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1 Introduction

This document is intended for Accreditation Bodies (ABs), or persons authorized to act on their
behalf, who are applying for recognition or participating in the U.S. Food and Drug
Administration’s (FDA'’s) Accredited Third-Party Certification Program. Recognized ABs may
manage their profiles and the status of the Third-Party Certification Bodies (CBs) they have
accredited.

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

Create an AB account

Submit an application

Submit an application for renewal
Add and view accredited CBs
Renew the accreditation of CBs
Submit supplemental documentation
Submit reports and notifications

2 Overview of FDA Portals for Electronic Accredited Third-

Party Certification Program Submissions
FDA Industry Systems (FIS)

FIS is an electronic portal which facilitates making submissions to 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 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 electronic files (e.g., reports,
schematics, or other supporting information).

The electronic Accredited Third-Party Certification Program system supports attachments of
the following document types: .pdf, .png, .jpeg, .gif, .omp, .jpg, .jpe, .jfif, .tif, .tiff, .doc, .docx,
ppt, xlIs, .xlIsx, .txt, .pptx, and .rtf.
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The maximum file size allowed is 50 MB.
Relevant sections of this document will identify opportunities for adding attachments.
Supported Browsers

FURLS may be accessed using Microsoft Edge, Chrome, or Firefox. 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 Access.fda.gov.

Note: To navigate within the AB portal, use the system’s navigation buttons (i.e., “Previous,” or
“‘Next”) rather than the browser’s “forward” or “back” buttons.

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, navigate to the Access.fda.gov OAA site. Click the “Create
New Account” button (near the bottom of the page) in the “New User” section. 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

To log into the “Online Account Administration” (OAA) system and gain access to FURLS, you
will need to create an FDA online account.

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

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

FoA | ONLINE ACCOUNT
MIYW | ADMINISTRATION (OAA)

FDA Industry Systems

01/21/2021 Effective January 30. 2021. the FDA Unified Registration and Listing Systems (FURLS) will replace the use of 1S0O-3166 data standards with the
Geopolitical Entities, Names. and Codes Standard (GENC) for populating country. state/province/territory codes and names within its systems.

Login Getting Started
Existing account holders, enter your account ID & password To make submissions to FDA (e.g., Food Facility Registration, Prior Notice, etc.) 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 accessing a U.S. Government information system. The system usage may be
Password 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.5.C. 1001, anyone who makes a materially false, fictitious, or possible criminal activity, system personnel may provide the evidence of such monitoring to law
fraudulent statement to the U.S. Government is subject fo criminal enforcement officials
penalties.

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

11 understand. - ; :
of the information being entered.

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

New User

A Create New Account e

& See Instructions O See Tutorials [ Help Desk

e System Status — Directs users to the “FDA Industry Systems — System Status” page
which displays the current system status, system status explanations, and 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.g., 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 users to
informational pages on fda.gov, as indicated. Users will not be required to select any of these
buttons in order to complete applications; they are there for users’ reference, if needed (Figure
3.2).
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Figure 3.2 — Additional Buttons

New User

X Create New Account

& See Instructions 0 See Tutorials @ Help Desk

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

Note: Leave the default value of the selected radio button as “No.” The workflow that is
created by selecting “Yes” directs users to a program that is not part of the scope of this
document.

Figure 3.3 — Step 1: Select Application(s) for Account

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

FoA | ONLINE ACCOUNT
MIYM | 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 will display the various programs available in OAA.

Select the “Accredited Third-Party Certification Program - Accreditation Body" checkbox under
the “FSMA Program(s)” section and click the “Continue” button to proceed (Figure 3.4).
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Figure 3.4 — Accredited Third-Party Certification Program — Accreditation Body

FSMA Program(s)

Accredited Third-Party Certification Program--

Accreditation Body
Check this box if you are an AB and are submitting an application for FDA
recognition.

Accredited Third-Party Certification Program--

Certification Body
Check this box if you are a CB who needs to create an account. You must
have a verification code to complete your account setup. FDA will send you the
verification code via email after you have been accredited by a recognized AB.

O Laboratory Accreditation for Analyses of Foods Program--
Accreditation Body

Check this box if you are an AB and are submitting an application for FDA

recognition.

Laboratory Accreditation for Analyses of Foods Program--
Accredited Lab
Check this box if you are an accredited lab and are creating an account. You
must have a verification code to complefe your account setup. FDA will send
you the verification code via email after you have been accredited by a

L recoghized LAAF AB.
FSVP Importer Portal for FSVP Records Submission

Check this box if you are an FSVP importer who needs fo use a secure portal
to submit FSVP records requested by FDA.

Voluntary Qualified Importer Program

The next section is “Step 2: Enter Your Account Information” where you will provide “Point of
Contact” information, unique account information, and the account holder’s physical address
(Figure 3.5).
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Figure 3.5 — Create New Account — Step 2: Enter Your Account Information

o

FOA | ONLINE ACCOUNT

KIXM | ADMINISTRATION (OAA)

Create New Account e s

Create New Account

Step 2: Enter Your Account nformation
2A: Point of Contact information 2C: Physical Address (Business) of Accourt Holder

First Nama Country | Area
Pleast Sekcs Country v
Middie Initial (Optronal) Acdress Line 1
Last Name | Surnamse Address Line 2 {Optional)
Job Titke City
Company Nams

State | Provines ! Teritory

Wt Address (Optional
Tip Code (Postal Code)

Esampie: D/ wiiw narme. Gomain or Kitp:name, domain)

Phone Numbsr Unigque Facility identifier (Optiona)

Do you have preferred madling sddress other than the physical address mentioned above?
Yeor Ho

FAX Nusmber (Optional)

oy A Fan W

E-madl Address

Confirm E-mail Address

Than 32 CRAFACHNS, CORLEIN UDORTCENY 30 IoWeCase
=41 You will reed b0 romambar your pattword bo

login in the futurs.

Confirm Password
Secret Question 1
Secret Answer 1

Secrel Question 3

Secret Answer 2
Secrel Gueation 3

Secrel Answer 3

Under 18 U.5.€, 1001, anyone wha makes a materially false, fictitious, or fraudulent to the U.5. i subject to criminal penaltios.

Tunderstand.
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The following navigation buttons can be found throughout the system:

e Previous — Returns users to the previous screen
e Clear — Clears all input entered on the specific page/section
e Continue — Navigates users to the next screen/step in the account creation process

Note: All application fields are required, unless indicated as “Optional.”
Enter “N/A” in any required field that does not apply.

Complete each of the data fields in Step 2A (Figure 3.6).

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/surname 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
o “Country” is the country code.
o “Area” is the area code.
o “Phone Number” is the phone number.
o “Extension” is the local phone extension to dial the Point of Contact, if applicable.
e Fax Number (Country/Area/Fax Number) — The fax number of the Point of Contact
o “Country” is the country code.
o “Area” is the area code.
o “Fax Number” is the fax number.
e E-mail Address — The e-mail address of the Point of Contact
e Confirm E-mail Address — The re-entry of the Point of Contact’s e-mail address
Note: The entry must match the “E-mail Address” field.
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Figure 3.6 — Step 2A: Point of Contact Information

2A: Point of Contact Information

First Name

Middle Initial {Oprional)
Optional

Last Name / Surname

Job Title

Company Name

Web Address {Oprional)

(Example: htip://rww_name.domain or hitp://name_domain)

Phone Number

Country Area Telephone Ext

Country Area Phone Number Extension

Phone/FAX numbers have only numbers with mo spaces, dashes, periods or parentheses. Country
code is not required for US phone numbers.

FAX Number {Oprional)
Country Ares Fax Mumber
Country Area Fax Mumber

E-mail Address

Confirm E-mail Address

ADMINISTRATION
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Once Step 2A is completed, proceed to “Step 2B: Account Information” (Figure 3.7).

The data fields in “Step 2B: Account Information” include:

Password — Use this field to create the password for the AB account. Use this
password for each system login.

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

Secret Question 1 — This is the first secret question used to protect the account. Select
a question from the dropdown list.

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

Secret Question 2 — This is the second secret question used to protect the account.
Select a question from the dropdown list.

Secret Answer 2 — This is the answer to the second secret question. Enter your
response to the question selected in “Secret Question 2.”

Secret Question 3 — This is the third secret question used to protect the account.
Select a question from the dropdown list.

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

Figure 3.7 — Step 2B: Account Information

2B: Account Information

Password

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

Confirm Password

Secret Question 1

Please select a question ﬂ
Secret Answer 1
Secret Question 2

Please select a question ﬂ
Secret Answer 2
Secret Question 3

Please select a question ﬂ

Secret Answer 3
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Once Step 2B is completed, 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
Please Select Country

Address Line 1

Address Line 2 (Optional)
Optional

City

State / Province [ Territory

Flease Select

Zip Code (Postal Code)

Unique Facility Identifier (Oprional)
Optional

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

CYes @ No
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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 dropdown 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 Ifyou select “No,” click the checkbox for “I understand” at the bottom of the page
(Figure 3.9). The physical address will be used as the mailing address.

o Ifyou select “Yes,” “Section 2D: Preferred Mailing Address” will display.
Complete the required information for the Preferred Mailing Address to proceed
to the next step. 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.

Figure 3.9 — Step 2D: Preferred Mailing Address

Unigque Facility Identifier {Optional)
Do you have preferred mailing address other than the physical address mentioned above?
®ives ONo
2D: Preferred Mailing Address
Country | Area
Please Select Country v
Address Line 1
Address Line 2 (Optional)
City
State / Province / Territory
Please Select vl
Zip Code (Postal Code)
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Click the “Continue” button after entering the required account information (Figure 3.10).

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.

[V 1 understand. gfm—

.

The “Account Review” page will be displayed (Figure 3.11). Review the data to ensure it is
correct.

Click the “Submit” button to complete the process. Click the “Modify” button to edit the profile
information on the previous page.
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Figure 3.11 — Account Review Page

{f U.E. Department of Health and Human Services
L

Fo/A | ONLINE ACCOUNT
IIYW | ADMINISTRATION (OAA)

Account Information L2

Home @ Create New Account

Account Review

Account Information Physical Address (Business) of Account Holder
First Name Address Line 1

Middle Initial Address Line 2

Last Name / Surname Clty'

Title State / Province / Teritory

Company Name Zip Code (Postal Code)

Web Address Country [ Area

Phone Number

FAX Number

E-mail Address

Secret Question 1
What color was your first car?

Secret Answer 1

Secret Question 2
What school did you attend in sixth grade?

Secret Answer 2
Secret Question 3
What was your childhood nickname?

Secret Answer 3

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

=3

After you click “Submit,” the system will display a message confirming the account was created
successfully. The message will display the “Account ID” (Figure 3.12).
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You will need to retain the account ID and password to log into the system in the future.

Figure 3.12 — Successful Account Creation Message

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

FoA | ONLINE ACCOUNT
YW | ADMINISTRATION (OAA)

Create New Account @5

Home @ Create New Account

*ou have successfully created an account
Your account ID is

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

After creating an account, the system will send an e-mail to the address entered on the
“Account Information” page (Figure 3.13).

Figure 3.13 — User Account Information E-mail Notification

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

Thank you for using the FDA Industry Systems website.

If you need further assistance, please go to https://www.access.fda.gov/
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4 Log into the AB Portal

Log into the EDA “OAA” page. This is the same page used to begin the process of creating a
new OAA account (Figure 4.1).

Figure 4.1 — OAA Login

cf U.5. Department of Health and Human Services

FA | ONLINE ACCOUNT
MZYW | 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.5. Government is subject (o criminal
penalties.

[] 1 understand.

#JLogin Forgot Account ID Forgot Password

Once logged into the FDA “OAA” page, you will be prompted to enter a verification code
(Figure 4.2). The verification code will be sent to the e-mail to the address entered on the
“Account Information” page. If you have not received the verification code within ten minutes,
click “Resend verification code” on the page. Once you have received the code, enter it in the
box labeled “Enter Verification Code,” then click the “Verify” button.

Note: You will be prompted to enter a verification code each time you login.
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Figure 4.2 — Enter Verification Code

ﬁ U.S. Department of Health and Human Services

FoA | ONLINE ACCOUNT
HZYM | ADMINISTRATION (OAA)

For your security we need to authenticate your request. The one-tume venification code was sent to your email The vertfication code 1s valid for next 10
munutes. Please enter 1t below.

Enter Verification Code

CER 4

Didn't get a one-time verification code? Resend verification code.

You will then be directed to the FURLS “Account Management” home page (Figure 4.3).
Navigate to the “FSMA Program(s)” section and select the hyperlink for "Accredited Third-Party
Certification Program — Accreditation Body.”
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Figure 4.3 — OAA - FURLS Account Management Home Page

i U.S. Department of Health and Human Services

Fo/A | ONLINE ACCOUNT

XYW | ADMINISTRATION (OAA)

Account Management

Account Management

Edit Account Profile Welcome to the FDA Industry Systems. You are logged in as for

Change My Password To obtain access to available FDA systems, choose the Update System
Update System Access

Registration and Listing Programs

Eood

Food Facility Registration

Acidified/Low-Acid Canned Foods Registration
and Process Filing

Shell Egg Producer Registration

Medical Devices

Device Registration and Listing Module

Export Certification and Tracking

Biologics Export Certification Application and
Tracking System (BECATS)

CDRH Export Certification Application and
Tracking System (CECATS)

CVM Export Certification Application and
Tracking System (CVM eCATS)

FSMA Program(s)
Accredited Third-Party Certification Program-- fseecscs——
Accreditation Body

Accredited Third-Party Certification Program--
Certification Body

FSVP Importer Portal for FSVP Records Submission

Other FDA Systems

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

Y U.S. FOOD & DRUG

ADMINISTRATION

Logout

Access option to add the FDA system to your account.

Export Listing Module

Qualified Facility Attestation

CDER Export Certification Application and
Tracking System (CDER eCATS)

CFSAN Export Certification Application and
Tracking System (CFSAN eCATS)

Laboratory Accreditation for Analyses of Foods Program--
Accreditation Body

Laboratory Accreditation for Analyses of Foods Program--
Accredited Lab

Voluntary Qualified Importer Program
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Click the hyperlink for “Accredited Third-Party Certification Program — Accreditation Body” to
navigate to the “AB Home” page; the banner is titled “Accreditation Body (AB) Program”
(Figure 4.4).

Note: Each screen in the AB portal has the banner “Accreditation Body (AB) Program.” The
‘FURLS Home” link on the right side of the banner will navigate you back to the “FURLS
Home” page, where you may log out.

Figure 4.4 — AB Home Page

« U.S. Department of Health and Human Services

ACCREDITATION

Welcome,
FURLS Home

EaTe BODY (AB) PROGRAM

AB Home

View/Edit my Welcome to the FDA's Accredited Third-Party Certification FDA Form 3997

application for Program portal. This portal is the means by which all PAPERWORK REDUCTION ACT NOTICE
recognition information related to the FDA Accredited Third-Party Form Approval: OMB No. 0910-0750

Certification 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 Accredited Third-Party
Certification Pragram and submitting an application to become
recognized in the FDA Accredited Third-Party Certification

Expiration Date: 08/31/2025

View my profile The agency may not conduct or sponsor, and a person is not

required to respond to a collection of information unless it

Contact Us displays a currently valid OMB control number.

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
application 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.

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 form is 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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5 Apply for Recognition

The “Apply for Recognition” feature may be used to (electronically) apply for approval from
FDA to participate in the program as a recognized AB. See 21 CFER 1.610 for information on
eligibility for seeking recognition and 21 CFR 1.611-1.615 for information on the TPP
requirements to qualify for recognition.

Click the “Apply for Recognition” link on the navigation menu on the “AB Home” page to create
a new application for recognition as an AB (Figure 5.1).

Figure 5.1 — Navigation Menu

AB Home

Apply for

recognition "

YWiew my profile

Contact U=

The “Applicant Information” page will open (Figure 5.2).
5.1 Applicant Information Page

The “Applicant Information” page displays read-only information from your user profile. Verify
that the information listed in the “Applicant Information” page is accurate.

Note: To navigate to the main menu on the “AB Home” page, click the "AB Home" link from the
top of the banner (or from the breadcrumb) displayed on each page.
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Figure 5.2 — Applicant Information Page

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

Im ACC REDITATION _‘Welcome, Test Tester
| FSMA | BODY (AB) PROGRAM FURLS Home | AB Home

(2 Q=)

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 Program Requirements Attachments Summary

Applicant Information

This page contains the information from your Account 1D.
If you need to update your Account, go to the FURLS Home page and select Edit Account Profile.

Firm Name Contact Name

Accreditation Body Example Test Tester

Address Contact Number
Telephone Number
Fax Number -

Web Address Email Address

Unique Facility Identifier

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

e Previous — Directs users to the previous page

e Save — Saves any input from the current page
Click the “Save” button to save your information.

e Next — Directs users to the next page
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Figure 5.3 — Previous, Save, and Next Buttons

Click the “Next” button to proceed to the next page or, click on the “Revocation” tab.

The system will display the “Revocation” page (Figure 5.4).

5.2 Revocation Page

The system will indicate “Not Applicable” on the “Revocation” page. No action is required on
this page.

Figure 5.4 — Revocation Page

g U.5. Department of Health and Human Services

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

TN BODY (AB) PROGRAM FURLS Home | AB Home

05

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 Information

Applicant Information ‘ Revocation Scope Program Requirements Attachments Summary

Revocation
Not Applicable

Click the “Next” button to proceed to the next page or, click on the “Scope” tab.

The system will display the “Scope” page (Figure 5.5).
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5.3 Scope(s) Page
The “Scope(s)” page lists the scopes of recognition which you may select for your application.

Figure 5.5 — Scope Page

..-“ﬁ U. 5. Department of Health and Human Services
7

I@f_\ ACCREDITATION Welcome, Test Tester

BODY (AB) PROGRAM FURLS Home | AR Home
(7=
All ields are mandatory unless noted as optional. If a mandatory fizld does not apply to you, please indicate that the field is not
applicable.
AE Home » Applicant Information » Revocation »
Applicant Information Revocation | Scope | Program Requirements Attachments Summary
Scope(s)
Scope(s) @ List of Selected Scopes
Enter a keyword to search for scope el Enter a keyword to search for scope £
Acidified Foods (AF)
Dietary Supplements
Infant Formula
Juice Hazard Analysis and Critical Conirol Point (Juice HACCP) E]
Low-Acid Canned Foods (LACF) B
Medicated Feed B
Preventive Controls for Animal Food
Preventive Controls for Human Food B
Produce Safety
Seafood Hazard Analysis and Crifical Control Point (Seafood HACCP)
Shell eggs
0 Previous 2 Save |l ©Next

This page contains a list of the scopes of recognition (Figure 5.6). You may add any scopes for
consideration in the application by selecting them from the “Scope(s)” section (on the left-hand
side of the page) and adding them to the “List of Selected Scopes” (on the right-hand side of

the page). Alternatively, scopes may be removed from the “List of Selected Scopes” section by
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selecting them from the “List of Selected Scopes” section and adding them to the “Scope(s)”
section.

To select a scope, double click on the scope name to move it between sections. You may also
left click on the scope name and it will appear highlighted. Select at least one scope and add it

to the “List of Selected Scopes” section (on the right-hand side of the page) to complete the
application.

Use one of the following buttons to add or remove the selected scope(s):

o E] “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”

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”

Click the “Save” button when all scopes you are applying for have been selected.

Figure 5.6 — List of Selected Scopes

Applicant Information Revocation | Scope ‘ Program Requirements Attachments Summary

Scope(s)

Scope(s) (7] List of Selected Scopes

Enter a keyword to search for scope o Enter a keyword to search for scope Pl
Dietary Supplements Acidified Foods (AF)

Infant Formula Low-Acid Canned Foods (LACF)

Juice Hazard Analysis and Critical Control Point (Juice HACCP) Preventive Controls for Animal Food

Medicated Feed Preventive Controls for Human Food

Produce Safety + Seafood Hazard Analysis and Critical Control Point (Seafood HACCP)

Shell eggs

-

E3[ED(En|EN

Click the “Next” button to proceed to the next page or, click on the “Program Requirements”
tab.

The system will display the “Program Requirements” page.
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The “Program Requirements” page is where you will answer questions and attach files in

accordance with the following requirement sections:

Legal Authority
Competency and Capacity
Conflict of Interest

Quality Assurance
Records

The section names are listed on the left-hand side of the page. The “Legal Authority” section is

expanded by default upon navigating to the page (Figure 5.7).
Note: The “Eligibility” section is informational only.

Figure 5.7 — Program Requirements Page Default View

.;':f U.5. Department af Heallh and Human Services

Im ACCREDITATION g e et et
BODY (AB) PROGRAM ome. | A8 Home

(2 =]
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 » Appl ? R 2 Scope »

R it Scope Program Requirements Attachments Summary

Program Requirements

Please use the left hand directory to navigate to each question in the six sections. Explain how you meet the requirement in the "User
Response” field. The "Additional Infermation” fizld may be used to provide any other information that you think is relevant to your
response, including a description or reference to any supporting documents you have provided

+ Eligibility Legal Authority
| = Legal Authority | 51,611 What legal authority must an accreditation body have to qualify for recognifion?
| §1.611(a) ‘ (a) An accreditafion body seeking recognifion must demonsirate that it has the authority (as a governmental entity or
§1.611(a)(1) as a legal entity with contractual rights) to perform assessments of a third-party cerification body as are necessary
§1611(a)2) to determine its capability to conduct audits and cerfify food facilities and food, including authority to:
E1.611(a)(3) (1) Review any relevant records;
§1.611(a)(4)

(2) Conduct ensite assessments of the performance of third-party cerification bodies, such as by witnessing the
§1.611(b) performance of a representative sample of its agents (or, in the case of a third-party cerfification body that is an

. Co —_— individual, such individual) conducting a reprezentative sample of audits;

+ Conflict of Interest (3) Perform any reassessments or surveillance necessary to monitor compliance of accredited third-party

certification bodies; and

+ Quality Assurance

(4) Suspend, withdraw, or reduce the scope of accreditation for failure to comply with the requirements of

+ Records -~

accreditation

(b) An accreditation body seeking recognition must demonsirate that it is capable of exering the authority (as a

governmental entity or as a legal entity with contractual rights) to meet the i requi ts of this

subpart, if recognized.

oreie 5
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Each section has a definition and associated questions. Click the section heading to display
the question links. Click on each requirement to display the user input fields (Figure 5.8).

The system will display the following user input fields for each question:

e User Response (provide your answer below) — This is a text entry field to respond to
the “Regulation Text” and “Criteria to Demonstrate” read-only information displayed
above each question. The text entry field allows for a maximum of 4,000 characters.

e Additional Information (URL, References, etc.) (Optional) — This is an optional text

entry field to include any additional information. The text entry field allows for a

maximum of 4,000 characters.
Note: All questions must be answered to complete the application process in the system.

Figure 5.8 — Program Requirements User Input Fields

Applicant Information Revocation

Program Requirements

Scope ‘ Program Requirements | Attachments Summary

Please use the left hand directory to navigate to each question in the six sections. Explain how you meet the requirement in the "User
Response™ field. The "Additional Information” field may be used to provide any other information that you think is relevant to your
response, including a description or reference to any supporting documents you have provided.

Eligibility

~ Legal Authority >> §1.611(a)

Legal Authority

4

ion Text

| ss11
§1611(a)(1)
§1.611(a)(2)
§1.611(a)(3)
§1.611(a)(4)
§1611(0)

Competency and Capacity
Conflict of Interest

Quality Assurance

Records

An accreditation body seeking recognition must demonstrate that it has the authority (as a
governmental entity or as a legal entity with contractual rights) to perform assessments of a third-
party certification body as are necessary to determine its capability to conduct audits and certify food
facilities and food, including authority to

Criteria to Demonstrate
Please indicate if you are a government body that has jurisdiction over the food commedities to which
you are applying; or if you are not a government body and have a contract establishing the required
legal authorities.

User Response (provide your answer below)

Enter your response here.

4000 characters remaining

Additional Information (URL, References, etc.) (Optional)

Enter your response here.

4000 characters remaining.

~ Attachments (Optional)

@ Previous

Attachments

File Name Date of Upload
No records found
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Attachments may be uploaded with each response in the “Attachments (Optional)” section of
the “Program Requirements” page.

Attachments must be a document type supported by the system.

The system supports the following document types: .pdf, .png, .jpeg, .gif, .omp, .jpg, .jpe, .ffif,
Aif, (tiff, .doc, .docx, .ppt, xlIs, .xIsx, .txt, .pptx, and .rtf.

The maximum file size allowed is 50 MB.

Click the “Attachments” button in the “Attachments (Optional)” section to open the attachment
window (Figure 5.9).

