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Background and Overview

ITACS web access currently provides the Import Trade Community with 4
functions:

+** the ability to check the status of FDA-regulated entries and lines
** the ability to submit entry documentation electronically

** the ability to electronically submit the location of goods availability for
those lines targeted for FDA exam

+** the ability to check the estimated laboratory analysis completion
dates

No login accounts are necessary to access these functions. All that is needed is a
valid Customs entry number that has been successfully transmitted to FDA.



Background and Overview

ITACS Account Management allows users to:

+* Receive Notices of FDA Action via email*
+* Retrieve Notices of FDA Action as downloads from within ITACS

s View the details of specific information requests, which are currently
delivered via hard copy Notices of FDA Action

s Will also allow for future enhancements requested by the Import
Trade Community which require user verification

*Receipt of Notices of FDA Action via email is optional and will take the
place of paper Notices if chosen. Account users will be able to retrieve
Notices by downloading them from within ITACS regardless of whether
they opt to receive them via email or regular mail.



Creating an ITACS Account

NOTE — If you already have an FDA FURLS account you do not need to
set up a new account. You can update your existing account access to
include ITACS.

Existing account types may include:
» Food Facility Registration
» Prior Notice System Interface
» Acidified/Low-Acid Canned Foods Registration
» Device Registration
» Voluntary Qualified Importer Program
» Tobacco Registration and Listing



Creating an ITACS Account

User Roles

Only one Firm Account is allowed per firm. A Firm Account should be
created by the person who is authorized to act as the Firm Administrator

¢ Firm Administrator can:
- Create, Deactivate, Reactivate Firm Users
- Create, Modify, Delete Groups
- Grant/Transfer Group Admin and Firm Admin privileges
** Group Administrator can:
- Create new Users
- Add/Remove Users to their own group
- Modify Group settings
¢ Firm User can:
- Modify own user account
- Access to ITACS account functionality



Creating an ITACS Account

e Click on the Create Account link on the ITACS Home page

e Or go directly to FURLS: https://www.access.fda.gov/oaa



https://www.access.fda.gov/oaa

Creating an ITACS Account

FoA | ONLINE ACCOUNT

EIXYs  ADMINISTRATION (OAA)

FDA Industry Systems

Login

Existing account holders, enter your account ID &
password.

Account ID

Password

Under 18 U.5.C. 1001, anyone who makes a materially
false, fictitious, or fraudulent statement fo the U.5.
Government is subject to criminal penalties.

[C11 understand.

Forgot your password
Choose create new account

A Create New Account

© System Status

Getting Started

To make submissions to FDA (e.g., Food Facility Registration, Prior Notice, etc.) you
must first create an account. Select "Create New Account” towards the bottom left side
of this page

If you already have an account, enter your account ID and password.

WARNING: You are accessing a U.5. Government information system. The system
usage may be monitored, recorded, and subject to audit. Unauthorized use of the
ystem is prohibited and subject to criminal and civil penalties. Use of the system
indicates consent to monitoring and recording, and anyone using this system expressly
consents to such monitering and is advised that if such monitoring reveals possible
criminal activity, system personnel may provide the evidence of such monitoring to law
enforcement officials.

Is your computer secure? Before using FDA Industry Systems (FI13), FDA strongly
encourages all users to have current antivirus and antispyware software installed on
your computer to help ensure the privacy of the information being entered.

FDA retains contractors to assist the agency in maintaining its databases. If you get a
call from someone asking about your facility and you are concemed about whether the
call is legitimate, get the name and company of the caller, as well as a phone number,
and contact FDA FURLS Help Desk at 1-800-216-7331 to confirm that the caller is
acting on behalf of FDA.



Creating an ITACS Account

N

Step 1: Select Applicable Center for Account Creation

) Center for Biological Evaluation & Research (Export Certification Application and Tracking)

) Center for Devices & Radiological Health (Device Registration and Listing / Export Certification Application and Tracking / Laboratory Developed Tests Notification)
) Center for Drug Evaluation & Research (Export Certification Application and Tracking)

() Center for Food Safety & Applied Nutrition (FFRM, FSMA, LACF, SEPRM, SFCN, NDIN, PNSI / Systems Recognition Program / Certification Application Program
{Includes Landfood, Seafood, Cosmelics, Food Additive, Food Contact Substances, Dietary Supplements, Infant Formula, Medical Foods, and Foods for Special Dietary
Use), elc.)

© Center for Tobacco Products (Tobacco Registration and Product Listing)

@(— Choose Other Systems

Select th
@dee Auxiliary Communication System (ITACS)

Choose ITACS

Please select your firm's official role(s) in the importation of FDA-regulated products. You may select more than one if applicable.

