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AB Accreditation Body

CB Certification Body

CFSAN Center for Food Safety and Applied Nutrition
FDA U.S. Food and Drug Administration

OAA Online Account Administration

ORA Office of Regulatory Affairs

Icon Behavior

Standardized icons are used throughout the system. Each icon performs a specific system
function. The icon description and system function is described below:

Icon Description Icon System Function

Magnifying Glass Q View the associated item.

Pencil ' Edit the associated item.
Lists the total number of records associated
with the item. The number within parenthesis
is a clickable link.

e Example, “(3)” indicates that there are three

Numbers within Scope Agent scopes associated with the certification
parenthesis @) 1) body. The AB may click the link to view the
: three scopes records.

e Example, “(1)” indicates that there is one
audit agent associated to the certification
body. The AB may click the link to view a list
of active audit agent(s).

Trash Can i Delete the associated item.
Printer = Print the associated item.
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1 Introduction

This document is intended for Accreditation Bodies (ABs) or persons who are authorized to act
on their behalf, who are applying or seeking renewal for recognition in FDA’s Accredited Third-
Party Certification Program. If approved by FDA, ABs may manage their profiles, including the
Certification Bodies (CBs) they have accredited.

This document provides detailed instructions on how an AB can use FDA's electronic portal for
the following:

Submit an application
Manage an AB profile
Add and manage CBs
Communicate with FDA

2 Overview of FDA Portals for Electronic Accredited Third-Party
Certification Program Submissions
FDA Industry Systems (FIS)

FDA Industry Systems (FIS) is an electronic portal which facilitates making submissions to the
FDA it includes registration, listing, and other notifications. FIS is available 24 hours a day,
seven days a week. It provides general entry to a series of systems which allow electronic
submissions to the FDA.

FDA's Unified Registration and Listing System (FURLS)

FDA'’s Unified Registration and Listing System (FURLS) is a specific component of FIS.
Persons with an FDA account ID and password for the FIS electronic portal can use systems
within the FURLS components to exchange information with the Agency. The FURLS system
described in this document is for the Accredited Third-Party Certification Program.

Adding Attachments

Users of the system may need to provide additional information to the Agency while working in
the portal. Additional documentation can be provided by attaching an electronic file (e.g.,
reports, schematics, or other supporting information).

The electronic Accredited Third-Party Certification Program system supports attachments of
the following document types: 1) .pdf; 2) .png; 3) .jpeg; 4) .gif; 5) .bmp; 6) .jpg; 7) .jpe; 8). jfif; 9)
tif; 10) .tiff; 11) .doc; 12) .docx; 13) .ppt; 14) xlIs; 15) .xIsx; 16) .txt; 17) .pptx; and 18) .rtf. The
maximum file size allowed is 50 MB. Relevant sections of this document will identify
opportunities for adding attachments.
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Supported Browsers

FURLS may be accessed using Firefox, Chrome, or Internet Explorer. Please visit the
“Systems Requirements” section of the FURLS page for a list of approved browsers and
browser versions. The “Systems Requirements” section can be found by navigating to
https://www.access.fda.qgov/.

Obtain an FDA Account through the FDA FIS Electronic Portal

Each person who uses this system needs a personal FDA Account ID and password. To
access the FIS electronic portal, go to https://www.access.fda.gov/oaa/. Click the “Create New
Account” button near the bottom of the page, in the New User section. Then follow the
instructions for obtaining an FDA Account ID and password below. Once the account has been
created, you will be able to log into the “Online Account Administration” (OAA) system.

3 Create an FDA Online Account

Create an online account by clicking on the “Create New Account” button on the “FDA Industry
Systems” (FIS) Online Account Administration (OAA) page (Figure 3.1). You will be directed to
the “Create New Account” page.

Figure 3.1 — FDA OAA Page

FoA | ONLINE ACCOUNT
BZIM | ADMINISTRATION (OAA)

FDA Industry Systems

Login Getting Started
Existing account holders, enter your account ID & password To make submissions to FDA (e.g., Foed Facility Registration, Prior Notice, efc ) you must first create an
Account ID 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 aus v information system. The system usage may be
Passwor d monitored, recorded, and subject to audit. Unauthorized use of the 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 expressly consents to such monitoring and is advised that if such monitoring reveals

Under 18 U.S.C. 1001, anyone who makes a materially false, fictitious, or possible criminal activity, system personnel may provide the evidence of such menitoring to law
fraudulent tothe U.S. is subject to criminal enforcement officials
penalties

Is your computer secure? Before using FDA Industry Systems (FIS), FDA strongly encourages all users
1o have current antivirus and antispyware software installed on your computer to help ensure the privacy

[ understand.
of the information being entered

Forgot AccountD || Forget Password )
If you have Tobacco Regisiration and Product List (TRLM) specific questions, please email FDA at
CTPRegi: i isti hhs.gov and the Registration and Listing staff can assist with
answering your questions about TRLM.

FDA retains contracters to assist the agency in maintaining its databases. If you get a call from someone
N U asking about your facility and you are concerned about whether the call is legitimate, get the name and
ew User / 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
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e System Status — Directs users to the “FDA Industry Systems — System Status” page
which displays the current system status, system status explanations, and the system
status history.

e See Instructions and See Tutorials — Directs users to the “FDA Industry Systems
User Guide: Account Management” page which includes general information (e.qg.,
Step-by-Step help guides and account management Q&A.

e Help Desk — Directs users to the “FDA Industry Systems” page where FDA Help Desk
contact information can be found.

Note: The following buttons are displayed on the “OAA” landing page and direct you to
informational pages on fda.gov as indicated. You will not be required to select any of these
buttons in order to complete your application, but are there for your reference if needed (Figure
3.2):

Figure 3.2 — Additional Buttons

New User

X Create New Account

& See Instructions O See Tutorials 3 Help Desk

Click the “Create New Account” button:

The system displays the “Create New Account” page (Figure 3.3). You will see “Step 1: Select
Application(s) for Account Creation.” Two radio buttons are displayed, “Yes” and “No.” Note
that “No” is selected by default.

Note: Leave the default value of the selected radio button as “No.” The workflow that is
created by selecting “Yes” directs you to a program that is not part of the scope of this user
guide.
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Figure 3.3 — Create New Account - Step 1: Select Application(s) for Account Creation

{K(, U.S. Department of Health and Human Services
2

IDQ» ONLINE ACCOUNT
ADMINISTRATION (OAA)

Create New Account L2

Create New Account
You must create a separate account to create your Medical Device Registration and Listing, Tobacco Registration and Product Listing or Food Facility.
Step 1: Select Application(s) for Account Creation

Do you conduct work for a State Agency under Contract with the FDA?
If you are creating an account on behalf of a manufacturer, please select "No."

O Yes ® No

The system displays the various programs available in OAA.

Select the “Third-Party Program - Accreditation Body" checkbox under the “FSMA Program(s)”
section (Figure 3.4) and continue to the next step.

Figure 3.4 — Create New Account - FSMA Program(s)

FSMA Program(s)

[ Laboratory Accreditation Body Third-Party Program--Accreditation Body
Program i
[] Voluntary Qualified Importer Program
[] Third-Party Program—Certification Body

[ Foreign Supplier Verification Program
Check this box if you are an FSVF importer who needs fo use a secure porial
to submif FSVP records requested by FDA.
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The next section is “Step 2: Enter Your Account Information” where AB applicants provide their
Point of Contact information, unique account information, and the account holders physical
address (Figure 3.5).

Figure 3.5 — Create New Account — Step 2: Enter Your Account Information

P e ——————

[F#% | ONLINE ACCOUNT

N | ADMIMNISTRATION {OAL)

Create New Account U]

Compary Nars Sem (Prestrea | Tarmuary

P Sa ~
Wk At gt Bz Gk P S

Lisigua, Factiy iimtr (Cgecas]

it yma b b g sccbwan, sehar s, tha ginpaleal s pardssad v
Ya O

Sazrmr Cosurtzn 1

PP &)

Lincher T8 LLS.C. 0081, mrmecre e sk @ mostermaily fudus, hottious, o freLculent strlement 15 S 1 5. Gowsmement i st 10 cmnl penste
landarzing

The following navigation buttons can be found throughout the system:
e Previous — Returns to the previous screen
e Clear — Clears all input entered on the specific page/section
e Continue — Proceeds to the next screen/step in the account creation process

Note: All application fields are required, unless indicated as “Optional.” Non-required fields will
be marked as “Optional.”

5
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Enter “N/A” in any required field that does not apply to you.
Complete each of the data fields in Step 2A (Figure 3.6).

Figure 3.6 — Step 2A: Point of Contact Information
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2A: Point of Contact Information

First Name

Test

Middle Initial (Optional)
Q

Last Name | Surname

Tester

Job Title

Accreditation Body

Company Name

Accreditation Body Inc.

Web Address (Optional)
http:/faww . abc 123.com

(Example: http:/fiwww.name.domain or hitp://name.domain)

Phone Number

1

(5]

=

(8]
T
T
T
T
T
T
T

93]

=

Ln

Country Area Phone Mumber 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)

FERRFEFRRE

1

o

=

o

Country Area Fax Number

E-mail Address

test123@test com

Confirm E-mail Address

test123@test.com
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The data fields in the “Step 2A: Point of Contact Information” section include:

First Name — The first name of the Point of Contact.
Middle Initial (Optional field) — The first letter of the Point of Contact’s middle name.
Last Name/Surname — The last name of the Point of Contact.
Job Title — The job title of the Point of Contact.
Company Name — The name of the company the Point of Contact represents.
Web Address (Optional field) — The URL of the company.
Phone Number (Country/Area/Phone Number/Extension) — The telephone number
of the Point of Contact.

o0 “Country” is the country code.
“Area” is the three-digit area code.
“Phone Number” is the seven-digit phone number.
“Extension” is the local phone extension to dial the Point of Contact, if applicable.
Fax Number (Country/Area/Fax Number) — The fax number of the Point of Contact.
“Country” is the country code. “Area” is the three-digit area code. “Fax Number” is the
seven-digit phone number.
E-mail Address — The e-mail address of the Point of Contact.
Confirm E-mail Address — The re-entry of the Point of Contact’s e-mail address (the
entry must match the “E-mail Address” field).

(elNelNe]
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Once you have completed Step 2A, proceed to “Step 2B: Account Information” (Figure 3.7).

Figure 3.7 — Step 2B: Account Information

2B: Account Information

Password

aeaesseean
Passwords must be at least 8 but not more than 32 characters, contain uppercase and lowercase
letters, numbers and special characters (e.g., %,5). You will need to remember your password to
login in the future.
Confirm Password

Secret Question 1

What is your favorite food?

Secret Answer 1

pizza

Secret Question 2

What color was your first car?

Secret Answer 2

blue

Secret Question 3

What was your first pet's name?

Secret Answer 3

Pet

The data fields in Section 2B - Account Information include:

e Password — Use this field to create the password for the AB’s account. Use this
password each time you log into the system.

e Confirm Password — Re-enter the password in the “Password” field. The entry must
match the “Password” field.

e Secret Question 1 — This is the first secret question used to protect the account. Select
a question from the drop-down list.

e Secret Answer 1 — This is the answer to the first secret question. Enter your response
to the question selected in “Secret Question 1.”

e Secret Question 2 — The second secret question used to protect the account. Select a
guestion from the drop-down list.
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e Secret Answer 2 — This is the answer to the second secret question. Enter your
response to the question selected in “Secret Question 2.”

e Secret Question 3 — This is the third secret question used to protect the account.
Select a question from the drop-down list.

e Secret Answer 3 — This is the answer to the third secret question. Enter your response
to the question selected in “Secret Question 3.”

Once you have completed Step 2B, proceed to “Step 2C: Physical Address (Business) of
Account Holder” (Figure 3.8).

Figure 3.8 — Step 2C: Physical Address (Business) of Account Holder

2C: Physical Address (Business) of Account Holder

Country ! Area
UNITED STATES

Address Line 1

123 ABC Street

Address Line 2 (Optional)
Suite 200

City
ABC

State / Province [ Territory

Maryland

Zip Code (Postal Code)

20901

Unigue Facility ldentifier {Optional)

Optiona

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

COYes @ No




ADMINISTRATION

W U.S. FOOD & DRUG

The data fields in “Step 2C: Physical Address (Business) of Account Holder” include:

Country/Area — The country/area where the business is located.

Select a country/area from the drop-down list.

Address Line 1 — The address where the business is physically located. This includes

the number, street, quadrant, etc.

Address Line 2 (Optional field) — The field to enter additional information about the

physical location of the company. This may include a suite or apartment number, if

applicable.

City — The city where the business is physically located.

State/Province/Territory — The state/province/territory where the business is physically

located.

Zip Code (Postal Code) — The zip code (domestic) or postal code (foreign) where the

business is physically located.

Unique Facility Identifier (Optional field) — This may be a DUNS number or FDA

Establishment Identifier (FEI).

Do you have preferred mailing address other than the physical address

mentioned above? — Select the “Yes” or “No” radio buttons to answer this question.

o If“No” - Select the checkbox for “I understand” at the bottom of the page (Figure
3.10). The physical address will be used as the mailing address.
o If“Yes” - “Section 2D: Preferred Mailing Address” displays. Section 2D must be

completed to proceed to the next step (Figure 3.9). Next, select the checkbox for
“I understand” at the bottom of the page (Figure 3.10). The address entered in
Section 2D will be used as the mailing address.

10
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Figure 3.9 — Step 2D: Preferred Mailing Address

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

®ves O No
2D: Preferred Mailing Address
Country [ Area
UNITED STATES

Address Line 1

458 ABC Street

Address Line 2 (QOptional)
Suite 300

State / Province [ Territory

Maryland

Zip Code (Postal Code)

20901 |

Figure 3.10 — Checkbox

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.

[vj 1 understand. gm—

“Continue” after you have entered the required account information (Figure 3.10).
The “Account Review” page will be displayed (Figure 3.11). Review the data entered to ensure
it is correct.

Click “Submit” to complete the process. Click “Modify” to edit the profile information in the
previous page.

11



Figure 3.11 — Account Review Page
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FoA | ONLINE ACCOUNT
BZYM | ADMINISTRATION (OAA)
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Account Information

Home @ Create New Account

Account Review

Account Information

Accreditation Body

Company Name
Accreditation Body Inc.

Web Address
http://www.abc123.com

Phone Number
1555 5555555 506

FAX Number
1 555 5555555

E-mail Address
test123@test.com

Secret Question 1
What is your faverite food?

Secret Answer 1
pizza

Secret Question 2
What color was your first car?

Secret Answer 2
blue

Secret Question 3
What was your first pet's name?

Secret Answer 3
Pet

Physical Address (Business) of Account Holder

First Name Address Line 1

Test 123 ABC Street

Middle Initial Address Line 2

Q Suite 200

Last Name / Surname City

Tester ABC

Title State / Province / Territary

Maryland

Zip Code (Postal Code)
20901

Country / Area
UNITED STATES

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

When you click “Submit,” the system displays a message that the account was created
successfully. The message displays your Account ID (Figure 3.12). You will need to retain your
account ID and password to login to the system in the future.

12
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Figure 3.12 — Successful Account Creation Message Page

({ U.S. Department of Health and Human Services

FoA | ONLINE ACCOUNT
IZYM | ADMINISTRATION (OAA)

Create New Account LS

Home @ Create New Account

You have successfully created an account.
Your account ID is tpa58645

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

Once you create an account, you will receive an e-mail notification to the e-mail address
entered in “Account Information” page (Figure 3.13).

Figure 3.13 — Account Creation Confirmation e-mail

Dear FDA Industry Systems Account User,

Please do not reply to this notification/e-mail.

You have created a new account. The Account ID is tpa58645.
Thank you for using the FDA Industry Systems website.

If you need further assistance, please go to https://www.access.fda.gov/

U.S. FOOD & DRUG

13
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4 Submit an Application for Recognition as an Accreditation

Body (AB)

As an AB, log into the FDA “OAA” page (https://www.access.fda.gov/oaa/), which is the
same page used to begin the process of creating a new OAA account (Figure 4.1).

Figure 4.1 — OAA Login

tﬁ U.5. Department of Health and Human Services

FDA | ONLINE ACCOUNT
Y™ | 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 to the U.S. Government is subject fo criminal
penalties.

11 understand.

Forgot Account ID Forgot Password

14
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Once the AB has logged into the FDA “OAA” page, the FURLS “Account Management”
homepage (Figure 4.2) is displayed. Go to the “FSMA Program(s)” section and select the
hyperlink for "Third-Party Program—Accreditation Body.”

Figure 4.2 — OAA - FURLS Account Management Home Page

U.&. Department of Heamn ana Human service
“&K =

FoA | ONLINE ACCOUNT
IXM | ADMINISTRATION (OAA)

Account Management @&

Account Management

Edit Aocount Frofile Welcome to the FDA Indusiry Systems. ou are logged in as tpa58645 for TPA User Guide Facility.

“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.

Repistration and Listing Programs

Change My Password

Updste System Access

Food
[ Food Facility Registration [ Dasiry Listing Moduls.
[ Acidified/Low-Asid Ganned Foods Registration [ StructurefFunction Claims Notification

and Process Fiing

[ New Dietary Ingredient Noification
[ sheil Egg Producer Registration

Medics) Devices

[ Device Repistration znd Listing Madule

Tobaceo

O Tobaceo Registration and Listing System

Export Certification and Tracking

O siclegics Expert Ceriification Agglication and O Bulk Gelatin and Collagen Cerfificate Apphication
Tracking System (BECATS) Process

[ certificate Apglicaticn Process [ CDER Export Certification Application and
Tracking System (CDEReCATS)

Third-Farty Frogram-Acoreditation Body e [ Third-Pany Program-Centfication Bady
[violuntary Qualified Importer Program [ Laborstory Accreditation Body Program

Select the hyperlink for “Third-Party Program—Accreditation Body” to navigate to the “AB
Home” page; the banner for this page is titled “Accreditation Body (AB) Program” (Figure 4.3).

15
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Note that each screen in the AB electronic submission process has the banner “Accreditation
Body (AB) Program.” The “FURLS Home” link on the right side of the banner will take you
back to the FURLS “Home” page, where you may log out.

Figure 4.3 — AB “Home” Page

.—.‘ﬁ W_g. Depariment of Health and Human 3ervices
L

I@f_\\ ACCREDITATION

BODY (AB) PROGRAM

AB Home

Apply for
recognition

“iew my profile

Contact Us

Welcome

‘Welcome to the FDA's Third Party Accreditatiom Program
portal. This portal is the means by which all information
related to the FDA Third Party Program will be transmitted
to the agency. At this time. your account is limited fo
minimal actions which include updating your profile,
contacting the FDA Third Party Program and submitting an
application to become recognized in the FDA Third Party
Accreditation Program. Once you are accepted info the
program, additional [T capabilities will become avsilable
nciuding your ability to add a Certification Body to your
rofodesx.