Figure 5.9 — Attachments Section

Appli : R

Eligibility

Legal Authority
§1.611(a)
§1.611(a)(1)
§1.611(a)(2)
§1.611(a)(3)
§1.611(a)(4)
§1.611(b)

Competency and Capacity

Conflict of Interest

Quality Assurance

Records

O Previous

Scope Program Requi y

Program Requirements

Please use the left hand directory to navigate to each question in the six sections. Explain how you meet the requirement in the "User
Response" field. The "Additional Information” field may be used to provide any other information that you think is relevant to your
response, including a description or reference to any supporting documents you have provided.

~ Legal Authority >> §1.611(a)

Regulation Text

An accreditation body seeking recognition must demonstrate that it has the authority (as a
governmental entity or as a legal entity with contractual rights) to perform assessments of a third-
party certification body as are necessary to determine its capability to conduct audits and certify food
facilities and food, including authority to:

Criteria to Demonstrate

Please indicate if you are a government body that has jurisdiction over the food commodities to which
you are applying; or if you are not a government body and have a contract establishing the required
legal authorities.

User Response (provide your answer below)

Enter your response here

4000 characters remaining

(URL, , etc.) (Opti
ery
4000 characters remaining.
~ Attachments (Optional)
Attachments
File Name Date of Upload

No records found

m

Page | 26



pJy U.S. FOOD & DRUG

ADMINISTRATION

The system will display the “Attachments” pop-up window (Figure 5.10).

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 the upload.

Figure 5.10 — Attachments Window

Attachments

Add Attachments
Instructions

Step 1: Click Browse to find the document(s) you want fo upload
Step 2: Click Upload

Step 3 Click Close

Note:

1. Allowed file types are pdf, png, jpeg, oif, bmp, jpg, pe, jfif, tf, tff, doc, docx, ppt, xds, xsx, b, pptx, rif.
2. Maximum file size allowed is 50 MB.
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Once the upload is complete, a confirmation message with the file name will display in the
“Attachments” window (Figure 5.11).

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

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

Figure 5.11 — Attachments to Program Requirements Questions

.

- Legal Al

§1.611(3
§1.611(3
§1.611(3
§1.611(3
§1611(a
§1.611(h

on | vt | s | moameaencs | ascens | sunman | < |

Program Requirements

Please use the left hand directory to navigate to each question in the six sections. Explain how you meet the requirement in the "User
Response” field. The "Additional Information™ field may be used to provide any other information that you think is relevant o your
response, including a descrotion or reference to any sunnafing docoments vou have nrovided

Attachments

Instructions A

Step 1: Click Browse to find the decument(s) you want fo upload
Step 2- Click Upload l-
Step 3 Click Close food

Note:

1. Allowed file types are pdf, png, jpen, aif, bmp, jpg, jpe, Jfif, if, tiff, doc, docx, ppt, s, xsx, e, pphe, if
2. Maximum file size allowed is 50 MB. bvhich

lired

:_: TestDoc 2.pdf uploaded successfully. x

Manage Aftachments
File Name Date of Upload Action
TestDoc 2.pdf 2020-06-23 o] W

40040 characters remaining.

= Attachments (Optional)

*mportant: Click the “Save” button upon completion.
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Proceed to the next page by clicking the “Next” button or by clicking on the “Attachments” tab.

The system will display the “Attachments” page.
5.5 Attachments Page

To upload additional documents to the application, follow the four-step process outlined on the
“Attachments” page. The system will display uploaded files in the table at the bottom of the
page (Figure 5.12). This page is optional.

Figure 5.12 — Attachment Instructions

.:\'f U.8. Depariment of Healih and Human Servioces
1

I@f_\ ACCREDITATION Welcome, Tes Tesier

BODY (AB) PROGRAM LRSI | A
(2=
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 > Program Reguirements >
Applicant Information Rewvocation Scope Program Regquirements 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 fo upload
Step 3: Click Upload
Step 4: Click Save
Note:
1. Alloveed file types are pdf, png, jpeqg, gif, bmp, jpg, jpe, jif, if, §ff, doc, docx, ppt, xls, xsx, t=t, pphx, fif.
2. Maximum file size allowed is 50 MB
Type of Attachment
Please Select One -
File Mame Type Date of Upload Action
Mo reconds found.
@ Previous ¥ Save | ©Next
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Select the type of attachment from the list (Figure 5.13).
Figure 5.13 — Type of Attachment

Type of Attachment _
| Please Select One - |

Adequate Financial or Human Resources

Laws and Regulations (if Government Entity)
Organization Chart

Standard Operation Procedures or Policies

Template Contract or Legal Authority

Template Forms (scope checklists, training, Col, etc)
Other

If “Other” is selected from the list, a text entry field labeled “Additional Description” will display
(Figure 5.14).

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

Figure 5.14 — Other Attachments

Type of Attachment Additional Description
Other v <+

Once the “Type of Attachment” is selected, the “Browse” button will be 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 5.15).
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Figure 5.15 — Upload and Cancel Buttons

..-“ﬁ .8, Depariment af Health and Human Services
k.

I@f_\ ACCREDITATION Welcome, Test Tester

BODY (AB) PROGRAM TS T
0 &
All ields are mandatory unless noted as optional. If a mandatory field does not apply to you, please indicate that the field is not
applicable.
AE Home » Dashboard » Applicant Informafion » Revocation » Scope » Program Requirements >
Applicant Information Revocation Scope Program Requirements 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, jpo, jpe, jif, #if, tiff, doc, docx, ppt, xls, xisx, b, pphe, fif
2. Maximum file size allowed is 50 MB
Type of Attachment
Organization Chart -
+ Browse | L Upload X Cancel
TestDoc.docx  11.5KB ®
File Name Type Date of Uplead Action
Mo records found.
@ Previous Zsave | ONexdt

Click the “Upload” button to attach the file. Click the “Cancel” button to remove the file from the
menu.
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Confirmation of a successful upload will be displayed at the top of the page upon completion
(Figure 5.16).

Figure 5.16 — Successful Upload Message

..-"if U.5. Depariment of Health and Human Services
L.

I@,& ACCREDITATION Welcome, Test Tesler

BODY (AB) PROGRAM FURLS Home | AB Home

TestDoc.docx uploaded successfully. ®

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 » Program Requirements >

Applicant Information Revocation Scope Program Requirements Attachments Summany

Attachments (Optional)
Add Attachment(s)

Instructions

Step 1: Select Type of Aftachment

Step 2 Click Browse te 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, jpa, jpe, jif, if, tiff, doc, dooe, ppt, xls, xdsx, td, pphx, rif.
2. Maximum file size allowed is 50 MB

Type of Attachment

Please Select One -

File Name Type Date of Upload Action
Organization Chart 2020-06-23 i
@ Previous 2 Save | ©Nexd

Follow the four-step process outlined on the page to upload any additional files.
After the files have been uploaded, click the “Save” button.

Click the “Next” button to proceed to the next page or, click on the “Summary” tab.
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The system will display the “Summary” page.
5.6 Summary Page

The “Summary” page allows you to review the information on the page for accuracy (Figure
5.17).

Figure 5.17 — Summary Page

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

I i )s Acc R E D I TAT I 0 N Welcome, Test Tester

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

ABHome » Applicant Information » Revocation » Scope » Program Requirements » Attachments >

Applicant i i Scope Program Reguirements Attachments Summary

Summary

Review the following information for correctness and edit as needed.

Applicant Information

Firm Name Contact Name
Accreditation Body Example

Address Contact Number
Phone Number
Fax Number --

Web Address Email Address

Unique Facility Identifier

Revocation 4 Edit
Not Applicable
Scope(s) 4 Edit

Selected Scopes

Acidified Foods (AF)

Low-Acid Canned Foods (LACF)

Preventive Controls for Animal Food

Preventive Controls for Human Food

Seafood Hazard Analysis and Critical Control Point (Seafood HACCP)

Program Requirements 4 Edit

Legal Authority

Competency and Capacity

Conflict of Interest

Quality Assurance

» Records

Attachments (Optional) # Edit
File Name Type Date of Upload
TestDoc2.docx Adequate Financial or Human Resources 2021-05-17
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After reviewing the information, click the “Next” button. The system will validate that all
required fields have been completed. If an error is found, the system will post the relevant error
message (Figure 5.18).

Figure 5.18 — Summary Page Error Message

{ﬁ U.5. Department of Health and Human Services
E.

FDA | ACCREDITATION Welcome, Tes! Tester

N BODY (AB) PROGRAM FURLS Home | AB Home

Program Requirements - Records is incomplete. ®

AB Home » Dashboard » Applicant Information » Revocation » Scope » Program Requirements » Attachments »

Applicant Information Revocation Scope Program Requirements Attachments Summary

Summary

Review the following information for correctness and edit as needed.

To be able to submit the application, correct any issues that were found and flagged by the
system.

The system will mark errors on the “Program Requirements” page with a red flag icon if the
response is incomplete (Figure 5.19). Any program requirement section that contains an error
will display a red flag next to it in the dropdown menu.

Click the flagged section to expand the dropdown menu to view which specific questions have
an error and complete the field.
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Figure 5.19 — Flagged Program Requirements

..-“\f .8, Depariment af Health and Human Services
k.

I@/_\ ACCREDITATION - ke T T
BODY (AB) PROGRAM ome | A Home

(2 =)

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

AE Home » Dashboard » Applicant Informafion » Rewvocation » Scope >

Applicant Information Revocation Scope Program Requirements Attachments Summary

Program Requirements

Please use the left hand directory to navigate to each question in the six sections. Explain how you meet the requirement in the "User
Response” field. The "Additional Information™ field may be used to provide any other information that you think is relevant to your
response, including a description or reference to any supporting documents you have provided.

+ Eligibility Records
v+ Legal Authority &1.615 What records procedures must an accreditation body have to qualify for recognition?
+ Competency and Capacity An accreditation body seeking recognition must demonstrate that it has:

Conflict of Interest

{a) Implemented written procedures to establish, control, and retain records (including documents and data) for the
Quality Aszurance period of time necessary to meet its contractual and legal obligations pertaining to this subpart and to provide an
adequate basis for evaluating its program and performance; and

-

{ = Records 'lll
§1.615(a) -_| {b) The capability to meet the applicable reporting and notification requirements of this subpart, if recognized.
§1.615(b) ]
@ Previous ¥ Save | ©MNexd

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

5.7 e-Signature and Confirmation Page

Follow the directions provided on the “e-Signature” page (Figure 5.20).

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

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

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

Click the “Previous” button if you wish to return to the “Summary” page.
Click the “Submit” button to complete submission to FDA.
Figure 5.20 — e-Signature Page

..-"if U.5. Depariment of Health and Human Services
L.

I@,& ACCREDITATION Welcome, Test Tesler

BODY (AB) PROGRAM FURLS Home | AB Home

AB Home » Dashboard » Applicant Information » Revocation » Scope » Program Requirements » Summary >

Applicant Information Revocation Scope Program Requirements Attachments Summary e-Signature |

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.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.

Flease 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.

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

2020-06-22 {EST)

ore-

DRUG
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After you click the “Submit” button, the system will display the “Confirmation” page (Figure
5.21).

Figure 5.21 — Confirmation Page

¢ U.S. Department of Health and Human Services

FoA [ACCREDITATION Welcome,

TN BODY (AB) PROGRAM FURLS Home | AB Home

AB Home 2 Dashboard » > > > > >
> >

Confirmation

Thank you for submitting your application. The system is scanning the files that you uploaded. Until the scan is completed, your
application status will display as "Pending." 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.

5.8 Application Status

To check the status of the application, refer to the “Application Information” page. To navigate
to this page from the “Confirmation” page, click on the “Dashboard” breadcrumb at the top of
the screen. To navigate to the "Application Information” page 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 will be assigned an application number and the
application status will be displayed as “Pending” on the “Application Information” page (Figure
5.22).

Figure 5.22 — Pending Application Status

{ U.S. Department of Health and Human Services

FoA |ACCREDITATION Welcome,

N BODY (AB) PROGRAM FURLS Home | AB Home

AB Home

Application Information

Application Number Date of Submission Application Status Fee Status Action

- 2023-04-19 Pending s Pending Qa2
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When FDA receives the completed application, the status on the “Application Information”

page will change to “Submitted” (Figure 5.23).

Figure 5.23 — Submitted Application Status

¢ U.S. Department of Health and Human Services

FoA | ACCREDITATION

KN (BODY (AB) PROGRAM

AB Home

Application Information

Application Number Date of Submission

Welcome,
FURLS Home | AB Home

Application Status Fee Status Action

- 2023-04-19

Submitted s Pending Qao@

The system will send an e-mail to the address entered on the “Account Management” page
indicating the application was received by FDA (Figure 5.24). Note that the image below only

depicts the e-mail notification text.

FDA will begin review of your application once you have paid your user fee. As indicated in the
email notification text, you will receive an invoice from the User Fee System with guidance on

how to submit your payment.

Figure 5.24 — E-mail Notification

Accredited Third-Party Certification Program
U.S. Food and Drug Administration

DO NOT REPLY TO THIS EMAIL

Thank you for applying to FDA's Accredited Third-Party Certification Program, your electronic submission has been received by the Agency.
To process your application and to ensure all required data elements have been submitted, you must first pay the associated user fee. You
will receive an invoice from the User Fee System with guidance on how to submit your payment. Once your payment has been received by
the Agency, we will begin reviewing your application for participation in the program.
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After the user fee has been received and processed, the “Fee Status” on the “Application
Information” page will update from “Pending” to “Paid” (Figure 5.25).

Figure 5.25 — Paid Fee Status

¢ U.S. Department of Health and Human Services

FoA ACCREDITATION -

TN BODY (AB) PROGRAM FURLS Home | AB Home

AB Home

Application Information

Application Number Date of Submission Application Status Fee Status Action

- 2023-04-19 Submitted sw——r Paid Qa?

When FDA has made a decision on your application, you will receive an e-mail notification.

If your application has been approved, the system will send an e-mail to the address entered
on the “Account Management” page (Figure 5.26). Note that the image below only depicts an
example of the e-mail notification text.

Page | 39



Y U.S. FOOD & DRUG

ADMINISTRATION

Figure 5.26 — E-mail Notification

We are pleased to inform you that you have been accepted into FDA's Accredited Third-Party Certification Program and
are now a recognized AB with FDA.

Your acceptance into the program is valid from to You must continue to meet the
requirements of the program which include but are not limited to the reporting and notification obligations.

The scope of your recognition includes:

Any work you perform under this recognition is subject to the requirements under 21 CFR Part 1, Subpart M, including
requirements to immediately notify us upon granting of accreditation of a certification body under the program. Please
provide this notification to us through your FURLS account under the "Add or View my Third-Party CBs" option.

You may submit a "Notice of Request for AB Recognition Expansion” for scope(s) in addition to those listed above.

We look forward to working with you, thank you for your participation in FDA's Accredited Third-Party Certification
Program.

Accredited Third-Party Certification Program
U.S. Food and Drug Administration

DO NOT REPLY TO THIS EMAIL

The “Application Status” and “Recognition Status” will display as “Recognized” on the
“Application Information” page (Figure 5.27).

Figure 5.27 — Recognized Status

{ U.S. Department of Health and Human Services

FDA ACCREDITATION Weicome,

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

Recognition Status:Recognized We—
AB Home

Application Information

Application Number Date of Submission Application Status Fee Status Action

- 2023-02-24 ) Recognized Paid Qs

Each of the approved scopes will display as “Approved,” along with the start and expiration
dates for the recognition of each approved scope.
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As a Recognized AB, you will now have access to perform the following functions in the
FURLS system:

Add and view accredited CBs — Refer to Chapter 9 “Add or View Third-Party
Certification Bodies (CBs)”

Renew and expand the accreditation of CBs — Refer to Chapter 11, Section 11.6 “Notice
of Expansion of Scope for Current Accreditation or Renewal of Accreditation of a CB”
Upload and submit documents — Refer to Chapter 10 “Supplemental Documentation”
Submit reports and notifications — Refer to Chapter 11 “Reports and Notifications”
Submit your application for renewal of recognition — Refer to Chapter 8 “Apply for
Renewal of Recognition”

If your application has been returned for additional information, refer to Chapter 6, “Application
Returned for Action.”

If your application has been denied, refer to Chapter 7, “Submit Reconsideration Request.”
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6 Application Returned for Action

The “Returned for Action” functionality may be used when FDA determines that additional
information is needed in an application.

If the application has been returned for additional information, the system will send an e-mail to
the address entered on the “Account Management” page indicating the program
requirement(s) where additional information is being requested (Figure 6.1). Note that the
image below only depicts an example of the e-mail notification text.

Figure 6.1 — E-mail Notification

Thank you for your interest in participating in FDA's Accredited Third-Party Certification Program. Upon review of your application, the Agency
has determined the need for additional information and/or clarification. In order for the Agency to continue its review of your application,
you must address the following issues:

§1.611 - Legal Authority.

Until the Agency receives the information identified above, your application package will be held in abeyance. Please note, if the requested
information is not received in a timely manner it may result in a need for re-application on your part.

Accredited Third-Party Certification Program
U.S. Food and Drug Administration

DO NOT REPLY TO THIS EMAIL

FDA will continue the application review process after the requested information is submitted.

The application status will display as “In-Process” on the “Application Information” page (Figure
6.2).
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The submission status will be displayed as “Returned for Action” for the program
requirement(s) where additional information was requested. The status of all other program
requirements criteria will display as “Under Review.” To address the information request from
FDA, click the pencil/edit icon in the “Action” column on the “Application Information” page.

Figure 6.2 — In-Process Application Status and Edit Icon

¢ U.S. Department of Health and Human Services

FoA ACCREDITATION -

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

AB Home 2

Application Information

Application Number Date of Submission Application Status Fee Status Action
- 2023-04-19 In-Process fimms=  Paid ) s Qa5
Program Requirements Submission status
Eligibility Under Review
Legal Authority Returned For Action  siileee—me
Competency and Capacity Returned For Action
Conflict of Interest Under Review
Quality Assurance Under Review
Records Under Review

After the pencil/edit icon in the “Action” column is clicked, the system will open the “Program
Requirements” page (Figure 6.3). Program requirements criteria that display red flags indicate
a response is needed. Navigate to the red-flagged section to provide the answers, information,
and/or attachments.

Click on the arrow next to the program requirement section name to expand the section.
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Figure 6.3 — Program Requirements Page with Red Flags

¢ U.S. Department of Health and Human Services

ACCREDITATION —

/A
BN BODY (AB) PROGRAM FURLS Home | ABHome

0=

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 ¥

Scope Program Requirements Attachments Summary

Program Requirements

Please use the left hand directory to navigate to each question in the six sections. Explain how you meet the requirement in the "User
Response" field. The "Additional Information” field may be used to provide any other information that you think is relevant to your
response, including a description or reference to any supporting documents you have provided.

» Eligibility Legal Authority

‘ ~ Legal Authority [~| §1.611 What legal authority must an accreditation body have to qualify for recognition?

| §1.611(a) _‘ (a) An accreditation body seeking recognition must demonstrate that it has the authority (as a governmental entity or
§1.611(a)(1) as a legal entity with contractual rights) to perform assessments of a third-party certification body as are necessary
§1.611(a)(2) to determine its capability to conduct audits and certify food facilities and food, including authority to:
§1.611(a)(3) (1) Review any relevant records;
§1.611(a)(4)
§1.641(b) (2) Conduct onsite assessments of the performance of third-party certification bodies, such as by witnessing the

performance of a representative sample of its agents (or, in the case of a third-party certification body that is an
Competency and 1~ individual, such individual) conducting a representative sample of audits;
[— < :
apacity
(3) Perform any reassessments or surveillance necessary to monitor compliance of accredited third-party

b Conflict of Interest certification bodies; and

* Quality Assurance
(4) Suspend, withdraw, or reduce the scope of accreditation for failure to comply with the requirements of

» Records accreditation.
(b) An accreditation body seeking recognition must demonstrate that it is capable of exerting the authority (as a

governmental entity or as a legal entity with contractual rights) necessary to meet the applicable requirements of this
subpart, if recognized.

Click on the red-flagged question link to view the question from FDA in the “Review
Comments” section (Figure 6.4).
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Figure 6.4 — Review Comments Section

| Applicant Information H Revocation H Scope H Program Requirements H Attachments H Summary H e-Signature

Program Requirements

Please use the left hand directory to navigate to each question in the six sections. Explain how you meet the requirement in the "User
Response" field. The "Additional Information” field may be used to provide any other information that you think is relevant to your
response, including a description or reference to any supporting documents you have provided.

—  §1.611(a]

Capacity

| » Eligibility ~ Legal Authority >> §1.611(a)
- Legal Authori o
g v W Regulation Text
g An accreditation body seeking recognition must demonstrate that it has the authority (as a

§1.611(a)(1) governmental entity or as a legal entity with contractual rights) to perform assessments of a third-

party certification body as are necessary to determine its capability to conduct audits and certify food
§1.611(a)2) facilities and food, including authority to:
§1.611(a)(3)

Criteria to Demonstrate

§1.611(a)(4)

Please indicate if you are a government body that has jurisdiction over the food commodities to which
§1.611(b) you are applying; or if you are not a government body and have a confract establishing the required
oG -~ legal authorities.

Conflict of Interest

-

| » Quality Assurance

Records

-

User Response

Additional Information

* Review Comments

This is a question fram FDA.

Enter your response here.

4000 characters remaining.

» Attachments (Optional) ‘
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Enter your response in the text entry box, which allows up to 4,000 characters. Attachments
may be uploaded with each response in the “Attachments (Optional)” section of the “Program
Requirements” page.

Attachments must be a document type supported by the system.

The system supports the following document types: .pdf, .png, .jpeg, .gif, .bmp, .jpg, .jpe, .jfif,
Aif, (tiff, .doc, .docx, .ppt, .xlIs, .xIsx, .txt, .pptx, and .rtf.

The maximum file size allowed is 50 MB.

Click the “Attachments” button in the “Attachments (Optional)” section to open the attachment
window.

Note: If FDA has sent questions for more than one program requirement section, you may
submit your responses for each section separately, if desired. However, if there are multiple
guestions for a single program requirement section, you need to respond to all questions for
that section in order to submit your responses.

Refer to Section 5.4 of this document for instructions on completing the “Program
Requirements” section, if needed.

Additional Revisions

In addition to the “Program Requirements” page, the “Scope” and “Attachments” page also will
be enabled when the application is returned for action. If you choose to do so, the system will
allow you to upload more documents and modify the scope selection at this time.

e Attachments — You may upload any additional documents in the “Attachments” page of
the application to include with the response to FDA. Documents you included with your
initial application submission will be listed in the table at the bottom of the page (Figure
6.5). Refer to Section 5.5 of this document for instructions on uploading additional
documents in the “Attachments” page, if needed.
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Figure 6.5 — Attachments from Initial Application Submission

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, xlIsx, txt, pptx, rif.
2. Maximum file size allowed is 50 MB

Type of Attachment
Please Select One -

File Name Type
Organization Chart
—— 9

Adequate Financial or Human Resources

Date of Upload Action

2023-05-10
2023-05-10

e Scopes — The “List of Selected Scopes” section of the “Scope” page will be pre-filled
with the scopes that were submitted with your initial application. You may add any
scope(s) not included in the initial submission to FDA, if desired. You can also delete
any scope(s) you no longer want to include as part of the recognition application. Refer
to Section 5.3 of this document for instructions on adding or removing scopes, if

needed.

Note: Any scope included in the initial application that you deleted when the application
was returned for action (and remain deleted at the time of approval) will display as
“‘Deleted” on the “Application Information” page (Figure 6.6).

Figure 6.6 — Deleted Scope

Application Information

Application Number Date of Submission Application Status

T 368237743578631 2021-04-05 Recognized
Scope(s) @ Status

Acidified Foods (AF) sl Deleted

Dietary Supplements Approved

Infant Formula Approved

Juice Hazard Analysis and Critical Control Point (Juice HACCP) Approved

Low-Acid Canned Foods (LACF) Approved
Medicated Feed Approved
Preventive Controls for Animal Food Approved
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Once all outstanding items have been addressed and any revisions that have been made,
navigate to the “Summary” page by clicking the “Save” and “Next” buttons from the “Program
Requirements” page or, by clicking the “Summary” tab.

Review the information for accuracy and select the checkbox next to the applicable “Program
Requirements” section(s) being submitted (Figure 6.7). Click the “Save” and “Next” buttons.

Note: If FDA has sent questions for more than one program requirement section, you may
submit your responses separately, if desired. However, if there are multiple questions for a
single program requirement section, you need to respond to all questions for that section in
order to select that program requirement section for submission to FDA (i.e., checkbox will not
appear).

Figure 6.7 — Summary Page

f U Depariment of Health and Human Services

[FDA |[ACCREDITATION Welcome,

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

ABHome » Dashboard > Attachments >

Scope | Program Requirements | Attachments | Summar y

Summary

Review the following information for correctness and edit as needed.

