZIP/Mail Code: (I0001|



INGRESE LOS DATOS DEL TRANSPORTISTA

The Carrier iz the transporter of the food from the "Country from which the article iz shipped" into the United Statesz, Seleck the
applicable Mode of Transportation and then click on the Enter Carrier button to provide information about the Carrier,

*Mode of Transportation: - I

Air .
Air Caontainer —
Land, Automobile L
Pleaze refrain from using vour browser's BACK] Land, other sz, Using vour browser's BACK button may

. : N ; JLand, Pedestrian
result in vour having to re-enter the inforrmati Land, Truck

1 vWeb Entry: Carrier {(Enter)
Mode of Transportation:  Air Change Mo

Entar the International Air Transport Association (IATA) Two-Character Code, If you do not know the IATA Code, click an the Find

Zode button to search for the code by Carrier Mame, If the carrier does not have an IAaTA Code, the Carrier Mame and the Country
of the Carrier are required (rmarked with two asterisks #3#7,

* IATA Code: | Find Code

FH S arrier Marme: I

#H T ogntry of the Carrier: ISeIecI: Country Marme - I
Entar the following informmation about the shiprment [required itermms marked with an asterisk):

Airway Bill Master iz an 11-digit nurmeric code that is comprised of 2 parts: the 2-digit 2irline Prefixz code issused by IATA plus the
S-digit Airway Bill number issued by the carrier. IATA issues the Airline Prefix code o air carriers of freight cargo. This code is a
standard elermeaent of Airway Bills, The Two-Character IATA Code walues returned by the "Find Code" function abowe for the Carrier
Code are mnot acceptable for use in the Airvay Bill Master fizld.

Flight Murmbear: I

* fjrway Bill - Mastar: I

Airway Bill - House: I

[ cave I Cance:



INGRESE LOS DATOS DEL EMISOR DE

LA NOTIFICACION PREVIA

If vou, the Transritter, are also the Subrnitter, enable the checkbox below and then click on the Save buttan, Mote: If vou enable this
checkbox, the systerm will not zave any other data you enter for the Submitter,

[T subrmitter zarme Individusl as Transmitter

If you are MOT the Subritter, do one of the follawing:
=> If you hawve the Subrnitter's Food Facility Registration Murmber, enter it along with the Facility Marme and the City,

=> If you do not have the Submitter's Food Facility Registration Murnber, enter at least all required iterns denoted by an astarizhk [(#].

Food Facility Registration Murmber: |1EEI:IE2259|:|8

*Business Marme: IByan Import Company

*Street Address: |11 215t Street

* ity |L|:|5 Angeles

* Country Subdivision: ICaIifornia

*Country:  United States Change Country
# ZIPfMail Code: IBI:IDEH

Enter the Submitter's Mame and provide the phone, fax, and e-mail, if they exist.

;I [state, province, etc,)

*First Mame: I.Jnhn

*| ast Marme: IB}I‘I’DH

Phaone: I

Fax: I

e-rmail: I



EMISION DE LA NOTIFICACION

PREVIA PROPIAMENTE DICHA

This page displays all known infarrmnation about the Web Entry, You rmay edit information in the Web Entry or its related facilities by
clicking on the appropriate Edit buttan, if there are no submitted Prior Motices associated with it. To create a new Prior Motice, dick on
the Create Prior Motice aption above.

Web Entry | Edit |

Emtry Identifier: ###-0026206-7 Status: Open
Port of Arrival:  Alameda, CA (2813) Entry Type: Consumphion

Anticipated Arrival Date and Anticipated Border Crossing:

Time: 11/15/2004 09:30

Murmber of Intended Prior

Motices:
Submitter  Edit |
Byron Immport Commpany Registration Murnber: 16606225903
11 Zlst Street Marne: John Byran
Los Angeles, California 90001 FPhone:
UMITED STATES Fax:
e-mail:
Importer I:-E!
Black's Irmmporting, Inc Registration Murnber:

1232 Main Street
Los Angeles, California 20001
UMITED STATES

Mode of Transportation:  Air Birway Bill - Master: ABC12345675
Carrier Marme: AMERICAM AIRLIMES
Carrier Country:
Carrier Code [IATAT: A4

Mone available,

[€ Create web Entry| [€) Create Prior Notice




To create 5 Prior Motice, enter the Article infarmmation, Wou rust enter or selact 3 value for each itarn markead with an asterizk, "*",

Enmtry Identifier: ###-1046362-4

*Cauntry frarm which the Aricle is
Shipped: I ;I

Pleaze enter the Harmonized Tariff Schedule (HTS) Code az a six or eight or ten digit nurmber, For rore information on HTS
codes click here: HTS Codes