Use this site to submit an application for recognition as an
accreditation body.

How do | submit an application?
Om the left navigation menu click on the Apply for
Recognition link to create a new application and follow the

B-Step form. You can save a draft of the form at any point.

How do | edit a previously saved application®

On the left navigation menu click on the Apply for
recognition link and use the navigation options to continue
filling in the form.

How do | submit my application?

When all sections of the form have been completed, the
system will provide an option to submit the application.
Edits are not allowed after submit.

Welcome, Test Tester
FURLS Home

FDA Form 3987

PAPERWORK REDUCTION ACT NOTICE
Form Approval: OME Mo. 0910-0750
Expiration Date: D8/2052018

The agency may nof conduct or sponser, and a person is
niot required to respond to a collection of information unless
it displays a curmently valid OMB control number.

The fime required to complete this collection of
informeation is estimated to average 80 hours per
response for a one-time reporting burden and 2.5 - 8.5
hours per response thereafter, including the ime fo
review instructions, search existing data resources,
gather and maintain the data needed, and complete and
review the information collection. This form is a vehicle to
collect this information. Send comments about this
burden estimate or any other aspect of this collection of
informeation, including suggestions for reducing the paper
burden to:

Departrnent of Health and Human Services.
Food and Drug Administration

Paperwork Reduction Act (PRA) Staff
PRAStaffi@fda.hhs.gov

Mote: The system will automatically fime out if there is no
activity for 30 minutes. Unsaved data will be lost

16
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5 Apply for Recognition and Implementing FDA Regulations

Select the “Apply for Recognition” link in the left navigation menu (Figure 5.1) to create a
new application for recognition as an AB. The “Applicant Information” page (Figure 5.2) will
open.

"AB Home" will take you to the Main Menu on the “AB Home” page.

Figure 5.1 — Apply for Recognition

AB Home

Apply for

recognition "

Wiew my profile

Contact U=

17
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Verify that the information listed in “Applicant Information” tab (Figure 5.2) is correct and click
the “Next” button or click the “Revocation” tab directly. This page displays read-only
information from your user profile.

Figure 5.2 — Applicant Information

@ U.S. Department of Health and Human Services

m AC C R E D I TATI 0 N Welcome, Test Tester

KN BODY (AB) PROGRAM FURLS Home | AB Home

All fields are mandatory unless noted as optional. If a mandatory field does not apply to you, please indicate that the field is not
applicable.

AB Home »

| Applicant Information ‘ Revocation Scope Eligibility Attachments Summary

Applicant Information

This page contains the information from your Account ID.
If you need to update your Account, go to the FURLS Home page and select Edit Account Profile.

Firm Name Contact Name

Accreditation Body Inc. Test Q Tester

Address Contact Number

123 ABC Street Telephone Number 1(555) 5555555 Ext. 505
Suite 200 Fax Number 1 (555) 5555555

ABC Maryland 20901
United States

Web Address Email Address
hitp:/fwww.abc123.com test123@test.com

Unique Facility Identifier

18



ﬁ U.S. FOOD & DRUG

ADMINISTRATION

Note: You will see the following buttons while navigating the tabs during the course of the
application process (Figure 5.3):

e Previous — Directs you to the previous page; this saves any user input from other
pages, only during the current session.

e Save — Saves any input from the current page (from session to session), even if the
application has not been completed.

e Next — Directs you to the next page; will save any user input from other pages only
during the current session.

Figure 5.3 — Previous, Save and Next Buttons

The default value stated on the “Revocation” tab is “Not Applicable” (Figure 5.4).

Figure 5.4 — Revocation

{‘ﬁ U_5. Department of Health and Human Services
k.

Im ACCREDITATION : :Velcome, Test Tester
EOTrY | BODY (AB) PROGRAM FURLS Home | AB Home

[ 2 JFa
Al fields are mandatory unless noted as optional. If a mandatory field does not apply to you, please indicate that the field is not
applicable.

AB Home 3 Applicant Information »

Applicant Information ‘ Revocation Scope Eligibility Attachments Summary

Revocation
Mot Applicable
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Proceed to the next tab by clicking the “Next” button or click directly on the “Scope” tab
(Figure 5.5).

The “Scope” tab lists the 21 CFR regulations for which you may apply. The 21 CFR regulations
will henceforth be referred to as scopes.

Figure 5.5 — Scope

{(ﬁ U.S. Department of Health and Human Services

m AC C R E D I TATI 0 N Welcome, Test Tester

EST™ BODY (AB) PROGRAM Bl
{2 Ja

Al fields are mandatory unless noted as optional. If a mandatory field does not apply to you, please indicate that the field is not
applicable.

AB Home » Applicant Information » Revocation »

Applicant Information Revocation ‘ Scope ‘ Eligibility Attachments Summary
Scope
List of Original Source Scopes List of Selected Scopes
Enter a keyword to search for scope £ Enter a keyword to search for scope £

105: Foods for special Dietary Use ~
1063 nfantEermulareguirementsiperamimng o cuentGME @G prog
107: Infant Formula

109: Unavoidable contaminants in feod for human censumption and f

110: Current GMP in manufacturing, packaging, or holding human foc

111: Current GMP practice in manufacturing, packaging, labeling or

annn

112: Standards for the Growing, Harvesting, Packing and Holding of |
113: Thermally processed low-acid foods packaged in hermetically se

114: Acidified foods v
< >

This page contains a list of all possible scopes. You must select at least one scope from the
“List of Original Source Scopes” to complete your application.

To select a scope, left click the text; the text will appear highlighted. The following buttons are
used to add or remove selected scopes:

. “Add"- Moves the selected scope to the “List of Selected Scopes.”

o E] “Add All"’- Selects and moves all scopes to the “List of Selected Scopes.”
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o E] “Remove”- Removes one selected scope from the “List of Selected Scopes.”
o “Remove All” — Removes all scopes from the “List of Selected Scopes.”

Use the scroll bar at the bottom of the “List of Original Source Scopes” to see full titles of
scopes.

A keyword(s) search can be performed in either the “List of Original Source Scopes” or “List of
Selected Scopes.

Type the keyword(s) in the Search bar (Figure 5.6). The search results can be added or
deleted from the respective lists.

Clear the “Search” box by using the “Backspace” key or highlighting the text and pressing the
“Delete” key.

Figure 5.6 — Searching by Scope

Applicant Information Revocation ‘ Scope Eligibility Attag
Scope

List of Original Source Scopes
| Foodd) w2
105: Foods for special Dietary Use

113: Thermally processed low-acid foods packaged in hermetically seals
114: Acidified foods

189: Substances prohibited from use in human foods

ra

anan

Click the “Save” button when all applicable scopes have been selected (Figure 5.7).

Figure 5.7 — Save and Next
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List of Selected Scopes

Enter a keyword to search for scope =
105: Foods for special Dietary Use

106: Infant Formula requirements pertaining to current GMP, QC proced

107 Infant Formula

— ENOD

Click the “Next” button to proceed to the “Eligibility” page. You may also click the “Eligibility”
tab directly. The “Eligibility” page allows you to answer questions and attach files for the
following standards:

Legal Authority
Responsibility
Capacity

Competency
Monitoring

Conflict of Interest
Quality Assurance
Records

Accreditation Program

The standards are listed on the left-hand side of the page. The first standard, “Legal Authority,”
is expanded by default upon navigating to the page (Figure 5.8).
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Figure 5.8 — Eligibility Default View

.(ﬂ‘ U.5. Department of Health and Human Services
E

m ACCREDITATION Welcome, Test Tester
TN (BODY (AB) PROGRAM FURLS Home | AB Home

U.S. FOOD & DRUG

@ &
All fields are mandatory unless noted as optional. If a mandatory field does not apply to you, please indicate that the field is not
applicable.

ABHome » Dashboard » Applicant Information » Revocation » Scope »

Applicant Information Revocation Scope Eligibility Attachments Summary e-Signature
Eligibility

Please use the left hand directory to move from guestion to question.

= Legal Authority |

Legal Authority

An “accreditation body” includes: (1) a governmental accreditation body; and (2) a registered legal entity that
offers accreditation services (described as a “non-governmental accreditation body” in this portal).

Q3 The term, “certification bodies,” is used to refer to bodies that are also known as “third-party auditors™ and
“cenformity assessment bodies.”

[ a1 | A
Q2

Q4 “Food” includes food for human consumption, pet food, and non-medicated animal feed. It excludes products
Qs regulated by the U.S. Department of Agriculture’s Food Safety and Inspection Service (FSIS) under the
- Federal Meat Inspection Act, Poultry Products Inspection Act, and the Egg Products Inspection Act and FSIS
Q6 regulations.
= - The term “food safety requirements” includes applicable requirements of the Federal Food, Drug, and
b REEEEIE T Cosmetic Act and FDA regulations and implementing FDA regulations in Title 21, of the Code of Federal
g p 9 d
» Capacity Regulations. Requirements of the Federal Meat Inspection Act, Poultry Products Inspection Act, and the Egg
Products Inspection Act and regulations issued by the U.S. Department of Agniculture’s Food Safety and
+ Competency Inspection Service are excluded from this definition and are outside the scope of this program.
You may respond to the questions by answering in the text boxes provided or by uploading one or more
» Monitoring documents to satisfy the requirement and identifying the relevant provision(s). Or, if the document was

previously uploaded, please identify the document by title and the relevant provision within.
Conflict of Interest

» Quality Assurance

v Records

Accreditation Program
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Each standard tab has a definition and associated questions. Click the standard drop-down to

display the question links.
Select the question link to display the “Question and Response” text box (Figure 5.9).
Note: You must answer all the questions to complete the application process.

Figure 5.9 — Completing Eligibility Standards Questions

‘@ U.5. Department of Health snd Human Services

EDA | ACCREDITATION e e
KN BODY (AB) PROGRAM URLS Home | AB Home

[ 2 JFe

All fields are mandatory unless noted as optional, If a mandatory field does not apply to you, please indicate that the field is not
applhcable.

AB Home » Dashboard 2 Applicant information » Revocation > Scope >

Applicant Information Revocation Scope Eligibility Attachments Summary

Eligibility

Please use the left hand directory to move from question to guestion

= Legal Authority = Legal Authority >> Q8
Q4 & Recognized accreditation bodies must have the legal authority to notify FDA of the results of
as assessmenis of accredited certification bodies, including denials, suspensions, withdrawals,
: changes in scope of accreditation, and failure of a certification body to meet the requirements of
Q6 §1.653 (Issuance of food OF faciity certmications). IT recognized, what specific iegal authorities or
o contractual rights would allow you lo make these nofifications? Please provide any refevant
Qi documents and identify the specific sections
| a8 @
pio W Enter your response here

» Responsibility

» Capacity
4000 characters remaining
» Competency

~ Attachments (Optional)

»  Monitoring
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Attachments may be uploaded with each response. Attachments must be a document type
supported by the system.

The system supports the following document types: .pdf; .png; .jpeg; .gif; .omp; .jpg; .jpe;. fif;
tif; .tiff; .doc; .docx; .ppt; .xIs; .xIsx; .txt; .pptx; or .rtf.

The maximum file size allowed is 50 MB.
Click the “Attachments” button to open the attachment screen (Figure 5.10).

Figure 5.10 — Opening Attachments Window

Applicant Information Revocation Scope Eligibility Attachments Summarny
Eligibility

Please use the left hand directory 1o maove nom guestion 1o question

= Legal Authority = Legal Authority >> G8
04 o Recognized accreditation bodies must have the legal authority to notify FDA of the results of
as assessments of accredited certification bodies, including denials, suspensions, withdrawals
changes in scope of accreditation, and fallure of a certification body to meet the requirements of
Q6 §1.653 (Issuance of food or facility certifications). If recognized, what specific legal authorities or

contractual rights would allow you 1o make these nofifications? Please provide any relevant

ar documenis and identify the specific sections
Qe

a9

Responsibility

» Capacity
4000 characiers remaining
» Competency

» Monltoring ~ Attachments (Optional)

» Conflict of interest m
Quality Assurance

File@ Nama Date of Upload

* Records
Mo records found
»  Accreditation Program

The system will display a pop-up window (Figure 5.11).
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Click the “Browse” button in the “Attachments” window to select a file.

The “Upload” button will become enabled after a file has been chosen as an attachment.
Click the “Upload” button to complete upload (Figure 5.11).

Figure 5.11 — Attachments Window

n || Revocation || Scope | Elgibiity || Attachments | Summary | e-Signature |

Eligibility
PIBASE LIS [E "= = e nbmim e s e i e m e
Attachments
— Add Attachments —
= Legal Au ~
Instructions
Q4 Step 1: Click Browse o find the document(s) you want to upload
a5 Step 2. Click Upload
Step 3: Click Close
Q6
Mote:
Q7 1. Allowed file types are pdl. png. jped. gif. bmp, jpa, jpe. [, U, W, doc, docx, ppl. xis, xisx, IxI, pplx, r
Q8 2. Maximum file size allowed is 50 MB

0

Manage Attachments

File Name Date of Upload Action

o

Legal_Authority_Qi8_Aftachment doc 2017-12-12 i v

Close
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Once the upload is complete, a confirmation message with the file name will display in the
“Attachments” window (Figure 5.12).

To remove the attachment, click the trash/delete icon in the “Action” column.

Figure 5.12 — Attachments to Eligibility Questions

ON

FURLE

Step 1: Click Browse 1o find the gocument(s) you want to upload ~ 9
Step 2: Click Upload -
All fields are§  step 3. Click Close

applicable. s

AB Home 1. Allowed file types are pdf, png, jpeqg. gif, bmp, jpg, jpe, jfif, tif. tiff. doc, docx, ppt, ws, xisx, td, pplx, rif
2. Maximum file size allowed is 50 MB

' Appiicant i
Eligibili

messe ve nd - [l

~ Legal Au

. Legal Authority Q8 Attachment.doc uploaded successfully. =

Q4 Manage Attachments

as
File Name Date of Upload Action
Q6 v

Q7

Legal_Authority_Q8_Attachment.doc 2017-12-12 i
Qs Close

Q9

1

» Respons

» Capacity
+ Competency

4000 characters remaining.

Use the “Close” button to close the “Attachments” window after the file has been uploaded.

You must answer all of the Eligibility questions in order to complete the application. Important:
Click “Save” upon completion.

Proceed to the next tab by clicking “Next” button or click directly on the “Attachments” tab.
To upload documents to your application, use the “Attachments” tab. This tab is optional.

Follow steps 1 - 4 in the instructions to upload attachments (Figure 5.13).
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Figure 5.13 — Attachments

._-'f U B, Drpastmest of Healds gad

i 3

FoA | ACCREDITATION
KSIN | BODY (AB) PROGRAM

U.S. FOOD & DRUG

ADMINISTRATION

Welcome, Test Tesher
FURLS Home | AB Home

e a

All Tields are mandatorny unless noted as optional. IT a mandatory field does not apply to you, please indicale that the feld is not

applicabie

ABHome » Dashbosrd » Applicant Information » Rewocalion » Scope ) Elgibilly >

Applicant Information Revocation Scope Elbgibility Altachments Summary

Attachments (Optional)

Add Attachment(s)
InStTuCtions

Step 1. Select Type of Altachment

Step 2- Chick Browse fo find the docurment(s) you want to upload

Shep 3: Click Upload

Step 4 Click Save

Note:

1. Alowed file types are pdf. prg. ipeg, oif. bmp, ipg. ipe, iff. G, B, doc, docx, ppl. xS, xisx, bd, ppte, rif

2. Meodmum file size allowed is 50 MB

Type of Attachment

Please Select One -

File Name Type

Mo reconds Townd

Diafe of

Uptoad Acton
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Select the type of attachment from the list (Figure 5.14).

Figure 5.14 - Type of Attachment

Type of Attachment

| Please Select One

| Contractual Agreements, |

N

Finances/Resources
Laws and Regulations
Organization Chart

Standard Operating Procedures and Policies

Other Date of
fype

Upload Action

No records found.

A text box labeled “Additional Description” will display if you select “Other” from the list (Figure
5.15).

Enter a detailed description of the document type in the “Additional Description” field
(maximum 45 characters).

Figure 5.15 — Other Attachments

Type of Attachment Additional Description
Other - +—

Once you have selected a Type of Attachment, the “Browse” button becomes enabled. Click
the “Browse” button to search for and select the desired file for upload.

The browsing window will close once a file is selected. The “Upload” and “Cancel” buttons will
be enabled once the browsing window closes (Figure 5.16).
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Figure 5.16 — Upload and Cancel Buttons

Appiicant information Revocation Scope |  Eligibility Attachments Summary e-Signature

Attachments (Optional)

Add Attachment(s)
Instructions

Step 1: Select Type of Atlachment

Step 2. Click Browse 10 find the document(s) you want lo upload
Step 3 Clhick Upload

Step 4. Click Save

Note:
1. Allgwed flle types are pdi, png, jpeg. gif, bmp, jpg, jpe, |, Iif, Ui, doc, docx, pipt, xis, xisx, ixt, ppix, rif
2. Maximum file size allowed is 50 MB

Type of Attachment

Contractual Agreements -
Optional_Altachmenlis_Test Filedocx 124 KB ®
File Namea Type 3:::;:‘ o

No records found.

Click “Upload” to attach the file. Click “Cancel” to remove the file from the menu.
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Confirmation of successful upload will be displayed at the top of the page upon completion
(Figure 5.17).

Figure 5.17 — Successful Upload Message

. Optional_Attachments_Test_File.docx uploaded successfully. <4 x

All fields are mandatory unless noted as optional. If a mandatory field does not apply to you, please indicate that the field is not
applicable.

ABHome » Dashboard » Applicant Information » Revocation » Scope » Eligiblity »

Applicant Information Revocation Scope Eligibility Attachments Summary =-Signature
Attachments (Optional)

Add Attachment(s)

Instructions

Step 1: Select Type of Attachment

Step Z; Click Browse to find the document(s) you want to upload
Step 3: Click Upload

Step 4: Click Save

Note:
1. Allowed file types are pdf, png, jpeg, gif. bmp, jpg, jpe, jiif, tif, tiff. doc, docx, ppt, xIs, xsx, tx, ppbe, if
2. Maximum file size allowed is 50 MB.

Type of Attachment
Please Select One -
2 Date of 2
‘:I& Name Type Upload Action
Optional_Attachments_Test File.docx Contractual Agreements 2017-12-15 ]

After the additional files have been uploaded, click the “Save” and “Next” buttons or, click the

“Summary” tab.

