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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

Admi ni stk RA)Aseradiesl 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 detail ed i ns tronig pottalforn s
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

= =448 -8 -5_95_9

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.

FDAOGs Uni fi edandekigtingg3ysteamt (FURINS)

FDAGs Uni fi e dndRsingiSystem (&WRLS) i$ 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.P| ease vi sit the
Requi rement s 0 FURESpadge dona list 6f approved browsers and browser
versions. The ASystems Requirement sAocess.ielagopd. on ¢ a

Note: To navigate within the AB portal, usethesystemdb s avi gati on buttons (i
ANext o) r atbrowser&ft fhamwarhdo or fAbacko 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. Clicktheii Cr e at e

New A ¢ ¢ o buttbndnear the bottom of the page) in the iNew Userosection. Follow the

instructions for obtaining an FDA Account ID and password below. Once the account has been
created, you will be abletologintothe®©Onl i ne Account OAA)system.str ati on

3 Create an FDA Online Account

To Ilog into the A0Online Account Administrationad
will need to create an FDA online account.

Create an FDA online account by clickingonthe i Cr e at e N e Wwuttghorctioe Fis OAA
page (Figure 3.1). You will be directedtot he A Create New Accounto pag:¢
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Figure 3.11 FIS Online Account Administration (OAA) Page

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

ONLINE ACCOUNT
ADMINISTRATION (OAA)

FDA
| _0AA |

FDA Industry Systems

Login

Existing account holders, enter your account 1D & password

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.

© System Status

Getting Started

To make submissions to FDA (e.g., Food Facility Registration, Prior Notice, etc.) you must first create an

account. Select "Create New Account" towards the bottom left side of this page.
Account ID

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
moenitored, recorded, and subject o 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
possible criminal activity, system personnel may provide the evidence of such monitering to law
enforcement officials

Password

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

nafties.
= 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

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

1 System Statusi Di rects users to
which displays the current system status, system status explanations, and system
status history

1 See Instructions and See Tutorialsi Di r ect s
User Guide: Account Management o
by-step help guides and account management Q&A)

1 HelpDeski Di rects users to the
contact information can be found

users to the

AFDA I ndustry

Note: The following buttons are displayed on the flDAAGlanding 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 u s e referénce, if needed (Figure
3.2).
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Figure 3.2 1 Additional Buttons

New User

X Create New Account

& See Instructions 0 See Tutorials @ Help Desk

Clickthein Cr eat e New AcTbeossystern will dbiustptloany t he fAiCreate Ne
page. fiStep 1: Select Application(s) for Account Creationowill appear. Two radio buttons will
bedi spl ayed, fONaeshatidNrod fi Mo sel e@EigueeB3.3)by def aul t

Note: Leave the default value of the selected radio button as i N.@The workflow that is
created by sel e aserstogpragranethabis ribtiparteottie scope of this
document.

Figure 3.3 1 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 MAccredited Third-Party Certification Program - Accreditation Body" checkbox under
the fFSMA Program(s)osection and clickthe i Co nt i n u @ @roceead {Figuen3.4).
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Figure 3.4 1 Accredited Third-Party Certification Program i 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 sectioni sStefi2: Enter YourAc c ount | nwhere youawill provid® fPoint of
Contactoinformation, unique account information, and the account holder®& physical address
(Figure 3.5).
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Figure 3.57 Create New Account i 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:

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

Note: All application fields are required, unless indicatedas A Opd | on al

Ent e YAoA N mequredyield that does not apply.

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

The data fields in the AStep 2A: Point of Cont a

First Name i The first name of the Point of Contact

Middle Initial (Optional field) T The first letter ofthe Poi nt of Contactds m
Last Name/Surname i The last name/surname of the Point of Contact

Job Title i The job title of the Point of Contact

Company Name i The name of the company the Point of Contact represents

Web Address (Optional field) T The URL of the company

Phone Number (Country/Area/Phone Number/Extension) i The telephone number

of the Point of Contact

= =4 =4 -8 -4 _9_-°

o AiCountryo is the country code

o iAreao i s the area code

o iPhone Number o is. the phone number

o AiExtensiono is the | oc aRointpflContaet, if applicabla.s i o n
1 Fax Number (Country/Area/Fax N

umber) 1 The fax number of the Point of Contact
o "Countryo is the country code

o TAreao is the area code

o fFaxNu mb e r o faxnamberh e
E-mail Address i The e-mail address of the Point of Contact
Confirm E-mail Address i The re-entry of the Point of Contactd s-mail address
Note:The entry mustmamdt cAld dtrhees sE f i el d

= =
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Figure 3.6 1 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

Page | 8



ADMINISTRATION

U.S. FOOD & DRUG

Once Step 2A is completed, proceed to iiStep 2B: Account Informationo(Figure 3.7).