*Harmonized Tariff Schedule (HTS) I
Code:

Product Information

Enter the exact seven-character Product Code, Use the Search button to find the Product Cade, Use 99", meaning "Not
Elsevhere Classified’, as the last twa characters of the Product Code ONLY if a specific code for food does not exist,

DA Product Cade: [39BEE2S Search >

*Comrman or Usual Name/Matket
Wame:

‘canned bean and mushraom soup



INGRESE LA CANTIDAD, PESO Y TIPO DE

ENVASE Y EMBALAJE DEL ALIMENTO

Tou may invoke the wizard to build the Quantty and Packaging for this Article by clicking on this button. m

For packaged food, enter the weight or valume of the smallest [(Base) unit, For, example, 16 "ounces, weight [avdp]", if the
zrnallest unit iz a 16 oz can, If the product has no packaging, enter the net weight or volume as the Basze Unit and check the
Bulk-zhipment checkbaox, The syster will ignore all Packaging information if the Bulk-shiprment checkbox iz checked,

Tou must create a separate PHor Notce for each artcle of food with a different base unit.

*#¥Base Unit (Murmber and Meazurel: |1b Iu:-ur..:eg, weight (auvdp) ;I - Bulk-zhiprnent (no packages)

For packaged food, provide the esztirmated quantity of food that will be shipped, described from the largest container to smallest
package size (up to five packaging levels may be provided), For exarmple, S00 Cases, with 40 Cans per Case (The weight of the
individual can iz the basze unitl.

Number Package Type
Largest Package to '@ Total Quantity: 64,000 Sunces, weight
Srmallest Package |1IIIIII ICESE ;I favdp)

-,

|4|:| ICan, Culindrical ;I Calculate

e

[ | =]

-




INGRESE LOS DATOS DE LA ULTIMA INSTALACION

QUE PROCESO EL ALIMENTO (Manufacturer)

2 Prior Motice: Manufacturer {(Enter)

The Product Code pwou entered indicates that the product is no longer in its natural state, meaning the article of food has been
rmade frorm ane or mmare ingredients ar has been synthesized, preparaed, treated, modified, or manipulated,

== If the Manufacturer is required to register, enter the Manufacturer's Food Facility Registration Mumber along with the Facility
Marme and the City to identify the Facility, The Registration Murmber iz issued to the Manufacturer when the facility is
registered with the Food arnd Drug Administration wvia the Food Facility Registration Madule [(FFRM). vou should contact the
Manufacturaer to get the appropriate Registration Murmbear.

== If the Manufacturer is not regquired to register, enable the checkbox belaw, select a reason for the Manufacturer Registration
Murmber Exermption or Identity of the Manufacturer Hot Provided and provide the remainder of the facility address [(Street
Aaddress; Country Subdivision, if applicable: and ZIPfMail Code, if applicabla],

I mManufacturer is not required to register or Manufacturer Identity not known

FReaszans for
Registration Mumber
Exermption

or Identity of
Manufacturer Mot
Provided:

COLOQUE AQUI EL NUMERO DE
REGISTRO FDA DE LA INSTALACION

* Faood Facilit
Registration Murmber

*F Marme:

Street Address:

Rl od | TN

Country Subdivision:

N

""I [=tate, province, etc, ]

Country: Canada [(Cal) ERET TSR gl

ZIP/Mail Code: I

Should this Facility be

the default
Manufacturar Mo -

far mew Prior Motices

for thizs Web Entrp?

[ sove Wl Concer



INGRESE LOS DATOS DEL PROPIETARIO DE LA

MERCADERIA (Owner)

If the Qwner is the same Facility as another that you have already entered for this Prior Motice, select the Facility and click on
the Save button, (If vou do this, the zystern will ignore any other data you enter far the Cwner, )

Owner sarme Facility as: I ;I

Otherwise, do one of the following:
== If you have the ©wnet's Food Facility Registration Murnber, enter it along with the Facility Mame and the City,

If vou do not have the Qwner's Food Facility Registration Murmber, enter at least all required address iterns denoted by an
asterizk [*].

Food Facility Registration Nurnber:

*Harme:

*#Street Address: I
* ity I

* Country Subdivision: I LI
[state, province, et

Country:  United States (US] EEE eI gl

* ZIPfMail Code: I

Should this Facility be the default Cwner
for new Prior Motices far this Web Entry?