The system will display the “Summary” page (Figure 5.18). Review the data for accuracy.
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Figure 5.18 — Summary Page

m AC C R E D I TATI 0 N Welcome, Test Tester

EEIN |BODY (AB) PROGRAM FLURLS Heee 11048 Home

AB Home » Dashboard » Applicantinformation » Revocation » Scope » Eligibiity » Attachments »

Scope Eligibility Attachments Summary e-Signature

Summary

Review the following information for correctness and edit as needed.

Applicant Information

Firm Name Contact Name

Accreditation Body Inc Test Q Tester

Address Contact Number

123 ABC Street Phone Number 1 (555) 5565555 Ext. 505
Suite 200 Fax Number 1 (665) 5655656

ABC Maryland 20901
United States

Web Address Email Address
hitp:/iwww.abc123.com test123@test.com

Unique Facility Identifier

Revocation # Edit
Not Applicable
Scope # Edit

105: Foods for special Dietary Use
106: Infant Formula requirements pertaining to current GMP, QC procedures, quality factors, records and reports, and nofifications

107: Infant Formula

Eligibility e

Legal Authority

Responsibility

Capacity

Competency

Monitoring

Conflict of Interest

Quality Assurance

Records

Accreditation Program

Attachments (Optional) 7 Edit
File Name Type Date of Upload
Optional_Attachments_Test_File.docx Standard Operating Procedures and Policies 2018-05-03

@ Previous X Save m
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After reviewing the “Summary” page click the “Save” and then the “Next” button(s). The system
validates all the information you entered. If an error is found, the system will post a relevant
error message.

To be able to submit the application, correct any issues that were found and flagged by the
system. The system marks errors with a red flag icon (Figure 5.19). Any eligibility area that
contains an error will show a red flag in the drop-down menu.

Click the flag(s) to expand the drop-down menu to see which specific questions have an error.

Figure 5.19 — Submission Errors

Applicant Information Revocation Scope ‘ Eligibility | Attachments Summary

Eligibility

Please use the left hand directory to move from question to question.

» Legal Authority ~ Accreditation Program >> Q31

» Responsibility Based on the results of a regulatory audit, if recognized, how will you ensure your accredited
- certification bodies transmit certification information electronically to FDA in a timely manner?

» Capacity

» Competency Enter your response here.

» Monitoring

Conflict of Interest

4000 characters remaining.

Quality Assurance

Records

Accreditation Program ‘~| g
Altachments

~ Attachments (Optional) ‘

1

Q28 ~

Q29 File Name Date of Upload
Q30 / No records found.

Q31 d

Qaz ]

Q33 - v &

If there are no errors, the system will display the “e-Signature” page (Figure 5.20).

Note: The “e-Signature” tab does not become accessible until all errors indicated on the
Summary page have been corrected and saved.

Follow the directions provided on the “e-Signature” page.
Click the check mark to indicate you certify the information in the submission is true and

accurate and, that you are authorized to submit the information to the FDA.
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The following data fields are present:

e Name of Submitter - The first and last name of the application submitter.
e Title of Submitter - The title of the application submitter.

Fill in the required data fields, and click the “Submit” button.
Figures 5.20 — e-Signature Page

« U.S. Department of Health and Human Services

m AC C R E D I TATI 0 N Welcome, Test Tester

TN BODY (AB) PROGRAM FURLS Home | AB Home

AB Home » Dashboard » Applicant Information » Revocation » Scope ¥ Eligibility » Aftachments » Summary »

Applicant Information Revocation Scope Eligibility Attachments Summary e-Signature

e-Signature

Please read the following statement carefully, then acknowledge that you read and approved it by providing the information requested at
the bottom of the page. Please note that an e-Signature is the equivalent of a handwritten signature. By submitting this information to
FDA, or by authorizing an individual to submit this information to FDA, the submitter certifies that the information in the submission is true
and accurate. 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. | also understand that misrepresentations or omissions may constitute sufficient grounds for rejection or
subsequent revocation of my participation in the program.

Please be aware that you will not be able to change your application after you click Submit.

[ certify that the information in the submission is true and accurate and that | am authorized to submit the information to FDA.

Name of Submitter Title of Submitter
Test Q. Tester Accreditation Body
Date

2018-05-03

e m
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The system will post a confirmation message on the page (Figure 5.21).
Figure 5.21 — Confirmation Message

{ﬁ U.S. Department of Health and Human Services
L.

m AC C R E D I TATI 0 N Welcome, Test Tester

TN BODY (AB) PROGRAM FURLS Home | AB Home

AB Home » Dashboard » > > > > > >
>

Confirmation

Thank you for submitting your application. You will receive a confirmation e-mail from FDA within 24 hours. If you do not receive confirmation from FDA
within that timeframe, please e-mail FDAthirdpartyprogram@fda.hhs.gov.

Note: To check the status of the application please see the “Dashboard” page. To reach this
page from the “Confirmation” page, click on the “Dashboard” breadcrumb at the top of the
screen. To navigate to the Dashboard from the AB “Home” page, select the “View/Edit my

application for recognition” option from the left-hand navigation menu.

After the application has been submitted, it is assigned an Application Number and the
Application Status will be displayed as “Pending” on the Dashboard (Figure 5.22).
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Figure 5.22 — Application “Pending” Status

{ U.S. Department of Health and Human Services

m ACCREDITATION Welcome, Test Tester
EEIN BODY (AB) PROGRAM FURLS Home | AB Home

AB Home »

Application Information

Application Number Date of Submission Application Status Fee Status Action

~ 355199541501362 Pending Pending Qa

When FDA receives the completed application, the status on the dashboard will change to
“Submitted” (Figure 5.23).

Figure 5.23 — Application “Submitted” Status

( U.S. Department of Health and Human Services

m AC C R E D I TATI 0 N Welcome, Test Tester

FURLS Home | AB Home

EEaTre BODY (AB) PROGRAM

AB Home

Application Information

Application Number Date of Submission Application Status Fee Status Action

- 355199541501362 2018-05-03 Submitted Pending Qa
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6 Application Returned for Further Action

The FDA may return an application if it determines that additional information is needed. The
FDA will provide guidance to the applicant on what information is needed to address any
concerns.

The applicant must submit the requested information before the FDA will continue the
application review process.

When the application has been returned with additional information, the application status will
display as “In-Process.”

The Eligibility criteria in question will display as “Returned for Action.”
The status of all other Eligibility criteria will display as “Under Review” (Figure 6.1).

Figure 6.1 — Application “In-Process” Status

« U.S. Depariment of Health and Human Services

FDA | ACCREDITATION
AB Home
Application Information
Application Number Date of Submission Application Status Fee Status Action
~ 355199541501362 2018-05-03 In-Process Paid S QB
Eligibility Submission status
Legal Authority Retumed For Action
Responsibility Under Review
Capacity Under Review
Competency Under Review
Monitoring Under Review
Conflict of Interest Under Review
Quality Assurance Under Review
Records Under Review
Accreditation Program Under Review
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To address the information request from FDA, click the “Edit” (pencil) icon in the “Action”
column on the “Application Information” page (Figure 6.2).

Figure 6.2 — Edit icon

AB Home »

Application Information

Application Number Date of Submission Application Status Fee Status Action

~ 355199541501362 2018-05-03 In-Process Paid @ Q& ‘
Eligibility Submission status @
Legal Authority Returned For Action

The system will open the “Eligibility” page (Figure 6.3). Eligibility criteria that display red flags
indicate a response is needed. Click on the standard drop-down to expand the section.

Click on the questions marked with red flags to provide your response. Questions may have
one or more requests (Figure 6.3).

Go directly to the red-flagged standard(s) to provide the required answers, information and/or
attachments.
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Figure 6.3 — Eligibility Criteria Page with Red Flags

{/ U.S. Department of Health and Human Services
2

Im ACCREDITATION : :\felcome, Test Tester
EEIN (BODY (AB) PROGRAM FURLS Home | AB Home

e o
All fields are mandatory unless noted as optional. If a mandatory field does not apply to you, please indicate that the field is not
applicable.

AB Home » Dashboard »

Applicant Informatior evocation, | | Scope Eligibility || Attachments || Summary
Eligibility

Please use the left hand directory to move from guestion to question.

| ~ Legal Authority ~| » Legal Authority >> Q1
| Q1 "| o) ‘ ~ Review Comments
Q2
Question 2 f———
Q3
Enter your response here.
Q4
Qs
Q6 v

4000 characters remaining.
» Responsibility

» Capacity Question 1 =

Enter your response here.
» Competency y P

» Monitoring

» Conflict of Interest
4000 characters remaining.

Fhnnm Lk B

U.S. FOOD & DRUG
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After you have addressed any outstanding items, the red flag will change to a green
checkmark (Figure 6.4).

Figure 6.4 — Eligibility Criteria Page with Green Checkmarks

&
gﬁ; .. eparment of Health and Humas Services

FoA [ACCREDITATION o Mo, e e
EEIN (BODY (AB) PROGRAM LS Home | AB Home

@ o
All fiekds are mandatory unless noted as optional. If 2 mandatory fisld does not apply to you, please indicate that the field is not
applicable.

ABHome » Dashboard 2

Eligibility Summary
Eligibility

Please use the |=ft hand directory to mowve from question to question.

| - Legal Authority ¢| v Legal Authority >> @1
| @ v’l ~ | - Review Comments
Qz
Question 2
Q3
This is the response to Question 2.
Q4
Q5
Qs b

3865 characters remaining.
» Responsibility

» Capacity Question 1
+ Competency This is the response to Question 1.
» Monitoring

» Conflict of Inferest
3885 characters remaining.
» Quality Assurance

» Records

-~ Attachments (Optional) |
» Accreditation Program

File Name Date of Upload

Mo records found.

orne

Once you have addressed all outstanding items, go to the “Summary” page by clicking the
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“Save” and “Next” buttons from the “Eligibility” page, or clicking the “Summary” tab directly.
Verify the information and select the checkbox next to the applicable standard being
resubmitted (Figure 6.5). Click the “Save” and “Next” buttons.

Figure 6.5 — Summary Page

« U.S. Department of Healin and Human

FoA ACCREDITATION Welcome, Test Tesier

N BODY (AB) PROGRAM FURLS Home | AB Home

AB Home » Dashboard » Eligibility >

Eligibility Summary
Summary
Review the following information for correctness and edit as needed.

Applicant Information

Firm Name Contact Name
Accreditation Body Inc. Test Q Tester

Address Contact Number
ABC Stree Phone Number 1 (555) 5556566  Ext. 505
Fax Number 1 (555) 5555555

Web Address Email Address
hitp//www.abc123.com test123@test.com

Unique Facility Identifier

Revocation

Not Applicable
Scope

105: Foods for special Dietary Use
1086: Infant Formula requirements pertaining to current GMP, QC procedures, quality factors, records and reports, and notifications

107: Infant Formula
Eligibility -
Please select the eligibilty criteria whose responses you want to submit to the FDA.

Standards Seilect to submit

» Legal Authority v

Attachments (Optional)

File Name Type Date of Upload

Optional_Attachments_Tes!t_File.docx Standard Operaling Procedures and Policies 2018-05-03
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The system validates all the information and if no errors are found, the “e-Signature” page is
displayed (Figure 6.6). If an error is found, the system will post an error message.

After you correct the error, re-submit the application.
Follow the directions provided on the “e-Signature” page.

Click the check mark to indicate that you certify that the information in the submission is true
and accurate and that you are authorized to submit the information to the FDA.

The following data fields are present:

e Name of Submitter — The first and last name of the application submitter.
e Title of Submitter — The title of the application submitter.

Fill in the required data fields and click the “Submit” button.
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Figure 6.6 — e-Signature Page

@ U.S. Department of Health and Human Services

[FBA | ACCREDITATION Welcome, Test Tester

KN BODY (AB) PROGRAM FURLS Home | AB Home

AB Home » Dashboard » Eligibility » Summary »

Eligibility Summary e-Signature

e-Signature

Please read the following statement carefully, then acknowledge that you read and approved it by providing the information requested at
the bottom of the page. Please note that an e-Signature is the equivalent of a handwritten signature. By submitting this information to
FDA, or by authorizing an individual to submit this information to FDA, the submitter certifies that the information in the submission is frue
and accurate. 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. | also understand that misrepresentations or omissions may constitute sufficient grounds for rejection or
subsequent revocation of my participation in the program.

Please be aware that you will not be able to change your application after you click Submit.

v certify that the information in the submission is true and accurate and that | am authorized to submit the information to FDA.

Name of Submitter Title of Submitter
Test Q. Tester Accreditation Body
Date

2018-05-04

LI m
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The system will post a confirmation message on the page (Figure 6.7).

Figure 6.7 — Confirmation Message

ﬁ U.5. Depariment of Health and Human Services

FoA | ACCREDITATION

K& BODY (AB) PROGRAM

AB Home » Dashboard »

Confirmation

FURLS Home | AB Home

Thank you for submitling your responses to questions from FDA's 3rd party accreditation program. We will réview your responses as part of the application
and may follow-up if additional informatior is needed

After the application has been re-submitted, the “Application Status” will become “In-Process.”

Figure 6.8 — Application “In-Process” Status

« U.S. Department of Health and Human Services

FDA | ACCREDITATION

EEIe BODY (AB) PROGRAM

AB Home »

Application Number

Application Information

Date of Submission

Welcome, Test Tester
FURLS Home | AB Home

Application Status Fee Status Action

~ 355199541501362

2018-05-03

In-Process Paid Qa

Eligibility

Legal Authority
Responsibility
Capacity
Competency
Monitoring
Conflict of Interest
Quality Assurance
Records

Accreditation Program

Submission status
Returned For Action
Under Review
Under Review
Under Review
Under Review
Under Review
Under Review
Under Review

Under Review
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7 Reconsideration Request

You may submit a “Reconsideration Request” if any scopes have been denied. Navigate to the
“Dashboard” to check the status of your application.

The “Application Status” field will display “Denied” if an application is not approved (Figure
7.1).

Figure 7.1 — Application “Denied” Status

4 U.S. Department of Health and Human Services

m ACC R E D I TAT I 0 N Welcome, Test Tester

FURLS Home | AB Home

KN BODY (AB) PROGRAM

AB Home »

Application Information

Application Number Date of Submission Application Status Fee Status Action
v 375956000666530 Transmitting Pending Qa
» 355199541501362 2018-05-03 Denied Paid Qa

You can access the reconsideration request from the “AB Home” screen. Click on the
“Reconsideration Request” option on the left navigation menu (Figure 7.2).

45



Figure 7.2 — AB Home — Reconsideration Request Menu Option

FoA ACCREDITATION
EEIN BODY (AB) PROGRAM

AB Home

welcome

Welcome to the FDA's Third Party Accreditation Program
portal. Thes portal is the means by which all information
redated to the FOA Third Party Program will be transmitted
o the agency. Al this time, your account is kmited 1o

| actions which include updating your profile
contacting the FDA Third Party Program and submitting an
applicabion to become recognized in the FDA Third Party
Accreditation Program. Once you are accepted into the
program, additional IT capabilities will become avaiable
including your ability to add a Certification Body to your
roloce

Use this sile to submit an application for recognition as an
accreditation body

How do | submit an application?

On the laft navigation menu click on the Appy for
Recognition link to create a new appication and follow the
8-Step form. You can save a draft of the form at any point

How do | edit & previously saved applicaion?

On the left navigabon menu chick on the View/Edit my
apphcation for recognition link and use the navigation
oplions to continue filling in the form

How da | submit my apphcation™

VWhen all sections of the fiorm have been completed, the
system will provide an opbion to submit the application
Edits are not aliowed after submit

FDW Form 3297

PAPERWORK REDUCTION ACT NOTICE
Form Approval: OMB No. 09100750
Expiration Date: D6/30/2019

The agency may not conduct or sponsor, and a person is
nat required to respond to a collection of information uniess
it displays a cumently valid OMB control number

The time required 1o complete this coliection of
information ks estimated to average 80 hours per
response for a one-time reporting burden and 2.5-85
hours per response thereafier, ncluding the time to
review instructions, searnch existing data resources
gather and maintain the dala needed, and complete and
review the information collection. This form is 3 vehicie 1o
coflect this information. Send comments about this
burden estimate or any other aspect of this callection of
information, including suggestions for reducing the paper
burden to

Department of Health and Human Sanvices
Food and Drug Administration

Paperwork Reduction Act (PRA) Staff
PRAStafl@fda hhs gov

MNote: The sysiem will automatically tme out If there is nd
for 30 minutes, Unsaved data will be lost

U.S. FOOD & DRUG
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Select the link to “Reconsideration Request”; the system will open the “Reconsideration” page.
If you choose “Yes” (Figure 7.3), then the application will be prefilled with your previously-
entered profile information; however, if you need to edit any information, you will need to do so
in OAA.

Figure 7.3 — Reconsideration Page (“Yes”)

{(6 U.5. Department of Health and Human S

m ACC R E D I TAT I 0 N Welcome, Test Tester

EIN (BODY (AB) PROGRAM FURLS Home | AB Home

All fields are mandatory unless noted as optional. If a mandatory field does not apply to you, please indicate that the field is not
applicable.

AB Home »

You may choose to pre-fill your current application for reconsideration using one previously submitted application. If you choose to do so, your
application for reconsideration will be pre-filled with information submitted on your initial application. You must identify all scopes that you are
requesting reconsideration for when you choose to pre-fill your application. You will not have an opportunity to add additional scopes to your
request once the reconsideration application has been generated. You may need to modify some or all of the pre-filled information to ensure your
application for reconsideration is comprehensive and accurate. Would you like the system to pre-fill the application for reconsideration?

®) Yes No
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If you choose “No” (Figure 7.4), the applicant information will not be prefilled and all application
information must be entered.

Figure 7.4 — Reconsideration Page (“No”)

4 U.S. Department of Health and Human Services

m AC C R E D I TATI o N Welcome, Test Tester

KEEIN BODY (AB) PROGRAM FURLS Home | AB Home

All fields are mandatory unless noted as optional. If a mandatory field does not apply to you, please indicate that the field is not
applicable.

AB Home 2

You may choose to pre-fill your current application for reconsideration using one previously submitted application. If you choose to do so, your
application for reconsideration will be pre-filled with information submitted on your initial application. You must identify all scopes that you are
requesting reconsideration for when you choose to pre-fill your application. You will not have an opportunity to add additional scopes to your
request once the reconsideration application has been generated. You may need to modify some or all of the pre-filled information to ensure your
application for reconsideration is comprehensive and accurate. Would you like the system to pre-fill the application for reconsideration?

Yes (® No

The “Next” button will appear at the bottom of the screen once a radio button is selected.