Applicant Information

Firm Name Contact Name

Address Contact Number
Phone Number
Fax Number —

Web Address Email Address

Unique Facility Identifier

Revocation

Not Applicable
Scope(s) 7 Edit

Selected Sc

Program Requirements 7 Edit
Please select the eligibilty criteria whose responses you want to submit to the FDA.

Standards Select to submit

» Legal Authority G——

» Competency and Capacity

Attachments (Optional) 4 Edit
Type Date of Upload
o]

Page | 48



Y U.S. FOOD & DRUG

ADMINISTRATION

The system will validate that all required fields have been completed. If no errors are found,
the “e-Signature” page will display (Figure 6.8).

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

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

Complete the following data fields:

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

Click the “Previous” button if you wish to return to the “Summary” page.
Click the “Submit” button to complete submission to FDA.
Figure 6.8 — e-Signature Page

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

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

e BODY (AB) PROGRAM FURLS Home | AB Home

AB Home 2 Dashboard » Program Requirements » Atlachmenits » Summary »

Scope Program Requirements 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
Print full legal name Enter your title
Date

2021-04-07(EST)
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After clicking the “Submit” button from the e-Signature page, the system will display a
confirmation pop-up message (Figure 6.9). Follow the instructions in the pop-up.

Click the “Continue” button to proceed with the submission and continue to the “Confirmation”
page. Click the “Cancel” button to resume editing the application.

Figure 6.9 — Confirmation Pop-up

Scope Program Requirements Attachments Summary e-Signature

e-Signature

Please read the following statement carefully, then acknowledge that you read and approved it by providing the information reguested at

the bottom of the page. Please n ubmitting this information to
FDA, or by authorizing an individ Confirmation mation in the submission is true
and accurate. Under 18 U.S.C. 1 nent to the U.S. Government is
subject to criminal penalties. | alf YOU are submitting your responses to FDA's Accredited Third-Party ient grounds for rejection or

Certification Program questions for Legal Authority and Competency and
Capacity. Please click Continue to submit your answers. We will review your
Please be aware that you will no| responses as part of the application and may follow-up if additional
information is needed.

subsequent revocation of my pal

ly]  [Icertify that the information| ¢\, need to change the Standards that are to be submitted, please click  information to FDA.
Name of Submitter Cancel and go back to the previous page where you can select/de-select
test Standards. .

Date
2021-04-07(EST)

After clicking the “Continue” button in the pop-up message, the system will display the
“Confirmation” page (Figure 6.10).

Figure 6.10 — Confirmation Page

{ﬁ U.5. Department of Health and Human Services
k-

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

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

AB Home » Dashboard » > > >

Confirmation

Thank you for submitting your responses to questions from FDA's Accredited Third-Party Certification Program. We will review your
responses as part of the application and may follow-up if additional information is needed.
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Upon submission of the responses to FDA, the system will send an e-mail confirmation to the
address entered on the “Account Management” page (Figure 6.11). Note that the image below
only depicts the e-mail notification text.

Figure 6.11 — E-mail Notification

Thank you for submitting your responses to questions from FDA's Accredited Third-Party Certification Program.
We will review your responses as part of your application and may follow-up if additional information is needed.

Accredited Third-Party Certification Program
U.S. Food and Drug Administration

DO NOT REPLY TO THIS EMAIL

After the application that was returned for action has been submitted, the “Application Status”
will remain as “In-Process” until FDA approves or denies it (Figure 6.12).

Figure 6.12 — In-Process Application Status

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

FDA |ACCREDITATION Wetcome, Test Tester

BODY (AB) PROGRAM FURLS Home | AB Hore

AB Home

Application Information

Application Number Date of Submission Application Status Fee Status Action

~ 36B237T43578631 2021-04-05 In-Process Paid Qa#
Program Requirements Submission status

Eligibility Under Review

Legal Authority Under Review

Competency and Capacity Under Review

Conflict of Interest Under Review

Quality Assurance Under Review

Records Under Review

When FDA has made a decision on your application, the system will send an e-mail to the
address entered on the “Account Management” page.

Refer to Section 5.8 of this document for information relating to FDA decisions and application
statuses.
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7 Submit Reconsideration Request

The “Reconsideration Request” feature may be used to request reconsideration of your
application if it was denied by FDA. See 21 CFR 1.691 for additional information on requesting
reconsideration of a denial by FDA.

If FDA denies your application, you will receive the following e-mail notification (Figure 7.1).
Note that the image below only depicts an example of the e-mail notification text.

Figure 7.1 — E-mail Notification

Thank you for your interest in participating in FDA's Accredited Third-Party Certification Program.

The Agency has reviewed your application and has determined that your program does not meet recognition requirements for the following scopes:

We have determined that your application for these scopes does not meet recognition requirements for the following reasons:

As outlined in 21 CFR 1.691, you may seek reconsideration of your application no later than 10 business days after the date of this issuance. The request
for reconsideration should be submitted to FURLS via "Reconsideration Request”. The "Reconsideration Request” link will no longer display after the
request is submitted in FURLS so include all information and select all scopes you would like FDA to reconsider prior to submitting the reconsideration
request. The request must be signed by the requestor or by an individual authorized to act on its behalf.

Accredited Third-Party Certification Program
U.5. Food and Drug Administration

DO NOT REPLY TO THIS EMAIL

You may submit an application reconsideration request for any scopes that have been denied
on the initial application to be reconsidered by FDA. Navigate to the “Application Information”
page to check the status of an application.
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The “Application Status” field will display as “Denied” if an application is not approved (Figure
7.2).

*Important: You will have 10 business days from the date of notification of the denial
from FDA to submit a reconsideration request. The “Reconsideration Request” link will
no longer display after the request is submitted so include all information and select all
scopes you would like FDA to reconsider prior to submitting the reconsideration
request.

Figure 7.2 — Denied Application Status

ﬁ U.S. Department of Health and Human Services

FoA | ACCREDITATION Welcome,

TN BODY (AB) PROGRAM FURLS Home | AB Home

AB Home

Application Information

Application Number Date of Submission Application Status Fee Status Action

M 2023-05-03 Denied imm— Paid Qs ‘

The “Reconsideration Request” link will display on the navigation menu on the “AB Home”
page if FDA has denied at least one scope in the application for recognition (Figure 7.3).

Click on the “Reconsideration Request” link on the navigation menu.

Figure 7.3 — Navigation Menu

Wiew/Edit my
application for
recognition

Reconsideration
Request

View my profile

Contact Us
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The system will display the “Reconsideration Request” page (Figure 7.4).

The system will display the question about whether you would like the system to pre-fill the
application for reconsideration. Select “Yes” or “No” by clicking one of the radio buttons below
the question.

Figure 7.4 — Reconsideration Request Page

{ U.S. Department of Health and Human Services

FoA | ACCREDITATION Welcome,

FURLS Home | AB Home

ESre BODY (AB) PROGRAM

0 &
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 d—

e If you select “Yes,” the system will display the “Applicant Information” page of the
application, pre-filled with the read-only profile information (Figure 7.5). The remainder
of the application will be pre-filled with the information submitted in the original
application and is editable.

Note: You will need to select the scopes in the Reconsideration Request, as they will
not be pre-filled even if “Yes” is selected.

e If you select “No,” the system will display the “Next” button on the “Reconsideration
Request” page. Click the “Next” button to proceed to the “Applicant Information” page.
The “Applicant Information” page of the application will be pre-filled with the read-only
profile information (Figure 7.5). All other application information will not be pre-filled and
will be entered manually.
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Note: If you need to edit your profile information, you may do so on the “Online Account
Administration (OAA)” page. Navigate to the “AB Home” page, select “View my profile” from
the left navigation menu, and click the “Edit Profile” button. Edit the information as desired.

Figure 7.5 — Applicant Information Page

{(ﬁ U.S. Department of Health and Human Services
3

RA Acc RE DITATION _‘Welcome, Test Tester
K™ BODY (AB) PROGRAM FURLS Home | AB Home

9 &

All fields are mandatory unless noted as optional. If a mandatory field does not apply to you, please indicate that the field 1s not
applicable.

AB Home 2

| Applicant Information | Revocation Scope Program Requirements 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 Example Test Tester

Address Contact Number
Telephone Number
Fax Number --

Web Address Email Address

Unique Facility Identifier

The following navigation buttons are available:

e Previous — Directs users to the previous page

e Save — Saves any input from the current page
Click the “Save” button to save your information.

e Next — Directs users to the next page

Click the “Next” button to proceed to the next page or, click on the “Revocation” tab.
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The system will display the “Revocation” page (Figure 7.6). The system will indicate “Not
Applicable” on this page. No action is required on this page.

Figure 7.6 — Revocation Page

({f_ U.5. Department of Health and Human Services
ke

Im ACCREDITATION _‘Welcome, Test Tester
EEIN BODY (AB) PROGRAM FURLS Home | AB Home

0 &

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 »
Applicant Information ‘ Revocation Scope Program Requirements Attachments Summary

Revocation
Mot Applicable

Click the “Next” button to proceed to the next page or, click on the “Scope” tab.

The system will display the “Scope(s)” page (Figure 7.7).

The “Scope(s)” section (on the left-hand side of the page) will show all the scopes which were
not approved in the original application.

Select the scope(s) for which you are applying for reconsideration.
Refer to Section 5.3 of this document for instructions on adding or removing scopes, if needed.

Note: If the application for recognition was denied in whole (i.e., all of the scopes were
denied), all of the scopes submitted in the original application will be listed in the “Scope”
section of the “Scope(s)” page. Otherwise, only the scope(s) that were not approved will be
listed.

Click the “Save” button when all scopes you want to include for the reconsideration request
have been selected.
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{(ﬁ U.S. Department of Health and Human Services
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EDA |ACCREDITATION wekome Tes et
SN | BODY (AB) PROGRAM FURLS Home | A8 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 » Applicant Information  » Revocation >
Applicant Information Revocation | Scope ‘ Program Requirements Attachments Summary
Scope(s)
Scope(s) @ List of Selected Scopes
Enter a keyword to search for scope 2 Enter a keyword to search for scope o
Acidified Foods (AF)
Dietary Supplements
Infant Formula
Juice Hazard Analysis and Critical Control Point (Juice HACCP) D
Low-Acid Canned Foods (LACF) B
Medicated Feed D
Preventive Controls for Animal Food [j
-
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Click the “Next” button to proceed to the next page or, click on the “Program Requirements”

tab.

The system will display the “Program Requirements” page (Figure 7.8).

o If you selected “Yes” at the beginning of the reconsideration request, this page will

be pre-filled with the information provided in the initial application.

You may edit responses submitted on the original application in the “Program
Requirements” page (as needed) to support the reconsideration request. You also

may add attachments, if desired.

o Ifyou selected “No” at the beginning of the reconsideration request, the “Applicant
Information” page will be pre-filled with the read-only profile information. All other
application information will not be pre-filled and will need to be entered manually.

Refer to Section 5.4 of this document for instructions on completing the “Program

Requirements” page, if needed.
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Figure 7.8 — Program Requirements Page

{(: U.S. Department of Heslth and Human Services

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

FURLS H 2 AB H 5
EEIN |BODY (AB) PROGRAM et | eias
e s
All fields are mandatory unless noted as opticnal If a mandatory field does not apply to you, please indicate that the field is not
applicable.

ABHome » Applicant Information » Revocation » Scope ¥

Applicant Information Revocation Scope Program Requirements Attachments Summary

Program Requirements

Please use the left hand directory to navigate to each question in the six sections. Explain how you meet the requirement in the "User
Response” field. The "Additional Information” field may be used to provide any other information that you think is relevant to your
response, including a description or reference to any supporting documents you have provided.

+ Eligibility

- Legal Authority >> §1.611(a)

- Legal Authori |
| i ty Regulation Text

‘ §1.611(a) ‘ An accreditation body seeking recognition must demonstrate that it has the authority (as a
§1611(a)(1) governmental entity or as a legal entity with contractual rights) to perform assessments of a third-
party certification body as are necessary to determine its capability to conduct audits and certify food
§1.611(a)2) facilities and food, including authority to-

§1.611(2)(3)
§1.611(a)4)

Criteria to Demonstrate

Please indicate if you are a government body that has jurisdiction over the food commodities to which
§1.611(b) you are applying; or if you are not a govemnment body and have a contract establishing the required
legal authorities.

Competency and Capacity

Conflict of Interest

User Response (provide your answer below)

Quality Assurance This is the prefilled User Response answer

Records

3967 characters remaining,

Additional Information (URL, References, etc.) (Optional)

This is the optional answer for Additional Information

3945 characters remaining.

-~ Attachments (Optional) |

Aftachments

File Name Date of Upload
No records found
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Click the “Save” button to save any changes. Click the “Next” button to proceed to the next
page or, click on the “Attachments” tab. The system will display the “Attachments” page
(Figure 7.9).

Note: Uploading a file in the “Attachments” page is optional.

Upload additional files in the “Attachments” page by following the four-step process outlined on
the page. Documents you included with your initial application submission will be listed in the
table at the bottom of the page.

Refer to Section 5.5 of this document for instructions on uploading documents in the
“Attachments” page, if needed.

Figure 7.9 — Attachments Page

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

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

KXY BODY (AB) PROGRAM FURLS Home | AB Home

9 =
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 2 Program Reguirements »

Applicant Information Revocation Scope Program Regquirements 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, jpeq, gif. bmp, jpg, jpe, Jfif, tif, tiff, doc, docx, ppt, xIs, 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
No records found
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Click the “Next” button to proceed to the next page or, click on the “Summary” tab.

The system will display the “Summary” page for you to review the information for accuracy
(Figure 7.10). After reviewing the “Summary” page, click the “Save” button.

The system will display the “Edit” button for each section of the application on the “Summary”
page. Click the “Edit” button to return to the page and edit any section before submitting the
reconsideration request.

Refer to Section 5.6 of this document for additional instructions on completing the “Summary”
page, if needed.

Page | 60



Y U.S. FOOD & DRUG

ADMINISTRATION

Figure 7.10 — Summary Page

.\/ﬁ U.5. Department of Heslth and Human Services

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

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

ABHome » Applicant Information » Revocation » Scope » Program Requirements » Attachments >

Applicant Information Revocation Scope Program Requirements Attachments Summary

Summary

Review the following information for correctness and edit as needed.

Applicant Information

Firm Name Contact Name

Accreditation Body Example Test Tester

Address Contact Number
Phone Number
Fax Number —

Web Address Email Address

Unique Facility Identifier

Revocation 7 Edit
Not Applicable
Scope(s) # Edit

Selected Scopes

Acidified Foods (AF)

Dietary Supplements

Infant Formula

Juice Hazard Analysis and Critical Control Point (Juice HACCP)
Low-Acid Canned Foods (LACF)

Program Requirements # Edit

Legal Authority

Competency and Capacity

Conflict of Interest

Quality Assurance

Records

Attachments (Optional) # Edit

File Name Type Date of Upload
No records found.
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After reviewing the “Summary” page and applying any applicable edits to the reconsideration
request, click the “Next” button to proceed to the “e-Signature” page.

The system will validate that all required fields have been completed.

If no errors are found, the system will display the “e-Signature” page (Figure 7.11).

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

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

Complete the following data fields:

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

Click the “Previous” button if you wish to return to the “Summary” page.
Click the “Submit” button to complete submission to FDA.
Figure 7.11 — e-Signature Page

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

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

KN BODY (AB) PROGRAM FURLS Home | AB Home

ABHome » Dashboard » Applicant Information » Revocation » Scope » Program Requirements » Summary >

Applicant Information Reveocation Scope Program Requirements 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.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

2020-06-20 (EST)
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Once the reconsideration request has been submitted, the system will display the
“Confirmation” page (Figure 7.12).

Click the “Dashboard” link from the breadcrumb on the “Confirmation” page to navigate to the
“Application Information” page and view the status of the reconsideration request.

Figure 7.12 — Confirmation Page

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

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

FURLS Home | AB Home

KN BODY (AB) PROGRAM

AB Home ) > > > > > >
> >

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.

When FDA receives the reconsideration request, the status will display as “Reconsideration —
Submitted” (Figure 7.13).

Figure 7.13 — Reconsideration Request — Submitted Status

¢ U_8. Department of Health and Human Services

FoA | ACCREDITATION Welcome,

FURLS Home | AB Home

M BODY (AB) PROGRAM

AB Home

Application Information

Application Number Date of Submission Application Status Fee Status Action
. 2023-05-17 ﬁ Reconsideration - Paid Qg @
Submitted
» 2023-05-17 Denied Paid Q&
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The system will send an e-mail to the address entered on the “Account Management” page
indicating the reconsideration request was received by FDA (Figure 7.14). Note that the image
below only depicts the e-mail notification text.

Figure 7.14 — E-mail Notification

Thank you for applying to FDA's Accredited Third-Party Certification Program. We appreciate your interest in participating in the program.

Your electronic submission has been received by the Agency. The Agency is currently processing your request for reconsideration to ensure
all required data elements have been submitted in order for the Agency to complete a comprehensive review of your application. During
the Agency's review you may be contacted for additional information that may be needed to allow the Agency to complete the review.

Accredited Third-Party Certification Program
U.S. Food and Drug Administration

DO NOT REPLY TO THIS EMAIL

To check the status of the reconsideration request after submission, click the “View/Edit my
application for recognition” link on the navigation menu on the “AB Home” page (Figure 7.15).

Figure 7.15 — Navigation Menu

View/Edit my

application for -imem—

recognition

View my profile

Page | 64



Y U.S. FOOD & DRUG

ADMINISTRATION

7.1 Reconsideration — Recognized

If your reconsideration request has been approved for any scope(s), the system will send an e-
mail to the address entered on the “Account Management” page (Figure 7.16). Note that the
image below only depicts an example of the e-mail notification text.

Figure 7.16 — E-mail Notification

We are pleased to inform you that your request for reconsideration has been accepted by FDA's Accredited Third-Party Certification Program and
additional scope(s) are now recognized by FDA. Your additional scope(s) for the program are valid from to provided you
continue to meet the requirements of the program which include but are not limited to the reporting and notification obligations. The additional
scope(s) of your recognition include:

Any work you perform under this recognition is subject to the requirements under 21 CFR Part 1, Subpart M, including requirements to immediately
notify us upon granting of accreditation of a certification body under the program. Please provide this notification to us through your FURLS account
under the "Add or View my Third-Party CBs" option.

We look forward to working with you, thank you for your participation in FDA's Accredited Third-Party Certification Program.

Accredited Third-Party Certification Program
U.S. Food and Drug Administration

DO NOT REPLY TO THIS EMAIL

The “Application Status” will display as “Reconsideration — Recognized,” and “Recognition
Status” will display as “Recognized” on the “Application Information” page (Figure 7.17).

Figure 7.17 — Reconsideration — Recognized Status and Approved Scopes

Recognition Status:Recognized iimee—
AB Home

Application Information

Application Number Date of Submission Application Status
2023-05-17 Reconsideration -
> Recognized
Scope(s) © Status
Acidified Foods (AF) d Approved
Dietary Supplements Approved
Infant Formula Approved
Low-Acid Canned Foods (LACF) Approved
3 . 2023-05-17 Denied
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Each of the scopes will display as “Approved,” along with the start and expiration dates for the
recognition of each approved scope.

As a Recognized AB, you will now have full access to perform the following functions in the
FURLS system:

e Add and view accredited CBs — Refer to Chapter 9 “Add or View Third-Party
Certification Bodies (CBs)”

e Renew the accreditation of CBs — Refer to Chapter 11, Section 11.6 “Notice of
Expansion of Scope for Current Accreditation or Renewal of Accreditation of a CB”

e Upload and submit documents — Refer to Chapter 10 “Supplemental Documentation”

e Submit reports and notifications — Refer to Chapter 11 “Reports and Notifications”

e Submit your application for renewal of recognition — Refer to Chapter 8 “Apply for
Renewal of Recognition”

If your reconsideration request has been returned for additional information, refer to Chapter 6
“Application Returned for Action.”

If your reconsideration request has been denied, refer to Section 7.2 of this chapter,
“‘Reconsideration — Denied.”

7.2 Reconsideration — Denied

If your reconsideration request has been denied for all the scopes that were submitted, the
system will send an e-mail to the address entered on the “Account Management” page (Figure
7.18). Note that the image below only depicts the e-mail notification text.

Figure 7.18 — E-mail Notification

Thank you for your interest in participating in FDA's Accredited Third-Party Certification Program. The Agency has reviewed your request for reconsideration
and has determined that your application does not meet recognition requirements at this time for the following reasons:

As outlined in 21 CFR 1.692, you may seek internal agency review of the denied reconsideration no later than 10 business days after the date of this issuance.
The request for internal agency review should be submitted to FURLS via an application attachment and note that you are seeking internal agency review.
The request must be signed by the requestor or by an individual authorized to act on its behalf.

If you would still like to seek recognition, you must submit a new application.

Accredited Third-Party Certification Program
U.S. Food and Drug Administration

DO NOT REPLY TO THIS EMAIL

The application status will display as “Reconsideration - Denied” (Figure 7.19). Click the paper
clip/attachment icon in the “Action” column of the page to submit a request for internal agency
review. See 21 CFR 1.692 for additional information on requesting internal agency review of a
denial by FDA.
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Figure 7.19 — Reconsideration — Denied Status

¢ U.S. Department of Health and Human Services

FoA |ACCREDITATION —
EEIN | BODY (AB) PROGRAM

FURLS Home | AB Home

AB Home

Application Information

Application Number Date of Submission Application Status Fee Status Action
. 2023-05-16 sl Reconsideration - Paid Q & @ dw—
Denied
» 2023-05-03 Denied Paid Qa

The system will display the “Attachments” page (Figure 7.20). All other tabs of the application
will be disabled. Select “Request for Internal Agency Review” from the “Type of Attachment”
dropdown menu. Upload the desired file(s) and click the “Save” button to transmit your request
to FDA.
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Figure 7.20 — Attachments Page

{ﬁ U.S. Department of Health and Human Services
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TN (BODY (AB) PROGRAM FURLS Home | AB Home
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All fields are mandatory unless noted as opticnal. If a mandatory field does not apply to you, please indicate that the field is not
applicable.

AB Home » Dashboard »

Attachments

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, jpa, jpe, jfif, tif, tiff, doc, docx, ppt, xIs, xisx, b, pptx, it
2. Maximum file size allowed is 50 MB.

Type of Attachment

Please Select One =~ _

Request for Internal Agency Review
T W=y

File Name Type Date of Upload Action
Organization Chart 2023-05-16

@ Previous . m
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8 Apply for Renewal of Recognition

The “Renew my application for recognition” feature may be used to (electronically) apply for
renewal of recognition from FDA to continue participation in the program as a recognized AB.

Note: The system will open up the option for renewal of recognition one year prior to the
expiration of your current recognition.

Click the “Renew my application for recognition” link on the navigation menu (Figure 8.1).

Figure 8.1 — Navigation Menu

View/Edit my
application for
recognition

Renaw my
application for i
recognition

View my profile

Add or view my
Third party CBs

Supplemental
Documentation

Contact Us

Reports and
Motifications
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The system will display the “Applicant Information” page of the renewal application (Figure
8.2).

Figure 8.2 — Applicant Information Page

{ﬁ U.5. Department of Health and Human Services
ke

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

TN BODY (AB) PROGRAM FURLS Home | AB Home

08

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 ‘ Scope Program Requirements Attachments Summary

Applicant Information

This page contains the information from your Account 1D.
If you need to update your Account, go to the FURLS Home page and select Edit Account Profile.

Firm Name Contact Name
Accreditation Body Example Test Tester
Address Contact Number
Telephone Number
Fax Number —
Web Address Email Address

Unique Facility Identifier

Refer to Chapter 5 “Apply for Recognition” for instructions to complete each of the pages of the
application, with the following considerations for renewal:
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e Scope Page — Any scopes displayed by default in the “List of Selected Scopes” section
(on the right-hand side of the page) are part of the current recognition (Figure 8.3).

You may add any new scopes for consideration in the renewal application by selecting
them from the “Scope(s)” section (on the left-hand side of the page) and adding them to
the “List of Selected Scopes.” Alternatively, scopes may be removed from the “List of
Selected Scopes” section by selecting them from the “List of Selected Scopes” section
(on the right-hand side of the page) and adding them to the “Scope(s)” section if you do
not want to these scopes to be considered as part of the renewal application.

Refer to Section 5.3 of this document for instructions on adding or removing scopes, if
needed.

Figure 8.3 — Scope Page

Applicant Information ‘ Scope ‘ Program Requirements Attachments Summary

Scope(s)

Please note that any scope(s) displayed by default on the right-hand side of the page in the “List of Selected Scopes” section, is part of
your current recognition. You may add any new scopes for consideration in your renewal application by selecting them from the “Scope
(s)" section on the left-hand side of the page and adding them to the “List of Selected Scopes.” Alternatively, you may remove any
scopes from the “List of Selected Scopes” section which you do not wish to renew.