INGRESE LOS DATOS DE LA PERSONA O EMPRESA

QUE DESPACHA EL PRODUCTO (Shipper)

2 Prior Notice: Shipper {(Enter)

If the Shipper is the zame Facdility as another that vou have already entered for this Prior Motice, select the Facility and click on the
Sawve button, Mote: If vou do this, the systerm will ignore any other data you enter for the Shipper.

Shipper same Facility as: I ;I

Ctherwize, do ane of the following:
== If vou have the Shipper's Food Facility Registration Nurmber, enter it along with the Facility Marme and the City,

== If vou do not have the Shipper's Food Facility Registration Number, enter at least all required address iterns denoted by
an asterizk (¥,

Food Facility Registration Number: I

*Marme: I

*Street Address: I

*City: |

Country Subdivision: I ;I [state, province, etc,)

*Country: Canada Change Country
ZIP/Mail Code: I

Should thiz Facility be the default Shipper

for new Prior Motices for thiz web Entry? Mo [



£) Submit Prior Notice

Web Entry  Article | Relatad Facilities

2] [Copy | |Cancel PN |
Entry Identifier: ##&#-0026206-7 Article Nurmber: 0001
Manufacturer Edit
Montreal Soup Registration Murnber:
1232 Main Strest 12245672900
Montreal, Quebec
CAMADA

Shipper | Edit |
Shipper is same as the Manufacturer or Grower/ Consalidatar
Owner m
Byron Grocery Supply
123 Hill Lane

Los Angeles, California 90001
IMITED STATES

Ultimate Consignee

Ultirmate Consignee iz same as the Owner

Holding Facility {Required if this Prior MNotice is Submitted Post Refusal)

If U.5. Customs and Border Protection [CBP) has directed this article to a Holding Facility, click on the Enter Holding
Facility button to provide specific informmation about the Holding Facility.

Enter Holding Facility



) Craate Web Entry [l £) Craate Prior Notice [l £} Complete Web Entry

You must complete the Web Entry after you have submitted all PriorHotices that you are planning to submit as part of this Web Entry.
This will allow U.5. Customs and Border Protection (CBP) to receive the Prior Hotice review decisions in time from the U.5. Food and
Drug Administration (FDA) for all articles in the Web Entry. Completing the Web Entry indicates that you do not need to submit further
Prior Hotices for this Web Entry.

if}). After you
Confirmation
3 of

The Prior Hotice Confirmation Humber must accompany food carried by or otherwise accompanying an individual (1
submit all Prior Hotices and Complete the Web Entry, it is recommended that you provide a copy of the Web Entry
to the Carrier for presentation to U.5. Customs and Border Protection {CBP) or the Food and Drug Administration (FDJ
Arrival.

|View Web Entry | [Copy| [CancelPN| |Print/Save

Prior Notice: Submitted

Transrmitter: CFSAM Tester Subritted: 11/01/2004 17:35:39

Confirmation Humber: 040004979825

Web Entry

Entry Identifier: ###-0026210-1 Statuz: Open
Port of Arrival: Alarmmeda, CA(2813) Anticipated Baorder Croszing:
Anticipated Arrival D"'tTei:_l";‘f' 11/05/2004 09:320 Ertry Type: Consurnption
Byron Import Company F.egistration Mumber: 16606225902
11 21zt Street Marme: John Byran
Los Angeles, California 90001 Phone:
IMITED STATES Fax:
e-rnail:

MpQELe



PRIOR NOTICE
SYSTEM INTERFACE

UNITED STATES FOOD AND DRUG ADMINIS TRATIOMN

For your records only.

Prior Notice Confirmation: Submitted

Transmitter .-
Confirmation Number: 070062432064
WEB ENTRY

Submitted: 05/15/2007 17:16:56

Entry Identifier: ####-2519383-4

Status: Completed

Port of Arrival: &%dgEg; - Memphis, Memphis, TN Entry Type: Consumption, Express Courier
Anticipated Arrival: 05/17/2007 06:00
Submitter
E = Name: = =
b gy PhHOMe:; T =i
Lima - 18, Lima L-18 Fax: ~
PERU e-mail: I e
Importer
New port Beach, California 92660
UNITED STATES
Carrier
FEDERAL EXPRESS Mode of Transportation: Express Courier - Air
UNITED STATES Airway Bill or Tracking 862280024700
Number:
Carrier Code (IATA): FX
ARTICLE

Article Number:
FDA Country of Production:
Country from which the Article is Shipped:

Product Information

0006
Peru (PE)
Peru (PE)

FDA Product Code:
FDA Product Description:

O3FDT99

CRACKERS (NON FILLED) N.E.C., LAMINATED., PACKAGED FOOD (NOT
COMMERCIALLY STERILE)