Click the “Next” button to go to the next page, “Applicant Information” (Figure 7.5). The
information on this page is read-only.

The following navigation buttons are available:
e Previous — Directs to the previous page.
e Save — Saves any user input from the current page from session to session even if the
application has not been completed.
e Next — Directs to the next page; will save any user input from other pages only during
the current session.
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Figure 7.5 — Applicant Information Page

« U.S. Department of Health and Human Serv

m AC c R E D I TATI 0 N Welcome, Test Tester

I BODY (AB) PROGRAM FURLS Home | AB Home

All fields are mandatory unless noted as optional. If a mandatory field does not apply to you, please indicate that the field is not
applicable.

AB Home »

| Applicant Information ‘ Revocation Scope Eligibility Attachments Summary

Applicant Information

This page contains the information from your Account ID.
If you need to update your Account, go to the FURLS Home page and select Edit Account Profile.

Firm Name Contact Name

Accreditation Body Inc. Test Q Tester

Address Contact Number

123 ABC Street Telephone Number 1(555) 5555555 Ext. 505
Suite 200 Fax Number 1 (555) 5565555

ABC Maryland 20901
United States

Web Address Email Address
http://www.abc123.com test123@test.com

Unique Facility Identifier

Click the “Next” button to go to the “Revocation” page (Figure 7.6).

The system will check for a record of previous FDA revocation of this AB. If none are found
“Not Applicable” is displayed.
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Figure 7.6 — Revocation Page

{ U.S. Depanment of Heslth and Humsn Services

FDA |ACCREDITATION Welcome, Test Tester

FURLS Home AB Home

I BODY (AB) PROGRAM

@ &
All fields are mandatory unless noted as optional. If a mandatory field does not apply to you, please indicate that the field is not
apphcable

AB Homa » Applicant Information »

Applicant Information Revocation Scope Eligibility Attachments Summary

Revocation
Mot Applicable

Click the “Next” button to open the “Scope” page (Figure 7.7). The “List of Original Scopes”
shows all the scopes which were not approved in the original application.

Select the scopes you are applying for reconsideration.

Select at one (or more) scopes from the “List of Original Source Scopes” to complete your
application.

To select a scope, left-click on the text. The text will appear highlighted. The following buttons
may be used to add or remove selected scopes:

o “Add” Button — Moves the selected scope to the “List of Selected Scopes.”

o E] “Add All” Button — Selects and moves all scopes to the “List of Selected Scopes.”

. B “Remove” Button — Removes one selected scope from the “List of Selected
Scopes.”

. “Remove All” Button — Removes all scopes from the “List of Selected Scopes.”

Use the scroll bar at the bottom of the “List of Original Source Scopes” to see the full titles of
scopes.
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A keyword(s) search can be performed in either the “List of Original Source Scopes” or “List of
Selected Scopes. Type the keyword(s) in the Search bar (as was shown in Figure 5.7). The
search results can be added or deleted from the respective lists.

Clear the Search box by using the “Backspace” key or highlighting the text and pressing the
“Delete” key.

Note: Even if you select “Yes” on the “Reconsideration” page the system will not prefill the
scopes.

Figure 7.7 — Scope Page

« U.S. Department of Health and Human Services

FDA | ACCREDITATION Welcorne, Test Tester

KN (BODY (AB) PROGRAM FURLS Home | AB Home

All fields are mandatory unless noted as optional. If a mandatory field does not apply to you, please indicate that the field is not
applicable.

AB Home » Applicant Information » Revocation »

Applicant Information Revocation ‘ Scope ‘ Eligibility Attachments Summary

Scope

List of Original Source Scopes List of Selected Scopes

Enter a keyword to search for scope 2 Enter a keyword to search for scope A
109: Unavoidable contaminants in food for human consumption and A 105: Foods for special Dietary Use

food-packaging material 106: Infant Formula requirements pertaining to current GMP, QC

110: Current GMP in manufacturing, packaging, or holding human procedures, quality factors, records and reports, and notifications
food B

107: Infant Formula
111: Current GMP practice in manufacturing, packaging, labeling or
holding operations for dietary supplements

112: Standards for the Growing, Harvesting, Packing and Holding of
Produce for Human Consumption

113: Thermally processed low-acid foods packaged in hermetically B
sealed containers

114: Acidified foods
115: Shell eggs v
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Click the “Next” button and go to the “Eligibility Criteria” page (Figure 7.8). This page will be
prefilled with the information you provided in the initial application if you selected “yes” on the
initial Reconsideration page (See Figure 7.3).

Update the page, as needed, to support your reconsideration request.

Click the “Save” button to save any changes.

Figure 7.8 — Eligibility Criteria Page
¢ U5 Degartment of HEHIR B Humsn Ger

A ACCREDITATION

EEIIN |BODY (AB) PROGRAM

All fields are mandatory unless noted as optional. If a mandatory field does not apply 1o you, please indicate that the field is not
apphc able

ABHome 3 Applcantinformation » Revocstion » Scope )

Applicant Inlormation Revocation Scope Eligibility Attachments Sumimary

Ellgibility

Please use the left hand directony 1o move from question to queshion

= Legal Authority = Legal Authority >> G
o s $ your atcreditation body & govemmentsl accreditation body of 8 non-govemmental accreddation
body?
. This is an updated response flor Reconsideration Request
W
3544 CRArScIErS eI

» Responsibility

= Attachments (Optional)
+ Capacity

+ Competency At hments

+ Monitoring

File Name Date of Upload
v Conflict of Inferesd
Mo records found

r Quality Assurance

* Records

» Accreditation Program
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Click the “Next” button to go to the “Attachments” page (Figure 7.9).

Upload files in the “Attachments” page by following the four-step process outlined on the page.
The system displays uploaded files in the table at the bottom of the page.

Figure 7.9 — Attachments Page

4 U.S_ Department of Health and Human S

FDA ACCREDITATION Welcome, Tst Tester

EEIN BODY (AB) PROGRAM FURLS Home | AB Home

All fields are mandatory unless noted as optional. If a mandatory field does not apply to you, please indicate that the field is not
applicable.

ABHome » Dashboard » Applicant Information » Revocation > Scope ¥ Eligibiity »

Applicant Information Revocation Scope Eligibility Attachments Summary

Attachments (Optional)
Add Attachment(s)

Instructions

Step 1: Select Type of Attachment

Step 2: Click Browse to find the document(s) you want to upload
Step 3: Click Upload

Step 4: Click Save

Note:
1. Allowed file types are pdf, png, jpeg, gif, bmp, jpg, jpe, jfif, tif, tiff, doc, docx, ppt, xls, xIsx, txt, pptx, rif.
2. Maximum file size allowed is 50 MB.

Type of Attachment

Please Select One >

File Name Type Date of Upload Action
Optional_Attachments_Test File.docx Standard Operating Procedures and Policies 2018-05-04 m

Note: The “Attachments” page is optional. You may choose to click the “Save” button on the
“Eligibility Criteria” page, and then select the “Summary” tab, which will open the “Summary”
page (Figure 7.10) to bypass the “Attachments” page.

Within the “Summary” page, review the application information and make any edits, if needed.
53



U.S. FOOD & DRUG

ADMINISTRATION

Figure 7.10 — Summary Page

.# U.S. Depariment of Health and Hum:

m ACCREDITATION Welcome, Test Tester
KN BODY (AB) PROGRAM FURLS Home | AB Home

AB Home » Dashboard 3 Applicant Information » Revocation » Scope » Eligiblity > Attachments 3

ppl i Scope Eligibility Attachments | Summary
Summary
Review the g i for and edit as needed.

Applicant Information

Firm Name Contact Name

Accreditation Body Inc. Test Q Tester

Address Contact Number

123 ABC Street Phone Number 1 (555) 5555555 Ext. 505
Suita 200 Fax Number 1(555) 5655555

ABC Maryland 20301
UNITED STATES

Web Address Email Address
hitp:fAvwew.abc123.com test123@test.com

Unique Facility Identifier

Revocation 7 Edit
Not Applicable
Scope # Edit

105: Foods for special Dietary Use
106: Infant Formula requirements pertaining to current GMP, QG procedures, quallty factors, records and reports, and notifications

107: Infant Formula

Eligibility Fear

Legal Authority

Responsibility

Capacity

Competency

Monitoring

Conflict of interest

Quality Assurance

Records

Accreditation Program

Attachments (Optional) # Edit
File Name Type Date of Upload
Optional_Attachments_Test_File.docx Standard Operating Procedures and Policies 2018-05-03

After completing the “Summary” page, click the “Next” button to move to the “e-Signature”
page.
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The system will validate that all required fields have been completed. If no errors are found,
the system opens the “e-Signature” page (Figure 7.11). If an error is found, the system will
post an error message.

To be able to submit the application, correct any issues that were found.
Follow the directions provided on the “e-Signature” page.

Click the check mark to certify that the information in the submission is true and accurate and,
that you are authorized to submit the information to the FDA.

The following data fields are present:

e Name of Submitter — The first and last name of the application submitter.
e Title of Submitter — The title of the application submitter.

Fill in the required data fields and click the “Submit” button.

Figure 7.11 — e-Signature Page

m AC C R E D I TATI 0 N Welcome, Test Tester

EEZIN |BODY (AB) PROGRAM FURLS Hame | AB Home

AB Home » Dashboard » Appli Inf: ion » R ion » Scope > Eligibllity > Attachments » Summary »

\ppli i i Scope | Eligibility y

e-Signature

Flease read the following statement carefully, then acknowledge that you read and approved it by providing the information requested at
the bottom of the page. Please note that an e-Signature is the equivalent of a handwritten signature. By submitting this information to
FDA, or by authorizing an individual to submit this information to FDA, the submitter certifies that the information in the submission is true
and accurate, Under 18 U.S.C. 1001, anyone who makes a materially false, fictitious, or fraudulent statement to the U.S. Government is
subject to eriminal penalties. | also understand that misrep ions or omissions may constitute sufficient grounds for rejection or
subsequent revocation of my participation in the program.

Please be aware that you will not be able to change your application after you click Submit.

« | certify that the information in the submission is true and accurate and that | am authorized to submit the information to FDA.

MName of Submitter Title of Submitter
Test Q. Tester |Aceraditation Body
Date

2018-05-04

Once your reconsideration request has been transmitted, the system will display a confirmation
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message on the page (Figure 7.12).

Figure 7.12 — Confirmation Message

.@ U.5. Department of Health and Human Servicas

m AC C R E D lTATl 0 N Welcome, Test Tesler

KN BODY (AB) PROGRAM e e

AB Home » Dashboard » > > > > > b
>

Confirmation

Thank you for submitting your application. You will receive a confirmation e-mail from FDA within 24 hours. If you do not receive confirmation from FDA,
within that imeframe, please e-mail FDAthirdpartyprogram{@fda. hhs.gov

Once FDA receives the reconsideration application transmission, the application status will
display as “Reconsideration - Submitted” (Figure 7.13).

Figure 7.13 — Application “Submitted” Status

{é U.S. Department of Health and Human Services

m AC C R E D I TATI 0 N Welcome, Test Tester

EIN BODY (AB) PROGRAM FURLS Home | AB Home

AB Home

Application Information

Application Number Date of Submission Application Status Fee Status Action
- 355190541501362 2018-05-03 Reconsideration - Pending Qs
Submitted

If FDA approves the reconsideration application for any scopes, the application status will
display as “Reconsideration - Recognized” (Figure 7.14).
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Figure 7.14 — Application “Recognized” Status

{ U_S_ Department of Health and Human Se

IE')A Ac c R E D I TAT I o N Welcome, Test Tester

FURLS Home | AB Home

KN BODY (AB) PROGRAM

Recognition Status: Recognized
AB Home

Application Information

Application Number Date of Submission Application Status Fee Status Action
- 355190541501362 2018-05-03 Reconsideration - Pending Qs
Recognized
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8 Add or Manage Third-Party Certification Bodies (CBs)

Once recognized by the FDA, you will need to supply information related to the Certification
Bodies (CB) you accredit under the Accredited Third-Party Certification program.

Select the “Add or Manage my Third-Party CBs” option from the left navigation menu on the
“AB Home” page (Figure 8.1) to add a new CB, or modify information for an existing CB.

Figure 8.1 — AB Homepage with Add or Manage My Third-Party CBs Menu Option
FoA ACCREDITATION

Welcome, Test Tesler
FURLS Home

EEIIN |BODY (AB) PROGRAM

AB Home

YView my profile

Add or manage

I Veicome

Welcome to the FDA's Third Party Accreditation Program
partal. Thes portal is the means by which all information
relatad to the FDA Third Party Program will be transmitted
to the agency At this time, your account is imited to
memimal actions which include updating your profile
contacting the FDA Third Party Program and submilting an
applhcabon to become recognized in the FDA Third Party
Accredilabon F‘rn-grarn Once you are accepled into the
program, addibonal IT capabdibes will become available
including your ability to add a Certification Body to your
roloden

Use this sile 1o submil an apphcation for recognition as an
accreditabon body

How do | submit an application?

On the left navigation menu chick on the Apply for
Re:r,\gm.-orl knk to creale a new application and follow the
8-Step form. You can save a draft of the form at any pont

How do | edit a previously saved application?

On the left navigation menu chck on the View/Edit my
applicaton for recognition link and use the nawgation
options to continue filkng in the form

How do | submit my apphcation?

When all sections of the form have been completed, the
system will provide an option to submit the apphcabon
Edits are nol allowed afler submit

FDA Form 3857

PAPERWORK REDUCTION ACT NOTICE
Form Approval: OMB No. 09100750
Expiration Date: 0673002019

The agency may not conduct or sponsor, and a person is
not required 1o respond to a collecton of information unkess
it displays a currently valid OMB contral number

The time required 1o complate this collecton of
nformation is estimated lo average 80 hours par
response for a one-time reporting burden and 25 -85
hours per response thereafter mcluding the ime to
review mstruchons, search existing data resources
gather and maintamn the dala needed, and completa and
review the information collechion. This form s a vehicle o
collect this mformation. Send comments about this
burden estimate or any other aspect of this collechon of
nformation, including suggestions for reducing the paper
burden to

Department of Health and Human Services
Food and Drug Administration

Paperwork Reduction Act (PRA) Staff
PRAStaff@fda hhs gov

Mote: The system will automatically tme out if there is no
actraty for 30 minutes. Unsaved data will be lost

58



ﬁ U.S. FOOD & DRUG
ADMINISTRATION

8.1 Add Accredited Third-Party CB

Click on the “Add or manage my Third-party CBs” button. The system will display the “Add or

Manage my Third-Party CBs” page (Figure 8.1.1).
Click the “Add CB” button to add a new CB.

Figure 8.1.1 — Add or Manage my Third-Party CBs Page

¢ U.S. Department of Health and Human Services

Im AC C R E D I TATI 0 N Welcome, Test Tester

N BODY (AB) PROGRAM FURLS Home | AB Home

AB Home »

Add or Manage my Third-Party CBs

Name ¢ Status ¢ Scope Agent Action

No records found.

The system will display the “Add Accredited Third-Party CB” page (Figure 8.1.2). Enter the e-
mail address of the new CB and click the “Search” button. If the system finds the mail address

in the database it populates the relevant fields with the CB’s information.

If the search does not find an existing CB, enter the required information.

Note: The CB data fields will not become enabled until you enter an e-mail address and click

the “Search CB” button.
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Figure 8.1.2 — Add Accredited Third-Party CB Page

.% U.S. Department of Health and Human Services

FDA | ACCREDITATION Welcome, Test Tester

IETN BODY (AB) PROGRAM FURLS Home | AB Home

AB Home » Addor Manage my Third-Party CBs  »

Add Accredited Third-Party CB

E-mail Address:

Q Search CB

Third-Party Certification Body Name: Contact Name:
Maryland CB 10 CB Tester

First Name MI (Optional) Last Name
Country: Phone Number:
UNITED STATES - 1 £R5 ||5555555

Country  Area Phone Number Extension
Address 1: Fax Number (Optional):
123 ABC Street

Country  Area Fax Number
Address 2 (Optional): Status:

Accredited
City: Web Address {Optional):
ABC
State/Province/Territory: Officer(s):
Maryland v You can enter another officer 0
Zip Code (Postal Code): Will the CB use Audit Agents to conduct food safety audits?
20901 Yes No

<+ Add / Manage Scope(s)
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The data fields for completion in the “Add Accredited Third-Party CB” page are:

E-mail Address — The e-mail address for the CB you want to add.
Third-Party Certification Body Name — The name of the CB that you want to add.
Country — The country where the CB is physically located.
Address 1 — The address where the CB is physically located (includes the number,
street, quadrant, etc.).
Address 2 (Optional field) — The additional information about the physical location of
the company (may include a suite or apartment number, if applicable).
City — The city where the CB is physically located.
State/Province/Territory — The state/province/territory of the CB.
Zip Code (Postal Code) — The zip code or postal code of the CB.
Contact Name
o First Name — The first name of the Point of Contact.
o Ml (Optional field) — The first letter of the Point of Contact’s middle name.
0 Last Name — The last name of the Point of Contact.
Phone Number
o0 Country — The country code of the Point of Contact.
0 Area - The area code of the Point of Contact.
0 Phone Number — The phone number of the Point of Contact.
0 Extension — The extension number of the Point of Contact.
Fax Number
o0 Country (Optional field) — The country code for the fax number.
o0 Area (Optional field) — The area code for the fax number.
0 Fax Number (Optional field) — The fax number for the Point of Contact.
Web Address (Optional field) — The URL of the CB.
Officer(s) — The Officer(s) of the CB.

The “Add/Manage Scope(s)” button becomes enabled once you have entered all the required
data. Click the “Add/Manage Scope(s)” button to associate scopes to the CB. The system will
open the “Add/Manage Scope(s)” display in a new window (Figure 8.1.3).
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Figure 8.1.3 — Add/Manage Scope(s) Window

ID/A\ AC C R E D I TATI o N Welcome, Test Tester

BODY (AB} PROGRAM FURLS Home | AB Home

AB Home » AddorManage my Third-Party CBs » 00 CE

Add Aanraditad Thivd Dok, A0
Add/Manage Scope(s)
Select CFR Part Accreditation Date Expiration Date

105: Foods for special Dietary Use

2018-05-07

107: Infant Formula

- =
Zip Code (Postal Code): ‘Will the CB use Audit Agents to conduct food safety audits?
[20850 ] @ves @ No
= Add / Manage Scope(s)

The system displays your recognized scope(s). Select the scopes you will associate to the CB
by checking the box in the “Select” field. You must select at least one scope.

The “Accreditation Date” and “Expiration Date” fields are enabled once the scope is selected.
Enter the dates for each selected scope in “YYYY-MM-DD” format.