] Importer of Record

Indicate the type of firm.

] Consignee
One or all types may be chosen.

\:l Filer



Creating an ITACS Account

Step 2: Enter Account Information

For assistance on the required fields below, please contact ITACS support at itacssupport@fda.hhs.gov.

2A: Point of Contact Information

First Name

John

Middle Initial (Gptionai)
A

Last Name / Surname

Smith

Job Title

Team Leader

Company Name

ABC Filers and Importers

Phone Number
123 4567890

Country Area Phone Number Extension

Phone/FAX numbers have only numbers with no spaces, dashes, periods or
parentheses. Country code is not required for US phone numbers.

FAX Number {Optional)

Country Area Fax Number

E-mail Address

john.smith@abc.com

Confirm E-mail Address

john.smith@abc.com

Does your firm agree that it no longer needs to receive paper Notices of
FDA Action?

@ Yes - If selected, FDA will no longer provide your firm with paper copies
of Notices of FDA Action. Firm account holders may either receive Notices
via email at the time they are generated by FDA or view Motices online.

@) No - If selected, paper copies of Notices of FDA Action will continue to
be sent to your firm. Firm account holders will still have the option to view
Notices online, but will not receive them via email.

2C: Phy: ddress (Business) of Account Holder

Country / Area
UNITED STATES =l

Address Line 1
123 Main Street

Address Line 2 (Optional)
City
Anytown

State / Province / Territory

Washington El

Zip Code (Postal Code)
098225

DUNS Number {Optional)

Do you have preferred mailing address other than the physical address
mentioned above?

@) Yes @ No

Fill out the required
information.
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Creating an ITACS Account

When the required information has been completely
filled out, Click ‘Create Account’ at the bottom of the

page.

Under 18 U.S.C. 1001, anyone who makes a materially false, fictitious, or fraudulent statement to the U.S. Government is subject to criminal
penalties.

O Cancel ® Clea © Create Account
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Creating an ITACS Account

Review the account information for accuracy and Click
‘Modify’ to edit the information or click ‘Submit’ to
submit the account information for review.

Click the Submit button to create an account, or click the Modify button to return and edit your account profile.

12



Creating an ITACS Account

You will be provided with an account ID, but will need to
await approval of your account to log into ITACS. You will
also receive an email with this information.

Create New Account 0 &

Home & Create New Account

Your account has been created but is currently inactive. An email has been sent to you with further details.
Your account |1D is abch7768

YOU WILL NEED TO REMEMBER YOUR ACCOUNT ID AND PASSWORD TO LOGIN TO THE SYSTEM IN THE FUTURE.

© Retum to Login Page

13



Creating an ITACS Account

e Your account may be temporarily rejected pending further
information. Please provide the requested information to

ITACSSupport@fda.hhs.gov.

Departinent of Health and Human Services

Food and Drug Administration

February 17, 2016
Dear John Smith,
Your request for access to the Import Trade Auxiliary Communication System (ITACS) for account abeS7768 has been rejected at this time.

The request has been rejected for the following reason(s):

Comments: Please provide additional entry numbers for verifcation.

For general ITACS questions, please review the information posted at http://www.fda.gov/ForIndustry/ImportProgram/uecm296314

Please contact us at itacssupport@fda.hhs.gov if you have any specific questions about this rejection.

FDA ITACS Support Team
Please do not reply to this email. Emails sent to this address cannot be answered. Thank you.

14
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Creating an ITACS Account

Reasons an account might be rejected:
» Your firm already has an account
» FDA is unable to verify the entry numbers provided

» Firm is not part of FDA’s firm inventory

Your account may be temporarily rejected pending further
information. If so, please provide the requested information to
ITACSSupport@fda.hhs.gov.

15
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Creating an ITACS Account

If your account has been approved you may log into your
account to retrieve Notices via ITACS and manage your account
users and groups.

Departinent of Health and Human Services

Food and Drug Administration

February 17, 2016
Dear John Smith,

Your ITACS Firm Adminstrator account (alc¢S7768) request has been approved.