The data fields in fiStep 2B: Account Informationoinclude:

T

= == = =

=

Password i Use this field to create the password for the AB account. Use this

password for each system login.

Confirm Passwordi Re-ent er the password in the APassw
match the APasswordo field.

Secret Question 17 This is the first secret question used to protect the account. Select

a question from the dropdown list.

Secret Answer 11 This is the answer to the first secret question. Enter your response

to the question selecoted in ASecret Question
Secret Question 21 This is the second secret question used to protect the account.

Select a question from the dropdown list.

Secret Answer 27 This is the answer to the second secret question. Enter your

response to the question 8elected in ASecret
Secret Question 31 This is the third secret question used to protect the account.

Select a question from the dropdown list.

Secret Answer 31 This is the answer to the third secret question. Enter your response

to the question selecoted in ASecret Question

Figure 3.7 1 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

Page | 9
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Once Step 2B is completed, proceed to iiStep 2C: Physical Address (Business) of Account
Holdero ( Fi.gur e 3

Figure 3.81 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

Page | 10
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The data fields in fiStep 2C: Physical Address (Business) of Account Holderoinclude:

1 Country/Areai The country/area where the business is located
Select a country/area from the dropdown list.
1 Address Line 117 The address where the business is physically located
This includes the number, street, quadrant, etc.
Address Line 2 (Optional field) T The field to enter additional information about the
physical location of the company
This may include a suite or apartment number, if applicable.
City i The city where the business is physically located
State/Province/Territory T The state/province/territory where the business is physically
located
Zip Code (Postal Code) i The zip code (domestic) or postal code (foreign) where the
business is physically located
Unique Facility Identifier (Optional field) i This may be a DUNS number or FDA
Establishment Identifier (FEI)
Do you have preferred mailing address other than the physical address
mentioned above? i Se | e c tYesbdriNooi r a d i ®to dnswertthis iguestion.
o Ifyou select iNo,oclickthec heckbox for Al wunderstando a
(Figure 3.9). The physical address will be used as the mailing address.
o If you select fives,ofSection 2D: Preferred Mailing Addressowill display.
Complete the required information for the Preferred Mailing Address to proceed
to the next step. Selectthec heckbox f or Al undoéthephgand O e
(Figure 3.10). The address entered in Section 2D will be used as the mailing
address.

=

= == =2 A"

Figure 3.91 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)

Page | 11
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Clickthe i C o n t buttam efter entering the required account information (Figure 3.10).

Figure 3.10 1 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 fAAccount Reviewo page will be displayed (Fi
correct.

Click the i S u b buttdn éo complete the process. Click the i Mo d bufton to edit the profile
information on the previous page.
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Figure 3.11 7 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 i S u b,athie system will display a message confirming the account was created
successfully. The message will display the fAccount IDo(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 1 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
AAccount | nf okigsma3.li3)ono page

Figure 3.13 71 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 fDAAOpage. This is the same page used to begin the process of creating a
new OAA account (Figure 4.1).

Figure 4.1 17 OAA Login

:f 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 (o the U.5. Government is subject to criminal
penalties.

[] 1 understand.

Forgot Account ID Forgot Password

Once logged into the FDA fOAAOpage, 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

AAccount | nf olfyoushave motreceivedatiye everification code within ten minutes,
click AResend verification codeo on the page. C
box | abeled AENnter Verification Code, 0 then cl i

Note: You will be prompted to enter a verification code each time you login.
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Figure 4.2 1 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 directedtot he FURL S MiaAcacgoeunmetn tpage (Figureéd.3).
Navigatet o t he AFSMA Bregri @am and s elAaddted Thied-Partyper |
Certification Program i Accreditation Body. 0
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Figure 4.317 OAA T 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 PAccredited Third-Party Certification Program i Accreditation Bodyoto
navigatetot h e @ A Bpabepthedbannerist i t 1l ed AAccreditation Body
(Figure 4.4).

Note: Each screeninthe ABportalhas t he banner #fAAccrediotThati on B
AFURLS Hnk anghe right side of the banner will navigate you back to the FURLS
Homeopage, where you may log out.

Figure 4.47 AB Home Page

« U.S. Department of Health and Human Services

ACCREDITATION e

KN (BODY (AB) PROGRAM FURLS Home

AB Home
Welcame

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 Expiration Date: 08/31/2025

; : time, your account is limited to minimal actions which include .