Common or Usual Name/Market Name:

Production Identifiers

None

Quantity and Packaging

Total Quantity:

260 Grams

Base Unit: 65 Grams
Packaging from largest to smallest package: 1 Box
2 Tube
2 Package
Related Facilities
Manufacturer
iy~ Registration Number: 3
L. .Angamos Oeste
“Miraflores, Lima L-18 PERU
_Shipper
Shipper is same as the Manufacturer or Grower/Consolidator
Owner

Owner is same as the Manufacturer or Grower/Consolidator

Ultimate Consignee

Ultimate Consignee is same as the Importer

Holding Location

Article Not Held

Prior

Copyright © 2003-2006 U.S. Food and Drug Administration

Notice v1.7.01, August 15, 2006

May 16, 2007 12:07:34 EDT

Page 1
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FRECUENCIA DE LOS TRAMITES Y COSTO
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PARA CADA SIN COSTO
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PREVIA TIPO DE
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23 FDAJCFSAN - Unaffiliated Food Facility Registration Services - Microsoft Internet Explorer proporcionado por PR... [ZIE|E|

Archiva  Edicidn Ver  Faworitos  Herramientas  Ayuda ;1-'
»
Q Abras - : Direccian Ej htkp: f e, cfsan, Fda, govfr-dms Fsbknote. hkml e . Ir
: vinculos Ej Hotrnail gratuito EJ Personalizar vinculos Ej Windows EJ Windows Media ?
~

FoA U.S. Food and Drug Administration

CENTER FOR FOOD SAFETY AND APPLIED NUTRITION

FOu& Hotme Padge | CESARN Home | Search | @ & A | Help

June 30, 2003

Protecting the Food Supply
FDA Notice Regarding Firms Offering Registration
Services

FD'A 1z aware that various firtns may be offering thetr services to assist domestic andfor foreign facilities to register with
FDA. Please note that these firms are not athlated with FD A, nor has the agency contracted with any firms to register
facilities. Facilities must be registered with FDA by December 12, 2003, You can register electromcally at

www fda gowFITELS beginting on October 16, 2005 at 6:00 P W EDT. There 13 no registration fee.

Cctober 16, 2005 - Eegistration of Food Facthties: Electronic Eemstration via the Internet (Overwew and
Background)

"7 Inicio = CEDE®GEe ~ JF = A &)= BRI> L 1230

b



CONSULTAS DIVERSAS




Si exporto productos a Japon haciendo

transito en EEUU, debo registrar mi
Instalacion?

 No. Siempre y cuando los productos no
salgan de los terminales correspondientes
(aereo, maritimo)



¢ SE PUEDE MODIFICAR EL REGISTRO

DE INSTALACION?

 SI. Todos los datos gue se consignharon
para registrar una instalacion son
modificables (Nombre direccion, teléfono,
agente, etc.), no obstante, el nimero de
registro sequira siendo el mismo

* Las modificaciones se hacen ingresando
el codigo “PIN” suministrado
conjuntamente con el NUmero de Registro



¢ SE PUEDE MODIFICAR UNA

NOTIFICACION PREVIA ENVIADA?

« NO. En caso no se tenga seguridad de la
informacion notificada, la notificacion
debera cancelarse y enviarse una nueva.



¢ DONDE PUEDO OBTENER MAS

INFORMACION SOBRE LA LEY CONTRA
EL BIOTERRORISMO?

e Directamente de la pagina Web de la FDA:
http://www.fda.gov/oc/bioterrorism/bioact.html

« Pagina Web de PROMPERU, seccion “Calidad y
Normatividad” www.prompex.gob.pe



http://www.prompex.gob.pe/

CALL CENTER - BIOTERRORISMO

Calidad y Normatividad
Gerencia de Agro y Agroindustrias
TEL: 222-1222 Anexo 301

Comision de Promocion del Peri
para la Exportacion y el Turismo

PROMPERU

(EX - PROMPEX y PromPerti)

Claudia Solano Oré ; csolano@prompex.gob.pe

Miguel Watts Gonzalez mwatts @prompex.qob.pe



mailto:csolano@prompex.gob.pe
mailto:mwatts@prompex.gob.pe

GRACIAS POR SU ATENCION

Miguel A. Watts Gonzalez
Tel: 222-1222 Anexo 301

mwatts@prompex.gob.pe

Comision de Promocion del Peru
para la Exportacion y el Turismo

PROMPERU

(EX - PROMPEX y PromPeru)


mailto:mwatts@prompex.gob.pe

www.fda.gov


http://www.fda.gov/