Click the “Save” button when all the data is entered. The system will close the “Add/Manage
Scope(s)” window and returns to the main page. The newly added scopes will be displayed in
the “Scopes of Accredited Third-Party Certification Body” table (Figure 8.1.4).
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Figure 8.1.4 — Scopes of Accredited Third-Party Certification Body Page

{ U.S. Department of Health and Human Services

Im AC C R E D I TATI 0 N Welcome, Test Tester

TN BODY (AB) PROGRAM FURLS Home | AB Home

AB Home » Add or Manage my Third-Party CBs >

Add Accredited Third-Party CB

E-mail Address:

Q Search CB

Third-Party Certification Body Name:

Contact Name:

Maryland CB 10 cB Tester
First Name MI (Optional) Last Name
Country: Phone Number:
UNITED STATES 1 655 5555555
Country Area Phone Number Extension
Address 1: Fax Number (Optional):
123 ABC Street
Country Area Fax Number
Address 2 (Optional): Status:
[ Accredited
City: Web Address (Optional):
ABC
State/Province/Territory: Officer(s):

Maryland You can enter another officer
Zip Code (Postal Code): Will the CB use Audit Agents to conduct food safety audits?
20901 Yes No
Scopes of Accredited Third-Party Certification Body
CFR Part Accreditation Date Expiration Date

106: Infant Formula requirements pertaining to current GMP, QC procedures, quality factors, records

and reports, and notifications 2018-05-07 2020-05-07

= Add / Manage Scope(s)

Once a scope has been added the “Will the CB use Audit Agents to conduct food safety
audits?” question becomes enabled. Select “Yes” or “No.”

If you select “No” the system displays the “Audit Agent(s)” table and pre-populates it with the
CB’s name.
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If you select “Yes” the “Add Audit Agent(s)” window displays over the page. Enter an e-mail
address and click the “Search Agent” button (Figure 8.1.5).

If the search finds an existing e-mail address in the system, then the Audit Agent’s name will
be displayed. If the search does not find a match a text field will be displayed.

Enter the Audit Agent’s name in the text field and click the “Add Agent” button (Figure 8.1.6).
The agent is added to the “Audit Agent(s)” table (Figure 8.1.7). Once you have provided the

Audit Agent information, click the “Save” button to return to the “Add Accredited Third-Party

CB” page.

Figure 8.1.5. — Add Audit Agent(s) Window Part 1

Add Audit Agent(s)

Instructions

To add an Audit Agent:

1. Enter Agent Email Address

2. Click Search Agent

3.The system either displays the name of the audit agent or displays a text field for you to enter Agent Name
4. Click Add Agent

5. When all agents have been added click Save

Agent E-mail Address:

.
e
N
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Figure 8.1.6 — Add Audit Agent(s) Window Part 2

Add Audit Agent(s)

Instructions

To add an Audit Agent:

1. Enter Agent Email Address

2. Click Search Agent

3.The system either displays the name of the audit agent or displays a texl field for you to enter Agent Name
4. Click Add Agent

5. When all agents have been added click Save

Please enter the Agent's name to continue adding the agent.

Agent E-mail Address:

© Add Agent

Agent Name:
[Agent 2|

/Y U.S. FOOD & DRUG
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w

Figure 8.1.7 — Add Audit Agent(s) Window Part 3
FDA |ACCRED
2N A=

FSMaA

Add Audit Agent(s)

Instructions

To add an Audit Agent:

1. Enter Agent Email Address

2. Click Search Agent

3.The system either displays the name of the audit agent or displays a text field for you to enter Agent Name
4. Click Add Agent

5. When all agents have been added click Save

Agent E-mail Address:

Q, Search Agent

Audit Agent(s)

Agent Name Email

Agent 2

% Cancel

test2@test.com

i

Lag

Action

Extg

m

Accredited

e
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After saving the information, an “Audit Agent(s)” section will appear on the “Add Accredited
Third-Party CB” page (Figure 8.1.8). A list of saved Audit Agent(s) will be displayed in the Audit
Agent(s) table.

Figure 8.1.8 — Audit Agent(s) Table

FOA [ACCREDITATION o e Tt Tt
EEIN (BODY (AB) PROGRAM ome. | A8 Home

ABE Home » AddorManage my Third-Party CBs >

Add Accredited Third-Party CBE

E-mail Address:

Q, search CB

Third-Party Certification Body Mame: Contact Name:
Maryland CB 10 CB Tester
Firgt Name Ml (Optional) Last Name
Country: Phone Number:
UNITED STATES - 1 555 5555555
Country Area Phone Number Extension
Address 1: Fax Number {Optional):
123 ABC Street
Country Area Fax Number
Address 2 (Optional): Status:
Accredited
City: Web Address (Optional):
ABC
State/Province/Territory: Officer(s):
Maryland = Test Officer ﬁﬂ
You can enter another officer 0
Zip Code (Postal Code): ‘Will the CB use Audit Agents to conduct food safety audits?
20801 ©ves @ o
Audit Agent(s)
Agent Name Email Action
Agent 2 test2@test.com ﬁf
+ Add Agent
Scopes of Accredited Third-Party Certification Body
CFR Part Accreditation Date Expiration Date

106: Infant Formula requirements pertaining to cument GMP, QC procedures, quality factors, records

" 20-05-07
and reports, and notifications 20130507 2020-05-01

== Add f Manage Scope(s)

— =] )
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After entering all mandatory information, click the “Save” button on the “Add Accredited Third-
Party CB” page. If there are no errors, the system will display a confirmation message over the
page (Figure 8.1.9).

Figure 8.1.9 — Confirmation Message

Confirmation

Once the CB is saved you will be able to update only the CE 5tatus and Scope. All other
changes to the CB's profile will be managed by the CB. You will be notified when the CB

updates his profile.
=

Click the “OK” button to close the confirmation message. The system will navigate to the “Add
or Manage my Third-Party CBs” page. The system will display the newly added CB in the table
(Figure 8.1.10).

Note: A CB accreditation will not be reported to the FDA until you complete the “Notice of
Accreditation of CB” from the “Reports and Notifications” tab. You will receive a confirmation
message instructing you to complete the notification after you enter the accreditation
information (Figure 8.1.10). Section 9.1 of this user guide provides instructions on how to
complete and submit the notification.
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Figure 8.1.10 — Add or Manage my Third-Party CBs Page

{d U.S. Department of Health and Human Services
D

Im Ac c R E D I TAT I 0 N Welcome, Test Tester

XM BODY (AB) PROGRAM FURLS Home | AB Home

Maryland CB 10 was saved successfully. After adding a CB you must submit the Notice of Accreditation of CB. The notice can be ®
accessed from the Reports and Notifications menu option on your home page.

AB Home »

Add or Manage my Third-Party CBs

Name ¢ Status ¢ Scope Agent Action

Maryland CB 10 Accredited (n (1) Qs

8.2 Update Accredited Third-Party CB

Update an Accredited Third-Party CB by clicking the pencil icon in the “Action” column on the
“Add or Manage my Third-Party CBs” page (Figure 8.2.1).
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Figure 8.2.1 — Add or Manage my Third-Party CBs Page

{K U.5. Department of Health and Human Services
k.

I@A Acc RE D I TATI 0 N Welcome, Test Tester
SN BODY (AB) PROGRAM

FURLS Home | AB Home

AB Home »

Add or Manage my Third-Party CBs

Name & Status ¢ Scope Agent Action

Maryland CB 10 Accredited (4) (1) Q 7

{b Edit

U.S. FOOD & DRUG
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Figure 8.2.2 — Update Accredited Third-Party CB Page

{g’_‘ U.5. Department of Health and Human Services
3

m ACCREDITATION Welcome, Test Tester
EEIN | BODY (AB) PROGRAM

FURLS Home | AB Home

AB Home » Add or Manage my Third-Party CBs >

Update Accredited Third-Party CB

When you withdraw, suspend or reduce the scope of a CB you must submit the Notice of Withdrawal, Suspension, or Reduction in Scope
of Accreditation of CB. When you expand the scope of a CB you must submit the Notice of Expansion of Scope of Accredited CB. Both
notices can be accessed from the Reports and Notifications menu option on your home page.

Third-Party Certification Body Name Contact Name
Maryland CB 10 CB Tester

Address Contact Number

123 ABC Street Phone Number 1 (555) 5555665 Ext. -
ABC Maryland 20901 Fax Number —

UNITED STATES

Web Address Email
- user@me.com

Status Effective Date
Accredited -
Scope(s) Accreditation Date Expiration Date Status

106: Infant Formula requirements pertaining to current GMP, QC procedures,

quality factors, records and reports, and notifications 2018-05-:07 2020-05-07 Accrediled

+  Agent(s) List

» Officer(s) List

O Previous Update Status | Add/Update Scope
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Update the CB(s) status by clicking the “Update Status” button. The system displays an
“Update Status” window (Figure 8.2.3).

Figure 8.2.3 — Update Status Window

Th
Mal

Ad
951
Ro¢
UNI

Wel

AB Home » Addor Manage my Third-Party CBs » Update Accredited Third-Party CB

Update Accredited Third-Party CB

When you withdraw, suspend or reduce the scope of a CB you must submit the Notice of Withdrawal, Suspension, or Reduction in Scope
of Accreditation of CB. When you expand the scope of a CB you must submit the Notice of Expansion of Scope of Accredited CB. Both
notices can be accessed from the Reports and Notifications menu option on your home page.

Update Status

status
Please Select One L|

Effective Date of Status Change
YYYY-MM-DD ﬁ

Reason for Change

Enter your response here.

1000 characters remaining.
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The options available in the “Status” drop-down field are dependent on the current status of the
CB (Figure 8.2.4). For example:
e If the CB is “Accredited,” then the status can be updated to “Suspended” or

“Withdrawn.”

e If the CB is “Suspended,” then the status can be updated to “Accredited” or
“Withdrawn.”

e |If the CB is “Reinstated,” then the status can be updated to “Withdrawn” or
“Suspended.”

e If the CB is “Withdrawn,” then the status cannot be updated until it has first been
“Reinstated” via the “Reinstatement of a Certification Body in Whole or in Part”
notification (see Section 9.8 for details).

An AB cannot update CB statuses that were updated by the FDA.

The following data fields are present:
e Status - The drop-down options are “Suspended” or “Withdrawn.”
e Effective Date of Status Change — The effective date of the status change.
e Reason for change - The reason for status change.

Fill in the required data fields, and click the “Save” button.

Figure 8.2.4 — Update Status window selections

Update Status

Status
Please Select One -

Withdrawn
Suspended

Reason for Change

Enter your response here.

1000 characters remaining.

The system closes the “Update Status” window and returns to the “Update Accredited Third-
Party CB” page.
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The updated status displays in the “Status” field on the central portion of the page (Figure
8.2.5).

Figure 8.2.5 — Update Accredited Third Party CB Page with updated CB Status

ﬁ U.5. Department of Health and Human Se

m AC c R E D I TATI 0 N Welcome, Test Tester

EIN (BODY (AB) PROGRAM FURLS Home | AB Home

Third-Party CB Information

Third-Party Certification Body Name Contact Name

Maryland CB 10 CB Tester

Address Contact Number

123 ABC Street Phone Number 1 (555) 5656556  Ext. —

ABC Maryland 20901

UNITED STATES Fax Number -

Web Address Email
- user@me.com

Status Effective Date
Suspended 2018-05-09

Reason for Status Change
Enter reason here

Scope(s) Accreditation Date Expiration Date Status

106: Infant Formula requirements pertaining to current GMP, QC procedures,

quality factors, records and reports, and notifications 2018-05-07 2020-05-01 Accredited

» Agent(s) List

» Officer(s) List

@ Previous
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Add and/or update the CB’s scopes by clicking the “Add/Update Scope” button from the
“Update Accredited Third-Party CB” page. The system displays the “Add/Update Scope” page
(Figure 8.2.6).

Figure 8.2.6 — Add/Update Scope Page Part 1

{ U.S_ Department of Health and Human Services

m AC C R E D I TAT I 0 N Welcome, Test Tester

FURLS Home | AB Home

N BODY (AB) PROGRAM

AB Home » Add or Manage my Third-Party CBs » Update Accredited Third-Party CB >

Add/Update Scope

Reason for

Scope(s) Accreditation Date Expiration Date Status Change
105: Foods for special Dietary Use

106: Infant Formula requirements pertaining to current
GMP, QC procedures, quality factors, records and Accredited
reports, and notifications

107: Infant Formula

@ Previous ¥ Save

Only scopes that have an Accreditation and Expiration date can be selected (Figure 8.2.7).
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Figure 8.2.7 — Add/Update Scope Page Part 2

..# US. De paertmant of Haabl

Fod ACCREDITATION Welcome, Test Tester

FURLS Home | AEB Home

EEEIrwm BODY (AB) PROGRAM

AB Home » Add or Manage my Third-Party CBs » Update Accredited Third-Party CB >

Add/Update Scope
Scope(s) Accreditation Date  Expiration Date Status IR
Change
105: Foods for special Dietary Use Accredited
106: Infant Formula requirements
pertaining to current GMP, QC 20180507 A —— 3 .
procedures, quality factors, records S elel-is Accredited View
and reports, and notifications
107: Infant Formula Reinstated View

Select the checkbox for the scope that you would like to update on the “Add/Update Scope”
page. The system displays the “Update Scope” window (Figure 8.2.8).

When updating scopes, the options available in the “Status” drop-down field are dependent on
the current status of the specific scope (Figure 8.2.8). For example:
e If the scope is “Accredited,” then the status can be updated to “Suspended” or
“Withdrawn.”
e If the scope is “Suspended,” then the status can be updated to “Accredited” or
“Withdrawn.”
e If the scope is “Withdrawn,” then the status can be updated to “Accredited.”
e If the scope is “Reinstated,” then the status can be updated to “Suspended” or
“Withdrawn.”

An AB cannot update scopes that are “Failed to Renew. “An AB cannot update CB scopes that
were changed by FDA. An AB cannot add a scope to a CB if that particular scope is in the
“Suspended” status.

The following data fields are present:
e Status — The drop-down menu option of “Reinstated,” “Suspended,” or “Withdrawn.”
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e Expiration Date — The expiration date of the added or updated scope.
Note: Do not select a status from the “Status” menu when only extending the Expiration Date.

Figure 8.2.8 — Update Scope Window

|

)
.4?,_ U.5. Department of Health and Human Services

m AC C R E D I TATI 0 N Welcome, Test Tester

E=Taln FURLS Home | AB Home

Update Scope

Status _ b
Please Select One i
Expiration Date
T —— T
[2020-05-07 L=
0 [May v[2020 -] o |
Su Me Tu We Th Fr Sa i

Iy L0 CULECHIL

records and 2018-05-07 20; 07 Accredited

If you select a status from the drop-down list the system will display the following data fields
(Figure 8.2.9):

e Status — The drop-down menu option of “Suspended” or “Withdrawn.”

e Expiration Date - The updated expiration date of the scope.

e Reason for Change - The reason the scope expiration date was changed.
o Effective Date — The date the status change became effective.

Note: The scope effective date cannot precede the start date, or exceed the expiration date of
the CB accreditation.
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Figure 8.2.9 — Update Scope Window — Suspended Status

\f U.S. Department of Health and Human S

m AC C R E D I TATI 0 N FURLSV\I{ie(ii']O;nei T:th Lefnti

Fema L[

Update Scope

atus ective Date
Stat| Effective Dat =
T T e B
Suspended = 2018-05-08 ==
Expiration Date
2 ol
2020-05-07 =

Reason for Change
[This field will appear if you select a value from 'Status' column

935 characters remaining.

@ Previous X Save

Fill in the required data fields, and click the “Save” button from the “Update Scope” window; the
system will close the window. Then click the “Save” button from the “Update Scope” page.
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Note: The changes will not be saved if the “Save” button is not clicked in both places.

View the scope update(s) in the “Add/Update Scope” page (Figure 8.2.10).

Figure 8.2.10 - Updated Scope

Changes saved successfully.

AB Home % Add or Manage my Third-Party CBs

Add/Update Scope
Scope(s)

105: Foods for special Dietary Use

106: Infant Formula requirements
pertaining to current GMP, QC
procedures, quality factors, records
and reports, and notifications

107: Infant Formula

» Update Accredited Third-Party CB  »

Accreditation Date

Expiration Date

2020-05-07

Status

Accredited

Suspended

Reinstated

Reason for
Change

View

View

To add a scope, return to the “Update Accredited Third-Party CB” page. Click the “Add/Update

Scope” button (Figure 8.2.2).
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Select a scope that does not have a value in the “Status” column (See Figure 8.2.6). The
system displays an “Add Scope” window (Figure 8.2.11).

Figure 8.2.11 — Add Scope Window

=
{f’: U.S. Department of Health and Human Services

\ ‘ ACC R E D I TAT I 0 N Welcome: Test Tgstef
Add Scope
Accreditation Date
2018-05-08 ﬁ =
‘ Expiration Date
2020-05-08 =

Reason for Change
|Adding new scope

984 characters remaining. h

At

[l 107: Infant Formula

Fill in the required data fields:

e Accreditation Date — The start date for the scope accreditation.

e Expiration Date — The expiration date for the scope accreditation (the scope expiration
date cannot exceed the accreditation expiration date).

e Reason for Change — The reason the scope was added to the accreditation.

Click the “Save” button. The system closes the “Add Scope” window and returns to the main
“Add/Update Scope” page.

Click “Save.”
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9 Reports and Notifications
Several options exist within the Reports and Notifications directory.

To access the available functionality, click the “Reports and Notifications” option from the left
navigation menu on the “AB Home” page (Figure 9.1).

Figure 9.1 — AB Home Page with Reports and Notifications Menu Option

{ U.5. Department of Health and Human Services

Welcome, Test Tester
FURLS Home

FoA ACCREDITATION

[ FSMA | BODY ) PROGRAM

AB Home

View/Edit my
application for
recognition

View my profile
Add or manage
my Third party

CBs

Supplemental
Documentation

Apply for
Recognition

Contact Us

Reports and
Notifications

weicome

Welcome to the FDA’s Third Party Accreditation Program

portal. This portal is the means by which all information related
to the FDA Third Party Program will be transmitted to the
agency. At this time, your account is limited to minimal actions
which include updating your profile, contacting the FDA Third
Party Program and submitting an application to become
recognized in the FDA Third Party Accreditation Program. Once
you are accepted into the program, additional IT capabilities will
become available including your ability to add a Certification
Body to your rolodex.

Use this site to submit an application for recognition as an
accreditation body

How do | submit an application?

On the left navigation menu click on the Apply for
Recognition link to create a new application and follow the
8-Step form. You can save a draft of the form at any point.