Viewmy profle updating your profile, contacting the FDA Accredited Third-Party Ui agency L RN o.r spon.sor, and.a person IE." ot
Certification Program and submitiing an application to become r(.equ\red to respond to .a collection of information unless it

Contact Us . . F . : . displays a currently valid OMB control number.
recognized in the FDA Accredited Third-Party Certification piay Y
Program. Once you are accepted into the program, additional The time required to complete this collection of information is
IT capabilities will become available including your ability to add estimated to average 80 hours per response for a one-time
a Certification Body to your rolodex. reporting burden and 2.5 - 8.5 hours per response thereafter,

including the time to review instructions, search existing data

Use this site to submit an application for recognition as an resources, gather and maintain the data needed, and complete
accreditation body. 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:

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. Department of Health and Human Services
Food and Drug Administration

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

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 Note: The system will automatically time out if there is no

will provide an option to submit the application. Edits are not activity for 30 minutes. Unsaved data will be lost.
allowed after submit.
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5 Apply for Recognition

The dApRelcygfnart i ono f e at (aleceonicaldyyapply éor apporadlfrom o
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 AApply for Recognobonhi bhé hABktbdoeaed h p ag
a new application for recognition as an AB (Figure 5.1).

Figure 5.1 17 Navigation Menu

AB Home

Apply for

recognition "

YWiew my profile

Contact U=

The AApplicant | nformatbi2ono page will open (Figd

5.1 Applicant Information Page

The A Appl i can tpage displays read-only mformation from your user profile. Verify
that the information listedinthe A Ap pl i cant pageisaccumm@.t i on o

Note: To navigate to the main menu on the @#h&B Hor
top of the banner (or from the breadcrumb) displayed on each page.
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Figure 5.2 1 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):

1 Previous i Directs users to the previous page

1 Savei Saves any input from the current page
Click the fSavegauritfourtattomn t o save

1 Nexti Directs users to the next page
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Figure 5.3 1 Previous, Save, and Next Buttons

Click the @ Mexwtcee eldutttoon hteo next page or, click ¢

The system will display 6#fe fAiRevocationodo page (

5.2 Revocation Page

The systemwilli ndi cat e fi Nott hAep pil R ecvaame asicoactonmid required on
this page.

Figure 5.4 1 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 nMextce eldutttoon hteo next page or, click ¢

The system wil/ di splay the fAScopeo page (Figur
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5.3 Scope (s) Page

The n $sppageclists the scopes of recognition which you may select for your application.

Figure 5.51 Scope Page

..-“f U. 5. Department of Health and Human Services

ks

FoA |ACCREDITATION Welcome, Test Tester

FURLS Home AE Home
EEIN BODY (AB) PROGRAM |
(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(z) @ 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)
Low-Acid Canned Foods (LACF)

Medicated Feed

Preventive Controls for Animal Food

Preventive Controls for Human Food

Produce Safety

3 [EN[ER N

Seafood Hazard Analysis and Crifical Control Point (Seafood HACCP)
Shell eggs

oo

This page contains a list of the scopes of recognition (Figure 5.6). You may add any scopes for

consideration in the application by sel eadi ng t
side of the page) and adding HDhémnt thdmdsideofg bt st
thepage). Al ternatively, scopes may be removed fror
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selecting them from the AList of Selected Scope
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

tothed Li st of Sel ect @uthelighbhara side ofgthe page) to complete the
application.

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

1 E]ﬁAdl'cl\/ICc)ves the selected scope to the fALi st

g L

ot

AddiB8el écts and moves all scopes to the 0

=

iRe moivRekebmoves one selected scope from the
i E‘ﬁRemovéRé\md)@)es al | scopes from the ALI St o

Click the fASaveod byotareapplymgifa mvedeeh seleated.p e s
Figure 5.6 1 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

EN[EN/ |

Click the nMextce eldutttoon hteo next page or, click ¢
tab.
The system wil/l di splay the AProgram Requiremen
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5.4 Program Requirements Page

The AProgram Requirementso page i s where you wi
accordance with the following requirement sections:

1 Legal Authority
1 Competency and Capacity

1 Conflict of Interest

1 Quality Assurance

1 Records

The section names are listedontheleftthand si de of t he pags®ectionishe WL
expanded by default upon navigating to the page (Figure 5.7).