As Firm Administrator, you may now log into FURLAat https://www.access.fda. Eowoaa
Group Administrators. For assistance with this functiona
hitp://www.fda.gov/Forlndustry/ImportProgram/ucm?2963 l—l

ce logged in, you can create groups and designate
within the application or posted here:

You may also contact FDA with questions at itacssupport(@fda.hhs.gov

FDA TTACS Support Team

Please do not reply to this email. Emails sent to this address cannot be answered. Thank you. 16



FOA

Logging into Your ITACS Account

[‘:@S ONLINE ACCOUNT

ADMINISTRATION (OAA)

FDA Industry Systems

Login Getting Started
Existing account holders, enter your account ID & To make submissions to FOA (e.g., Food Facility Registration, Prior Notice, elc ) you
password must first create an account. Select "Create New Account” towards the bottom left side
Enter your ro— of this page
ACCO u nt I D abe5 7768 Ifyou already have an account, enter your account ID and password
a nd WARNING: You are accessing a U.S. Government information system. The system
usage may monitored, recorded, and subject to audit. Unauthorzed use of the
Password = ay be monitored corded, and subject to 1L Unauth d use of i
Password sesssassssss system is prohibited and subject to criminal and civil penalties. Use of the system
indicates consent to monitoring and recording, and anyone using this system expressty
Unger 18 U.S.C. 1001, anyone who makes a materially consents 1o such monitoring and is advised that if Slil'.r'. monitoring reveals possible
faise, fictitious, or fraudulent statement fo the U.S. criminal activity, system personnel may provide the evidence of such monitoring 1o law
Government is subject to criminal penalties enforcement officials

Is your computer secure? Before using FDA Indusiry Systems (FIS), FDA strongly
encourages all users to have current antivirus and antispyware software installed on
Forgot your password your computer to help ensure the privacy of the information being entered

[¥11 understand.

, retains contracions 1o assist the agency in maintaining its databases. If you get a
ACknOWI edge th e fom someone asking about your facility and you are concemed about whether the
s legitimate, get the name and company of the caller, as well a5 a phone number

Wwa rning and click lLOgin’ contact FDA FURLS Help Desk at 1-800-216-7331 to confirm that the caller Is
New User v g ON behall of FDA
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Logging into Your ITACS Account

Firm Administrator
Your Account Home Page

Account Management 0 s

Account Management

Welcome to the FDA Industry Systems. You are logged in 8§ abe57768 for ABC Filers and Importers.

Edit Account Profile

You may choose an option on the left to manage your account or selec
To obtain access to available FDA systems, choose the Update System Access option to add the FDA
system to your account.

Change My Password

Update System Access

Other Systems
Create a Subaccount

_ Click to launch the Application(s)
Deactivate a Subaccount

Import Trade Auxiliary Communication System
Reactivate a Subaccount (ITACS)

Manage Users

18



Managing your ITACS Account

Firm Administrator

Edit Account Profile allows you to edit your account
information and subaccount information.

Account Management

Account Management

Edit Account Profi D

Change My Password

Update System Access

Create a Subaccount

Deactivate a Subaccount

Reactivate a Subaccount

Manage Users

Welcome to the FDA Industry Systems. You are logged in as abcb57768 for ABC Filers and Importers.

You may choose an option on the left to manage your account or select an FDA system below.

To obtain access 1o available FDA systems, choose the Update System Access option to add the FDA
system to your account.

Other Systems

Click to launch the Application(s)

Import Trade Auxiliary Communication System
(ITACSE)

19



Managing your ITACS Account

Firm Administrator

Change My Password allows you to change your account
Password.

Account Management 0=

Account Management

Welcome to the FDA Industry Systems. You are logged in as abe57768 for ABC Filers and Importers.

Edit Account Profile
ch My P 3 You may choose an DpTiDH on the left to manage your account or select an FDA E}“ET.ETT'I below.
S s To obtain access to available FDA systems, choose the Update System Access option to add the FDA

system to your account.
Update System Access

Other Systems
Create a Subaccount

) Click to launch the Application(s)
Deactivate a Subaccount

Import Trade Auxiliary Communication System
Reactivate a Subaccount (ITACS)

Manage Users

20



Managing your ITACS Account

Firm Administrator
Update System Access allows you to add or remove firm
types, Filer, Importer, Consignee.

Account Management 0=

Account Management

Edit Account Profile VWelcome to the FDA Industry Systems. You are logged in as abe57768 for ABC Filers and Importers.

You may choose an option on the left to manage your 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.
Update System Access

Other Systems
Create a Subaccount

Click to launch the Application(s)

Change My Password

Deactivaie a Subaccount
Import Trade Auxiliary Communication System
Reactivate a Subaccount (ITACS)

Manage Users
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Managing your ITACS Account

Firm Administrator

Create, Deactivate and Reactivate Subaccount allows you
to manage your user subaccounts.

Account Management

Account Management

Edit Account Profile

Change My Password

Update System Access

Create a Subaccount

Deactivate a Subaccount

Reactivate a Subaccount

Manage Users

Welcome to the FDA Industry Systems. You are logged in as abebs7768 for ABC Filers and Importers.