Scope(s) @ List of Selected Scopes

Enter a keyword fo search for scope o Enter a keyword to search for scope
Medicated Feed Acidified Foods (AF)

Preventive Controls for Animal Food Dietary Supplements

Preventive Controls for Human Food Infant Formula

Produce Safety Juice Hazard Analysis and Critical Control Point (Juice HACCP)

Seafood Hazard Analysis and Critical Control Point (Seafood HACCP) + Low-Acid Canned Foods (LACF)
Shell eggs

.

E3(EREN(EN

Note: It is recommended to submit the “Notice of Request for AB Recognition Expansion” if
you wish to add scopes to your recognition but are not applying for renewal of recognition yet.

Refer to Section 11.8 of this document, “Notice of Request for AB Recognition Expansion” for
instructions.
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o If there have been no changes as to how the requirements for a specific question
are being met since your previous application for recognition was submitted and
the documentation supporting the response has not changed, enter “No change”
(Figure 8.4). Refer to Section 5.4 of this document for instructions on completing

the “P

rogram Requirements” page, if needed.

Figure 8.4 — No Change Response

Applicant Information Scope |

Program Requirements

Please use the left hand directory to navigate to each question in the six sections. Explain how you meet the requirement in the "User
Response" field. The "Additional Information" field may be used to provide any other information that you think is relevant to your
response, including a description or reference to any supporting documents you have provided. If there has been no change to how you
are meeting the requirements for a specific question and the documentation supporting your response has not changed, enter "No
change" for your response, where applicable.

Program Requi its ‘ A y e-Signature

§1.611(a)(1)
§1611(a)(2)
§1.611(a)(3)
§1.611(a)(4)
§1611(b)
+ Competency and Capacity
» Conflict of Interest

» Quality Assurance

¢+ Records

+ Eligibility - Legal Authority >> §1.611(a)
- Legal Authori |
| g R4 gulation Text
‘ §1.611(a) | An accreditation body seeking recognition must demonstrate that it has the authority (as a

governmental entity or as a legal entity with contractual rights) to perform assessments of a third-
party certification body as are necessary to determine its capability to conduct audits and certify food
facilities and food, including authority to

Criteria to Demonstrate

Please indicate if you are a govemnment body that has jurisdiction over the food commaodities to which
you are applying; or if you are not a government body and have a contract establishing the required
legal authorities.

User Response (provide your answer below)

No Change

3991 characters remaining.

Additional Information (URL, References, etc.) (Optional)

No Change

3991 characters remaining.

-~ Attachments (Optional) ‘

@ Previous

Attachments

File Name Date of Upload
No records found.
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Complete all of the sections and proceed to the “Summary” page. After reviewing the
“‘Summary” page, click the “Save” button. To proceed, click the “Next” button. The system will
validate that all required fields have been completed. If an error is found, the system will post
the relevant error message. Refer to Section 5.6 of this document for additional instructions on
completing the “Summary” page, if needed.

If there are no errors, the system will display the “e-Signature” page (Figure 8.5).

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

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

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

Complete the following data fields:

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

Click the “Previous” button if you wish to return to the “Summary” page.
Click the “Submit” button to complete submission to FDA.
Figure 8.5 — e-Signature Page

Af s Depsrtment of Heatth and Hun

FoA | ACCREDITATION Welcome, Test Tester

EEIN BODY (AB) PROGRAM L

ABHome ¥ Dashboard » Applicantinformation » Scope » Program Requirements » Altachments » Summary »

Applicant Information Scope Program Requil it Y i e

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 fo 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

2021-05-19 (EST)
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After you click the “Submit” button, the system will display the “Confirmation” page (Figure 8.6).
Figure 8.6 — Confirmation Page

(ﬁ U.E. Department of Health and Human Services
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AB Home » Dashboard » > > > > >
>

Confirmation

Thank you for submitting your renewal 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.

Thank you for submitting your application. The system is scanning the files that you uploaded. Until the scan is completed, your
application status will display as "Pending.” 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.

The system will send an e-mail to the address entered on the “Account Management” page
indicating that the renewal application was received by FDA (Figure 8.7). Note that the image
below only depicts the e-mail notification text.

Figure 8.7 — E-mail Notification

Thank you for applying for renewal to FDA's Accredited Third-Party Certification Program. We appreciate your
interest in renewing your participation in the program. Your electronic submission has been received by the Agency.
The Agency is currently processing your request for renewal to ensure all required data elements have been
submitted in order for the Agency to complete a comprehensive review of your application. During the Agency's
review you may be contacted for additional information that may be needed to allow the Agency to complete the
review.

Accredited Third-Party Certification Program
U.S. Food and Drug Administration

DO NOT REPLY TO THIS EMAIL

To check the status of the application, refer to the “Renewal Applications” page (Figure 8.8).
To navigate to the page from the “AB Home” page, select the “View/Edit my renewal
application” option from the left-hand navigation menu.
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After the application has been submitted, it will be assigned an application number and the
application status will be displayed as “Renewal - Pending” on the “Renewal Applications”

page.
Figure 8.8 — Renewal - Pending Application Status

{d U.5. Department of Health and Human Services
2

Im ACCREDITATION Welcome,

BODY (AB) PROGRAM FURLS Home | A8 Home

Recognition Status:Recognized

AB Home ¥

Renewal Applications

Application Number Date of Submission Application Status Fee Status Action

- sl Renewal - Pending Pending Qa

When FDA receives the completed application, the status on the “Application Information”
page will change to “Renewal - Submitted”.

FDA will begin review of your application once you have paid your user fee. You will receive an
invoice from the User Fee System with guidance on how to submit your payment.

After the user fee has been received and processed, the “Fee Status” on the “Application
Information” page will update from “Pending” to “Paid” (Figure 8.9).

Figure 8.9 — Paid Fee Status

qf U.S. Department of Health and Human Services

A ACCREDITATION Wekores

TN BODY (AB) PROGRAM FURLS Home | AB Home

Recognition Status:Recognized

AB Home

Application Information

Application Number Date of Submission Application Status Fee Status Action

» 382739467635728 2023-06-15 Renewal - Pending Paid ii— Q&

When FDA has made a decision on your renewal application, you will receive an e-mail
notification.
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If your renewal application has been approved, the system will send an e-mail to the address
entered on the “Account Management” page (Figure 8.10). Note that the image below only
depicts an example of the e-mail notification text.

Figure 8.10 — E-mail Notification

We are pleased to inform you that your participation in FDA's Accredited Third-Party Certification Program
has been renewed and remains valid until

You must continue to meet the requirements of the program which include but are not limited to the
reporting and notification obligations. You are recognized for the following scopes:

Any work you perform under this recognition renewal continues to be subject to the requirements under 21
CFR Part 1, Subpart M, including requirements to immediately notify us upon granting of accreditation of a
certification body under the program. Please provide this notification to us through your FURLS account under
the "Add or View my Third-Party CBs" option.

You may submit a "Notice of Request for AB Recognition Expansion” for scope(s) in addition to those listed
above.

We look forward to working with you, thank you for your continued participation in FDA's Accredited Third-
Party Certification Program.

Accredited Third-Party Certification Program
U.S. Food and Drug Administration

DO NOT REPLY TO THIS EMAIL

The “Application Status” will display as “Renewal — Recognized” on the “Application
Information” page (Figure 8.11). Additionally, the scope(s) “Expiration Date” fields will be
updated to reflect the updates.

Once your renewal application has been approved, you will be able to continue to access the
full privileges as a Recognized AB in the FURLS system, through the new program expiration
date.
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Figure 8.11 — Renewal - Recognized Status
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If your renewal application has been returned for additional information, the system will send
an e-mail to the address entered on the “Account Management” page indicating the program
requirement(s) where additional information is being requested (Figure 8.12). Note that the
image below only depicts an example of the e-mail notification text.

To address the information request from FDA, click the pencil/edit icon in the “Action” column
on the “Renewal Applications” page.

Refer to Chapter 6, “Application Returned for Action” for additional information.

Figure 8.12 — E-mail Notification

Thank you for your interest in renewing participation in FDA's Accredited Third-Party Certification
Program. Upon review of your application, the Agency has determined the need for additional
information and/or clarification. In order for the Agency to continue its review of your application, you
must address the following issues:

§1.611 - Legal Authority.
Until the Agency receives the information identified above, your application package will be held in

abeyance. Please note, if the requested information is not received in a timely manner it may result in
the expiration of your program participation.

Accredited Third-Party Certification Program
U.S. Food and Drug Administration

DO NOT REPLY TO THIS EMAIL
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If your renewal application has been denied for all scopes, the system will send an e-mail to
the address entered on the “Account Management” page (Figure 8.13). Note that the image
below only depicts the e-mail notification text.

Figure 8.13 — E-mail Notification

Thank you for your interest in renewing your participation in FDA's Accredited Third-Party Certification
Program. The Agency has reviewed your renewal application and has determined that your program does
not meet recognition requirements for the following reasons:

As outlined in 21 CFR 1.691, you may seek reconsideration of your renewal application no later than 10
business days after the date of this issuance. The request for reconsideration should be submitted to FURLS
via "Renewal Reconsideration Request." The “Reconsideration Request” link will no longer display after the
request is submitted in FURLS so include all information and select all scopes you would like FDA to
reconsider prior to submitting the reconsideration request. The request must be signed by the requestor or
by an individual authorized to act on its behalf.

Accredited Third-Party Certification Program
U.S. Food and Drug Administration

DO NOT REPLY TO THIS EMAIL

You may submit a renewal application reconsideration request for any scopes that have been
denied on the initial application to be reconsidered by FDA.

The “Renewal Reconsideration Request” link will display on the navigation menu on the “AB
Home” page if FDA has denied at least one scope in the renewal application (Figure 8.14). The
link will no longer display once the “Renewal Reconsideration Request” is submitted to FDA.

**Important: You will have 10 business days from the date of notification of the denial from
FDA to submit a renewal reconsideration request. The “Renewal Reconsideration Request”
link will no longer display after the request is submitted so include all information and select all
scopes you would like FDA to reconsider prior to submitting the renewal reconsideration
request.

Click on the “Renewal Reconsideration Request” link on the navigation menu. Refer to Chapter
7 “Reconsideration Request” for information on submitting a reconsideration request, if
needed.
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9 Add or View Third-Party Certification Bodies (CBs)

The “Add or view my Third-Party CBs” feature may be used to perform the following two
functions:

e Add a new accredited CB to the system
e View the details for an accredited CB

To add a new accredited CB to the system or view the details for an accredited CB, click the
“Add or view my Third-Party CBs” link from the navigation menu on the “AB Home” page
(Figure 9.1).

Note: To renew the accreditation of a CB refer to Section 11.6 of this document, “Notice of
Expansion of Scope for Current Accreditation or Renewal of Accreditation of a CB.”

Figure 9.1 — Navigation Menu

View/Edit my
application for
recognition

View my profile
Add or view my '

Third party CBs
Supplemental
Documentation
Contact Us

Reports and
Motifications

The system will display the “Add or View my Third-Party CBs” page (Figure 9.2). Click the
“‘more” link to display all of the instructional text at the top of the page.
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Figure 9.2 — Add or View my Third-Party CBs Page — Default View

¢ U.S. Department of Health and Human Services

FoA ACCREDITATION Welcome,

N BODY (AB) PROGRAM FURLS Home | AB Home

AB Home >

Add or View my Third-Party CBs

To add a CB, select "Add CB" button at the bottom of the page and follow the steps to enter information about the new CB.

To view the details for an existing CB, select the “View” (magnifying glass) icon from the “Action” column.

Managing your Third-Party CBs (i.e., withdrawing, suspending, reducing, or expanding a CB accreditation)... ss————) More
Name < Status ¢ Scope(s) Agent Action
Accredited (2) (1) Q

The “more” link will change to the “less” link. Click the “less” link to collapse the text (Figure
9.3).
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Figure 9.3 — Add or View my Third-Party CBs Page - Instructional Text

% U.S. Department of Health and Human Services

FoA ACCREDITATION Welcome,

¥ BODY (AB) PROGRAM FURLS Home | AB Home

AB Home 2

Add or View my Third-Party CBs
To add a CB, select "Add CB" button at the bottom of the page and follow the steps to enter information about the new CB.
To view the details for an existing CB, select the “View” (magnifying glass) icon from the “Action” column.

Managing your Third-Party CBs (i.e., withdrawing, suspending, reducing, or expanding a CB accreditation) can be completed by less |
submitting the appropriate notice in Reports and Notifications. To access the Reports and Notifications menu, select the “Reports and
Notifications” link from the main menu on the AB Home page.

Activity Report and Notification
Withdraw CB Accreditation Notice of Withdrawal, Suspension, or Reduction in Scope of Accreditation of CB
Suspension of CB Accreditation Notice of Withdrawal, Suspension, or Reduction in Scope of Accreditation of CB
Reduction of CB Accreditation Notice of Withdrawal, Suspension, or Reduction in Scope of Accreditation of CB
Expansion of CB Accreditation Notice of Expansion of Scope for Current Accreditation or Renewal of Accreditation of a CB
Name ¢ Status ¢ Scope(s) Agent Action

Accredited 2) (1) Q

To add a new accredited CB, proceed to Section 9.1 of this chapter.

To view the details of the accredited CB(s) that have already been added to the system,
proceed to Section 9.2 of this chapter.

Note: To manage CB(s) (i.e., withdraw, suspend, reduce, expand or, renew a CB
accreditation), identify the activity from the “Activity” column of the table on the “Add or View
my Third-Party CBs” page and find the corresponding notice listed in the “Reports and
Notifications” column of the same table.

Refer to Chapter 11 “Reports and Notifications” for instructions and additional information
regarding reports and notifications.
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9.1 Add a New Accredited Third-Party Certification Body (CB)

To notify FDA upon granting accreditation to a CB and to add the accredited CB to the AB
portal, click the “Add CB” button at the bottom of the page (Figure 9.4).

Figure 9.4 — Add CB Button

<¢ U.S. Department of Health and Human Services

FoA ACCREDITATION Welcome,

TN BODY (AB) PROGRAM FURLS Home | AB Home

AB Home 2

Add or View my Third-Party CBs

To add a CB, select "Add CB" button at the bottom of the page and follow the steps to enter information about the new CB.

To view the details for an existing CB, select the “View” (magnifying glass) icon from the “Action” column.

Managing your Third-Party CBs (i.e., withdrawing, suspending, reducing, or expanding a CB accreditation)... more
Name ¢ Status & Scope(s) Agent Action
Accredited 2) (1) Q

B 4 < Add CB

The system will display the “Add Accredited Third-Party CB” page.

Click the “...more” link to display all of the instructional text at the top of the page (Figure 9.5).
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Figure 9.5 — Add Accredited Third-Party CB Page — More Link

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

EDA | ACCREDITATION s~

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

AB Home » Add or View my Third-Party CBs  »

Add Accredited Third-Party CB

To add a CB, enter the CB’s e-mail address. Click “Search CB.” The system will populate the CB profile information if the system finds

...more _

E-mail Address:

Q search CB
Third-Party Certification Body Name: Contact Name:
First Name Mi (Optional) Last Name
Country: Phone Number:
Country Area Phone Number Extension
Address 1: Fax Number (Optional):
Country Area Fax Number
Address 2 (Optional): Status:
Accredited
City: Web Address (Optional):
State/Province/Territory: Officer(s):
Zip Code (Postal Code):
Audit Agent(s)
Agent Name Email Action

MNo Data Found

Scopes of Accredited Third-Party Certification Body

Scope(s) Accreditation Date Expiration Date
Mo Data Found

Page | 84



Y U.S. FOOD & DRUG

ADMINISTRATION

The “...more” link will change to the “less” link. Click the “less” link to collapse the text (Figure
9.6).

Figure 9.6 — Add Accredited Third-Party CB Page — Instructional Text

¢ U.S. Department of Health and Human Services

FoA ACCREDITATION Welcome,

TN BODY (AB) PROGRAM FURLS Home | AB Home

AB Home 2

Add or View my Third-Party CBs

To add a CB, select "Add CB" button at the bottom of the page and follow the steps to enter information about the new CB.
To view the details for an existing CB, select the "View” (magnifying glass) icon from the “Action” column.

Managing your Third-Party CBs (i.e., withdrawing, suspending, reducing, or expanding a CB accreditation) can be completed by less |
submitting the appropriate notice in Reports and Notifications. To access the Reports and Notifications menu, select the “Reports and
Notifications” link from the main menu on the AB Home page.

Activity Report and Notification
Withdraw CB Accreditation Notice of Withdrawal, Suspension, or Reduction in Scope of Accreditation of CB
Suspension of CB Accreditation Notice of Withdrawal, Suspension, or Reduction in Scope of Accreditation of CB
Reduction of CB Accreditation Notice of Withdrawal, Suspension, or Reduction in Scope of Accreditation of CB
Expansion of CB Accreditation Notice of Expansion of Scope for Current Accreditation or Renewal of Accreditation of a CB
Name ¢ Status ¢ Scope(s) Agent Action

Accredited 2) (1) Q

Enter the e-mail address of the new CB in the “E-mail Address” field and click the “Search CB”
button (Figure 9.7). If the system returns a match (i.e., the CB’s e-mail address already exists
in the system), the field will be pre-filled with the CB’s information.

If a match is not found for the searched e-mail address, enter the information for the CB.

Note: The CB data fields will not become enabled until an e-mail address is entered, and the
“Search CB” button is clicked.
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Figure 9.7 — E-mail Address Field and Search CB Button

<f4 U.5. Department of Health and Human Services
D

FDA | ACCREDITATION Welcome, Test Tester

BODY (AB) PROGRAM FURLS Home | AB Home

ABHome » Add or View my Third-Party CBs >

Add Accredited Third-Party CB

To add a CB, enter the CB’s e-mail address. Click “Search CB.” The system will populate the CB profile information if the system finds
...more

E-mail Address:

Q, Search CB

The data fields on the “Add Accredited Third-Party CB” page include (Figure 9.8):

e E-mail Address — The e-mail address for the Point of Contact
e Third-Party Certification Body Name — The name of the CB the Point of Contact
represents
e Country — The country where the CB is physically located
e Address 1 — The address where the CB is physically located (includes the number,
street, quadrant, etc.)
e Address 2 (Optional) — The additional information about the physical location of the CB
(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 MI (Optional) — The first letter of the Point of Contact’s middle name
o Last Name — The last name of the Point of Contact
e Phone Number (Country/Area/Phone Number/Extension) — The telephone number
of the Point of Contact
o “Country” is the country code.
o “Area” is the area code.
o “Phone Number” is the phone number.
o “Extension” is the local phone extension to dial of the Point of Contact, if
applicable.
e Fax Number (Country/Area/Fax Number) — The fax number of the Point of Contact
o “Country” is the country code.
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o “Area” is the area code.

o “Fax Number” is the fax number.
e Web Address (Optional field) — The URL of the company
e Officer(s) — The Officer(s) of the company

Complete the data fields.
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Figure 9.8 — Add Accredited Third-Party CB Page — Data Fields

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

Welcome, Test Tester
FURLS Home | ABHome

EDA | ACCREDITATION

N BODY (AB) PROGRAM

AB Home » Add or View my Third-Party CBs

Add Accredited Third-Party CB

To add a CB, enter the CB's e-mail address. Click “Search CB.” The system will populate the CB profile information if the system finds
...more

E-mail Address:

Agent Name
No Data Found

Scope(s)
No Data Found

O Previous

Q Search CB
Third-Party Certification Body Name: Contact Name:
First Name MI (Optional) Last Name
Country: Phone Number:
Please Select One A
Country Area Phone Number Extension
Address 1: Fax Number (Optional):
Country Area Fax Number
Address 2 (Optional): Status:
Accredited
City: Web Address (Optional):
State/Province/Territory: Officer(s):
Please Select One - You can enter another officer (+]
Zip Code (Postal Code):
Audit Agent(s)

Email Action

= Add Agent

Accreditation Date Expiration Date

=+ Add / Manage Scope(s)

Scopes of Accredited Third-Party Certification Body

The “Add Agent” and “Add/Manage Scope(s)” buttons become enabled once the data is

entered.
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Click the “Add Agent” button to add the accredited CB’s audit agents (Figure 9.9).

Note: Please ensure that there is one active audit agent listed at all times.

Figure 9.9 — Add Agent Button

Audit Agent(s)

Agent Name Email Action

Mo Data Found
Scopes of Accredited Third-Party Certification Body

Scope(s) Accreditation Date Expiration Date

No Data Found
=+ Add / Manage Scope(s)

The system will display the “Add Audit Agent(s)” pop-up window (Figure 9.10).

Enter a valid e-mail address in the “Agent Email Address” text entry field and click the “Search
Agent” button.

Note: The system identifies an audit agent by their unique e-mail address. An audit agent’s e-
mail address cannot be edited once saved.
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Figure 9.10 — Add Audit Agent(s) Pop-up Window

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

P 5. When all agents have been added click Save

(Zld (18

Agent E-mail Address:

i  =mm

B [ 18

No Data Found

Address 1: Fax (Opti
Add Audit Agent(s) ol
Ad
Instructions
To add an Audit Agent:

+ Add / Manage Scope(s)

© Next

If a match is found for the searched e-mail address, the audit agent’s information will be

displayed in the “Audit Agent(s)” table in the window (Figure 9.11).
Figure 9.11 — Audit Agent(s) Table

Add 1: Fax Number (Optional):

=

W The system has the name of the Audit Agent whose email you entered. If you disagree with the information please
contact the CB to verify name and email address of his Audit Agent.

2

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:

i )

B8

Audit Agent(s)
Agent Name Email
Audit Agent 1
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If the system does not return a match for the e-mail address, the “Agent Name” field will be
blank (Figure 9.12).

Enter the audit agent’s first and last name in the “Agent Name” field and click the “Add Agent”
button to add it to the “Audit Agent(s)” table.

Figure 9.12 — Agent Name Field

Address 1: Fax Number (Optional):
( | J J
Country Area Fax Number
F.] Instructions ~

To add an Audit Agent:

City 1. Enter Agent Email Address

r‘ 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

5 4. Click Add Agent

Pl 5. Whnen all agents have been added click Save

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

E Agent E-mail Address:
Al Agent Name: k
N

st
Ni

Once all of the desired audit agents have been entered, click the “Save” button to return to the
“Add Accredited Third-Party CB” page. The audit agent(s) will be displayed in the “Audit
Agent(s)” table on the main page (Figure 9.13).

You can delete an audit agent from the “Audit Agent(s)” table by clicking the trash/delete icon
in the “Action” column of the table (Figure 9.13).

Note: Once you submit the CB’s information and the accredited CB has been added to the
system, only the CB will have the ability to add new agents and edit the information for existing
agents.
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Figure 9.13 — Audit Agent(s) Table

Audit Agent(s)
Agent Name Email Action

ﬁﬁﬁ

4 Add Agent

After completing the “Audit Agent(s)” section, click the “Add/Manage Scope(s)” button to select
the scopes for which the CB was accredited (Figure 9.14).

Figure 9.14 — Add/Manage Scope(s) Button

Scopes of Accredited Third-Party Certification Body

Scope(s) Accreditation Date Expiration Date
No Data Found

b 4 Add / Manage Scope(s)

[

The system will display the “Add/Manage Scope(s)” pop-up window (Figure 9.15).

The system will also display the list of scope(s) for which the AB is recognized. Select the
scope(s) for which the CB has been accredited for by checking the box in the “Select” field.
Select at least one scope.

Figure 9.15 — Add/Manage Scope(s) Pop-up Window

Address 1: Fax Number (Optional): \
[ 1T L[ | 1
Add/Manage Scope(s)
Select Scope(s) Accreditation Date Expiration Date

O Acidified Foods (AF)
Dietary Supplements
Infant Formula
Juice Hazard Analysis and Critical Control Point (Juice HACCP)
Low-Acid Canned Foods (LACF)
Medicated Feed
Preventive Controls for Animal Food
Preventive Controls for Human Food
Produce Safety

Seafood Hazard Analysis and Critical Control Point (Seafood HACCP)

Shell eggs

Page | 92



Y U.S. FOOD & DRUG

ADMINISTRATION

The “Accreditation Date” and “Expiration Date” fields for a scope are enabled once the scope
is selected (Figure 9.16).

Select the dates for the “Accreditation Date” and “Expiration Date” fields using the calendar

feature or enter the date in “YYYY-MM-DD” format.

Click the “Save” button when all of the scope(s) that a CB has been accredited for have been
selected and the dates have been entered.