Note:The AEIl i gibilityo section is informational o

Figure 5.7 1 Program Requirements Page Default View

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

Im ACCREDITATION Welcome, Test Tesier

FURLS Home AB Home
BODY (AB) PROGRAM '
(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 »
Applis i 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:

1 User Response (provide your answer below) T This is a text entry field to respond to
the ARegul ation Text o amal-oryhfoimatendisglayddo De mo n
above each question. The text entry field allows for a maximum of 4,000 characters.
1 Additional Information (URL, References, etc.) (Optional) T 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 1 Program Requirements User Input Fields

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
‘ g ty ion Text
I §1.611(a) 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 commedities to which
§1.611(b) you are applying; or if you are not a government body and have a contract establishing the required

legal authorities.
Competency and Capacity

»
» Conflict of Interest User Response (provide your answer below)
» Quality Assurance Enter your response here.

» Records

4000 characters remaining

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

Enter your response here.

4000 characters remaining.

~ Attachments (Optional)

Attachments

File Name Date of Upload
No records found
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Attachments may be uploaded witheachr e sponse i n

t he

the AProgram Requirementso page.

Attachments must be a document type supported by the system.

fAttachments

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 fAAttiarc htimeent At tbaud it menn ttesopeh D dttactomers | ) 0

window (Figure 5.9).

Figure 5.9 1 Attachments Section

Appli : R

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.

» Eligibility ~ Legal Authority >> §1.611(a)

~ Legal Authori
9 vy Regulation Text
§1.611(a) 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)
§1.611(b) Please indicate if you are a government body that has jurisdiction over the food commodities to which
(!

Y re applying; or if you are not a government body and have a contract establishing the required
» Cot ” legal auth
mpetency and Capacity thorities.

» Conflict of Interest .
User Response (provide your answer below)

» Quality Assurance Enter vour response here

» Records

4000 characters remaining

(URL, , etc.) (Opti
er y
4000 characters remaining.
~ Attachments (Optional)
File Name Date of Upload
No records found

m
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The system will di spl-upwindow (BigufeAl0).achment so pop

Click the ABrowsedo button in the AAttachmentso
The AUploado button will becchaovenasanatachneedt. af t er a
Click the AUploado button to complete the upl oa

Figure 5.10 1 Attachments Window

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

AAttachmentso window (Figure 5.11).
To remove the attachment, click the trash/deleteiconi n t he A Acti ondo col umn
Click the nNnClosedo button to close the AAttachme

Figure 5.11 1 Attachments to Program Requirements Questions

ion, || Revocation || Scope. || Program Reauirements || Attachments. || Summary. | < sionature |
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
W Attachments
- Legal Al Instructions P
§1.611(a Step 1: Click Browse to find the decument(s) you want fo upload
51.611(a Step 2: Click Upload 1
- i food
§1.611(a Step 3: Click Close
§1611(2 Note:
1. Allowed file types are pdf, png, jpe, gif, bmp, jpg, jpe, jif, i, tiff, doc, docx, ppt, xs, s, bet, pphe, i
S 2. Maximum file size allowed is 50 MB. vhich
§1.611(0 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)
*Important: Cl i ck t he ASaveod button upon compl etion.
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Proceed to the next page by clicking the fANext o

The system will display the AAttachmentso page.

5.5 Attachments Page

To upload additional documents to the application, follow the four-step process outlined on the
A At t ac hpage.nhessystem will display uploaded files in the table at the bottom of the
page (Figure 5.12). This page is optional.

Figure 5.12 1 Attachment Instructions

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

FDA | ACCREDITATION Welcome, Test Tester

FURLS Home | AB Home
TN BODY (AB) PROGRAM
(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
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Select the type of attachment from the list (Figure 5.13).
Figure 5.13 71 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

I f AOt her o i s s etextentrydiedd!| farbcerm etdh el Aldids tt,i oan a | Desc|
(Figure 5.14).

Enter a description of the document typddsin the
characters).

Figure 5.14 7 Other Attachments

Type of Attachment Additional Description
Other v Enter Description —

Once the fiType of Attachmentois selected, t h e A Br owilldeenabledi Clitkoha
ABrowseo button to search for and select the de

The browsing window will c¢close once a file is s
be enabled once the browsing window closes (Figure 5.15).
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Figure 5.157 Upload and Cancel Buttons

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

I@/_\ 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

Clickthe i U p | outahdo attach the file. Click the i C a n buttdn & 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 1 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.
Afterthef i | es have been uploaded, click the ASaveo

Click the fMextce edutttoon hteo next page .or, <click
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5.6 Summary Page

The
5.17).