How do | edit a previously saved application?

On the left navigation menu click on the View/Edit my
apphcation for recognition link and use the navigation options
to continue filling in the form.

How do | submit my application?

When all sections of the form have been completed, the
system will provide an option to submit the application. Edits
are not allowed after submit

FDA Form 3997

PAPERWORK REDUCTION ACT NOTICE
Form Approval: OMB No. 0910-0750
Expiration Date: 06/30/2019

The agency may not conduct or sponsor, and a person is not
required to respond to a collection of information unless it
displays a currently valid OMB control number.

The time required to complete this collection of information is
estimated to average 80 hours per response for a one-time
reporting burden and 2.5 - 8.5 hours per response thereafter,
including the time to review instructions, search existing data
resources, gather and maintain the data needed, and
complete and review the information collection. This formis a
vehicle to collect this information. Send comments about this
burden estimate or any other aspect of this collection of
information, including suggestions for reducing the paper
burden to:

Department of Health and Human Services
Food and Drug Administration

Paperwork Reduction Act (PRA) Staff
PRAStaff@fda hhs.gov

Note: The system will automatically time out if there is
no activity for 30 minutes. Unsaved data will be lost.
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The system will display the “Reports and Notifications” page (Figure 9.2) with the following
reports and notifications available:

Notice of Accreditation of CB — Generates a notice to FDA when the AB accredits a
CB.

Notice of Accredited CB Noncompliance in Issuing Food or Facility Certification —
Generates a notice to FDA when the CB has a noncompliance with the requirements of
21 CFR Part 1, Subpart M.

Notice of Withdrawal, Suspension, or Reduction in Scope of Accreditation of CB —
Generates a notice to FDA when the AB takes the following actions with CB,;
withdrawal, suspension, or reduction in scope.

Notice of Denial of Accreditation of CB — Generates a notice to FDA when the AB
denies accreditation to a CB.

Notice of Significant Change — Generates a notice to FDA when the AB makes any
significant change which would affect the way it complies with the requirements of 21
CFR Part 1, Subpart M.

Notice of Intent to Relinquish or Not to Renew Recognition — Generates a notice to
FDA when the AB intends to relinquish recognition or does not plan to renew
recognition.

Notice of Expansion of Scope of Accredited CB — Generates a notice to FDA when
the AB issues an expansion of the CBs accreditation.

Reinstatement of a Certification Body in Whole or in Part — Generates a notice to
FDA when the AB reinstates an accreditation to the CB (the notification is only available
if an AB-CB relationship is suspended - or if scopes within an AB-CB relationship have
been suspended).
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Figure 9.2 — Reports and Notifications Page

f U.S. Department of Health and Human Services
3

EPA | ACCREDITATION
KN | BODY (AB) PROGRAM

AB Home »

Reports and Notifications
Notice of Accreditation of CB
Notice of Accredited CB Noncompliance in Issuing Food or Facility Certification
Notice of Withdrawal, Suspension, or Reduction in Scope of Accreditation of CB
Notice of Denial of Accreditation of CB
Notice of Significant Change
Notice of Intent to Relinquish or Mot to Renew Recognition
Notice of Expansion of Scope of Accredited CB

Reinstatement of a Certification Body in Whole or in Part
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Welcome, Test Tester

FURLS Home | ABHome
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9.1 Notice of Accreditation of CB
To add an accredited CB to your account, submit a “Notice of Accreditation of CB.”

Select “Notice of Accreditation of CB” from the “Reports and Notifications” page. The system
displays the “Notice of Accreditation of CB” page (Figure 9.1.1).

Select the CB from the “Certification Body” drop-down to notify the FDA of their accreditation.

Figure 9.1.1 — Notice of Accreditation of CB Page

«z U.S. Department of Health and Human Services
2

FDA | ACCREDITATION Welcome, Test Testr

KM BODY (AB) PROGRAM FURLS Home | AB Home

AB Home » Reports and Notifications »

Notice of Accreditation of CB

In order to submit a Notice of Accreditation to the FDA you must add the applicable Certification Body from your list by selecting them
from the list and clicking Add. You can add more than one Certification Body at a time. Once you have added all applicable Certification
Bodies click Next and follow the prompts that follow.

Certification Body

Please Select One v

&

Maryland CB 10

0 Previous

Select a CB from the “Certification Body” drop-down menu. The drop-down menu will display
CB names that have been added in the “Add or manage Third party CBs” menu. The drop-
down menu will not display CBs that were included in a previous notification.

Note: The “Certification Body” drop-down list will not appear if there are no CB accounts
pending notification, and the system will display a message to that effect.

Upon selecting a CB from the drop-down menu, the system expands the page to display all the
CB'’s information, including accredited scopes (Figure 9.1.2).

Click “Add” to navigate to the “Notice of Accreditation of CB” page. You will see a confirmation
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message at the top of the page that the selected CB was added to the Notice of Accreditation
(Figure 9.1.3).

Select additional CBs from the drop-down menu to add multiple CBs to the same Notice of
Accreditation. Once you have added all applicable CBs click “Next.”

Figure 9.1.2 — Notice of Accreditation of CB Page with CB and Scope Information

{ U.S. Department of Health and Human Ser

m AC C R E D I TAT I 0 N Welcome, Test Tester

FURLS Home | AB Home

KN BODY (AB) PROGRAM

ABHome » Reports and Notifications

Notice of Accreditation of CB

In order to submit a Notice of Accreditation to the FDA you must add the applicable Certification Body from your list by selecting them
from the list and clicking Add. You can add more than one Certification Body at a time. Once you have added all applicable Certification
Bodies click Next and follow the prompts that follow.

Certification Body
Maryland CB 10 v

Address Contact Number

123 ABC Street Telephone Number 1(555) 5555555  Ext. —
ABC Maryland 20901 Fax Number —

Web Address Email

- user@me.com

Officer(s)
Test Officer

Agent(s)
Agent Name Email Address
Agent 2 test2@test.com

Scope of Accreditation
Scope(s) Accreditation Date Expiration Date

105: Foods for special Dietary Use 2018-05-08 2020-05-08

106: Infant Formula requirements pertaining to current GMP, QC

2018-05-07 2020-05-07
procedures, quality factors, records and reports, and notifications

@ Previous
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The system then displays the next page of instructional text (Figure 9.1.3).

Figure 9.1.3 —Notice of Accreditation of CB Before Submission

{(é U.S. Department of Health and Human Services

m AC c R E D I TAT I 0 N Welcome, Test Tester

TN BODY (AB) PROGRAM FURLS Home | AB Home

Maryland CB 10 was added to the Notice of Accreditation. x

AB Home 2 Reports and Notifications ¥

Notice of Accreditation of CB

In order to submit a Notice of Accreditation to the FDA you must add the applicable Certification Body from your list by selecting them
from the list and clicking Add. You can add more than one Certification Body at a time. Once you have added all applicable Certification
Bodies click Next and follow the prompts that follow.

Click the “Next” button and the system will display a pop-up window containing the
confirmation message (Figure 9.1.4).

To cancel the action, click the “Cancel” button and return to the “Notice of Accreditation of CB”
page or, proceed with the notice by clicking the “OK” button.
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Figure 9.1.4 — Confirmation Message

¢ U.S. Department of Health and Human Services

m ACCREDITATION FURLSW:ICOmei T:S;Lester
e BODY (AB) PROGRAM = ome

AB Home ) Reports‘ And Matifieatinne %

R The Notice of Accreditation of CB will contain the following CBs:
Notice of Accr
Maryland CB 10
In order to submit a Na i by selecting them

from the list and clickin iplicable Certification
Bodies click Next and {

Once you have clicked the “OK” button to confirm the addition of the CB to the Notice of
Accreditation, the system will display the “e-Signature” page (Figure 9.1.5).

Follow the directions provided on the “e-Signature” page.

Click the check mark to indicate you certify that the information in the submission is true and
accurate and that you are authorized to submit the information to the FDA.

The following data fields are present:

e Name of Submitter — The first and last name of the application submitter.
e Title of Submitter — The title of the application submitter.

Fill in the required data fields and click the “Submit” button.
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Figure 9.1.5 — e-Signature Page

« U.S. Department of Health and Human Ser

EA AC C R E D I TATI 0 N Welcome, Test Tester
K™ BODY (AB) PROGRAM

FURLS Home | AB Home

AB Home » Reports and Notifications » Notice of Accreditation of CB >

e-Signature

Please read the following statement carefully, then acknowledge that you read and approved it by providing the information requested at
the bottom of the page. Please note that an e-Signature is the equivalent of a handwritten signature. By submitting this information to
FDA, or by authorizing an individual to submit this information to FDA, the submitter certifies that the information in the submission is true
and accurate. 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. | also understand that misrepresentations or omissions may constitute sufficient grounds for rejection or
subsequent revocation of my participation in the program.

Please be aware that you will not be able to change your application after you click Submit.

(1 certify that the information in the submission is true and accurate and that | am authorized to submit the information to FDA.

Name of Submitter Title of Submitter
Test Tester |Accreditation Body
Date

2018-05-10

U.S. FOOD & DRUG
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After you click the “Submit” button the system will display the confirmation message that the
notification has been sent to FDA (Figure 9.1.6).

Figure 9.1.6 — Confirmation Message Page

g\lf/ﬁ U.5. Department of Health and Human Services
2

m Ac c R E D ITATI o N Welcome, Test Tester

KN [BODY (AB) PROGRAM FURLS Home | AB Home

AB Home » >

Confirmation

Notice of Accreditation of CB has been sent.

A confirmation e-mail is sent to the AB Point of Contact indicating that the Notice of
Accreditation was received (Figure 9.1.7).

Please note that all emails will be sent from the fis@fda.gov email address (see example in
Figure 9.1.7 below).

Figure 9.1.7 — E-mail Notification Sent to AB User

Notification or Report Received inbox  «
fis@fda.gov 7:01 PM (6 minutes ago)
tome [+

Thank you for submitting information to FDA regarding Notice of Accreditation of CB. We will review this information and may follow-up if additional information is needed

Third Party Program
Food and Drug Administration

DO NOT REPLY TO THIS EMAIL

Note: The CB must complete the account verification procedure and log into the FURLS
Certification Body Portal to complete the accreditation process.

The CB will receive an email containing the verification code. This verification code must be
entered in the FURLS OAA account screen. Once the verification is complete, the CB must
navigate to the FSMA section of the FURLS landing page and click on the “Third-Party
Program Certification Body” link. The CB will be navigated to the Third-Party Certification Body
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home page. This will complete the accreditation notification to the FDA.

Please visit the FURLS Certification Body User Guide for more information. Section 1.0
provides instructions for creating a CB account and the verification procedures. Section 2.0
provides instructions for logging in to the Third-Party Certification Body home page.
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9.2 Notice of Accredited CB Noncompliance in Issuing Food or Facility
Certification

Select the “Notice of Accredited CB Noncompliance in Issuing Food or Facility Certification”
link in the “Reports and Notifications” page (Figure 9.2.1).

Figure 9.2.1 — Reports and Notifications Page

f U.S. Department of Health and Human Services
b,

m AC C R E D I TATI 0 N Welcome, Test Tester

EET™ BODY (AB) PROGRAM FURLS Home | AB Home

AB Home »

Reports and Notifications
Notice of Accreditation of CB
Notice of Accredited CB Noncompliance in Issuing Food or Facility Certification
Notice of Withdrawal, Suspension, or Reduction in Scope of Accreditation of CB
Notice of Denial of Accreditation of CB
Motice of Significant Change
Notice of Intent to Relinquish or Not to Renew Recognition
Notice of Expansion of Scope of Accredited CB

Reinstatement of a Certification Body in Whole or in Part
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The system displays the “Notice of Accredited CB Noncompliance in Issuing Food or Facility
Certification” page (Figure 9.2.2).

Figure 9.2.2 — Notice of Accredited CB Noncompliance in Issuing Food or Facility
Certification Page

EDA | ACCREDITATION Weloome, Tes Tester

EEIN | BODY (AB) PROGRAM FLSLHome) | A% Homs

AB Home » Repods and Netifications >

Notice of Accredited CB Noncompliance in Issuing Food or Facility Certification

Certification Body

Please Select One ¥

Under 21 CFR § 1.623(c)(3). describe any failure(s) by the accredited certification body in complying with the applicable requirements of 21 CFR §
1.653 on the basis and procedures for issuance of certifications including specifying the eligible entity (or entities) to which certification was
issued and the date(s) of the audit(s)

4000 charscters remaining

What is the basis on which you decided the ited certi ion body failed to comply with 21 CFR § 1.653 when issuing a food or facility
certification?

4000 chars c:ersIrc-'n.!m-ﬂg

r:rouide any additional cha_nges to information that appears above to notice of accredi!a_tiqn_{omional]

4000 characters remaining.

=

91



ADMINISTRATION

ﬁ U.S. FOOD & DRUG

Select the CB from the “Certification Body” drop-down menu. The system will display the CB’s
address and accredited scopes (Figure 9.2.3).

Figure 9.2.3 — CB Address and Scope Information

gf_} U.5. Depariment of Heslth snd Heman Servioes

EDA | ACCREDITATION

EETIN BODY (AB) PROGRAM B

AB Home » Reports and Motifications

Notice of Accredited CB Noncompliance in Issuing Food or Facility Certification

Cartification Body
Maryland CB 10

Address
123 ABC Street

ABC Maryland 20501
UNMITED STATES

Scope of Accreditation
Scope Accreditation Date Expiration Date Status

106: Infant Formula requirements penaining to curment GMP, QC

2018-03-01 2019-03-01 Accredied
procedures, quality faclors, reconds and reports, and notifications

Select the checkbox next to the scope(s) to be submitted with the notice.

To select all of the scopes check the box in the column heading. Provide answers to the
following questions regarding the non-compliance in the text box fields:

e Under 21 CFR § 1.623(c)(3), describe any failure(s) by the accredited certification
body in complying with the applicable requirements of 21 CFR § 1.653 on the
basis and procedures for issuance of certifications including specifying the
eligible entity (or entities) to which certification was issued and the date(s) of the
audit(s).

e Under 21 CFR 8 1.623(c)(3), describe any failure(s) by the accredited certification
body in complying with the applicable requirements of 21 CFR § 1.653 on the
basis and procedures for issuance of certifications including specifying the
eligible entity (or entities) to which certification was issued and the date(s) of the
audit(s).
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e Provide any additional changes to information that appears above to notice of
accreditation (optional).

The system will display a table of certificates at the bottom of the screen after one or more
scopes are selected (Figure 9.2.4).

Select the certificate(s) to be included in the notice of non-compliance. Select the checkbox in
the “Select one” column (Figure 9.2.4).

To select all of the certificates select the checkbox in the column header.
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Figure 9.2.4 — Notice with Selected Scopes and Certification

Notice of Accredited CB Noncompliance in Issuing Food or Facility Certification

Certification Eody
|-mmca 10 | -

Address

123 ABC Strest

ABC Maryland 20901
UNITED STATES

Scope of Accreditation
[¢] Scope Accreditation Date Ezpiration Date Status

18v: cGME=S] Hazam Analysis and HiEkBEsed Ereventire Gontrols for;

20180227 201803401 Accreditad
Hirman Eood

11 5: Produchon, storage) and transporiation of shell eggs 201 8MEDZE 20108 03101 Arocreditad

11 1; Dietary supplements that present 8 signiicant onunreasonabls sk 2015052 20200301 Accredited
2P HAGEE 20150232 2E00301 Hemstated

Under 21 CFR § 1.623(c)(3), describe any failure(s) by the accredited certification body in complying with the applicable requirements of 21 CFR §
1.653 on the basis and procedures for issuance of certifications including specifying the eligible entity (or entities) to which certification was
issued and the date(s) of the audit{s).

This is the explanation.

JBTE characters remaining.

What is the basis on which you decided the accredited certification body failed to comply with 21 CFR § 1.653 when issuing a food or facility
certification?

This is the basis of the decision.

3866 characters remaining.

Provide any additional changes to information that appears above to notice of accreditation [optional)
Enter your response here.

4000 characters remaining.

Select Applicable ltem(s) /
Selact

Certification Number Certification Issued To &

il I | e st

T UL U 2000001 ]

Click the “Next” button. The system will display the “e-Signature” page (Figure 9.2.5).

Follow the directions provided on the “e-Signature” page.

Click the check mark to indicate that you certify that the information in the submission is true
and accurate and that you are authorized to submit the information to the FDA.
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The following data fields are present:

e Name of Submitter - The first and last name of the application submitter.
e Title of Submitter - The title of the application submitter.

Fill in the required data fields, and click the “Submit” button.

Figure 9.2.5 — e-Signature Page

% U.S. Department of Health and Human Services

m AC c R E D I TATI 0 N Welcome, Test Tester
| FSMA

BODY (AB) PROGRAM FURLS Home | AB Home

AB Home » Reports and Nofifications > Notice of Accredited CB Noncompliance 3

e-Signature

Please read the following statement carefully, then acknowledge that you read and approved it by providing the information requested at
the bottom of the page. Please note that an e-Signature is the equivalent of a handwritten signature. By submitting this information to
FDA, or by authorizing an individual to submit this information to FDA, the submitter certifies that the information in the submission is true
and accurate. 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. | also understand that misrepresentations or omissions may constitute sufficient grounds for rejection or
subsequent revocation of my participation in the program.

Please be aware that you will not be able to change your application after you click Submit.

| | certify that the information in the submission is true and accurate and that | am authorized to submit the information to FDA.

Name of Submitter Title of Submitter
Test Tester AB's Title

Date

2018-03-26

After you click the “Submit” button the system will display the confirmation message (Figure
9.2.6).
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Figure 9.2.6 — Confirmation Message

(é U.S. Depariment of Health and Human Services

I@A_\ ACC R E D I TAT I 0 N Welcome, Test Tester

FURLS Home | AB Home

e BODY (AB) PROGRAM

AB Home » >

Confirmation

Notice of Accredited CB Noncompliance in Issuing Food or Facility Certification has been sent.

U.S. FOOD & DRUG

An e-mail is sent to the AB indicating that the notice was received by the FDA (Figure 9.2.7 —

Image depicts the email notification text only).

Figure 9.2.7 — E-mail to AB User

Thank you for submitting information to FDA regarding Notice of Accredited CB Noncompliance in
Issuing Food or Facility Certification. We will review this information and may follow-up if additional
information is needed.

Third Party Program
Food and Drug Administration

DO NOT REPLY TO THIS EMAIL

Return to the “Reports and Notifications” page by clicking on the “AB Home” link on the top of

the banner.
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9.3 Notice of Denial of Accreditation of CB

Select the “Notice of Denial of Accreditation of CB” link in the “Reports and Notifications” page
(Figure 9.3.1).