Figure 9.16 — Add/Manage Scope(s) Pop-up Window — Date Fields Enabled

Select

/|

Add/Manage Scope(s)

Scope(s)
ACIdMed FODdsH AR
Dietary Supplements
Infant Formula
Juice Hazard Analysis and Critical Control Point (Juice HACCP)
Low-Acid Canned Foods (LACF)
Medicated Feed
Preventive Controls for Animal Food
Preventive Controls for Human Food
Produce Safety
Seafood Hazard Analysis and Critical Control Point (Seafood HACCP)

Shell eggs

Accreditation Date

YYYY-MM-DD

Expiration Date

YYYY-MM-DD ﬁ
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The system will close the “Add/Manage Scope(s)” pop-up window after the “Save” button is
clicked. The newly added scopes and dates will display in the “Scopes of Accredited Third-
Party Certification Body” table on the “Add Accredited Third-Party CB” page (Figure 9.17).

Figure 9.17 — Scopes of Accredited Third-Party Certification Body Table

Scopes of Accredited Third-Party Certification Body

Scope(s) Accreditation Date Expiration Date
Acidified Foods (AF) 2020-06-01 2024-06-01
Dietary Supplements 2020-06-01 2024-06-01
Infant Formula 2020-06-01 2024-06-01

=+ Add / Manage Scope(s)

After you have entered all of the information, click the “Next” button.
The system will display the “e-Signature” page (Figure 9.18).
Follow the directions provided on the “e-Signature” page.

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

Complete the following data fields:

e Name of Submitter — The first and last name of the submitter
e Title of Submitter — The title of the submitter
Click the “Previous” button if you wish to return to the “Add or View my Third-Party CBs” page.

Click the “Submit” button to complete submission to FDA.
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Figure 9.18 — e-Signature Page

.(ﬁ U.5. Department of Health and Human Services
2

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

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

AB Home 2 Add or View my Third-Party CBs ¥ >

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 cniminal penalties. | also understand that misrepresentations or omissions may constitute sufficient grounds for rejection or
subsequent revocation of my participation in the program.

| 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

2020-06-19 (EST)
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After you click the “Submit” button, the system will display the “Confirmation” page (Figure
9.19).

Once you submit the CB’s information, FDA will receive a Notice of Accreditation of the CB.
Figure 9.19 — Confirmation Page

{ﬁ U.5. Department of Health and Human Services
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Im Ac c R E D I TAT I 0 N Welcome, Test Tester

N BODY (AB) PROGRAM FURLS Home | AB Home

AB Home » | Add or View my Third-Party CBs | 2 2 >

Confirmation

Notice of Accreditation of CB has been sent.

Click the “Add or View my Third-Party CBs” link from the breadcrumb at the top of the
“Confirmation” page to return to the “Add or View my Third-Party CBs” page or, click the “AB
Home” link from the breadcrumb (or banner) and select the link from the main menu.

The new CB will be listed in the CB table on the page (Figure 9.20).
Figure 9.20 — New CB Added

{f U.S. Department of Health and Huma
b

Im AC c R E D I TAT I o N Welcome, Test Tester

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

AB Home >

Add or View my Third-Party CBs
To add a CB, select "Add CB" button at the bottom of the page and follow the steps to enter information about the new CB.

To view the details for an existing CB, select the “View” (magnifying glass) icon from the “Action” column

Managing your Third-Party CBs (i.e., withdrawing, suspending, reducing, or expanding a CB accreditation).. more
Name ¢ Status ¢ s‘;‘s’}pe Agent Action
Certification Body Example Accredited 4) 2) Q
New Certification Body _ Accredited (3) (1) Q

@ Previous ¥ Add CB
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The system will send an e-mail to the address entered on the “Account Management” page
indicating the notice was received by FDA (Figure 9.21). Note that the image below only
depicts the e-mail notification text.

Note: The AB and accredited CB will receive a separate e-mail notification of the accreditation.
The e-mail to the accredited CB includes steps to complete their account setup.

Figure 9.21 — E-mail Notification

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

Accredited Third-Party Certification Program
U.S. Food and Drug Administration

DO NOT REPLY TO THIS EMAIL

9.2 View the Details of Accredited CBs

To view the details of your accredited CBs in the AB portal (including scopes, audit agents,
officers, and profile information), select the links displayed in the CB table on the “Add or View
my Third-Party CBs” page (Figure 9.22).

Figure 9.22 — Links to View CB Details

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

FoA ACCREDITATION Welcome, Test Tester

N BODY (AB) PROGRAM FURLS Home | AB Home

AB Home >

Add or View my Third-Party CBs
To add a CB, select "Add CB" button at the bottom of the page and follow the steps to enter information about the new CB.

To view the details for an existing CB, select the “View” (magnifying glass) icon from the “Action” column.

Managing your Third-Party CBs (i.e., withdrawing, suspending, reducing, or expanding a CB accreditation)... more
Name ¢ Status ¢ S‘;:;’e Agent Action
Certification Body Example Accredited (4) (3) Q
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To view the scopes for which the CB is accredited, click the hyperlinked number in the

“Scope(s)” column of the CB table (Figure 9.23).
Figure 9.23 — Scope(s) Hyperlink

Name ¢ Status <

Certification Body Example Accredited

Scope(s)
(4)

Agent

(2)

Action

Q

The system will display the “Scope(s)” pop-up window (Figure 9.24).

The scope(s) for which the CB has been accredited, as well as the accompanying

accreditation and expiration dates, will be displayed.

Click the “x” icon in the upper right corner of the window to close the window and return to the

“Add or View my Third-Party CBs” page.
Figure 9.24 — Scope(s) Pop-up Window

Scope(s)
Scope(s) ¢ Accreditation Date
Acidified Foods (AF) 2020-06-01
Dietary Supplements 2020-06-01
Infant Formula 2020-06-01
Juice Hazard Analysis and Critical Control Point (Juice HACCP) 2020-06-01

Expiration Date <

2021-06-01
2021-06-01
2021-06-01
2021-06-01

To view the list of active audit agents for the accredited CB, click the hyperlinked number in the

“Agent” column of the CB table (Figure 9.25).
Figure 9.25 — Agent Hyperlink

Name < Status ¢

Certification Body Example Accredited

Scope(s)
(4)

Agent

(2)

Action

Q

The system will display the “Agent(s) List” pop-up window and list the accredited CB’s agent(s)
by “Agent Name” (Figure 9.26). Any audit agents that were added by the CB (following
accreditation) and are in “Active” status will also be displayed in the list of agents.

Click the “x” icon in the upper right corner of the window to return to the “Add or View my Third-

Party CBs” page.
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Figure 9.26 — Agent(s) List Pop-up Window

Agent(s) List

Agent Name &
Audit Agent 1
Audit Agent 2
Audit Agent 3

To view the accreditation details of an accredited CB, click the view/magnifying glass icon in
the “Action” column of the CB table (Figure 9.27).

Figure 9.27 — View Icon

Scope
(s)
Certification Body Example Accredited {4) (3) Q

Name & Status & Agent Action

The system will display the “Third-Party CB Information” page with read-only details for the
selected CB (Figure 9.28). The CB’s profile information and scopes will display by default.

Click the accordion section title bars for “Agent(s) List” to view the CB’s audit agent(s); click
“Officer(s)” to view the CB’s officer(s) information that the accredited CB would add to the
system.

Note: If the status of a CB’s scope(s) or accreditation has been changed via one of the notices
in the “Reports and Notifications” menu, the updated status and effective date of the change
will be displayed in the “Status” and “Effective Date of Change” columns of the scopes table.

Click the “Previous” button at the bottom of the page to return to the “Add or View my Third-
Party CBs” page.
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Figure 9.28 — Third-Party CB Information Page

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

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

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

Third-Party CB Information

Third-Party Certification Body Name Contact Name
Certification Body Example

Address Contact Number
Phone Number
Fax Number
Web Address Email
Status Effective Date
Accredited -
Scope(s) Accreditation Date Expiration Date Status
Acidified Foods (AF) 2019-08-01 2023-08-01 Accredited
Dietary Supplements 2019-08-01 2023-08-01 Accredited
Infant Formula 2019-08-01 2023-08-01 Accredited
Juice Hazard Analysis and Critical 2019-08-01 2023-08-01 erTeaiea

Control Point (Juice HACCP)
+ Agent(s) List

» Officer(s) List

O Previous
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10 Supplemental Documentation

The Supplemental Documentation feature may be used to perform two functions related to
supplemental documents:

e Uploading and (electronically) submitting documents to FDA
e Viewing the documents that have been submitted to FDA

To upload documents to the AB portal or view documents you have submitted to FDA, click the
“Supplemental Documentation” link from the navigation menu on the “AB Home” page (Figure
10.1).

Figure 10.1 — Navigation Menu

View/Edit my
application for
recognition

View my profile

Add or view my
Third party CBs

Supplemental

Documentation
Contact Us

Reports and
Motifications
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The system will display the “Supplemental Documentation” page (Figure 10.2). Any
document(s) you previously submitted to FDA will display in a table at the bottom of the page.
Click on the hyperlinked document name in the “File Name” column if you wish to view the
document. Follow Steps 1 — 4 from the “Instructions” section of the page to upload

attachments.
Figure 10.2 — Supplemental Documentation Page

{d U.5. Department of Health and Human Services
D

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

™ BODY (AB) PROGRAM FURLS Home | AB Home

AB Home >

Supplemental Documentation

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, fif, tif, tiff, doc, docx, ppt, xIs, xIsx, txt, ppbx, rif.
2. Maximum file size allowed is 50 MB.

Type of Attachment
Please Select One hd

File Name Type Date of Upload Action

No records found

@ Previous © Save

Note: Click the “Previous” button at the bottom of the “Supplemental Documentation” page if
you wish to return to the “AB Home” page.

Page | 102




U.S. FOOD & DRUG

ADMINISTRATION

Select a document description from the list in the “Type of Attachment” dropdown menu
(Figure 10.3). The complete list of available document types is as follows:

Adequate Financial or Human Resources
Comprehensive CB Assessment Report
Corrective Action Plan

Laws and Regulations (if Government Entity)
Organization Chart

Records Custodian Information

Request for Internal Agency Review
Request for Regulatory Hearing

Request for Reinstatement

Self-Assessment — Other

Standard Operation Procedures or Policies
Template Contract or Legal Authority
Template Forms (scope checklists, training, Col, etc.)
Other

Figure 10.3 — Type of Attachment Dropdown Menu

Type of Attachment
Please Select One -
Adequate Financial or Human Resources A

Comprehensive CB Assessment Report
Corrective Action Plan

Laws and Regulations (if Government Entity)
Organization Chart

Records Custodian Information

Request for Internal Agency Review

Reguest for Beinstatement

Note: There are specific scenarios in which some of the options from the “Type of Attachment”
menu should be used:

e Request for Regulatory Hearing — Select this list value when requesting a regulatory
hearing after FDA has revoked recognition. This list value will only display in the “Type
of Attachment” list if the current program status is “Revoked.”

e Request for Internal Agency Review — Select this list value when requesting internal
agency review after FDA has denied renewal reconsideration.
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A text box labeled “Additional Description” will display if “Other” has been selected from the list
(Figure 10.4).

Enter a detailed description of the document type in the “Additional Description” field, which
allows a maximum of 200 characters.

Note: A description must be entered in the “Additional Description” field if “Other” has been
selected as the “Type of Attachment” to proceed to the next step in the system.

Figure 10.4 — Other Attachment Type and Additional Description Field

Type of Attachment
Other -

Additional Description

Enter Description

Once a selection has been made from the “Type of Attachment” menu, the “Browse” button will
be enabled. Click the “Browse” button.

A pop-up window will appear, prompting you to access the file system.

Select one or more file attachments. The “Upload” and “Cancel” buttons will be enabled after a
file is chosen. The browsing window will close once you select either option (Figure 10.5).

Click the “Upload” button to complete the upload of the attachment.
Click the “Cancel” button to discard the upload of the attachment.

Figure 10.5 — Upload and Cancel Buttons

Type of Attachment
Adequate Financial or Human Resources -

+ Browse | & Upload

Adequate_Financial HR.docx 142 KB x

File Name Type Date of Upload Action
No records found
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Attachments must be a document type supported by the system.

Note: The system supports the following document types: .pdf, .png, .jpeg, .gif, .omp, .jpg,
Jpe, .jfif, .tif, .tiff, .doc, .docx, .ppt, .xls, .xIsx, .txt, .pptx, and .rtf.

The maximum file size allowed is 50 MB.

Once the upload is complete, a confirmation message indicating a successful upload (along
with the file name) will be displayed at the top of the page (Figure 10.6).

The system will display the uploaded files in a table at the bottom of the page.

Figure 10.6 — Successful Upload Message

) Adequate_Financial_HR.docx uploaded successfully. Please click Save to complete transmission of your file to FDA. ®

AB Home ¥

Supplemental Documentation

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, pna, jpeg. gif, bmp, jpa, jpe, jfif, tif, tiff, doc, docx, ppt, xls, xisx, L, ppix, rif.
2. Maximum file size allowed is 50 MB.

Type of Attachment

Please Select One =

File Name Type Date of Upload Action
Adequate_Financial_HR.docx Adequate Financial or Human Resources 2022-10-20 m
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To remove the attachment from the table at the bottom of the page, click the trash/delete icon
in the “Action” column (Figure 10.7).

Figure 10.7 — Delete Attachment

Type of Attachment

Please Select One =

File Name Type Date of Upload Action
Adequate_Financial_HR docx Adequate Financial or Human Resources 2022-10-20 m th—

After the additional files have been uploaded, click the “Save” button (Figure 10.8).

*Important: Uploaded files cannot be deleted once “Save” has been clicked. You must click
“Save” to complete file transmission to FDA. Please contact FDA by e-mail at
FDAthirdpartyprogram@fda.hhs.gov if you have uploaded an incorrect file.

Figure 10.8 — Save Attachment

File Name Type Date of Upload Action

Adequate_Financial_HR docx Adequate Financial or Human Resources 2022-10-20 m

—
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Once a file has been uploaded and added to the “Attachments” table, the file name will

become hyperlinked. If the hyperlinked file name is clicked, you will be prompted to open or
save the file (Figure 10.9).

Figure 10.9 — Hyperlinked File Name

Downloads Boa - 2
Supplemental Documentation _ o
@ What do you want to do with Adequate_Financi...
Instructions

Open Save as e
Step 1: Select Type of Attachment
Step 2: Click Browse to find the document(s) you want to upload See more
Step 3: Click Upload
Step 4: Click Save r

Note:

1. Allowed file types are pdf, png, jpeg, gif, bmp, jpg, jpe, ffif, tif, tiff, doc, docx, ppt, xls, xlsx, txt, pptx, rtf.
2. Maximum file size allowed is 50 MB.

Type of Attachment
Please Select One -

File Name Type Date of Upload Action

Adequate_Finincial_H R.docx Adequate Financial or Human Resources 2023-05-16 i)
@ Previous
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11 Reports and Notifications

The “Reports and Notifications” feature may be used to (electronically) notify FDA of events or
updates regarding the following conditions or scenarios:

Determination that an accredited CB failed to comply with the requirements in issuing a
food or facility certification

Withdrawal, suspension, or reduction in scope of a CB’s accreditation

Denial of accreditation of a CB

A significant change which would affect the manner in which the AB complies with the
requirements for this program

Intention to relinquish or not to renew recognition

Expansion of scope of an accredited CB

Renewal of current accreditation of a CB

Reinstatement of a suspended CB

Expansion of scope of your current recognition

Report results of annual self-assessment

To access the reports and notifications feature, click the “Reports and Notifications” link from
the navigation menu on the “AB Home” page (Figure 11.1).

Figure 11.1 — Navigation Menu

View/Edit my
application for
recognition

View my profile

Add or view my
Third party CBs

Supplemental
Documentation

Contact Us

Reports and

Motifications ‘
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The system will display the “Reports and Notifications” page with the following reports and
notifications available (Figure 11.2):

Notice of Accredited CB Noncompliance in Issuing Food or Facility Certification —
Generates a notice to FDA when the AB reports their determination that a CB the AB
accredited failed to comply with the requirements in issuing a food or facility
certification.

Notice of Withdrawal, Suspension, or Reduction in Scope of Accreditation of CB —
Generates a notice to FDA when the AB reports the withdrawal, suspension, or
reduction of scope of a CB’s accreditation.

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

Notice of Significant Change — Generates a notice to FDA when the AB reports a
significant change which would affect the manner in which it complies with the
requirements for this program.

Notice of Intent to Relinquish or Not to Renew Recognition — Generates a notice to
FDA when the AB reports their intent to relinquish or not to renew recognition.

Notice of Expansion of Scope for Current Accreditation or Renewal of
Accreditation of a CB — Generates a notice to FDA when the AB reports the expansion
of an accredited CB’s scopes or renewal of a CBs accreditation.

Reinstatement of a Certification Body in Whole or in Part — Generates a notice to
FDA when the AB reports the reinstatement of a CB’s accreditation.

Note: This notification is only available in the system if the recognized AB previously
notified FDA of their determination to suspend the CB’s accreditation of the specific
scope(s) or the CB’s accreditation in whole.

Notice of Request for AB Recognition Expansion — Generates a notice to FDA when
the AB requests to be recognized for additional scope(s) in the program.

Notice of Annual Self-Assessment — Generates a notice to FDA when the AB reports
the results of their annual self-assessment.
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Figure 11.2 — Reports and Notifications Page

¢ U.S. Department of Health and Human Services

ACCREDITATION Welcome,

KEEIN BODY (AB) PROGRAM FURLS Home | AB Home

AB Home »

Reports and Notifications
Notice of Accredited CB Noncompliance in Issuing Food or Facility Certification
Notice of Withdrawal, Suspensicn, 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 for Current Accreditation or Renewal of Accreditation of a CB
Reinstatement of a Certification Body in Whole or in Part
Notice of Request for AB Recognition Expansion

Notice of Annual Self-Assessment
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11.1 Notice of Accredited CB Noncompliance in Issuing Food or
Facility Certification

To notify FDA of a determination that a CB that you accredited failed to comply with the

requirements in issuing a food or facility certification, click the “Notice of Accredited CB

Noncompliance in Issuing Food or Facility Certification” link on the “Reports and Notifications”
page (Figure 11.3).

Figure 11.3 — Reports and Notifications Page

« U.5. Department of Health and Human Services

FoA ACCREDITATION p—

FURLS Home | AB Home

KOy BODY (AB) PROGRAM

AB Home 2

Reports and Notifications

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 for Current Accreditation or Renewal of Accreditation of a CB
Reinstatement of a Certification Body in Whole or in Part

Notice of Request for AB Recognition Expansion

Notice of Annual Self-Assessment

The system will display the “Notice of Accredited CB Noncompliance in Issuing Food or Facility
Certification” page (Figure 11.4).
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Figure 11.4 — Notice of Accredited CB Noncompliance in Issuing Food or Facility Certification

{f 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

ABHome » Reports and Notifications »

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 §
1.652 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).

Enter your response here.

4000 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?

Enter your response here.

4000 characters remaining

Please provide any additional information that is relevant to this notification (Optional).

Enter your response here.

4000 characters remaining.

Select the CB name from the “Certification Body” dropdown menu.

The system will then display the CB’s read-only address and a table of accredited scopes
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above the first question in the notice (Figure 11.5). Select the checkbox next to the applicable
scope(s) to be submitted with the notice. You may select more than one scope.

To select all of the scopes, select the checkbox in the “Select” column heading.
Figure 11.5 — CB Address and Scope Information

¢ U.S. Department of Health and Human Services

FoA |[ACCREDITATION Welcome,

FURLS Home | AB Home

XN BODY (AB) PROGRAM

AB Home 2 Reports and Notifications 2

Notice of Accredited CB Noncompliance in Issuing Food or Facility Certification

Certification Body

Address

Scope(s)

Select scope(s) Accreditation Date Expiration Date Status

Dietary Supplements 2023-02-24 2027-02-24 Accredited

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).

Enter your response here.

Provide answers to the questions in the text box fields. Each textbox allows for a maximum of
4,000 characters.

Once you have selected the applicable scope(s), the system will display a table of certifications
at the bottom of the page.

Select the certification(s) to be included in the notice to FDA by clicking the checkbox in the
“Select” column in the table (Figure 11.6). You may select more than one certification.
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Figure 11.6 — Notice with Certification Selected

Select Applicable Item(s)

Select Certification Number ¢ Certification Issued To ¢ o
Address ¢ Type of Certification &

e - Facility

CLN-CLC-23-032223 Facility

Click the “Previous” button at the bottom of the page if you wish to return to the “Reports and
Notifications” page and start over.

Click the “Next” button at the bottom of the page to proceed to the “e-Signature” page.
The system will display the “e-Signature” page (Figure 11.7).
Follow the directions provided on the “e-Signature” page.

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

Complete the following data fields:

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

Click the “Previous” button if you wish to return to the “Notice of Accredited CB Noncompliance
in Issuing Food or Facility Certification” page.

Click the “Submit” button to complete submission of the notice to FDA.
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Figure 11.7 — e-Signature Page

{ﬁ U.5. Department of Health and Human Services
ke

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

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

AB Home » Reports and Notifications » Notice of Accredited CB Noncompliance >

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 ciminal penalties. | also understand that misrepresentations or omissions may constitute sufficient grounds for rejection or
subsequent revocation of my participation in the program.

| 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

2021-05-27 (EST)

After you click the “Submit” button, the system will display the “Confirmation” page (Figure
11.8).

Figure 11.8 — Confirmation Page

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

I@A_\ ACCRE D I TATIO N Welcome, Test Tester

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

AB Home » >

Confirmation

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

Page | 115



U.S. FOOD & DRUG

ADMINISTRATION

The system will send an e-mail to the address entered on the “Account Management” page
indicating the notice was received by FDA (Figure 11.9). Note that the image below only
depicts the e-mail notification text.

Figure 11.9 — E-mail Notification

Thank you for submitting information to FDA regarding the 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.

Accredited Third-Party Certification Program
U.S. Food and Drug Administration

DO NOT REPLY TO THIS EMAIL

Click the “AB Home” link from the top of the banner (or from the breadcrumb) to return to the
“‘Reports and Notifications” page.

11.2 Notice of Withdrawal, Suspension, or Reduction in Scope
of Accreditation of CB

To notify FDA of the withdrawal, suspension, or reduction of scope of a CB’s accreditation,
click the “Notice of Withdrawal, Suspension, or Reduction in Scope of Accreditation of CB” link
on the “Reports and Notifications” page (Figure 11.10).

Figure 11.10 — Reports and Notifications Page

¥ U S Department of Health and Human Services

FoA (ACCREDITATION Welcame,

EEIN |BODY (AB) PROGRAM AT O

AB Home 2

Reports and Notifications

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 for Current Accreditation or Renewal of Accreditation of a CB
Reinstatement of a Certification Body in Whole or in Part

Notice of Request for AB Recognition Expansion

Notice of Annual Self-Assessment
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The system will display the “Notice of Withdrawal, Suspension, or Reduction in Scope of
Accreditation of CB” page (Figure 11.11).

Figure 11.11 — Notice of Withdrawal, Suspension, or Reduction in Scope of Accreditation of CB

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

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

™ BODY (AB) PROGRAM FURLS Home | AB Home

AB Home » Reports and Notifications >

Notice of Withdrawal, Suspension, or Reduction in Scope of Accreditation of CB

Certification Body
Please Select One -

Please provide any additional information that is relevant to this notification (Optional).

Enter your response here.

4000 characters remaining.

O Previous
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Select the CB from the “Certification Body” dropdown menu and then select the “Type of
Action” from the dropdown menu (Figure 11.12). The “Type of Action” options include:

e Withdraw accreditation in whole — Proceed to Section 11.2.1 of this chapter

e Suspend accreditation in whole — Proceed to Section 11.2.2 of this chapter

e Withdraw, suspend, or reduce specific scope(s) — Proceed to Section 11.2.3 of this
chapter

Figure 11.12 — Certification Body and Type of Action

Notice of Withdrawal, Suspension, or Reduction in Scope of Accreditation of CB

Certification Body
TPP Certification Body -

Type of Action
| Please Select One | - |

Withdraw accreditation in whole QI j

Suspend accreditation in whole ition (Optional).

Withdraw, Suspend or Reduce specific Scope(s)
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11.2.1 Withdraw Accreditation in Whole

The following data entry fields will appear if “Withdraw accreditation in whole” is selected as
the “Type of Action” (Figure 11.13):
e Date of Action — Select the date from the calendar icon or enter the date in “YYYY-
MM-DD” format.
e Reason for Action — Enter the response in the text entry field, which allows a
maximum of 4,000 characters.
e Please provide any additional information that is relevant to this notification
(Optional). — Enter the response in the text entry field, which allows a maximum of
4,000 characters.

Figure 11.13 — Withdraw Accreditation in Whole

AB Home » Reports and Notifications  »

Notice of Withdrawal, Suspension, or Reduction in Scope of Accreditation of CB

Certification Body
TPP Certification Body -

Type of Action Date of Action
[Wilhdraw accreditation in whole l - YYYY-MM-DD E

Reason for Action

Enter your response here.

4000 characters remaining.

Please provide any additional information that is relevant to this notification (Optional).

Enter your response here.