You may choose an option on the left to manage your 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.

Click to launch the Application(s)

Import Trade Awxiliary Communication System
(ITACS)
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Managing your ITACS Account
Firm Administrator
Creating Subaccounts

Account Management Click ‘Create a Subaccount’

Account Management

e e Welcome to the FDA Industry Systems. You are logged in as abc57768 for ABC Filers and Importers.

You may choose an option on the left to manage your 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.

Other Systems

Click to launch the Application(s)

Change My Password

Update System Access

@e a Subaccount

Deactivate a Subaccount

Import Trade Auxiliary Communication System
Reactivate a Subaccount (ITACS)

Manage Users
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Managing your ITACS Accoun

Firm Administrator
Creating Subaccounts

Create a Subaccount

Company Name is ABGC Filers and Importers

Enter information for the subaccount holder

Point of Contact Information

First Name

Tast

Middie Initial (Opoional)

Last Mame / Surname
Usear 1

Joby Tithe

Associate

Subaccount Company Name (Opiiomnal)

Phone Number

123 4567800
Country Area Phone Number Extension
Fhone/FAX numbars have only numbers with no spaces,
dashes, periods or parentheses. Counbry code is nol required
for US phone numibers

FAX Numbar

Country Area Fax Numbar

E-mail Address

test user@abc. com

Confinm E-mall Address

testusen@abc. com

Couniry | Area
UNITED STATES [-]

Address Line 1
123 Main Streeat

Address Line 2 (Opuonal)

City

Anytown

State / Province /| Termitony

Washington [=]

Zip Code (Postal Code)
o8148

Do you have preferred mailing address other than the
physical address mentioned above?

! Yas @ No

Fill out the required information
and click ‘Continue’

A Chrar
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Managing your ITACS Account

Firm Administrator

Creating Subaccounts

Review the account information for accuracy and Click
Modify to edit the information or click Submit to submit
the account information for review.

Click the Submit button to create an account, or click the Modify button to return and edit your account profile.

The new user will receive separate emails with their user
name and temporary password.

25



Managing your ITACS Account

Firm Administrator
Deactivating Subaccounts

Account Management  iclc Deactivate a Subaccount

Account Management

Edit Account Profile Welcome to the FDA Industry Systems. You are logged in as abcb7768 for ABC Filers and Importers.

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

Other Systems

Click to launch the Application(s)

Change My Password
Update System Access
Create a Subaccount

@Uﬂt& a Subaccount
Import Trade Auxiliary Communication System

Reactivate a Subaccount (ITACS)

Manage Users
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Managing your ITACS Account

Firm Administrator
Deactivating Subaccounts

Select the subaccount you would like to deactivate, select a
reason for account deactivation from the pull down menu and
click Continue.

Account Management o0&

Home & Deactivate a Subaccount

Deactivate a Subaccount

Edit Account Profile

Select the accounts you want to deactivate:
Change My Password

Subaccount abc37130 Test User 1
Update System Access ABC Filers and Importers

Seattle, Washington 98148
UNITED STATES

Create a Subaccount

Deactivate a Subaccount

Reactivate a Subaccount Oiher

Account not needed

Person left

Manage Users
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Managing your ITACS Account
Firm Administrator

Deactivating Subaccounts
Verify that you would like to deactivate the account and
click ‘Submit’.
DEACTIVATE SUBACCOUNT

You are about to deactivate:

abc3T130 Test User 1

ABC Filers and Importers
Seattle, Washington 93143
UNITED STATES



FOA

Managing your ITACS Account
Firm Administrator

Reactivating a Deactivated Subaccount

Account Management - Click Reactivate a Subaccount 9=

Account Management

Edit Account Profile Welcome to the FDA Industry Systems. You are logged in as abe57768 for ABC Filers and Importers.

You may choose an option on the left to manage your 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.

Click to launch the Application(s)

Change My Password
Update System Access
Create a Subaccount
Deactivate a Subaccoun

@:tiva’[e a Subaccount

Manage Users

Import Trade Awxiliary Communication System
(ITACS)
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Managing your ITACS Account

Firm Administrator

Reactivating a Deactivated Subaccount

Select the deactivated account you would like to
reactivate and click ‘Continue’.