Figure 9.3.1 — Reports and Notifications Page

f U.S. Department of Health and Human Services
b,

m AC C R E D I TATI 0 N Welcome, Test Tester

EET™ BODY (AB) PROGRAM FURLS Home | AB Home

AB Home »

Reports and Notifications
Notice of Accreditation of CB
Notice of Accredited CB Noncompliance in Issuing Food or Facility Certification
Notice of Withdrawal, Suspension, or Reduction in Scope of Accreditation of CB
Notice of Denial of Accreditation of CB
Motice of Significant Change
Notice of Intent to Relinquish or Not to Renew Recognition
Notice of Expansion of Scope of Accredited CB

Reinstatement of a Certification Body in Whole or in Part
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The system displays the “Notice of Denial of Accreditation of CB” page (Figure 9.3.2).

Figure 9.3.2 — Notice of Denial of Accreditation of CB Page

.-_f Ul DEpETEEAL B MR BRY TS SRS R

FA ACCREDITATION Welcome, Test Testar

EEIIN BODY (AB) PROGRAM el R

ASHoma 3 Reporms and Mofioatans 3

MNotice of Denial of Accreditation of CB

Cartfseation Body
Marland CB 10

Contact information:

Comuntry Contact Name
TED STATES = Test Taster
Frol e [ LT Na=a
Address 1 Frans Number
123 ABC Strest 1 =
Coumby  dres Praca b Frmmuiar

Address ¥ [DpSonal)

City

ABC
StateProvincedTerribony
Karpand
Tip Code (Postal Code)
20901

Cfficer of the centification body
C5 Ofcer m

(4]

Dwscribe the soope of accreditation reguesisd
This is the scope of accreditation reguesisd

R PR,

Describe any aréad withen the regueited scope of soereditibon thl were derstd and for &ach duch ares Jeiinbe the badis of denial
Thede are the areas of sccreditation that were deried

i ohar BoieT rRTmInInG

Ot |
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Complete the following data fields:

Certification Body — The name of the CB that the AB would like to add to the notice of
denial of accreditation.
Contact Information

o Country — The country where the CB is physically located.

0 Address 1 — The street address where the CB is physically located.

0 Address 2 (Optional) — Use this field to enter additional information about the
physical location of the company (this may include a suite or apartment number,
if applicable).

o City — The city where the business is physically located.

o State/Province/Territory — The state/province/territory of the CB.

0 Zip Code (Postal Code) — The postal code of the CB.

Contact Name

o First name- The first name of the Point of Contact.

o Ml (Optional) — The first letter of the Point of Contact’s middle name.

0 Last Name- The last name or surname of the Point of Contact.
Phone Number

o0 Country — The country code of the Point of Contact.

0 Area - The area code of the Point of Contact.

0 Phone Number — The phone number of the Point of Contact.

0 Extension — The extension number of the Point of Contact.
Officer of the Certification Body — The Officer(s) of the CB.
Describe the scope of accreditation requested — The scopes that were denied
accreditation.
Describe any areas within the requested scope of accreditation that were denied
and for each such area describe the basis of denial — The areas of denial and the
reason(s) why the action was taken.

Click the “Next” button.
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The system displays the “e-Signature” page (Figure 9.3.3).

Follow the directions provided on the “e-Signature” page.

Click the check mark to certify that the information in the submission is true and accurate and,
that you are authorized to submit the information to the FDA.

The following data fields are present:

e Name of Submitter - The first and last name of the application submitter.
e Title of Submitter - The title of the application submitter.

Fill in the required data fields, and click the “Submit” button.

Figure 9.3.3 — e-Signature Page

{f U.S. Department of Health and Human Services
2

Im Ac c R E D I TATI 0 N Welcome, Test Tester

TN BODY (AB) PROGRAM FURLS Home | AB Home

ABHome » Reports and Notifications » Notice of Denial of Accreditation of CB >

e-Signhature

Please read the following statement carefully, then acknowledge that you read and approved it by providing the information requested at
the bottom of the page. Please note that an e-Signature is the equivalent of a handwritten signature. By submitting this information to
FDA, or by authonzing an individual to submit this information to FDA, the submitter certifies that the information in the submission Is true
and accurate. 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_ | also understand that misrepresentations or omissions may constitute sufficient grounds for rejection or
subsequent revocation of my participation in the program.

Please be aware that you will not be able to change your application after you click Submit.

[ certify that the information in the submission is true and accurate and that | am authorized to submit the information to FDA.

Name of Submitter Title of Submitter
Submitter Name Submitter Title

Date

2018-03-23

==
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After you click the “Submit” button the system will display the confirmation message (Figure
9.3.4).

Figure 9.3.4 — Confirmation Message Page

{ﬁ U.S. Department of Health and Human Services
D

m Ac c R E D I TATI 0 N Welcome, Test Tester

TN | BODY (AB) PROGRAM FURLS Home | AB Home

AB Home 3 ?

Confirmation

The system is currently searching for the CB's FEI number. The Notice of Denial of Accreditation of CB will be submitted to the FDA
when the CB's FEI number is retrieved.

An e-mail is sent to the AB indicating that the notice was received by the FDA (Figure 9.3.5 —
Image depicts the email notification text only).

Figure 9.3.5 — E-mail Sent to AB User

Third Party Program
Food and Drug Administration

DO NOT REPLY TO THIS EMAIL

Thank you for submitting information to FDA regarding Notice of Denial of Accreditation of CB. We will review this information and may follow-up if additional information is needed

Return to the “Reports and Notifications” page by clicking on the “AB Home” link on the top of
the banner.

101



U.S. FOOD & DRUG

ADMINISTRATION

9.4 Notice of Significant Change

Select the “Notice of Significant Change” link in the “Reports and Notifications” page (Figure
9.4.1).

Figure 9.4.1 — Reports and Notifications Page

f U.S. Department of Health and Human Services
b,

m AC C R E D I TATI 0 N Welcome, Test Tester

EET™ BODY (AB) PROGRAM FURLS Home | AB Home

AB Home »

Reports and Notifications
Notice of Accreditation of CB
Notice of Accredited CB Noncompliance in Issuing Food or Facility Certification
Notice of Withdrawal, Suspension, or Reduction in Scope of Accreditation of CB
Notice of Denial of Accreditation of CB
Motice of Significant Change
Notice of Intent to Relinquish or Not to Renew Recognition
Notice of Expansion of Scope of Accredited CB

Reinstatement of a Certification Body in Whole or in Part
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The system displays the “Notice of Significant Change” page (Figure 9.4.2).

Figure 9.4.2 — Notice of Significant Change Page

%’f U.5. Department of Health and Human Services
?

m AC c R E D I TATI 0 N Welcome, Test Tester

FURLS Home | AB Home

N (BODY (AB) PROGRAM

ABHome » Reports and Notifications >

Notice of Significant Change

AB’'s Name
Accreditation Body Inc.

Describe any change(s) that would effect the manner in which you comply with the applicable requirements of 21 CFR Part 1, Subpart M.

These are the changes that would impact compliance.

3949 characters remaining.

Explain the purpose of the change(s).

This is the purpose of the change.

3986 characters remaining.

om
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Complete the following text entry fields:

e Describe any change(s) that would affect the manner in which you comply with
the applicable requirements of 21 CFR Part 1, Subpart M — The changes observed
with the CB that led to the notice of significant change.

e Explain the purpose of the change(s) —The purpose of the change (this could be a
withdrawal, suspension, reduction in scope, etc.).

Click the “Next” button.
The system displays the “e-Signature” page (Figure 9.4.3).

Follow the directions provided on the “e-Signature” page.

Click the check mark to indicate that you certify that the information in the submission is true
and accurate and that you are authorized to submit the information to the FDA.

The following data fields are present:

e Name of Submitter — The first and last name of the application submitter.
e Title of Submitter — The title of the application submitter.

Fill in the required data fields, and click the “Submit” button.
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Figure 9.4.3 — e-Signature Page

.‘(ﬁ U.S. Department of Health and Human Services
>

@A AC c R E D I TATI o N Welcome, Test Tester

N (BODY (AB) PROGRAM FURLS Home | AB Home

AB Home » Reports and Notifications »  Notice of Significant Change >

e-Signature

Please read the following statement carefully, then acknowledge that you read and approved it by providing the information requested at
the bottom of the page. Please note that an e-Signature is the equivalent of a handwritten signature. By submitting this information to
FDA, or by authonizing an individual to submit this information to FDA, the submitter certifies that the information in the submission is true
and accurate. Under 18 U.S.C. 1001, anyone who makes a materially false, fictitious, or fraudulent statement to the U.S. Government is
subject to cnminal penalties. | also understand that misrepresentations or omissions may constitute sufficient grounds for rejection or
subsequent revocation of my participation in the program.

Please be aware that you will not be able to change your application after you click Submit.

[« 1 certify that the information in the submission is true and accurate and that | am authorized to submit the information to FDA.

Name of Submitter Title of Submitter
Name of Submitter Title of Submitter
Date

2018-03-23

After you click the “Submit” button the system will display the confirmation message (Figure
9.4.4).

Figure 9.4.4 — Confirmation Message Page

{é U.S. Department of Health and Human Services
L

m AC C R E D I TATI o N Welcome, Test Tester

EEIN (BODY (AB) PROGRAM FURLS Home | AB Home

AB Home » >

Confirmation

Notice of Significant Change has been sent
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An e-mail is sent to the AB indicating that the notice was received by the FDA (Figure 9.4.5 —
Image depicts the email notification text only).

Figure 9.4.5 — E-mail sent to AB User

Thank you for submitting (hformation to FDA regarding Notice of Significant Change. We will review this information and may follow-up if additional information is needed

Third Party Program
Food and Drug Administration

DO NOT REPLY TO THIS EMAIL

Return to the “Reports and Notifications” page by clicking on the “AB Home” link on the top of
the banner.

106



U.S. FOOD & DRUG

ADMINISTRATION

9.5 Notice of Expansion of Scope of Accredited CB

Select the “Notice of Expansion of Scope of Accredited CB” link in the “Reports and
Notifications” page (Figure 9.5.1).

Figure 9.5.1 — Reports and Notifications Page

f U.S. Department of Health and Human Services
b,

m AC C R E D I TATI 0 N Welcome, Test Tester

EET™ BODY (AB) PROGRAM FURLS Home | AB Home

AB Home »

Reports and Notifications
Notice of Accreditation of CB
Notice of Accredited CB Noncompliance in Issuing Food or Facility Certification
Notice of Withdrawal, Suspension, or Reduction in Scope of Accreditation of CB
Notice of Denial of Accreditation of CB
Motice of Significant Change
Notice of Intent to Relinquish or Not to Renew Recognition
Notice of Expansion of Scope of Accredited CB

Reinstatement of a Certification Body in Whole or in Part
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The system displays the “Notice of Expansion of Scope of Accredited CB” page (Figure 9.5.2).
Select a name from the “Certification Body” drop-down menu.

Figure 9.5.2 — Notice of Expansion of Scope of Accredited CB Page

(ﬁ U.S. Department of Health and Human Services
L.

m Ac c R E D I TATI o N Welcome, Test Tester

EEIN BODY (AB) PROGRAM FURLS Home | AB Home

AB Home » Reports and Notifications

Notice of Expansion of Scope of Accredited CB

If the CB/AA has added new audit agent(s) to complete the work under these new scopes you must submit all names of the accredited
third-party certification body's agents in the applicable data field below.

Certification Body

Please Select One -

0 Previous
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The system displays the CB’s information along with the list of expanded scope(s) (Figure
9.5.3).

Note: The expanded scopes that appear in the Notice of Expansion were those that were
modified in “Add or Manage my Third-Party CBs” page.

Figure 9.5.3 — CB and Scope Information

{(ﬁ U.S. Department of Health and Human Services
D

Im Ac c R E D I TATI 0 N Welcome, Test Tester

TN BODY (AB) PROGRAM FURLS Home | AB Home

ABHome » Reports and Notifications »

Notice of Expansion of Scope of Accredited CB

If the CB/AA has added new audit agent(s) to complete the work under these new scopes you must submit all names of the accredited
third-party certification body’s agents in the applicable data field below.

Certification Body

'Maryland CB 10 .|
Address Contact Number
123 ABC Street Telephone Number 1 (555) 5555555  Ext. —

ABC Maryland 20901
UMITED STATES

Officer(s) Email
officer officer test123@fda.hhs.gov
Agent(s)

Agent Name Email Address

CB Markets fsmacbtest125@outlook.com

CB's accreditation was expanded for the following scopes
Scope(s) e Accreditation Date Expiration Date

117 : cGMPs, Hazard Analysis and Risk Based Preventive Controls for

Human Eood 2018-03-22 2019-08-01
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Click the “Next” button.
The system displays the “e-Signature” page (Figure 9.5.4).

Follow the directions provided on the “e-Signature” page.

Click on the check mark to indicate that you certify that the information in the submission is
true and accurate and that you are authorized to submit the information to the FDA.

The following data fields are present:

e Name of Submitter - The first and last name of the application submitter.
e Title of Submitter - The title of the application submitter.

Fill in the required data fields, and click the “Submit” button.

Figure 9.5.4 — e-Signature Page

(ﬁ U.S_ Department of Health and Human Services
L

FDA | ACCREDITATION wecone, s T

TN (BODY (AB) PROGRAM FURLS Home | AB Home

ABHome » Reports and Notifications »  Notice of Expansion of Scope of Accredited CB >

e-Signature

Please read the following statement carefully, then acknowledge that you read and approved it by providing the information requested at
the bottom of the page. Please note that an e-Signature is the equivalent of a handwritten signature. By submitting this information to
FDA, or by authorizing an individual to submit this information to FDA, the submitter certifies that the information in the submission is true
and accurate. Under 18 U.5.C. 1001, anyone who makes a matenally false, fictitious, or fraudulent statement to the U.S. Government is
subject to criminal penalties. | also understand that misrepresentations or omissions may constitute sufficient grounds for rejection or
subsequent revocation of my participation in the program.

Please be aware that you will not be able to change your application after you click Submit.

[ certify that the information in the submission is true and accurate and that | am authorized to submit the information to FDA.

Name of Submitter Title of Submitter
Print full legal name Enter your title
Date

2018-03-26

© Previous m
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The system will display the confirmation message (Figure 9.5.5).

Figure 9.5.5 — Confirmation Message Page

{(d U.5. Department of Health and Human Services
L.

m Ac c R E D I TATI 0 N Welcome, Test Tester

I BODY (AB) PROGRAM FURLS Home | AB Home

AB Home » 2

Confirmation

Motice of Expansion of Scope of Accredited CB has been sent.

An e-mail is sent to the AB indicating that the notice was received by the FDA (Figure 9.5.6 —
Image depicts the email notification text only).

Figure 9.5.6 — E-mail sent to AB User

Thank you for submitting information to FDA regarding Notice of Expansion of Scope of Accredited
CB. We will review this information and may follow-up if additional information is needed.

Third Party Program
Food and Drug Administration

DO NOT REPLY TO THIS EMAIL

Return to the “Reports and Notifications” page by clicking on the “AB Home” link on the top of
the banner.
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9.6 Notice of Intent to Relinquish or Not to Renew

Select the “Notice of Intent to Relinquish or Not to Renew Recognition” link in the “Reports and
Notifications” page (Figure 9.6.1).

Figure 9.6.1 — Reports and Notifications Page

f U.S. Department of Health and Human Services
b,

m AC C R E D I TATI 0 N Welcome, Test Tester

EET™ BODY (AB) PROGRAM FURLS Home | AB Home

AB Home »

Reports and Notifications
Notice of Accreditation of CB
Notice of Accredited CB Noncompliance in Issuing Food or Facility Certification
Notice of Withdrawal, Suspension, or Reduction in Scope of Accreditation of CB
Notice of Denial of Accreditation of CB
Motice of Significant Change
Notice of Intent to Relinquish or Not to Renew Recognition
Notice of Expansion of Scope of Accredited CB

Reinstatement of a Certification Body in Whole or in Part
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The system displays the “Notice of Intent to Relinquish or Not to Renew Recognition” page
(Figure 9.6.2).

Answer the question, “Do you intend to relinquish your recognition prior to its expiration date?”
by selecting one of the two options: “Yes” or “No.”

Figure 9.6.2 — Notice of Intent to Relinquish or Not to Renew Recognition Page

{f U.S. Department of Health and Human Services
Ee

m Ac c R E D I TAT I 0 N Welcome, Test Tester

FURLS Home | AB Home

KN BODY (AB) PROGRAM

AB Home » Reports and Notifications »

Notice of Intent to Relinquish or Not to Renew Recognition

Do you intend to relinquish your recognition prior to its expiration date?
Yes No

Name and location of records custodian who will maintain the accreditation body's records for 5 years after the date of recognition
expires or is relinquished and who will make the records available as required by 21CFR1.625

Records will be maintained by
Accreditation Body Other

» Attachments (Optional)
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If you select “Yes,” the system displays the calendar feature and pick (or enter) the “Intended
Date of Relinquishment” (Figure 9.6.3).
Figure 9.6.3 — Intended Date of Relinquishment or Date of Expiration of Recognition

(ﬁ U.5. Department of Health and Human Services
L.

I@A AC c R E D I TAT I 0 N Welcome, Test Tester

FURLS Home | AB Home

ESN | BODY (AB) PROGRAM

ABHome » Reports and Notifications 3

Notice of Intent to Relinquish or Not to Renew Recognition

Do you intend to relinquish your recognition prior to its expiration date?
®) Yes No

Intended Date of Relinquishment or Date of Expiration of Recognition

[mEEE ] &

[Mar  v[2018 V]| ©

todian who will maintain the accreditation body's records for 5 years after the date of recognition

Su Mo Tu  We Th Fr Sa » will make the records available as required by 21CFR1.625

28 29 30 AN

|+ Attachments (Optional)

If you select “No” the system will display the AB’s date of expiration of recognition as Read-
Only (Figure 9.6.4).
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Figure 9.6.4 — Read-Only Date of Intended Date of Relinquishment or Date of Expiration
of Recognition

« U.S. Department of Health and Human Services
2

Im AC C R E D ITATI O N Welcome, Test Tester

EEIN | BODY (AB) PROGRAM FURLS Home | AB Home

ABHome » Reports and Notifications >

Notice of Intent to Relinquish or Not to Renew Recognition

Do you intend to relinquish your recognition prior to its expiration date?

Yes T}No

Intended Date of Relinquishment or Date of Expiration of Recognition

2022-12-26
Name and location of records custodian who will maintain the accreditation body's records for 5 years after the date of recognition

expires or is relinquished and who will make the records available as required by 21CFR1.625

Records will be maintained by
Accreditation Body Other

» Attachments (Optional)
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Identify who will maintain your records upon relinquishment/non-renewal of your accreditation
(Figure 9.6.5). If you select that the “Accreditation Body” will maintain the records, then the
system will populate the AB’s information.