4000 characters remaining.

Complete the data entry fields.
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Click the “Previous” button at the bottom of the page if you wish to return to the “Reports and

Notifications” page and start over.

Proceed to Section 11.2.4 of this chapter for instructions to submit the notice.

11.2.2 Suspend Accreditation in Whole

The following data entry fields will appear if “Suspend accreditation in whole” is selected as the

“Type of Action” (Figure 11.14):

e Date of Action — Select the date from the calendar icon or enter the date in “YYYY-

MM-DD” format.

e Reason for Action — Enter the response in the text entry field, which allows a

maximum of 4,000 characters.

e Please provide any additional information that is relevant to this notification
(Optional). — Enter the response in the text entry field, which allows a maximum of

4,000 characters.
Figure 11.14 — Suspend Accreditation in Whole

AD Home » Reports and Notifications  »

Notice of Withdrawal, Suspension, or Reduction in Scope of Accreditation of CB

Certification Body
TPP Certification Body x

Type of Action Date of Action
| Suspend accreditation in whole | - YYYY-MM-DD ﬁ

Reason for Action

Enter your response here.

4000 characters remaining.

Please provide any additional information that is relevant to this notification (Optional).

Enter your response here.

4000 characters remaining.
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Complete the data entry fields.

Click the “Previous” button at the bottom of the page if you wish to return to the “Reports and
Notifications” page and start over.

Proceed to Section 11.2.4 of this chapter for instructions to submit the notice.

11.2.3 Withdraw, Suspend, or Reduce Specific Scope(s)

The following data entry fields will appear if “Withdraw, Suspend, or Reduce specific Scope(s)
is selected as the “Type of Action” (Figure 11.15):
e Scope(s) — Click the checkbox of the applicable scope(s). (Additional data entry fields
will appear after a scope is selected.)
e Please provide any additional information that is relevant to this notification
(Optional). — Enter the response in the text entry field, which allows a maximum of
4,000 characters.

Figure 11.15 - Withdraw, Suspend, or Reduce Specific Scope(s)

AB Home » Reports and Notifications >

Notice of Withdrawal, Suspension, or Reduction in Scope of Accreditation of CB

Certification Body

TPP Certification Body -
Type of Action
| withdraw, Suspend or Reduce specific Scope(s) | -
scope(s)
Select Date of Date of Current
One Scope(s) Accreditation  Expiration Status AR LS
Acidified Foods (AF) 2021-04-26 2023-04-26 Accredited
Dietary Supplements 2021-04-26 2023-04-26 Accredited
Infant Formula 2021-04-26 2023-04-26 Accredited
Juice Hazard Analysis and Critical Control Point (Juice e T Iy ——
HACCP)
Medicated Feed 2021-04-26 2023-04-26 Accredited View

Please provide any additional information that is relevant to this notification (Optional).

Enter your response here.

4000 characters remaining.

@ Previous
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Select a scope you wish to include in the notice by clicking checkbox in the “Select One”
column of the “Scope(s)” table. Once a scope is selected, the “Update Scope” pop-up window
will display with the following data entry fields (Figure 11.16):

e Type of Action — Select the action from the dropdown menu. The “Type of Action”
options include “Suspended,” “Withdrawn,” or “Reduction in Scope.”

e Date of Action (or the “Expiration Date” if “Reduction in Scope” is selected) — Select
the date from the calendar icon or enter the date in “YYYY-MM-DD” format.

e Reason for Action — Enter the response in the text entry field, which allows a
maximum of 4,000 characters.

e Please provide any additional information that is relevant to this notification
(Optional). — Enter the response in the text entry field, which allows a maximum of
4,000 characters.

Click the “Save” button in the pop-up window.

Figure 11.16 — Update Scope Pop-up Window

Notice of Withdrawal, Suspension, or Reduction in Scope of Accreditation of CB

Certification Body
| TPP Certification Body =

Update Scope

4 Type of Action
Reduction in Scope -

Expiration Date
2023-04-26 E

Reason for Action

Enter your response here.

Ple:
En

4000 characters remaining.

4000 TRATACIETS TemammE.

Select any additional scope(s) by clicking checkbox in the “Select One” column of the
“Scope(s)’ table on the “Notice of Withdrawal, Suspension, or Reduction in Scope of
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Accreditation of CB” page. Repeat the steps to complete the data entry fields in the “Update
Scope” pop-up window.

Click the “Next” button once the selection of all applicable scopes is completed.

Click the “Save” button in the pop-up window to save the information and close the pop-up
window.

Click the “Previous” button at the bottom of the page if you wish to return to the “Reports and
Notifications” page and start over.

Proceed to Section 11.2.4 of this chapter for instructions to submit the notice.

11.2.4 Notice Submission

Once you have completed your changes to the CB’s accreditation, click the “Next” button on
the “Notice of Withdrawal, Suspension, or Reduction in Scope of Accreditation of CB” page to
proceed to the “e-Signature” page (Figure 11.17).

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

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

Complete the following data fields:
e Name of Submitter — The first and last name of the submitter
e Title of Submitter — The title of the submitter

Click the “Previous” button if you wish to return to the “Notice of Withdrawal, Suspension, or
Reduction in Scope of Accreditation of CB” page.

Click the “Submit” button to complete submission of the notice to FDA.
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Figure 11.17 — e-Signature Page

{ U.S_ Department of Health and Human Services

Im ACCREDITATION Welcome,
EOre BODY (AB) PROGRAM

FURLS Home | AB Home

AB Home 2 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.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.

| 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

2023-06-12(EST)

After you click the “Submit” button, the system will display the “Confirmation” page (Figure
11.18).

Figure 11.18 — Confirmation Page

¢ U.S. Department of Health and Human Services

FoA |[ACCREDITATION Welcome,

FURLS Home | AB Home

KEEIN BODY (AB) PROGRAM

AB Home » >

Confirmation

Notice of Withdrawal, Suspension, or Reduction in Scope of Accreditation of CB has been sent.
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The system will send an e-mail to the address entered on the “Account Management” page
indicating the notice was received by FDA (Figure 11.19). Note that the image below only
depicts the e-mail notification text.

Figure 11.19 — E-mail Notification

Thank you for submitting information to FDA regarding the 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.

Accredited Third-Party Certification Program
U.S. Food and Drug Administration

DO NOT REPLY TO THIS EMAIL

Click the “AB Home” link from the top of the banner (or from the breadcrumb) to return to the
“‘Reports and Notifications” page.

11.3 Notice of Denial of Accreditation of CB

To notify FDA of the denial of accreditation of a CB, click the “Notice of Denial of Accreditation
of CB” link in the “Reports and Notifications” page (Figure 11.20).

Figure 11.20 — Reports and Notifications Page

% U.S. Department of Health and Human Services

FoA [ACCREDITATION T

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

AB Home 2>

Reports and Notifications
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 for Current Accreditation or Renewal of Accreditation of a CB
Reinstatement of a Certification Body in Whole or in Part

Notice of Request for AB Recognition Expansion

Notice of Annual Self-Assessment
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The system will display the “Notice of Denial of Accreditation of CB” page (Figure 11.21).

Figure 11.21 — Notice of Denial of Accreditation of CB

{(ﬁ U 8. Department of Health and Human Services
2

FOA | ACCREDITATION

KN BODY (AB) PROGRAM

ABHome » Reports and Notifications  »

Notice of Denial of Accreditation of CB

Certification Body:

Contact Information:

Welcome, Test Tester
FURLS Home | AB Home

Address 2 (Optional):

City:

State/Province/Territory:

Please Select Cne >

Zip Code (Postal Code):

Officer of the certification body

+]

Describe the scope of accreditation requested

Country: Contact Name:
Please Select One
First Name MI {Optional) Last Name
Address 1: Phone Number:
Country Area Phone Number Extension

Enter your response here.

1000 characters remaining.

Describe any areas within the requested scope of accreditation that were denied and for each such area describe the basis of denial

Enter your response here.

4000 characters remaining.

@ Previous
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Complete the following data fields:

e Certification Body — The name of the CB that was denied accreditation
e Contact Information
o Country — The country where the CB is physically located
o Address 1 — The address where the CB is physically located (includes the
number, street, quadrant, etc.)
o Address 2 (Optional) — The additional information about the physical location of
the CB (may include a suite or apartment number, if applicable)
o City — The city where the CB is physically located
o State/Province/Territory — The state/province/territory of the CB
o Zip Code (Postal Code) — The zip code or postal code of the CB
e 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
o Last Name — The last name or surname of the Point of Contact
e Phone Number (Country/Area/Phone Number/Extension) — The telephone number
of the Point of Contact
o “Country” is the country code.
o “Area” is the area code.
o “Phone Number” is the phone number.
o “Extension” is the local phone extension to dial of the Point of Contact, if
applicable.
e Officer of the Certification Body — The Officer(s) of the CB
e Describe the scope of accreditation requested — The scopes that were denied
accreditation
e 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 “Previous” button at the bottom of the page if you wish to return to the “Reports and
Notifications” page and start over.

Click the “Next” button on the bottom of the page to proceed to the “e-Signature” page.
The system will display the “e-Signature” page (Figure 11.22).
Follow the directions provided on the “e-Signature” page.

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

Complete the following data fields:

e Name of Submitter — The first and last name of the submitter

e Title of Submitter — The title of the submitter
Click the “Previous” button if you wish to return to the “Notice of Denial of Accreditation of CB”
page.
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Click the “Submit” button to complete submission of the notice to FDA.
Figure 11.22 — e-Signature Page

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

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

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

ABHome » Reports and Notifications > Notice of Denial 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 matenally false, fictitious, or fraudulent statement to the U.S. Govermmment 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.

IZI | 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” page (Figure
11.23).

Figure 11.23 — Confirmation Page

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

Im Acc R E D ITAT I 0 N Welcome, Test Tester

BODY (AB) PROGRAM FURLS Home | AB Home

AB Home » 2>

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.

The system will send an e-mail to the address entered on the “Account Management” page
indicating the notice was received by FDA (Figure 11.24). Note that the image below only
depicts the e-mail notification text.

Figure 11.24 — E-mail Notification

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

Accredited Third-Party Certification Program
U.S. Food and Drug Administration

DO NOT REPLY TO THIS EMAIL

Click the “AB Home” link from the top of the banner (or from the breadcrumb) to return to the
“‘Reports and Notifications” page.
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11.4 Notice of Significant Change

To notify FDA of a significant change that would affect the manner in which the AB complies
with the requirements for this program, click the “Notice of Significant Change” link in the
“‘Reports and Notifications” page (Figure 11.25).

Figure 11.25 — Reports and Notifications Page

ﬁ U.5. Department of Health and Human Services

FA | ACCREDITATION Welcome,

FURLS Home | AB Home

IEETIN BODY (AB) PROGRAM

AB Home >

Reports and Notifications
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 for Current Accreditation or Renewal of Accreditation of a CB
Reinstatement of a Certification Body in Whole or in Part

Notice of Request for AB Recognition Expansion

Notice of Annual Self-Assessment
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The system will display the “Notice of Significant Change” page (Figure 11.26).
Figure 11.26 — Notice of Significant Change

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

I@/A) Ac c R E D I TATI 0 N Welcome, Test Tester

FURLS Home | AB Home

ESIN (BODY (AB) PROGRAM

AB Home » Reports and Notifications  »

Notice of Significant Change

AB's Name
Accreditation Body Example

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

Enter your response here.

4000 characters remaining.

Explain the purpose of the change(s).

Enter your response here.

4000 characters remaining.

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 — Enter the response in
the text entry field, which allows a maximum of 4,000 characters.

e Explain the purpose of the change(s) — Enter the response in the text entry field,
which allows a maximum of 4,000 characters.
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Click the “Previous” button at the bottom of the page if you wish to return to the “Reports and
Notifications” page and start over.

Click the “Next” button at the bottom of the page to proceed to the “e-Signature” page.
The system will display the “e-Signature” page (Figure 11.27).
Follow the directions provided on the “e-Signature” page.

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

Complete the following data fields:

e Name of Submitter — The first and last name of the submitter

e Title of Submitter — The title of the submitter
Click the “Previous” button if you wish to return to the “Notice of Significant Change” page.
Click the “Submit” button to complete submission of the notice to FDA.
Figure 11.27 — e-Signature Page

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

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

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

AB Home » Reports and Notifications 2 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 handwniten 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 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.

[« 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

Page | 132



ADMINISTRATION

U.S. FOOD & DRUG

After you click the “Submit” button, the system will display the “Confirmation” page (Figure
11.28).

Figure 11.28 — Confirmation Page

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

FDA [ACCREDITATION Welcome. Test Teste

BODY (AB) PROGRAM FURLS Home | A8 Home

AB Home » >

Confirmation

Notice of Significant Change has been sent.

The system will send an e-mail to the address entered on the “Account Management” page
indicating the notice was received by FDA (Figure 11.29). Note that the image below only
depicts the e-mail notification text.

Figure 11.29 — E-mail Notification

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

Accredited Third-Party Certification Program
U.S. Food and Drug Administration

DO NOT REPLY TO THIS EMAIL

Click the “AB Home” link from the top of the banner (or from the breadcrumb) to return to the
“‘Reports and Notifications” page.
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11.5 Notice of Intent to Relinquish or Not to Renew Recognition

To notify FDA before voluntarily relinquishing recognition or before allowing your recognition to
expire without seeking renewal, click the “Notice of Intent to Relinquish or Not to Renew
Recognition” link on the “Reports and Notifications” page (Figure 11.30).

Figure 11.30 — Reports and Notifications Page

ﬁ U.5. Department of Health and Human Services

FoA [ACCREDITATION —

FURLS Home | AB Home

EOre BODY (AB) PROGRAM

AB Home 2

Reports and Notifications
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 for Current Accreditation or Renewal of Accreditation of a CB
Reinstatement of a Certification Body in Whole or in Part
Notice of Request for AB Recognition Expansion

Notice of Annual Self-Assessment
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The system will display the “Notice of Intent to Relinquish or Not to Renew Recognition” page
(Figure 11.31).

Figure 11.31 — Notice of Intent to Relinquish or Not to Renew Recognition

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

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

M BODY (AB) PROGRAM FURLS Home | AB Home

AB Home ¥ Reports and Notifications 2

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)

The system will display the following data field:

e Do you intend to relinquish your recognition prior to its expiration date? — Select
“Yes” or “No” by clicking its radio button.

o Click the radio button next to “Yes” to report your intent to relinquish recognition
prior to your expiration date. If “Yes” is selected, proceed to Section 11.5.1 of this
chapter.

o Click the radio button next to “No” to report your intent to not renew recognition. If
“No” is selected, proceed to Section 11.5.2 of this chapter.
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11.5.1 Intent to Relinquish Recognition

After selecting “Yes” to report your intent to relinquish recognition prior to your expiration date,
the system will display the following data field (Figure 11.32):

e Intended Date of Relinquishment or Date of Expiration of Recognition — Select the
date of relinquishment with the calendar icon or enter it in “YYYY-MM-DD” format. The
date of relinquishment will be a future date and cannot be greater than the maximum
expiration date of the scope(s) for which you are recognized.

Figure 11.32 - Intended Date of Relinquishment or Date of Expiration of Recognition — Date
Selection

{6 U.5. 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 » Reports and Notifications 2

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
el
|

Jun v|2020 v D

fian who will maintain the accreditation body's records for 5 years after the date of recognition expires or is
Su Mo Tu We Th Fr 35a lecords available as required by 21CFR1.625

13
14 15 16 17 18 19 20
21 22 23 24 25 26 27 [|°F
28 29 30

r =
» Attachments (Optional)

Select or enter the date of relinquishment and proceed to Section 11.5.3 of this chapter for the
next steps.
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11.5.2 Intent Not to Renew Recognition

After selecting “No” to report your intent to not renew recognition, the system will display the
following read-only information (Figure 11.33):

e Intended Date of Relinquishment or Date of Expiration of Recognition — The date
will be pre-filled and read-only based on the maximum expiration date of the scope(s)
for which you are recognized.

Figure 11.33 - Intended Date of Relinquishment or Date of Expiration of Recognition — Pre-filled
Date

{f_ U.S. Department of Health and Human Services
3

m Ac C R E D I TATI 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 prier to its expiration date?
Yes | @) No

Intended Date of Relinquishment or Date of Expiration of Recognition
2025-06-08

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)

Review the pre-filled date and proceed to Section 11.5.3 of this chapter for the next steps.
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11.5.3 Records Custodian and Attachments

Once you have selected the intended date of relinquishment or date of expiration of
recognition, the system will display the “Records maintained by” field with the following two
options (Figure 11.34):

e Accreditation Body — Select this option if you will be maintaining your records. Select
“Accreditation Body” by clicking its radio button to display your read-only contact
information.

e Other — Select this option if someone other than you will be maintaining your records.
Select “Other” by clicking its radio button to display fields to enter the contact
information for the designated records custodian.

Click the radio button to the left of your selection for “Records will be maintained by.”

Figure 11.34 — Records Will Be Maintained By

Records will be maintained by
Accreditation Body Other

» Attachments (Optional)

If you select “Accreditation Body” by clicking the radio button, the system will display the read-
only contact information (Figure 11.35).

Figure 11.35 - Records Will Be Maintained by Accreditation Body

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 Example Telephone Number
Address Email

» Attachments (Optional)
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If you select “Other” by clicking the radio button, the system will display the following data
fields (Figure 11.36):
e Records Custodian — The name of the person responsible for maintaining the records
e Country — The country where the records will be physically located
e Address 1 — The address where the records will be physically located (includes the
number, street, quadrant, etc.)
e Address 2 (Optional) — The additional information about the physical location of the
records (this may include a suite or apartment number, if applicable)
e City — The city where the records will be physically located
e State/Province/Territory — The state/province/territory where the records will be
physically located
e Zip Code (Postal Code) — The zip code or postal code where the records will be
physically located
e Telephone (Optional field) — The telephone number of the records custodian
o “Country” is the country code.
o “Area” is the area code.
o “Phone Number” is the phone number.
o “Extension” is the local phone extension, if applicable.
e E-mail Address — The e-mail address of the records custodian

Complete the data fields to enter the contact information for the designated records custodian.

Figure 11.36 — Records Maintained by Other

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

Records will be maintained by
Accreditation Body ® Other

Records Custodian: Telephone (Optional):
Country Area Phone Number Extension
Country: E-mail Address:
Please Select One -
Address 1:
Address 2 (Optional):
City:

State/Province/Territory:

Please Select One

Zip Code (Postal Code):

» Attachments (Optional)
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To upload documents to the notice, use the “Attachments (Optional)” section (Figure 11.37).
Attachments are not required to submit the notice.

Click the accordion section title bar for “Attachments (Optional)” to proceed with adding
attachments.

Follow the four-step process to upload attachments.
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.

Click the “Upload” button to attach the file. Click the “Cancel” button to remove the file from the
menu.

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

The maximum file size allowed is 50 MB.

Once the upload is complete, a confirmation message with the file name will display at the top
of the page. The attachment details will display in a table.

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

Figure 11.37 — Attachments (Optional) Section

~ Attachments (Optional)

Instructions

Step 1: Click Browse to find the document(s) you want to upload
Step 2: Click Upload

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

File Name Date of Upload Action
| optional_attachments_Test_File docx | 2020-06-17
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Repeat the previous steps to upload additional attachments.

Click the “Previous” button if you wish to return to the “Reports and Notifications” page and
start over.

Click the “Next” button at the bottom of the page to proceed to the “e-Signature” page.
The system will display the “e-Signature” page (Figure 11.38).
Follow the directions provided on the “e-Signature” page.

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

Complete the following data fields:

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

Click the “Previous” button if you wish to return to the “Notice of Intent to Relinquish or Not to
Renew Recognition” page.

Click the “Submit” button to complete submission of the notice to FDA.
Figure 11.38 — e-Signature Page

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

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

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

AB Home » Reports and Notifications » Notice of Intent to Relinquish 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.5.C. 1001, anyone who makes a matenially false, fictitious, or fraudulent statement o 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.

| 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

2020-06-16 (EST)
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After you click the “Submit” button, the system will display the “Confirmation” page (Figure
11.39).

Figure 11.39 — Confirmation Page

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

FDA | ACCREDITATION Welcome, Test Tester

BODY (AB) PROGRAM FURLS Home | AB Home

AB Home » >

Confirmation

Notice of Relinquishment or Not Renew Recognition has been sent.

The system will send an e-mail to the address entered on the “Account Management” page
indicating the notice was received by FDA (Figure 11.40). Note that the image below only
depicts the e-mail notification text.

Figure 11.40 — E-mail Notification

Thank you for submitting information to FDA regarding the Notice of Intent to Relinquish or Not to Renew Recognition.
We will review this information and may follow-up if additional information is needed.

Accredited Third-Party Certification Program
U.S. Food and Drug Administration

DO NOT REPLY TO THIS EMAIL

Click the “AB Home” link from the top of the banner (or from the breadcrumb) to return to the
“‘Reports and Notifications” page.
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11.6 Notice of Expansion of Scope for Current Accreditation or
Renewal of Accreditation of a CB

To notify FDA of the expansion of an accredited CB’s scope(s) or renewal of a CB’s
accreditation, click the “Notice of Expansion of Scope for Current Accreditation or Renewal of
Accreditation of a CB” link on the “Reports and Notifications” page (Figure 11.41).

Figure 11.41 — Reports and Notifications Page

¢ U.S. Department of Health and Human Services

FDA |ACCREDITATION Welcame,

FURLS Home | AB Home

KN BODY (AB) PROGRAM

AB Home »

Reports and Notifications
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 for Current Accreditation or Renewal of Accreditation of a CB

Reinstatement of a Certification Body in Whole or in Part
Notice of Request for AB Recognition Expansion

Notice of Annual Self-Assessment
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The system will display the “Notice of Expansion of Scope for Current Accreditation or
Renewal of Accreditation of a CB” page (Figure 11.42).

Select the name of the accredited CB from the “Certification Body” dropdown menu.

Note: A CB will no longer be available for selection from the “Certification Body” dropdown
menu once its accreditation has expired. The “Notice of Expansion of Scope for Current
Accreditation or Renewal of Accreditation of a CB” should be submitted to FDA informing them
of the CB’s renewal of accreditation prior to the CB’s expiration.

Figure 11.42 — Notice of Expansion of Scope for Current Accreditation or Renewal of
Accreditation of a CB

¢ U.S. Department of Health and Human Services

FoA ACCREDITATION Welcome,

N BODY (AB) PROGRAM FURLS Home | AB Home

AB Home 2 Reports and Notifications

Notice of Expansion of Scope for Current Accreditation or Renewal of Accreditation
ofaCB

You may use this notice to expand a CB's current accreditation by adding new scope(s). You may also use this notice to renew a CB's accreditation. To
begin, select the CB from the drop-down menu.

To notify FDA of an expansion of a CB’s accreditation, select "Expand scope(s) in current accreditation” from the drop-down menu below. If the CB has
added new audit agent(s) to complete the work under these new scopes, please remind the accredited CB to update their list of audit agent(s) in FURLS.

To notify FDA of a renewal of a CB's accreditation, select "Renew accreditation" from the drop-down menu below.

Note the duration of the period of accreditation or renewal of accreditation of a CB may not exceed 4 years.

Certification Body

Please Select One v

The following will display after you have selected the accredited CB:

e “Please select the action you wish to perform for the selected CB” (Figure 11.43).
The system displays a dropdown menu with the choices to “Expand scope(s) in current
accreditation” or “Renew Accreditation.”
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Figure 11.43 — Please Select the Action You Wish to Perform for the Selected CB Menu

Certification Body

CB Example =

Please select the action you wish to perform for the selected CB

Please Select One ‘ v |

Expand scope(s) in current accreditation

Renew accreditation

To expand the scope(s) of accreditation for an accredited CB, proceed to Section 11.6.1 of this
chapter.

To renew the accreditation of an accredited CB, proceed to Section 11.6.2 of this chapter.

Note: You will be able to add new scopes to a CB’s accreditation during submission of either
notice (expansion or renewal).

11.6.1 Expand Scope(s) for an Accredited CB

To notify FDA of the expansion of scope(s) as part of the CB’s current accreditation, select the
“Expand scope(s) in current accreditation” option from the dropdown menu (Figure 11.44).

This notice may be used to inform FDA of the following updates:

e Changes to the expiration date for the CB’s currently accredited scope(s)
e Addition of new scope(s) to the CB’s current accreditation

Figure 11.44 — Expand Scope(s) in Current Accreditation Menu

Certification Body
CB Example -

Please select the action you wish to perform for the selected CB
Flease Select One -

Expand scope(s) in current accreditation
hT'l

Renew accreditation . .
Expand scope(s) in current accreditation
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Once you have selected the “Expand scope(s) in current accreditation” option from the
dropdown menu, the system will display the following (Figure 11.45):

e Accredited CB’s Information — The read-only profile information for the selected CB

e Scope(s) — Click the checkbox of the applicable scope to expand the accreditation
period for a currently accredited scope or, to add a new scope to the CB’s current
accreditation. (Additional data entry fields will appear after a scope is selected.)