Account Management

Home & Reactivate a Subaccount

Reactivate a Subaccount

Edit Account Profile

Select the accounts you want to reactivate:

Change My Password
Subaccount abc3r130 ;E% lil-lﬁer 1 o Imoort
Update System A ilers and Importers
paale system Aeeess Seattle, Washington 95148

UNITED STATES

Create a Subaccount

Deactivate a Subaccount

Reactivate a Subaccount <

Manage Users

0



Managing your ITACS Account

Firm Administrator

Reactivating a Deactivated Subaccount

Verify the deactivated account you would like to
reactivate and click ‘Submit’.

Account Management 0 &

Home & Reactivate Subaccount

REACTIVATE SUBACCOUNT

You are about to reactivate:

Edit Account Profile

Change My Password
abc3T130 Test User 1

Update System Access ABC Filers and Importers
peale S Seattle, Washington 95148

UNITED STATES
Create a Subaccount

Deactivate a Subaccount

Reactivate a Subaccount
Manage Users
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Managing your ITACS Account
Firm Administrator
Manage Users will navigate to the screen that allows you

to manage user information and create and manage your
firm’s groups.

Account Management 0=

Account Management

Edit Account Profile Welcome to the FDA Industry Systems. You are logged in as abe57768 for ABC Filers and Importers.

You may choose an option on the left to manage your 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.

Change My Password

Update System Access

) Click to launch the Application(s)
Deactivate a Subaccount

Import Trade Auxiliary Communication System
Reactivate a Subaccount {ITACS)

@age Users >
32




Managing your ITACS Account
Firm Administrator
Creating Groups

Manage Groups

As a Firm Administrator, you are able to create new groups or modify group information.

Manage Users |

Groups

Group Name [Date Created  [Created By | Administrator

Mo data to display.

Click Create New Group

Group Details

Name |Email Address |Phane | Job Title |Date Added
Mo data to display.

Clicking ‘Manage Users’ on the home page will open
Manage Users and Manage Groups functionalities.
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Create Group

Managing your ITACS Account

Firm Administrator
Creating Groups

:Z—T-:.‘.a"c'@ Name the GrDup

Selected Ports :

Available Ports :

0101 - Portand, ME
0102 - Bangos, ME
0103 - Eastport
0104 - Jadkman
scted Porte + | 9105 - Vanceboro
0106 - Houlton
0107 - Fort Fairfield
0108 - Van Buren
0105 - Madawaska
0110 - Fort Kent
194 . Btk

Select the applicable
ports (Filers only)

Send Notices to all
member emails or to

group email

e All Group Members
~ @ Other

Qe

Click Save
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Managing your ITACS Account

Firm Administrator

*» Filers may specify which ports of entry for which a
particular Group should receive Notices of FDA Action.

*» All Ports should be selected if it is not desired to limit
a Group’s access to Notices.

** Importers of Record and Consignees will receive all
Notices of FDA Action

35



Managing your ITACS Account

Firm Administrator
Creating Groups

| Manage Groups

<WWuareahletocreatenewgmupsnr modify group information. After Creatlng a group’ to

Manage Users |

)< add users to the group go
e to ‘Manage Users'.

|Date Created |Created By

Test Group 1

2/17/2016
Test Group 2 2f17/2016
Create Mew Group Modify Group Delete Group |
Group Details
Group Mame ! Test Group 1
Mame |Email Address |Phone {10b Title |Date Added I
No data to display.
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Managing your ITACS Account

Firm Administrator

Creating Groups

Manage Users

As a Firm Establishment Administrator, you are able to create, modify, or deactivate ITACS user accounts and manage groups.
Manage Groups |

> | Search for User

Users

Group Admin? | Group Name Name |Email Address iF-"ho-rle {Job Tite |Date Added
MNo 1-1234567890 Group Lead 2f17/2016
MNo 1-0000000000 President 2/10/2016
Mo Test User 1-1234557890 Associate 2172016

Highlight the user to be added to
the group and click ‘Modify User’.

Create User Account | Maodify User |

\_________./

Deactivate User | Convert to Firm Admin |

Get Emai? |
Yes
Yes
Yes
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Managing your ITACS Account

Firm Administrator
Creating Groups

Modify Users

Full Mame : Group Leader 1

Contact Email Address " _ Ch Oose th e G ro u p

Job Title :  Group Lead

1 1234567390

Contact Phone :Cuuntr',' Code Fhone Number

Extension {Dptional)

The Firm Administrator has choosen the following method to receive FDA Notices of Action @ @

Same as Contact Email :

Available Ports:

0101 - Portand, ME -
0102 - Bangor, ME 7
0103 - Eastport
0104 - Jackman
0105 - Vanceboro
0106 - Houlton
0107 - Fort Fairfield
0108 - Van Buren
0109 - Madawaska

0110 - Fort Kent
N111 _ Azt

Note: when the

“ Group is chosen
that person will be
associated with that

. Group’s ports and

email preferences.