Figure 9.6.5 — Records Maintained By AB

{ U.5. Department of Health and Human Services
?

m AC C R E D I TATI 0 N Welcome, Test Tester

FURLS Home | AB Home

&N BODY (AB) PROGRAM

ABHome » Reports and Notifications »

Notice of Intent to Relinquish or Not to Renew Recognition

Do you intend to relinquish your recognition prior to its expiration date?
(® Yes No

Intended Date of Relinquishment or Date of Expiration of Recognition
S

2018-03-27 i)

Name and location of records custodian who will maintain the accreditation body's records for 5 years after the date of recognition
expires or is relinquished and who will make the records available as required by 21CFR1.625

Records will be maintained by
(®) Accreditation Body Other

Records Custodian Contact Number

Accreditation Body Inc. Telephone Number 1(555) 5555555 Ext. -
Address Emiail

123 ABC Street testl23@test.com

Suite 200

ABC Maryland 20901
UNITED STATES

» Attachments (Optional)
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If you select “Other”, the system displays the following data fields (Figure 9.6.6) that you must
complete:

Records Custodian — The name of the AB’s Records Custodian.
Country — The country where AB’s Records Custodian is physically located.
Address 1 — The street address where the AB’s Records Custodian is physically
located.
Address 2 (Optional) — The additional information about the physical location of the
company (this may include a suite or apartment number, if applicable).
City — The city where the AB’s record custodian is physically located.
State/Province/Territory — The state/province/territory where the AB’s Records
Custodian is physically located.
Zip Code (Postal Code) — The postal code where the AB’s Records Custodian is
physically located.
Telephone (Optional field)

o0 Country — The country code of the Point of Contact.

0 Area - The area code of the Point of Contact.

0 Phone Number — The phone number of the Point of Contact.

0 Extension — The extension number of the Point of Contact.
E-mail Address — The e-mail address of the AB’s Records Custodian.
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Figure 9.6.6 — Records Maintained by Other

.ﬁ U.S_ Department of Heallth and Human Services
2

FEoA | ACCREDITATION Welcome, Test Tester
N [ BODY (AB) PROGRAM

FURLS Home | AB Home

AB Home » Reports and Notifications >

Notice of Intent to Relinquish or Not to Renew Recognition

Do you intend to relingquish your recognition prior to its expiration date?

® Yes No

Intended Date of Relinquishment or Date of Expiration of Recognition

2018-03-27 ﬁ

Mame and location of records custodian who will maintain the accreditation body's records for 5 years after the date of recognition
expires or is relinquished and who will make the records available as required by 21CFR1.625

Records will be maintained by
Accreditation Body (%) Other

Records Custodian: Telephol_"le _[Dptiona!]:
Country Area Phone Humber Extension
Country: E-mail Address:
Pleaze Select Country -
Address 1:

Address 2 (Optional):

City:

State/Province/Territory:

Please Select X

Zip Code (Postal Code):

Upload files to the notice using the “Attachments (Optional)” feature (Figure 9.6.5).
Attachments are not required to submit the notice.
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Click the “Next” button.

The system displays the “e-Signature” page (Figure 9.6.7).
Follow the directions provided on the “e-Signature” page. You must click on the check mark to

certify that the information in the submission is true and accurate and, that you are authorized
to submit the information to the FDA. The following data fields are present:

e Name of Submitter - The first and last name of the application submitter.
e Title of Submitter - The title of the application submitter.

Fill in the required data fields, and click the “Submit” button.

Figure 9.6.7 — e-Signature Page

{f U.S. Department of Health and Human Services
b

EA Ac c R E D I TATI 0 N Welcome, Test Tester

KN BODY (AB) PROGRAM FURLS Home | AB Home

AB Home 2 Reports and Notifications » Motice of Intent to Relinguish or Not to Renew Recognition >

e-Signature

Please read the following statement carefully, then acknowledge that you read and approved it by providing the information requested at
the bottom of the page. Please note that an e-Signature is the equivalent of a handwritten signature. By submitting this information to
FDA, or by authorizing an individual to submit this information to FDA, the submitter certifies that the information in the submission is true
and accurate. 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. | also understand that misrepresentations or omissions may constitute sufficient grounds for rejection or
subsequent revocation of my participation in the program

Please be aware that you will not be able to change your application after you click Submit.

[ certify that the information in the submission is true and accurate and that | am authorized to submit the information to FDA.

Name of Submitter Title of Submitter
Name Title

Date

2018-03-27
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The system will display the confirmation message (Figure 9.6.8).

Figure 9.6.8 — Confirmation Message Page

{(ﬁ U.S. Department of Health and Human Services
L.

m Ac c R E D I TATI 0 N Welcome, Test Tester

TN BODY (AB) PROGRAM FURLS Home | AB Home

AB Home » >

Confirmation

Notice of Relinquishment or Not Renew Recognition has been sent.

An e-mail is sent to the AB indicating that the notice was received by the FDA (Figure 9.6.9 —
Image depicts the email notification text only).

Figure 9.6.9 — E-mail Sent to AB User

Thank you for submitting information to FDA regarding Notice of Intent to Relinquish or Not to Renew Recognition. We will review this information and may follow-up if additional
information is needed.

Third Party Program
Food and Drug Administration

DO NOT REPLY TO THIS EMAIL

You can return to the “Reports and Notifications” page by clicking the “AB Home” link in the top
of the banner.
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9.7 Notice of Withdrawal, Suspension, or Reduction in Scope of

Accreditation of CB

Select the “Notice of Withdrawal, Suspension, or Reduction in Scope of Accreditation of CB”
link in the “Reports and Notifications” page (Figure 9.7.1).

Figure 9.7.1 — Reports and Notifications Page

f U.S. Department of Health and Human Services
b,

m AC C R E D I TATI o N Welcome, Test Tester

EET™ BODY (AB) PROGRAM FURLS Home | AB Home

AB Home »

Reports and Notifications
Notice of Accreditation of CB
Notice of Accredited CB Noncompliance in Issuing Food or Facility Certification
Notice of Withdrawal, Suspension, or Reduction in Scope of Accreditation of CB
Notice of Denial of Accreditation of CB
Notice of Significant Change
Notice of Intent to Relinquish or Not to Renew Recognition
Notice of Expansion of Scope of Accredited CB

Reinstatement of a Certification Body in Whole or in Part

The system displays the “Notice of Withdrawal, Suspension, or Reduction in Scope of
Accreditation of CB” page. Select the “Certification Body” and the “Type of Action” (Figure
9.7.2).
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Figure 9.7.2 — Notice of Withdrawal, Suspension, or Reduction in Scope of Accreditation
of CB Page

AB Home % Reports and Nofifications >

Notice of Withdrawal, Suspension, or Reduction in Scope of Accreditation of CB

Certification Body
CB Test -

Type of Action Date of Action
| Withdraw accreditation in whole

! e,
Ml YYYY-MM-DD EE

I yithdrawacerediiationiniviole: ]

Suspend accreditation in whole

Withdraw, Suspend or Reduce specific Scope(s)

4000 characters remaining.

Any additional changes to information submitted under the Notice of Accreditation for the CB (Optional)

Enter your response here.

4000 characters remaining.

The following must be completed based on the “Type of Action” selected:

e Withdraw accreditation in whole:

o Provide the “Date of Action” and the “Reason for Action” (Figure 9.7.2). You may
also provide any additional changes to information submitted under the Notice of
Accreditation for the CB (this section is optional).

e Suspend accreditation in whole:

o Provide the “Date of Action” and the “Reason for Action” (Figure 9.7.2). You may
also provide any additional changes to information submitted under the Notice of
Accreditation for the CB (this section is optional).
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e Withdraw, Suspend, or Reduce specific Scope(s):

0 The system displays the CB'’s scopes (Figure 9.7.3).
0 Select a scope and the “Update Scope” box displays (Figure 9.7.4). Select the

“Type of Action” (Suspended, Withdrawn, or Reduction in Scope), and provide
the “Date of Action” (or the “Expiration Date” if “Reduction in Scope” is selected)
and the “Reason for Action.” Click “Save” then click “Next” once selection of all
applicable scopes are completed (optional section - you may also provide any
additional changes to information submitted under the Notice of Accreditation for
the CB.

Figure 9.7.3 — Notice of Withdrawal, Suspension, or Reduction in Scope of Accreditation

of CB Page

AB Home » Reporis and Notifications >

Notice of Withdrawal, Suspension, or Reduction in Scope of Accreditation of CB

Certification Body
CB Test -

Type of Action

Withdraw, Suspend or Reduce specific Scope(s) =

Scope
Select Scope Date of Date of Current Reason for Change
One p Accreditation  Expiration Status g

117: cGMPs, Hazard Analysis and Risk Based Preventive
Controls for Human Food

118: Production, storage, and transportation of shell eggs 2018-04-19 2020-04-19  Accredited

2018-04-19 2020-04-19  Accredited

119: Dietary supplements that present a significant or
unreasonable risk

120: HACCP 2018-04-19 2020-04-19  Accredited

2018-04-19 2020-04-19  Accredited

Any additional changes to information submitted under the Notice of Accreditation for the CB (Optional)

Enter your response here.

4000 characters remaining.
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Figure 9.7.4 — Update Scope

Update Scope

Type of Action Date of Action
' Suspended L= YYYY.MMDD

Reason for Action

Enter your response here.

4000 characters remaining.

Q@ Previous © Next

The system displays the “e-Signature” page (Figure 9.7.5).

Follow the directions provided on the “e-Signature” page. You must click on the check mark to
certify that the information in the submission is true and accurate and, that you are authorized
to submit the information to the FDA. The following data fields are present:

e Name of Submitter - The first and last name of the application submitter.
e Title of Submitter - The title of the application submitter.

Fill in the required data fields, and click the “Submit” button.

124



U.S. FOOD & DRUG

ADMINISTRATION

Figure 9.7.5 — e-Signature Page

I@) ACCREDITATION FURLQ\:‘-’:lcome.. théLester
BODY (AB) PROGRAM S Home | ome

AB Home » Reports and Notifications >

e-Signature

Please read the following statement carefully, then acknowledge that you read and approved it by providing the information requested at
the bottom of the page. Please note that an e-Signature is the equivalent of a handwritten signature. By submitting this information to
FDA, or by authorizing an individual to submit this information to FDA, the submitter certifies that the information in the submission is true
and accurate. Under 18 U.5.C. 1001, anyone who makes a materially false, fictitious, or fraudulent statement to the U.S. Government is
subject to criminal penalties. | also understand that misrepresentations or omissions may constitute sufficient grounds for rejection or
subsequent revocation of my participation in the program.

Please be aware that you will not be able to change your application after you click Submit.

I certify that the information in the submission is true and accurate and that | am authorized to submit the information to FDA.

Name of Submitter Title of Submitter
Print full legal name Enter your title
Date

2018-07-17

The system will display the confirmation message (Figure 9.7.6).

Figure 9.7.6 — Confirmation Message Page

AB Home 3 >

Confirmation

Motice of Withdrawal, Suspension, or Reduction in Scope of Accreditation of CB has been sent.

An e-mail is sent to the AB indicating that the notice was received by the FDA (Figure 9.7.7 —
Image depicts the email notification text only).
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Figure 9.7.7 — E-mail Sent to AB User

Thank you for submitting information to FDA regarding Notice of Withdrawal. Suspension. or Reduction in Scope of Accreditation of CB. We will review this information and may follow-up if additional information is needed.

Third Party Program
Food and Drug Administration

DO NOT REPLY TO THIS EMAIL

You can return to the “Reports and Notifications” page by clicking the “AB Home” link in the top
of the banner.
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9.8 Reinstatement of a Certification Body in Whole or in Part

Select the “Reinstatement of a Certification Body in Whole or in Part” link in the “Reports and
Notifications” page (Figure 9.8.1).

Figure 9.8.1 — Reinstatement of a Certification Body in Whole or in Part

ﬁ U.S. Depariment of Health and Human Services
2

lm AC C R E D I TATI 0 N Welcome, Test Tester

EEIN | BODY (AB) PROGRAM FUHLS Home, | AS Home

AB Home »

Reports and Notifications
Notice of Accreditation of CB
Notice of Accredited CB Noncompliance in Issuing Food or Facility Certification
Notice of Withdrawal, Suspension, or Reduction in Scope of Accreditation of CB
Notice of Denial of Accreditation of CB
Notice of Significant Change
Notice of Intent to Relinguish or Not to Renew Recognition
Notice of Expansion of Scope of Accredited CB

Reinstatement of a Ceriification Body in Whole or in Part
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The system displays the “Reinstatement of a Certification Body in Whole or in Part” page.
Select the Certification Body who you wish to reinstate in whole or in part, then select the
“Type of Action” (Figure 9.8.2).

Figure 9.8.2 — Reinstatement of a Certification Body in Whole or in Part Page

AB Home » Reports and Notifications  »

Reinstatement of a Certification Body in Whole or in Part

Please select the Certification Body who you wish to reinstate in whole or in part.
Please Select One -

The following occurs based on the “Type of Action” selected:

e Reinstate in whole:
e The system displays the CB’s scopes and you must provide detailed information
supporting your decision to reinstate in whole (Figure 9.8.3).
e Reinstate scope(s):
e The system displays the CB’s scopes and you must select the scopes that are to be
reinstated. Then provide detailed information supporting your decision to reinstate
the selected scopes (Figure 9.8.4).
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Figure 9.8.3 — Reinstate in whole

AB Home » Reports and Notifications >

Reinstatement of a Certification Body in Whole or in Part

Please select the Certification Body who you wish to reinstate in whole or in part.

|CB Test |~ |
Type of Action
Reinstate in whole -

Scopes that are to be reinstated.
Scope
119: Dietary supplements that present a significant or unreasonable nsk

109: Unavoidable contaminants in food for human consumption and food-packaging matenial

Please provide detailed information supporting your decision to reinstate the above scopes in the field below. If you have documentation to
support your decision to reinstate a CB that you have suspended then after submitting this notice please go to the Supplemental Documentation
menu option on the home page, select attachment type "Request for Reinstatement” for each file that you upload, and click Save. If you do
provide documentation under the Supplemental Documentation then please include a note in the field below to indicate that supportive
documentation has been provided under a Supplemental Documentation.

Enter your response here.

4000 characters remaining.

129




U.S. FOOD & DRUG

ADMINISTRATION

Figure 9.8.4 — Reinstate scope(s)

AB Home 2 Reports and Notfifications  »

Reinstatement of a Certification Body in Whole or in Part

Please select the Certification Body who you wish to reinstate in whole or in part.

CB Test h
Type of Action
Reinstate scope(s) -

Scopes that are to be reinstated.
Select One Scope

™ 1S PR EER SUppEmeEnis i na i pIEsEn s SIgNI AN ORI Ea50NaHIENTSHS
109: Unavoidable contaminants in food for human consumption and food-packaging matenal

Please provide detailed information supporting your decision to reinstate the above scopes in the field below. If you have documentation to
support your decision to reinstate a CB that you have suspended then after submitting this notice please go to the Supplemental Documentation
menu option on the home page, select attachment type "Request for Reinstatement” for each file that you upload, and click Save. If you do
provide documentation under the Supplemental Documentation then please include a note in the field below to indicate that supportive
documentation has been provided under a Supplemental Documentation.

Enter your response here.

AD00 characters remaining.

The system displays the “e-Signature” page (Figure 9.8.5).

Follow the directions provided on the “e-Signature” page. You must click on the check mark to
certify that the information in the submission is true and accurate and, that you are authorized
to submit the information to the FDA. The following data fields are present:

e Name of Submitter - The first and last name of the application submitter.
e Title of Submitter - The title of the application submitter.

Fill in the required data fields, and click the “Submit” button.
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Figure 9.8.5 — e-Signature Page

I@) ACCREDITATION FURLQ\:‘-’:lcome.. théLester
BODY (AB) PROGRAM S Home | ome

AB Home » Reports and Notifications >

e-Signature

Please read the following statement carefully, then acknowledge that you read and approved it by providing the information requested at
the bottom of the page. Please note that an e-Signature is the equivalent of a handwritten signature. By submitting this information to
FDA, or by authorizing an individual to submit this information to FDA, the submitter certifies that the information in the submission is true
and accurate. Under 18 U.5.C. 1001, anyone who makes a materially false, fictitious, or fraudulent statement to the U.S. Government is
subject to criminal penalties. | also understand that misrepresentations or omissions may constitute sufficient grounds for rejection or
subsequent revocation of my participation in the program.

Please be aware that you will not be able to change your application after you click Submit.

I certify that the information in the submission is true and accurate and that | am authorized to submit the information to FDA.

Name of Submitter Title of Submitter
Print full legal name Enter your title
Date

2018-07-17

The system will display the confirmation message (Figure 9.8.6).

Figure 9.8.6 — Confirmation Message Page

AB Home » >

Confirmation

Reinstatement of a Certification Body in Whole or in Part has been sent.

An e-mail is sent to the AB indicating that the notice was received by the FDA (Figure 9.8.7 —
Image depicts the email notification text only).
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Figure 9.8.7 — E-mail Sent to AB User

Thank you for submitting information to FDA regarding Reinstatement of a Certification Body in Whole or in Part. We will review this information and may follow-up if additional information is needed.

Third Party Program
Food and Drug Administration

DO NOT REPLY TO THIS EMAIL

You can return to the “Reports and Notifications” page by clicking the “AB Home” link in the top
of the banner.

132




	1 Introduction
	2 Overview of FDA Portals for Electronic Accredited Third-Party Certification Program Submissions
	3 Create an FDA Online Account
	4  Submit an Application for Recognition as an Accreditation Body (AB)
	5 Apply for Recognition and Implementing FDA Regulations
	6 Application Returned for Further Action
	7 Reconsideration Request
	8 Add or Manage Third-Party Certification Bodies (CBs)
	8.1 Add Accredited Third-Party CB
	8.2 Update Accredited Third-Party CB

	9 Reports and Notifications
	9.1 Notice of Accreditation of CB
	9.2 Notice of Accredited CB Noncompliance in Issuing Food or Facility Certification
	9.3 Notice of Denial of Accreditation of CB
	9.4 Notice of Significant Change
	9.5 Notice of Expansion of Scope of Accredited CB
	9.6 Notice of Intent to Relinquish or Not to Renew
	9.7 Notice of Withdrawal, Suspension, or Reduction in Scope of Accreditation of CB
	9.8 Reinstatement of a Certification Body in Whole or in Part