Note: Each scope is updated individually in this notice so only one checkbox can be
selected at a time.

Figure 11.45 — Additional Notice Information Displayed After Expansion Selection

@ U S Department of Health and Human Services

FA ACCREDITATION Welome,

EEIN [BODY (AB) PROGRAM FERS Rome Ren vame

AB Home » Reports and Notifications »

Notice of Expansion of Scope for Current Accreditation or Renewal of Accreditation
ofaCB

You may use this notice to expand a CB's current accreditation by adding new scope(s). You may also use this notice to renew a CB's accreditation. To
begin, select the CB from the drop-down menu.

To notify FDA of an expansion of a CB'’s accreditation, select "Expand scope(s) in current accreditation” from the drop-down menu below. If the CB has
added new audit agent(s) to complete the work under these new scopes, please remind the accredited CB to update their list of audit agent(s) in FURLS

To notify FDA of a renewal of a CB's accreditation, select "Renew accreditation” from the drop-down menu below.
Note the duration of the period of accreditation or renewal of accreditation of a CB may not exceed 4 years.

Certification Body

Please select the action you wish to perform for the selected CB

Expand scope(s) in current accreditation  *

Address Contact Number
Telephone Number

Officer(s) Email

Agent(s)
Agent Name Email Address

When expanding a CB's current accreditation by adding new scope(s) for the selected CB, select the scope(s) you wish to add to the CB's accreditation by
clicking on the checkbox next to the scope and add the appropriate dates.

Note that extending any scope beyond a period of 4 years would need to be done using the “Renew accreditation” action in this notice.

Scope(s)
Scope(s) A itation Date iration Date Status g:zf‘;: og
Acidified Foods (AF) Accredited
Dietary Supplements Accredited
Preventive Controls for Human Food Accredited

Preventive Controls for Animal Food
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The “Scope(s)” table will list the scope(s) which are either in “Accredited” or “Reinstated” status
for the selected CB, as well as any other scope(s) that you are recognized for but which you
have not yet accredited the CB.

To expand the accreditation period for a scope for which the CB is currently accredited, click
the checkbox next to the scope in the “Scope(s)” table (Figure 11.46).

Figure 11.46 — Checkbox for Scope Selection

Scope(s)
Scope(s) Accreditation Date Expiration Date Status gz:‘;;g =
l% Acidified Foods (AF) Accredited
Dietary Supplements Accredited
Preventive Controls for Animal Food

Once you have selected a scope, the system will display the “Update Scope” pop-up window
with the following fields (Figure 11.47):

e Expiration Date — Select the expiration date of the accreditation for the selected scope
from the calendar icon or enter the expiration date in “YYYY-MM-DD” format.

e Reason for Change — Enter the reason for the update to the scope’s expiration date in
the text entry field, which allows a maximum of 1,000 characters.

Figure 11.47 — Update Scope Pop-up Window

lAgent Name Email Address

Update Scope

Expiration Date

e

Reason for Change

Enter your response here.

1000 characters remaining.
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Click the “Cancel” button in the “Update Scope” window to dismiss the changes.
Complete the data fields and click the “Save” button in the “Update Scope” window.

The system will close the window and return to the “Notice of Expansion of Scope for Current
Accreditation or Renewal of Accreditation of a CB” page.

The scope will reflect the updated expiration date in the “Scope(s)” table after saving the
changes entered in the “Update Scope” window (Figure 11.48).

The “Reason for Change” column in the “Scope(s)” table will be populated with a “View”
hyperlink. Click “View” to see the submitted reason for the change.

Figure 11.48 — Updated Scope with View Link

Scope(s)
Reason for

Scope(s) Accreditation Date Expiration Date Status Change

2025-09-01

2021-09-01

Repeat the previous steps to update the expiration dates of any additional scopes. Each scope
is updated individually.

Note: Deselecting the checkbox of an updated scope before submitting the notice will act as a
“cancel” feature and will remove the changes.

*Important: Once changes are saved, the system will reflect the changes in the CB’s details
however, they will not be sent to FDA until the notice has been submitted.

Proceed with this section to add a new scope to the CB’s current accreditation.
Proceed to Section 11.6.3 of this chapter for instructions to submit the notice.

To add a new scope for which the CB is not yet accredited, select a scope by clicking its
checkbox in the “Scope(s)” table (Figure 11.49).

Figure 11.49 — Checkbox for Scope Selection

Scope(s)
Scope(s) Accreditation Date Expiration Date Status §ﬁ2§32 o
Acidified Foods (AF) Accredited
Dietary Supplements Accredited
\% Preventive Controls for Animal Food

Page | 148



ADMINISTRATION

ﬁ U.S. FOOD & DRUG

Once you have selected a scope, the system will display an “Add Scope” pop-up window with
the following fields (Figure 11.50):

e Accreditation Date — Select the start date of the accreditation for the selected scope
from the calendar icon or enter the accreditation date in “YYYY-MM-DD” format.

e Expiration Date — Select the expiration date of the accreditation for the selected scope
from the calendar icon or enter the expiration date in “YYYY-MM-DD” format.

e Reason for Change — Enter the reason the scope was added to the CB’s accreditation
in the text entry field, which allows a maximum of 1,000 characters.

Figure 11.50 — Add Scope Pop-up Window (Expand scope)

Officer(s) Email
Offi
Add Scope
Ag
Accreditation Date
Al
i
e *|EB
Ad
Expiration Date
S
[ YYYY-MM-DD E

[ Reason for Change
Enter your response here. P

1000 characters remaining.

|

Click the “Cancel” button in the “Add Scope” window to discard the changes and close the
window.

Click the “Save” button to save the changes. The system will close the “Add Scope” window
and return to the main “Notice of Expansion of Scope for Current Accreditation or Renewal of
Accreditation of a CB” page.

The scope will reflect the update in the “Scope(s)” table after saving changes in the “Add
Scope” window (Figure 11.51). After updating a scope, the “Reason for Change” column in the
“Scope(s)” table will be populated with the “View” hyperlink. Click the “View” button to see the
submitted reason for the change.
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Figure 11.51 — Added Scope

Scope(s)
Scope(s) Accreditation Date Expiration Date Status Eﬁgi"gg ues
Acidified Foods (AF) Accredited
Dietary Supplements Accredited

2022-11-01 - 2024-11-01

Repeat the previous steps to add more scopes to the CB’s current accreditation. Each scope is
added individually in this notice.

Note: Deselecting the checkbox of an updated scope before submitting the notice will act as a
“cancel” feature and will remove the changes.

*Important: Once changes are saved, the system will reflect the changes in the CB’s details
however, they will not be sent to FDA until the notice has been submitted.

Proceed to Section 11.6.3 of this chapter for instructions to submit the notice.

11.6.2 Renew the CB’s Current Accreditation

To notify FDA of the renewal of a CB’s accreditation, select the “Renew accreditation” option
from the dropdown menu (Figure 11.52).

Figure 11.52 — Renew Accreditation Menu Option

Certification Body
CB Sample =

Please select the action you wish to perform for the selected CB

‘ Please Select One ‘ A ‘

Expand scope(s) in current accreditation

| Renew accreditation ‘
L ,Jq"f] J

Renew accreditation

Once you have selected the “Renew accreditation” option from the dropdown menu, the
system will display the following (Figure 11.53):
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e Accredited CB’s Information — The read-only profile information for the selected CB
e Scope(s) — A table listing the scope(s) which are in “Accredited” or “Reinstated” status
for the selected CB, as well as any other scope(s) that you are recognized for but which

you have not yet accredited the selected CB.

Note: Each scope is updated individually in this notice so only one checkbox can be

selected at a time.

Figure 11.53 — Additional Notice information Displayed After Renew Selection

{ u ment of Health and Human Services

FA ACCREDITATION -

KN BODY (AB) PROGRAM sl Bl

ABHome » Reports and Notifications »

Notice of Expansion of Scope for Current Accreditation or Renewal of Accreditation
ofaCB

You may use this notice to expand a CB's current accreditation by adding new scope(s). You may also use this notice to renew a CB's accreditation. To
begin, select the CB from the drop-down menu.

To notify FDA of an expansion of a CB's accreditation, select "Expand scope(s) in current accreditation” from the drop-down menu below. If the CB has
added new audit agent(s) to complete the work under these new scopes, please remind the accredited CB to update their list of audit agent(s) in FURLS.

To notify FDA of a renewal of a CB's accreditation, select "Renew accreditation” from the drop-down menu below.
Note the duration of the period of accreditation or renewal of accreditation of a CB may not exceed 4 years.

Certification Body

Please select the action you wish to perform for the selected CB

Renew accreditation v

Address Contact Number
Telephone Number (

Officer(s) Email

Agent(s)

Agent Name Email Address

When renewing the accreditation for the selected CB, edit the expiration dates for each scope that is being renewed. To include any new scope(s) to the
CB's accreditation as part of the renewal, click the checkbox next to the scope and add the appropriate expiration date

If there is a scope that is part of the CB's current accreditation and you do not wish to include it in the renewal, do not click en its checkbox, and it will not ba
transmitted in the renewal notice.

Scope(s)
Scope(s) Accreditation Date Expiration Date Status 2::?1;: g
Acidified Foods (AF) Accredited
Dietary Supplements Accredited
Preventive Controls for Human Food Accredited

Preventive Controls for Animal Food
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To renew the CB’s accreditation for a scope for which the CB is currently accredited, click the
checkbox next to the scope in the “Scope(s)” table (Figure 11.54).

Note: The system will open up the option for renewal of an active scope when the scope is
within six months of its expiration.

Figure 11.54 — Checkbox for Scope Selection

Scope(s)
- - Reason for
Scope(s) Accreditation Date Expiration Date Status Change
I% Preventive Controls for Animal Food Accredited

Once you have selected a scope, the system will display the “Renew Scope” pop-up window
with the following field (Figure 11.55):

e Expiration Date — Select the new expiration date of the accreditation for the selected
scope from the calendar icon or enter the expiration date in “YYY-MM-DD” format.

Figure 11.55 - Renew Scope Pop-up Window

Renew Scope

Expiration Date

L L=

Click the “Cancel” button in the “Renew Scope” window to dismiss the changes and close the
window.

Complete the data field and click the “Save” button in the “Renew Scope” window.

The system will close the window and return to the “Notice of Expansion of Scope for Current
Accreditation or Renewal of Accreditation of a CB” page.
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The scope will reflect the updated expiration date in the “Scope(s)” table after saving the
changes entered in the “Renew Scope” window (Figure 11.56).

Figure 11.56 — Renewed Scope

Scope(s)

Reason for
Change

2020.11.01 P 0270101 ' Accredited |

Scope(s) Accreditation Date Expiration Date Status

Repeat the previous steps to renew the CB’s accreditation for additional scopes. Each scope is
renewed individually within this notice.

If there is a scope that is part of the CB's current accreditation and you do not wish to include it
in the renewal, do not click on its checkbox, and it will not be transmitted in the renewal notice.

Note: Deselecting the checkbox of a renewed scope before submitting the notice will act as a
“cancel” feature and will remove the changes.

**Important: Once changes are saved, the system will reflect the changes in the CB’s details
however, they will not be sent to FDA until the notice has been submitted.

To add a new scope to the CB’s accreditation as part of its renewal, select a scope by clicking
its checkbox in the “Scope(s)” table (Figure 11.57).

Figure 11.57 — Checkbox for Scope Selection

Scope(s)
Scope(s) Accreditation Date Expiration Date Status gﬁ:i;g e
Acidified Foods (AF) Accredited
Dietary Supplements Accredited
\% Preventive Controls for Animal Food

Once you have selected a scope, the system will display an “Add Scope” pop-up window with
the following fields (Figure 11.58):

e Accreditation Date — Select the start date of the accreditation for the selected scope
from the calendar icon or enter the accreditation date in “YYYY-MM-DD” format.

e Expiration Date — Select the expiration date of the accreditation for the selected scope
from the calendar icon or enter the expiration date in “YYYY-MM-DD” format.
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Figure 11.58 — Add Scope Pop-up Window (Expand Scope)

Add Scope

Accreditation Date d
hin

[ =

Expiration Date

YYYY-MM-DD = l

A ———

|| Produce Safety

Click the “Cancel” button in the “Add Scope” window to discard the changes and close the
window.

Click the “Save” button to save the changes. The system will close the “Add Scope” window
and return to the main “Notice of Expansion of Scope for Current Accreditation or Renewal of
Accreditation of a CB” page.

The scope will reflect the update in the “Scope(s)” table after saving changes in the “Add
Scope” window (Figure 11.59).

Figure 11.59 — Added Scope

Scope(s)
Scope(s) Accreditation Date Expiration Date Status Tresnins
Change
Acidified Foods (AF) Accredited

Dietary Supplements Accredited

2023-06-02 2025-06-01

Repeat the previous steps to add more scopes to the CB’s renewal of accreditation. Each
scope is added individually in this notice.

Note: Deselecting the checkbox of an updated scope before submitting the notice will act as a
“cancel” feature and will remove the changes.

*Important: Once changes are saved, the system will reflect the changes in the CB’s details
however, they will not be sent to FDA until the notice has been submitted.

Proceed to Section 11.6.3 of this chapter for instructions to submit the notice.
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11.6.3 Notice Submission

Once you have completed your changes to each scope that is being updated for the selected
accredited CB, click the “Next” button on the “Notice of Expansion of Scope for Current
Accreditation or Renewal of Accreditation of a CB” page to proceed to the “e-Signature” page.

The system will display the “e-Signature” page (Figure 11.60).
Follow the directions provided on the “e-Signature” page.

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

Complete the following data fields:
e Name of Submitter — The first and last name of the submitter
e Title of Submitter — The title of the submitter

Click the “Previous” button if you wish to return to the “Notice of Notice of Expansion of Scope
for Current Accreditation or Renewal of Accreditation of a CB” page.

Click the “Submit” button to complete submission of the notice to FDA.
Figure 11.60 — e-Signature Page

FoA | ACCREDITATION g e
EEIN BODY (AB) PROGRAM ome | AB Home

ABHome 2 Reports and Notifications 2 Notice of Expansion of Scope for Current Accreditation or Renewal of Accreditation of a 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.

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
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After you click the “Submit” button, the system will display the “Confirmation” page (Figure
11.61).

Figure 11.61 — Confirmation Page

¢ U.5. Department of Health and Human Services

FoA ACCREDITATION -

TN BODY (AB) PROGRAM FURLS Home | AB Home

AB Home 2 >

Confirmation
Notice of Expansion of Scope for Current Accreditation or Renewal of Accreditation of a CB has been sent.

To view the changes for the selected CB, go to the “Add or View my Third-Party CBs” page.

The system will send an e-mail to the address entered on the “Account Management” page
indicating the notice was received by FDA (Figure 11.62). Note that the image below only
depicts the e-mail notification text.

Figure 11.62 — E-mail Notification

Thank you for submitting information to FDA regarding the Notice of Expansion of Scope for Current Accreditation or Renewal of Accreditation of a CB.
We will review this information and may follow-up if additional information is needed.

Accredited Third-Party Certification Program
U.S. Food and Drug Administration

DO NOT REPLY TO THIS EMAIL

Click the “AB Home” link from the top of the banner (or from the breadcrumb) to return to the
“‘Reports and Notifications” page.
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11.7 Reinstatement of a Certification Body in Whole or in Part

FDA would be notified of the suspension of a CB’s accreditation through the “Notice of
Withdrawal, Suspension, or Reduction in Scope of Accreditation of CB.” If you make the
determination to reinstate the CB’s accreditation, notify FDA of the reinstatement by clicking
the “Reinstatement of a Certification Body in Whole or in Part” link in the “Reports and
Notifications” page (Figure 11.63).

Figure 11.63 — Reports and Notifications Page

¢ U.S. Department of Health and Human Services

FoA | ACCREDITATION -

FURLS Home | AB Home

EOre BODY (AB) PROGRAM

AB Home 2

Reports and Notifications
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 for Current Accreditation or Renewal of Accreditation of a CB

Reinstatement of a Certification Body in Whole or in Part

Notice of Request for AB Recognition Expansion

Notice of Annual Self-Assessment
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The system will display the “Reinstatement of a Certification Body in Whole or in Part” page.
Complete the following data fields:

e Please select the Certification Body who you wish to reinstate in whole or in part.
— Select the CB to be reinstated from the dropdown menu.

e Type of Action — Select the “Type of Action” from the dropdown menu (Figure 11.64).
The “Type of Action” options include “Reinstate in whole” and “Reinstate scope(s).”

Figure 11.64 — Reinstatement of a Certification Body in Whole or in Part

.\—/(ﬁ U.5. Department of Health and Human Services
2

ID/@ ACC REDITATION Welcome, Test Tester

BODY ( ) PROGRAM FURLS Home | AB Home

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 for Demo -

Type of Action
| Please Select One | =

Reinstate in whole @

Reinstate scope(s)

The system will display the following when “Reinstate in whole” is selected as the “Type of
Action” (Figure 11.65):

e Scope(s) that are to be reinstated — The pre-filled and read-only list of the CB’s
scopes that had been accredited prior to the changes submitted through the “Notice of
Withdrawal, Suspension, or Reduction in Scope of Accreditation of CB.”

e Please provide detailed information supporting your decision to reinstate the
above scopes in the field below. — Enter a response in the text entry field, which
allows a maximum of 4,000 characters.
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Figure 11.65 - 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.

TPP Certification Body =
Type of Action
| Reinstate in whole | -

Scopes that are to be reinstated.

Scope(s)
Dietary Supplements
Infant Formula
Juice Hazard Analysis and Critical Control Point (Juice HACCF)
Low-Acid Canned Foods (LACF)
Medicated Feed
|T| 2| [ w> || »a

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 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 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 Documentaion.

Enter your response here.

4000 characters remaining.

Previous

The system will display the following when “Reinstate scope(s)” is selected as the “Type of
Action (Figure 11.66).

e Select the Scope(s) that are to be reinstated — Select the applicable scope(s) for
reinstatement by clicking the checkbox to the left of the scope name.

e Please provide detailed information supporting your decision to reinstate the
above scopes in the field below. — Enter a response in the text entry field, which
allows a maximum of 4,000 characters.
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Figure 11.66 — Reinstate Scope(s)

ABHome » 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.
TPP Certification Body =

Type of Action
II Reinstate scope(s) | -

Select the Scopes that are to be reinstated.
Select One Scope(s)

Dietary Supplements

Infant Formula

Juice Hazard Analysis and Critical Control Point (Juice HACCP)
Low-Acid Canned Foods (LACF)

Medicated Feed

|T| 9| [ e || »

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 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 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 Documentaion.

Enter your response here.

4000 characters remaining.

-

Click the “Previous” button if you wish to return to the “Reports and Notifications” page and
start over.

Click the “Next” button at the bottom of the page to proceed to the “e-Signature” page.
The system will display the “e-Signature” page (Figure 11.67).
Follow the directions provided on the “e-Signature” page.

Click the checkbox to certify the information in the submission is true and accurate and, that
you are authorized to submit the information to FDA.
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Complete the following data fields:
e Name of Submitter — The first and last name of the submitter
e Title of Submitter — The title of the submitter

Click the “Previous” button if you wish to return to the “Notice Reinstatement of a Certification
Body in Whole or in Part” page.

Click the “Submit” button to complete submission of the notice to FDA.
Figure 11.67 — e-Signature Page

m ACCREDITATION FURLEHEIcome! Tt::éLester
KN (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.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
Print full legal name Enter your title
Date

20180717

After you click the “Submit” button, the system will display the “Confirmation” page (Figure
11.68).

Figure 11.68 — Confirmation Page

AB Home » >

Confirmation

Reinstatement of a Certification Body in Whole or in Part has been sent.
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The system will send an e-mail to the address entered on the “Account Management” page
indicating the notice was received by FDA (Figure 11.69). Note that the image below only
depicts the e-mail notification text.

Figure 11.69 — E-mail Notification

Thank you for submitting information to FDA regarding the Reinstatement of a Certification Body in Whole or in Part.
We will review this information and may follow-up if additional information is needed.

Accredited Third-Party Certification Program
U.S. Food and Drug Administration

DO NOT REPLY TO THIS EMAIL

Click the “AB Home” link from the top of the banner (or from the breadcrumb) to return to the
“‘Reports and Notifications” page.

11.8 Notice of Request for AB Recognition Expansion

To notify FDA of your request for recognition of additional scope(s), click the “Notice of
Request for AB Recognition Expansion” link on the “Reports and Notifications” page (Figure
11.70).

Figure 11.70 — Reports and Notifications Page

¢ U.S. Department of Health and Human Services

Im ACC RE D I TATI o N Welcome,

TN BODY (AB) PROGRAM FURLS Home | AB Home

ABHome 2

Reports and Notifications
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 for Current Accreditation or Renewal of Accreditation of a CB

Reinstatement of a Certification Body in Whole or in Part

Notice of Request for AB Recognition Expansion

Notice of Annual Self-Assessment
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The system will display the “Accreditation Body Information” page as the first page of the
Notice of Request for AB Recognition Expansion, with the read-only information from the user
profile (Figure 11.71).

Click the “Scopes” accordion section’s title bar to display the currently recognized scope(s).

Figure 11.71 — Notice of Request for AB Recognition Expansion

{ﬁ U.5. Department of Health and Human Services
2

FoA | ACCREDITATION Welcome, Test Tester

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

ABHome 2 Reports and Notifications >

| Accreditation Body Information ‘ Scope Program Requirements Attachments Summary

Accreditation Body Information

Firm Name Contact Name
Accreditation Body Example Test Tester
Address Contact Number

Telephone Number
Fax Number --

Web Address Email Address

Recognition Status
Recognized

- Scope(s)

Note: You will see the following buttons while navigating the pages during the course of this
notice:

e Previous — Directs users to the previous page
e Save — Saves any input from the current page

Click the “Save” button to save your information.
e Next — Directs users to the next page

Click the “Next” button to proceed to the next page or, click on the “Scope” tab.
The system will display the “Scope” page (Figure 11.72).

The “Scope” section (on the left-hand side of the page) contains a list of available scopes (i.e.,
scopes that are not currently part of your recognition).
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Select the scope(s) for which you are requesting to add to your recognition.
Refer to Section 5.3 of this document for instructions on adding or removing scopes, if needed.

Click the “Save” button when all applicable scopes have been selected.
Figure 11.72 — Scope Page

Accreditation Body Information ‘ Scope ‘ Program Requirements Attachments Summary
Scope(s)
Scope(s) @ List of Selected Scopes
Enter a keyword to search for scope o Enter a keyword to search for scope s
Produce Safety Preventive Controls for Human Food
Seafood Hazard Analysis and Critical Control Point (Seafood HACCP)

Shell eggs

IR

Note: If you wish to save your work and complete the notice later, you may save a draft of the
notice by clicking the “Save” button from any page of the notice. Refer to Section 11.8.1
“Notice Dashboard” of this chapter for instructions to access and resume work on the notice
dratft.

Click the “Next” button to proceed to the next page or, click on the “Program Requirements”
tab.

The system will display the “Program Requirements” page, where you will answer questions
and attach files in accordance with the following requirement sections (Figure 11.73):

e Competency and Capacity
e Quality Assurance

The section names are listed on the left-hand side of the page. The first section, “Competency
and Capacity,” is expanded by default upon navigating to the page.

Refer to Section 5.4 of this document for instructions on completing the “Program
Requirements” page, if needed.
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Figure 11.73 - Program Requirements Page

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

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

FURLS Home | AB Home

I BODY (AB) PROGRAM

0 &

All fields are mandatory unless noted as optional. If a mandatory field does not apply to you, please indicate that the field i1s not
applicable.

AB Home » Reports and Notifications >

Accreditation Body Information Scope | Program Requirements Attachments Summary

Program Requirements

Please use the left hand directory to navigate to each question in the two sections. Explain how you meet the requirement in the "User
Response” field. The "Additional Information” field may be used to provide any other information that you think is relevant to your
response, including a description or reference to any supporting documents you have provided.

~ Competency and Capacity ‘ Competency and Capacity

§1.612(a)(1) §1.612 What competency and capacity must an accreditation body have to qualify for recognition?

§1.612(a)(2)
§1.612(b)

An accreditation body seeking recognition must demonstrate that it has:

(a) The resources reguired to adeguately implement its accreditation program, including
» Quality Assurance

(1) Adequate numbers of employees and other agents with relevant knowledge, skills, and experience to effectively
evaluate the qualifications of third-party certification bodies seeking accreditation and to effectively monitor the
performance of accredited third-party certification bodies; and

(2) Adequate financial resources for its operations; and

(b) The capability to meet the applicable assessment and monitoring requirements, the reporting and notification
requirements, and the procedures of this subpar, If recognized.