Applicable only to Filers, This user will receive Notices of FDA Action only for selected Ports :

3

. | Test Group 1 -

Please select a value
MT Iﬁ

0 D
est Group 2
Test Groun 1 |
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Managing your Account

Firm Administrator

Creating Groups

Manage Users

As a Firm Establishment Administrator, you are able to create, modify, or deactivate ITACS user accounts and manage groups.

Manage Groups

B ——

* | Search for User

Users

Group Admin?
No
No
No

|Group Name
Test Group 1

X

After a user is associated with a Group

they can be converted to Group Admin
click Manage Groups.

{Name |Email Address Phone

Group Leader 1 1-1234567850
1-0000000000
1-1234567830

Jest User 1

Create Ussr Account | Modify User ‘ Daactivate User | Convert to Firm Admin

|Job Title
Group Lead
President
Associate

. Todo so

Date Added
2/17/2016
2/10/2016
2/17/2016

|Get Email? |

Yes
Yes
Yes
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Managing your Account

Firm Administrator
Creating Groups

Manage Groups
As a Firm Administrator, you are able to create new groups or modify group information.
Manage Users |

Groups

Date Created Created By Administrator
(| TestGroup 1 2/17/2016
2/17/2016
Create New Group Modify Group

Group Details
Group Mame : Test Group 1
Email Address Phaone Job Tite Date Added

I Groupead 7o

Group Leader 1

Highlight the Group Name and highlight the User
Name for whom you would like to make Group
Admin. Then click Convertto Group Admin.

:E_ojvcrt to Group Admin 40




Managing your Account

Firm Administrator
s After groups and Group Administrators are established,
Group Administrators can create subaccounts and

add/remove users to their group and can manage
group settings.

** Firm Administrators can continue to manage all
users/groups if needed.
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Managing your Account
Firm Administrator

Manage Users

As a Firm Establishment Administrator, you are able to create, modify, or deactivate ITACS user accounts and manage groups.
Manage Groups |

*| Search for User

Users

Group A_drn'm?_ |Group Name Name Email Address _F‘hpne _J:_:lh Tutlg _ED;tg a'-adg:!ed_ Get Emaul_?
Mo Group Leader 1 1-1234567830 Group Lead 2f17/2016 Yes

No ] 1-0000000000 President 2/10/2016 Yes

Mo Test User 1

1-1234567890 Associate 2{17/2016 Yes

Note from this screen you can also Create, Modify and
Deactivate Subaccount Users. You can also convert
another user to be the Firm Admin.

Create User Account Modify User Deactivate User | Convert to Firm AdmiD
‘.......--__
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Managing your Account
Firm Administrator

Manage Users

As a Firm Establishment Administrator, you are able to create, modify, or deactivate ITACS user accounts and manage groups.

Manage Groups |

*| search for User

Users

Group Admin?  |Group Mame Mame Email Address Phone Job Title Date Added Get Email?
Mo Group Leader 1 1-1234567350 Group Lead 2/17/2015 fes

Mo 1-0000000000 President 2/10/2016 fesg

Mo Test User 1

1-1234567590 Associate 2{17/2015 fes

If you convert another user to Firm Admin you will lose

your Firm Administrator privileges and be converted to a
Firm User.

Create User Account | Modify Lser | Deactivate User G&rt to Firm AD

S
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Managing your Account

Firm Administrator
Updating email to receive Notices of FDA Action

Manage Users

As a Firm Establishment Administrator, you are able to create, modify, or deactivate ITACS user accounts and manage groups.
| Manage Groups |

* | search for User

Users

Group Admin?  |Group Mame Name Email Address Phone Job Tite Date Added Get Email?

Ma . 1-2061234567 Licensed Customs ... 5/31/2018 es
Mo . 1-2061234567 In Charge 2/10/2018 es
Mo Test Group 1 Test User 1 . 1-1234567390 User 1 2/10/2016 Yes
Mo Test Group 2 Test Lser 2 . 1-1234567390 User 2 /292016 fes
b= Test Group 2 Test User GA . 1-1234567890 Trade Director 2/10/201a Yes
Yes Test Group 1 Test User GA . 1-1234567590 Group Supervisor 2/10/201a Yes

In Manage Users, highlight the user name for whom you would like to
provide an alternate email address and click ‘Modify User’.

Create User Account | Madify User Deactivate User | Convert to Firm Admin |

e
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Managing your Account

Firm Administrator
Updating email to receive Notices of FDA Action

Full Mame : Test User 1

Contact Email Address * - | N EEEEEEEE

Job Title 1 User 1

1 1234567590

Contact Phone * Country Code Phone Number

Extension (Optional)

The Firm Administrator has choosen the following method to receive FDA Motices of Action : (®

Personally Receieve FDA Motices of Action ; (@

'/
alternateemail @alt.com

Uncheck ‘Same as Contact Email’. This will open the text box for ‘Email for Receiving
Notices’. Enter one or more emails (separated by a semicolon if more than one).

Same as Contact Email

Emiil for Receiving MNotjeés
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Managing your Account

Firm Administrator
Updating email to receive Notices of FDA Action

e : [

Job Title @ Licensed Customs Filer

1 2001234567

Contact Phane :Cuunt'*r' Code Phone Mumber

Extension {Optional)
Enter a single email, distribution list, or a semi-colon seperated

The Firm Administrator has choosen the following methed to receive FDA Notices of Action : (8) Electronic () Paper list of valuss

Talternateemail @alt. com;alter

Alternate Email(z) for Receiving Moticed: | nateemail 2@alt, com|

Same as Contact Email :

As Firm Administrator you can add alternate emails for receiving Notices (i.e. add a
group distribution email and also receive Notices at your contact email address.
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Retrieving Notices of FDA Action from ITACS

Account Management {

Account Management

e Welcome to the FDA Industry Systems. You are logged in as abc57768 for ABC Filers and Importers.

You may choose an option on the left to manage your account or select an FDA system below.

Change My Password To obtain access to available FDA systems, choose the Update System Access option to add the FDA system to your account.

Update System Access
Registration and Listing Programs
Create a Subaccount
Food
Deactivate a Subaccount
] Food Facility Registration [] Dairy Listing Module
Reactivate a Subaccount
[] Acidified/iLow-Acid Canned Foods Registration [] structure/Function Claims Motification
Manage Users and Process Filing

After logging into your account,
scroll down to Other FDA Systems
and click the link to ITACS

[1 shell Egg Producer Registration

Other FDA Systems

(1 Prior Motice System Interface [ systems Recognitio\Program

[ Laboratory Developad Test Notification [ Import Trade Auxiliary Communication System (ITACS)
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Retrieving Notices of FDA Action from ITACS

—

Z 7 Logged in as TestU
FDA|MARCS| Import Trade Auxiliary Communications System ( tanage Users Modih v;urgg,:'ﬁﬂ:“;g’: A 5

e
Indlcatesthatyou are loggedin and the User Name for

the account. Also provideslinksto modify your account
and manage users if a Firm or Group Admin

Welcome to Import Trade Auxiliary Communications System

ITACS allows the Impart Trade Community to:
1) Check status of Entries 2) Input Line Availability 3) Submit Requested Documents

w

[ b Toget started, at 2 minimum please enter an Entry Number. If you would like to namow your entry search, please provide a Line Number.
(‘L] The security letters are required for entry, when provided by the system.

* are required fields
Entry Number * 2016956 (Exampli: X0 xmom.x)
CBP Line Number
FDA Line Numiser .
No CAPTCHA Code required when logged
Fsvemm | ResET ]
Into your account
= Helpful Links
ITACS Indusiry Page Import Program Page
FDA Import Office Locations and Contact Information Impaort Alerts
Impodt Refusals Access FDA Product Code Query

For assistance please contact {itacssupportidnda. hhs.gov)
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Retrieving Notices of FDA Action from ITACS

EOAIMARCS! Import Trade Auxiliary Communications System el -r- el A -
Status and Actions
Results

Entry Numbﬂ:.-HEEHE?E-IJ Entry Level Status: Hold Pending Further Whtten Notice fom FDA

| Sedect | Entry/CEBP-FDA[Suffix] | Prodect Product Code | Cusntity Country Mame | FIDA Line Status FIOA Lime: Status Date | ITACS States  [TACS Statws Date

.-HBQ1695-[.‘-'1-1 VIDEQ GAME _ SER-E) Total: 200 Pieces (200 Fieces) | China Moty FDA of Location for FOA Examination | (21272016

To retrieve Notices choose ‘Retrieve
Notices of FDA Action’ radio button and
click TAKE ACTION

Export 35 PDF for Print Select Al Lines  Clear Selected
= Actions

hoase the approprate action optian and press the Take Action button

% i an action nesds to be taken for the ines selected above,

21 The action taken will be applied to al of the selected ines

Hote: B you opt to submit entry level documents, ITAGS yfl automatically select all of the ines of the entry for you