Each section has a definition and associated questions. Click the section heading to display
the associated question links. Click on each requirement to display the user input fields (Figure
11.74).

The system will display the following user input fields for each question:

e User Response (provide your answer below) — This is a text entry field to respond to
the “Regulation Text” and “Criteria to Demonstrate” textboxes displayed above each
guestion. The text entry field allows for a maximum of 4,000 characters.

e Additional Information (URL, References, etc.) (Optional) — This is an optional text
entry field to include any additional information. The text entry field allows for a
maximum of 4,000 characters.
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Figure 11.74 - Program Requirements User Input Fields

| Accreditation Body Information || Scope H Program Requirements H Attachments || Summary H e-Signature

Program Requirements

Please use the left hand directory to navigate to each question in the two sections. Explain how you meet the requirement in the "User
Response" field. The "Additional Information” field may be used to provide any other information that you think is relevant to your
response, including a description or reference to any supporting documents you have provided.

= Competency and Capacity ~ Competency and Capacity >> §1.612(a)(1)

FL81 2‘3!1”5 Regulation Text

§1.612(a)2) Adequate numbers of employees and other agents with relevant knowledge, skills, and experience to

§1.612(b) effectively evaluate the qualifications of third-party certification bodies seeking accreditation and to
effectively monitor the performance of accredited third-party certification bodies; and

+ Quality Assurance

Criteria to Demonstrate

Please provide documentation to demonstrate you have an adequate number of employees and
other agents.

Please provide documentation to demonstrate the training and experience possessed by your
employees and other agents.

User Response (provide your answer below)

Enter your response here.

4000 characters remaining.

Additional Information (URL, References, etc.) (Optional)

Enter your response here.

 Attachments (Optional)

Aftachmenis

File Name Date of Upload
Mo records found.

Attachments may be uploaded with each response in the “Attachments (Optional)” section of
the “Program Requirements” page.
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Attachments must be a document type supported by the system.

The system supports the following document types: .pdf, .png, .jpeg, .gif, .omp, .jpg, .jpe, ffif,
Aif, tiff, .doc, .docx, .ppt, .xIs, .xIsx, .txt, .pptx, and .rtf.

The maximum file size allowed is 50 MB.

Click the “Attachments” button in the “Attachments (Optional)” section to open the attachment
window (Figure 11.75).

Figure 11.75 — Attachments Section

-~ Attachments (Optional)

Attachments

File Name Date of Upload
No records found.
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The system will display the “Attachments” pop-up window (Figure 11.76).

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 the upload.

Figure 11.76 — Attachments Window

Attachments

Add Attachments
Instructions

Step 1: Click Browse to find the document(s) you want fo upload
Step 2: Click Upload

Step 3 Click Close

Note:

1. Allowed file types are pdf, png, jpeg, oif, bmp, jpg, pe, jfif, tf, tff, doc, docx, ppt, xds, xsx, b, pptx, rif.
2. Maximum file size allowed is 50 MB.
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Once the upload is complete, a confirmation message with the file name will display in the
“Attachments” window (Figure 11.77).

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

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

Figure 11.77 — Attachments to Program Requirements Questions

Attachments

Instructions )

Step 1: Click Browse to find the document(s) you want fo upload
Step 2- Click Upload b-
Step 3: Click Close food

Note:
1. Allowed file types are pdf, png, jpeg, gif, bmp, jpg, jee, iif, &, 4iff, doc, docx, ppt, xls, wsx, b, pphe, if
2. Maximum file size allowed is 50 MB.

which
ired

] TestDoc 2.pdf uploaded successfully. x

[ -

Manage Attachments
File Name Date of Upload Action
TestDoc 2. pdf 2020-05-23 o] W

=

4000 characters remaining.

~ Attachments (Optional)

*Important: Click the “Save” button upon completion.
Click the “Next” button to proceed to the next page or, click on the “Attachments” tab.
The system will display the “Attachments” page (Figure 11.78).

To upload additional documents to the notice, follow the four-step process outlined on the
page. The system will display uploaded files in the table at the bottom of the page.
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This page is optional.

Refer to Section 5.5 of this document for instructions on uploading documents to the
“Attachments” page, if needed.

Figure 11.78 — Attachments Page

{d U.5. Department of Health and Human Services
D

ﬁ A AC c R E D I TAT I o N Welcome, Test Tester

N BODY (AB) PROGRAM FURLS Home | AB Home

0 &

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 Reports and Notifications 2 Notice of Request for AB Recognition Expansion Dashboard

Accreditation Body Information Scope Program Requirements 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, xs, xisx, tx, pptx, rif.
2. Maximum file size allowed is 50 MB.

Type of Attachment

Please Select One -

File Name Type Date of Upload Action
MNo records found.
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Select the type of attachment from the list (Figure 11.79).
Figure 11.79 — Type of Attachment

Type of Attachment

| Please Select One ﬁ - |

Adequate Financial or Human Resources

Laws and Regulations (if Government Entity)
Organization Chart

Standard Operation Procedures or Policies

Template Contract or Legal Authority

Template Forms (scope checklists, training, Col, etc.)
Other

A text box labeled “Additional Description” will display if “Other” is selected from the list (Figure
11.80).

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

Figure 11.80 — Other Attachments

Type of Attachment Additional Description
|Other | - | Enter Description

Once the “Type of Attachment” is selected, the “Browse” button will become enabled (Figure
11.81). 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 11.81 — Browse, Upload, and Cancel Buttons

Type of Attachment
|Adequate Financial or Human Resources | - |

Click the “Upload” button to attach the file. Click the “Cancel” button to remove the file from the
menu.

Page | 171



ADMINISTRATION

U.S. FOOD & DRUG

Confirmation of a successful upload will be displayed at the top of the page upon completion
(Figure 11.82).

Figure 11.82 — Successful Upload Message

AB_Details.docx uploaded successfully. 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.

AB Home » Reports and Notifications > Notice of Request for AB Recognition Expansion Dashboard

Accreditation Body Information Scope Program Requirements Attachments Summary

Attachments (Optional)
Add Attachment(s)

Follow the four-step process outlined on the page to upload any additional files.
After the files have been uploaded, click the “Save” button.
Click the “Next” button to proceed to the next page or, click on the “Summary” tab.

The system will display the “Summary” page for you to review the information on the page for
accuracy (Figure 11.83).
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Figure 11.83 - Summary Page

{ﬁ U.S. Department of Health and Human Services
3

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

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

AB Home ¥ Reports and Notifications »

Accreditation Body Information Scope Program Requirements Attachments Summary

Summary

Review the following information for correctness and edit as needed.

Accreditation Body Information

Firm Name Contact Name
Accreditation Body Example Test Tester
Address Contact Number
Phone Number
Fax Number --
Web Address Email Address

Recognition Status
Recognized

Scope(s) # Edit

Selected Scopes
Preventive Controls for Animal Food

Program Requirements # Edit

» Competency and Capacity

+ Quality Assurance

Attachments (Optional) # Edit

File Name Type Date of Upload
AttachmentSamplei.docx Adequate Financial or Human Resources 2021-05-21
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After reviewing the information, click the “Next” button. The system will validate that all
required fields have been completed. If an error is found, the system will post the relevant error
message at the top of the page (Figure 11.84).

Figure 11.84 — Summary Page Error Messages

¢ U.S. Department of Health and Human Services

FoA (ACCREDITATION Welcome,

N BODY (AB) PROGRAM FURLS Home | AB Home

Scope - Please select Scope. x
Program Requirements - Competency and Capacity is incomplete.
Program Requirements - Quality Assurance is incomplete.

AB Home 2 Reports and Notifications » Notice of Request for AB Recognition Expansion Dashboard

Accreditation Body Information Scope Program Requirements Attachments Summary

Summary

Review the following information for correctness and edit as needed.

If there are no errors, the system will display the “e-Signature” page (Figure 11.85).

Note: The “e-Signature” page 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 checkbox to certify the information in the submission is true and accurate and, that
you are authorized to submit the information to FDA.

Complete the following data fields:

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

Click the “Previous” button if you wish to return to the “Summary” page.

Click the “Submit” button to complete submission to FDA.
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L.

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

I BODY (AB) PROGRAM FURLS Home | AB Home

AB Home > Reports and Notifications » Notice of Request for AB Recognition Expansion Dashboard >

Accreditation Body Information Scope Program Requirements 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.S5.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.

| 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

2020-06-09 (EST)

Y U.S. FOOD & DRUG
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After you click the “Submit” button, the system will display the “Confirmation” page (Figure

11.86).

On the confirmation page, click the “here” link from the confirmation message to navigate to

the notice “Dashboard” page.
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Figure 11.86 — Confirmation Page

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

EDA | ACCREDITATION

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

AB Home » Reports and Notifications 2 Notice of Request for AB Recognition Expansion Dashboard

Confirmation

Thank you for submitting your Notice of Request for AB Recognition Expansion. Click here to view the status your request.

The system will send an e-mail to the address entered on the “Account Management” page
indicating the notice was received by FDA (Figure 11.87). Note that the image below only
depicts the e-mail notification text.

Figure 11.87 — E-mail Notification

Thank you for submitting information to FDA regarding the Notice of Request for AB Recognition Expansion. We will
review this information and may follow-up if additional information is needed.

Accredited Third-Party Certification Program
U.S. Food and Drug Administration

DO NOT REPLY TO THIS EMAIL

11.8.1 Notice Dashboard

The “Notice of Request for AB Recognition Expansion Dashboard” page may be used to
perform the following two functions related to the notice:

e View the status of the notice
e Delete or edit a draft of the previously saved notice
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To navigate to the notice “Dashboard” page, navigate to the “Reports and Notifications” page,
then select the link for “Notice of Request for AB Recognition Expansion.” The notice
“‘Dashboard” page will display (Figure 11.88).

Figure 11.88 — Notice of Request for AB Recognition Expansion Dashboard

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

m Acc R E D ITATI 0 N Welcome,

BODY (AB) PROGRAM FURLS Home | AB Horme

AB Home 2 Reports and Notifications »

Notice of Request for AB Recognition Expansion Dashboard

Date of Submission Notice Status Action

- Qa

If you wish to view the status of the notice, proceed to Section 11.8.2 of this chapter.

If you wish to delete or edit a draft of the previously saved notice, refer to Section 11.8.3 of this
chapter.

11.8.2 View the Status of the Notice

The system will display the status of the notice in the “Notice Status” column of the notice
“‘Dashboard” page (Figure 11.89). The possible notice statuses are as follows:

e Draft — The notice has been saved but not yet submitted to FDA.

e Pending — The notice has been submitted to FDA and is undergoing a scan of
attachment(s) included with the submission. Once the attachment(s) passes the scan, it
will update to “Transmitting.”

e Transmitting — The notice has been submitted and is in the process of being
downloaded by FDA. This status may only appear briefly before it is updated to the next
status. Once it has been downloaded by FDA, the status will update to “Submitted.”

e Submitted — The notice has been successfully received by FDA.

e Denied — FDA has completed the review of the notice request and denied the request
for additional scope(s) to be added to your recognition. You may submit a new notice if
you wish FDA to reconsider the decision.

e Approved — FDA has completed the review of the notice request and approved the
request for additional scope(s) to be added to your recognition.
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Figure 11.89 — Notice Status

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

I@/A) AC C R E D I TATI 0 N Welcome,

m BODY (AB) PROGRAM FURLS Home | AB Home

AB Home » Reports and Notifications

Notice of Request for AB Recognition Expansion Dashboard
Date of Submission sl Notice Status Action

- Transmitting Q&

When FDA has made a decision on your request, you will receive an e-mail notification.

If your request has been approved, the system will send an e-mail to the address entered on
the “Account Management” page (Figure 11.90).

Note that the image below only depicts an example of the e-mail notification text.

Figure 11.90 — E-mail Notification

We are pleased to inform you that your request for recognition expansion has been approved by FDA's Accredited
Third-Party Certification Program.

The recognition period of the approved scope(s) is from to . You must continue to meet
the requirements of the program, which include but are not limited to, the reporting and notification obligations.
The additional scope(s) of your recognition include:

Any work you perform under this recognition is subject to the requirements under 21 CFR Part 1, Subpart M,
including requirements to immediately notify us upon granting of accreditation of a certification body under the
program. Please provide this notification to us through your FURLS account under the "Add or View my Third-Party
CBs" option.

We look forward to working with you. Thank you for your participation in FDA's Accredited Third-Party Certification
Program

Accredited Third-Party Certification Program
U.S. Food and Drug Administration

DO NOT REPLY TO THIS EMAIL
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The “Notice Status” will display as “Approved” on the “Dashboard” page and the approved
scope(s) will be listed.

If your request has been denied, the system will send an e-mail to the address entered on the
“Account Management” page.

The “Notice Status” will display as “Denied” on the “Dashboard” page (Figure 11.91).

Additional notices can be submitted (i.e., for a scope that has not been previously requested
or, a scope from a previous request that was denied). To submit a new notice, click the “Create
New Notice” button.

Figure 11.91 — Denied Notice Status and Create New Notice Button

¢ U.S. Department of Health and Human Services

FoA [ACCREDITATION Welcome,

KN BODY (AB) PROGRAM FURLS Home | AB Home

AB Home 2 Reports and Notifications >

Notice of Request for AB Recognition Expansion Dashboard

Date of Submission Notice Status Action

v 2023-05-31 sl Denied Q& ‘

B . 4 X Create New Notice

11.8.3 Delete or Edit the Notice in Draft Status
The system will display icons in the “Action” column of the “Dashboard” page (Figure 11.92).

Figure 11.92 — Notice Dashboard

AB Home » Reports and Motifications »

Notice of Request for AB Recognition Expansion Dashboard

Date of Submission Notice Status Action

- Draft SQAmae

U
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Click the trash/delete icon from the “Action” column of the “Dashboard” page to delete the
notice in “Draft” status and start over, if desired (Figure 11.93).

Figure 11.93 — Trash Icon

¢ U. S Department of Health and Human Services

FoA  ACCREDITATION Welcome,

KN BODY (AB) PROGRAM FURLS Home | AB Home

AB Home » Reports and Notifications 2

Notice of Request for AB Recognition Expansion Dashboard

Date of Submission Notice Status Action

- Draft .,‘ Q ﬁ]‘jF

Click the edit/pencil icon from the “Action” column of the “Dashboard” page to edit a notice in
“Draft” status (Figure 11.94).

Figure 11.94 — Edit Icon

¢ U.S. Department of Health and Human Services

FoA |[ACCREDITATION -

N BODY (AB) PROGRAM FURLS Home | AB Home

AB Home » Reports and Notifications >

Notice of Request for AB Recognition Expansion Dashboard

Date of Submission Notice Status Action

- Draft ) Q T &

The system will display the read-only “Accreditation Body Information” page as the first page of
the Notice of Request for AB Recognition Expansion. Navigate through the tabs of the draft
notice to make modifications or complete missing information, where applicable. Follow the
instructions provided in section 11.8 of this chapter to complete each page of the notice, as
needed.
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11.9 Notice of Annual Self-Assessment

To notify FDA of the results of your annual self-assessment, click the “Notice of Annual Self-
Assessment” link on the “Reports and Notifications” page (Figure 11.95).

Figure 11.95 — Reports and Notifications Page

« U.S. Department of Health and Human Services

Im ACC REDITATION Welcome,

FURLS Home | AB Home

KN BODY (AB) PROGRAM

AB Home »

Reports and Notifications
Notice of Accredited CB Noncompliance in Issuing Food or Facility Certification
Notice of Withdrawal, Suspensicn, 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 for Current Accreditation or Renewal of Accreditation of a CB
Reinstatement of a Certification Body in Whole or in Part

Notice of Request for AB Recognition Expansion

Notice of Annual Self-Assessment
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The system will display the “Notice of Annual Self-Assessment” page (Figure 11.96).
Figure 11.96 — Notice of Annual Self-Assessment

{é U.&. Department of Health and Human Services
k.

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

TN BODY (AB) PROGRAM FURLS Home | AB Home

AB Home ¥ Reports and Notifications ¥

Notice of Annual Self-Assessment

To meet the requirements in 21 CFR 1.623(b)(1), upload a written report of the results of your annual self-assessment, no later than 45 days
after completing such self-assessment.

Date on which the Annual Self-Assessment was completed
YYYY-MM-DD ﬁ

~ Upload Report/Documentation

Instructions

Step 1: Click Browse to find the document(s) you want to upload
Step 2: Click Upload

Note:
1. Allowed file types are pdf, png, jpeg, gif, bmp, jpg, jpe, Jfif, tif, tiff, doc, docx, ppt, ®s, xsx, b, ppbe, rif.
2. Maximum file size allowed is 50 MB.

File Name Date of Upload Action
No records found.
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Complete the following data field:

e Date on which the Annual Self-Assessment was completed — Select the date with
the calendar icon or enter it in “YYYY-MM-DD” format (Figure 11.97).

Figure 11.97 — Date on which the Annual Self-Assessment was completed

AB Home » Reports and Notifications  »

Notice of Annual Self-Assessment

To meet the requirements in 21 CFR 1.623(b)(1), upload a written report of the results of your annual self-assessment, no later than 45 days
after completing such self-assessment.

Date on which the Annual Self-Assessment was completed
e T
[

O |Jun v|2020 W

Su Mo Tu We Th Fr Sa

1 2 3 4 5 ®

& document(s) you want to upload

7g, jpeg, gif, bmp, jpg, jpe, Jfif, 1if, tiff, doc, docx, ppt, xis, xisx, txt, ppb, rif.
2. Maximum file size allowed is 50 MB.

Once the data field is complete, use the “Upload Report/Documentation” section to upload the
document(s) to report the results of your annual self-assessment (Figure 11.98).

Follow the four-step process outlined on the page to upload attachments.
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.

Click the “Upload” button to attach the file. Click the “Cancel” button to remove the file from the
menu.

Once the upload is complete, a confirmation message with the file name will display at the top
of the page. The attachment details will display in a table.

To remove the attachment, click the trash/delete icon in the “Action” column.
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Figure 11.98 — Upload Report/Documentation Section

Self-Assessment_Report.docx uploaded successfully. x

ABHome » Reports and Notifications »

Notice of Annual Self-Assessment

To meet the requirements in 21 CFR 1.623(b)(1), upload a written report of the results of your annual self-assessment, no later than 45 days
after completing such self-assessment.

Date on which the Annual Self-Assessment was completed
T——————TTTT demin

2020-06-01 =

~ Upload Report/Documentation

Instructions

Step 1: Click Browse to find the document(s) you want to upload

Step 2: Click Upload

Note:

1. Allowed file types are pdf, png, jpeg, gif, bmp, jpo, jpe, jfif, tif, tiff, doc, docx, ppt, xs, xisx, td, pptx, if.
2. Maximum file size allowed is 50 MB.

File Name Date of Upload Action

Self-Assessment_Report.docx 2020-06-14 i

Click the “Next” button at the bottom of the page to proceed to the “e-Signature” page.
The system will display the “e-Signature” page (Figure 11.99).
Follow the directions provided on the “e-Signature” page.

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

Complete the following data fields:

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

Click the “Previous” button if you wish to return to the “Notice of Annual Self-Assessment”
page.

Click the “Submit” button to complete submission to FDA.
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Figure 11.99 — e-Signature Page

{ﬁ U.E5. Department of Health and Human Services
D

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

TN BODY (AB) PROGRAM FURLS Home | AB Home

AB Home » Reports and Notifications 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.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.

| 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

2020-06-08 (EST)
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After you click the “Submit” button, the system will display the “Confirmation” page (Figure
11.100).

Figure 11.100 — Confirmation Page

{(C’ U.5. Department of Health and Human Services
k.

DA | ACCREDITATION Welcome, Test Tester

BODY (AB) PROGRAM FURLS Home | AB Home

AB Home » >

Confirmation

Notice of Annual Self-Assessment has been sent.

The system will send an e-mail to the address entered on the “Account Management” page
indicating the notice was received by FDA (Figure 11.101). Note that the image below only
depicts the e-mail notification text.

Figure 11.101 — E-mail Notification

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

Accredited Third-Party Certification Program
U.S. Food and Drug Administration

DO NOT REPLY TO THIS EMAIL

Click the “AB Home” link from the top of the banner (or from the breadcrumb) to return to the
“‘Reports and Notifications” page.
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12 View My Profile

The “View My Profile” feature may be used to view and edit the account information submitted
during the OAA account creation.

To access the “View My Profile” feature, click the “View my profile” link from the navigation
menu on the “AB Home” page (Figure 12.1).

Figure 12.1 — Navigation Menu

View/Edit my
application for
recognition

View my profile s

Add or view my
Third party CBs

Supplemental
Documentation

Contact Us

Reports and
Notifications

The system will display the “Accreditation Body Information” page, which contains your read-
only profile information from OAA (Figure 12.2).

The page also will display the “Scope(s)” accordion panel, which contains each scope in your
recognition, as well as their status, accreditation, and expiration dates.

Page | 187



ADMINISTRATION

U.S. FOOD & DRUG

Figure 12.2 — Accreditation Body Information

¢ U.S_ Department of Health and Human Services

Im ACCREDITATION Welcome,

EEIe BODY (AB) PROGRAM FURLS Home | AB Home

AB Home >

Accreditation Body Information

Firm Name Contact Name
|
Address Contact Number
Telephone Number
Fax Number --
Web Address Email Address
» Scope(s)

Click the accordion section’s title bar to view the scope details (Figure 12.3).

Figure 12.3 — Scope(s) Accordion Section

1_@* Scope(s)

To edit your account profile information in OAA, click the “Edit Profile” button from the bottom
of the “View my Profile page” (Figure 12.4).

Click the “Previous” button to return to the “AB Home” page.
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Figure 12.4 — Edit Profile and Previous Buttons

» Scope(s)

The system will display the “Edit Account Profile” page of Account Management (Figure 12.5).

Note: All of the fields will be editable.
The following buttons will display:

e Clear — Removes all of the account information on the page

e Note: If you clicked “Clear” and wish to restore your account information, click the
“Cancel” button and navigate back to the “View my Profile” page.

e Cancel — Discards any changes and returns to the main OAA page

e Continue — Navigates users to the review page where you may confirm your changes
before submitting
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Figure 12.5 — Edit Account Profile Page

i U.S. Department of Health and Human Services Logout

FoA | ONLINE ACCOUNT
XM | ADMINISTRATION (OAA)

Account Management L2

Home © Edit Account Profile

Edit Account Profile

You are editing account ID for

Edit the account information.

Point of Contact Information Physical Address (Business) of Account Holder

First Name Country / Area
v
Middle Initial (Optional) Address Line 1
Last Name / Surname Address Line 2 (Optional)
Job Title City
Company / Last Name (Surname) State / Province / Territory
Web Address (Optional) Zip Code (Postal Code)

(Example: http://www.name.domain or http://name.domain)
Unique Facility Identifier (Optional)
Phone Number

000

Do you have preferred mailing address other than the physical
Counts Area Phone Number Extension i 2
Ty address mentioned above?

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

FAX Number (Optional)

Country Area Fax Number

E-mail Address

Confirm E-mail Address

Secret Question 3

Secret Answer 3

Page | 190



Y U.S. FOOD & DRUG

ADMINISTRATION

After you click “Continue,” the system will display the “Edit Account Profile” page as read-only

for you to review.

Click the “Modify” button if you wish to make additional changes before submitting. Click the
“Submit” button once you have verified the changes (Figure 12.6).

Figure 12.6 — Edit Account Profile — Read-Only View with Submit and Modify Buttons

Edit Account Profile

Review Account Information.

Account Information

First Name

Middle Initial

Last Name / Surname
Title
Company Name

Web Address

Phone Number

FAX Number

E-mail Address
Secret Question 1
Secret Answer 1
Secret Question 2
Secret Answer 2
Secret Question 3

Secret Answer 3

Physical Address (Business) of Account
Holder

Address Line 1

Address Line 2

City

State / Province / Territory

Zip Code (Postal Code)

Country / Area

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

© Submit
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Once you click the “Submit” button, the system will display a confirmation message stating the
update was successful (Figure 12.7).

Click the “Continue” button to navigate back to the “View my Profile” page.

Figure 12.7 — Successful Update Message

FoA | ONLINE ACCOUNT

KXW ADMINISTRATION (OAA)

Account Management o 5

Home © Edit Account Profile

Edit Account Profile

The account profile was successfully updated.
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APPENDIX A: Abbreviations

AB Accreditation Body

CB Certification Body

FDA U.S. Food and Drug Administration
OAA Online Account Administration
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Standardized icons are used throughout the system. Each icon performs a specific system
function. The icon description and system function are described below:

Icon Description Icon System Function
Magnifying Glass Q View the associated item.
Pencil v 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 accredited CB.
parenthesis @) (1) 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 accredited CB.
The AB may click the link to view a list of
active audit agent(s).
Trash Can m Delete the associated item.
Printer = Print the associated item.
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