Ingert Line Avadlabiity for e sebted ibemis] ﬁ
Submit Enbry Lewel Documeenis

Submit Line Level Docaments for the seleched i

ierw Expecied Lab Completion Dabe

E— Retrieve Notices of FOA Action
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Retrieving Notices of FDA Action from ITACS

EDAIMARCS 1mport Trade Muxiliary Communications System

\ -'-":':;: >+l; -':-._, e O péle Log ol

Status and Actions

Results

Entry Numberf20165856  Entry Level Status: Entry Closed by FDA

Select | EnbryCBP DA Sulfix] Product Product Code Quastty Couniry Nams FOA Liss Status FOM Lise Siatus Date ITACS Ststus ITACS Status Dale
.-5531'5‘53-5'1-1 SAMPLE _ ¥R-EJ Total: 1.0 Preces (1.0 Prces) China Relaased 2242016

Available Notices of FDA Action will be
listed at the bottom of the page. Click on

the PDF icons to open and view the
Notices.

Expod 35 POF for Pt Sslect AllLines  Clegr Selectsd
= Notices of FDA Action Issued to Your Firm

i“- All Notices of FDA Action issued to your firm for the selected entry are desplayed in the table below
— To refneve a notice, click on the comesponding PDF file. To open the nobice, you will need io have the free Adobe Acrobal Reader nstalled. The PDF foemat provides the capability to review, save. a prnt the docurment

Motioe Ramds

Motice Date
Feb 18, 2018
] Feb 18, 2018
3 Feb 24, 2018
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Emailed Notices of FDA Action

Example email received by the account holder with the
Notice of FDA Action attached.

From: itacs@fda.hhs.gov Sent: Mon 2/22/2016 2:45 PM
To: ]
Cc:

Subject: Notice of FDA Action Number 1 for Entry Number ||

I Message | “% 423691.02182016 051332_oamq0111.pdf (4 KB)
Attached please find Notice Number 1 for Entry Number|jj ] Anv questions about this Notice should be <
directed to the contact listed on the Notice. DO NOT REPLY to this email as it is not monitored.

If you have received this e-mail in error, please notify FDA at ITACSSupport@fda.hhs.gov.
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Retrieving Information Requests from ITACS

Status and Actions

Results

Entry Numbar:_ Entry Level Status: Document Submitted

Entry/CBP- Product - Country - FDA Line ITACS Status
Select FDA[Suffix] Product Code CQuantity Name FDA Line Status Status Date ITACS Status Date
TUNA CHUNK IN WATER Total: 2240.0 Case (2240.0 Case, Information Requested - See Document
WITH VEGETABLE 16AEE45  4B8.0 Can, Cylindrical, 5.0 Ounces, Thailand | Motice of FDA Action for Details - | 0672412016 Submitted 0372472016
BROTH weight (avdp)) RBequested information

Click the link to show the
information request.

Exportas PDF for Print  SelectAllLines  Clear Selected

= Actions

.4 If an action needs to be taken for the lines selected above, please choose the appropriate action option and press the Take Action button.
The action taken will be applied to all of the selected lines.
Note: If you opt to submit entry level documents, ITACS will automatically select all of the lines of the entry for you.

Input Line Availability for the selected item(s) “ TAKE ACTION m

Submit Entry Level Documents
Submit Line Level Documents for the selected item(s)
View Expected Lab Completion Date
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Retrieving Information Requests from ITACS

Status and Actions

Results

Entry Number: _ Entry Level Status: Document Submitted

. Intermation Requested for Hn_1-1
The |nf0rmat|0n Details: Please provide FCE and SID Requests also

Request will be —_— available to download
displayed in a pop

as pdf under Retrieve
up box. Notices of FDA Action.

Actions

If an action needs to be taken for the lines selected above, please choose the appropriate action option and press the Take Action button
The action taken will be applied to all of the selected lines.

MNaote: If you opt to submit entry level decuments, ITACS will automatically select all of the lines of the entry for you.

Input Line Availability tor the selected team(s)

Eaedhloiol D

53



Managing your Account
Firm Administrator

Links to Manage your account and manage users found at
the top of the screen

|@§ MARCS| Import Trade Auxiliary Communications System

Status and Actions
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ITACS Links

ITACS: https://itacs.fda.gov

ITACS Support — for technical assistance regarding ITACS
or to suggest additional functionality please email:

ITACSSupport@fda.hhs.gov

To view the ITACS Presentation to Industry PP and this
ITACS Account Management PP visit:

http://www.fda.gov/forindustry/importprogram/entrypr
ocess/importsystems/ucm480953.htm
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