ASummaryo

Figure 5.17 17 Summary Page

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

FDA | ACCREDITATION

e BODY (AB) PROGRAM

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

Appli t i i Scope Program Reguirements Attachments

Summary

Review the following information for correctness and edit as needed.

Applicant Information

Firm Name Contact Name

Accreditation Body Example

Contact Number
Phone Number
Fax Number --

Address

Web Address Email Address

Unique Facility Identifier

Revocation

Not Applicable
Scope(s)

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

Legal Authority

Competency and Capacity

Conflict of Interest

Quality Assurance

Records

Attachments (Optional)

File Name Type

TestDoc2.docx Adequate Financial or Human Resources

© Previous

di spl ay t

Summary

Y U.S. FOOD & DRUG
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he

ASummaryo page

pta rgwew the imfaymason gndhe page for accuracy (Figure

‘Welcome, Test Tester
FURLS Home | AB Home

# Edit

4 Edit

4 Edit

4 Edit

Date of Upload
2021-05-17
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After reviewing the information,cl i ck t he ANext o butt otmtal The syst
required fields have been completed. If an error is found, the system will post the relevant error
message (Figure 5.18).

Figure 5.18 1 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 fProgram Requirementsopage 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 5.191 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) ]

orews

| f there are no errors,Sitdhhreratsyrse@e@mpage.l displ ay

5.7 e-Signature and Confirmation Page
Foll ow the directi-8ingnatr onkgarem2)pe t he fAe

Note: The-Siggnat ureo page does not become enabl ed U
ASummaryo 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:

1 Name of Submitter i The first and last name of the submitter
M Title of Submitter T The title of the submitter

Click the fAPreviouso button if you wis
Click the ASubmito button to compl ete
Figure 5.20 1 e-Signature Page

..-"f 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

h to

s ubmi

Page | 36

retu

SSi

O



ADMINISTRATION

U.S. FOOD & DRUG

Af ter you cl i ck helsystenivBlidisptay thedi Coountfti or nage (Figeren 0 p
5.21).

Figure 5.21 17 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, refertot h Applitation Informationd p a g mavigaté o

tot hi s page from the AConfirmationodo page, <click
the screen. To navigatetothedo Appl i cat i o pagéfrohtheBt Homeéo page,
the AView/ Edit my applicat i onhafidomavigatiocnmeng.ni ti ono
After the application has been submitted, it will be assigned an application number and the
applicationstatuswi I I  be di spl ay e diApplsatidh hirmationd g ¢ &pere t h e
5.22).

Figure 5.22 1 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 Mpplication Informationo
pagewi | | change to fiSubmittedo (Figure 5.23).

Figure 5.23 7 Submitted Application Status

¢ 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

- 2023-04-19 Submitted s Pending Qaa? ‘

The systemwillsendane-mailt o t he addr ess entManagaeinenton ptahgee @ Ac
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 1 E-mail Notification

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.

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

DO NOT REPLY TO THIS EMAIL
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After the user fee has been received and processed,thefi Fe e St at Wgplicationn t
Informationdo page wi | | update fron28Pendingo to

Figure 5.251 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
onthedM Account Man a drguone5n26)oNotp thag the image below only depicts an
example of the e-mail notification text.
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Figure 5.26 1 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

TheA Appl i catapnd BRataoagoiwtiildn dStsgptliasyd as fAiRecogni :
AApplication | (Ridueb2Tati ono page

Figure 5.27 7 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 s cop alengwiththé stad and gxpiratipn as i Ap
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:

1 Add and view accredited CBsi Ref er t o Chapter PartfiAdd or Vi e
Certification Bodies (CBs)0

1 Renew and expand the accreditation of CBsT Ref er t o Chapter 11, Se
of Expansion of Scope for Current Accreditat
1 Upload and submit documentsi Ref er t o Chapter 10 ASuppl eme
1 Submit reports and notificationsT Ref er t o Chapter 11 fAReports
1 Submit your application for renewal of recognitonT Ref er t o Chapter 8 A
Renewal of Recognitiono
If your application has been returned for additional information, refer to Chapter6,i Appl i cat i

Returned for Action. O

If your application has been denied, referto Chapter7, fiSubmit Reconsiderat:i

Page | 41



U.S. FOOD & DRUG

ADMINISTRATION

6 Application Returned for Action

The AReturned for Acti ono FDAdatetminesthatladditional may b e
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 t hendifafing heprogram Manage ment O
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 17 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 displaya s -B 11 o ¢ estsedApplication Informationd p &gere
6.2).
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The submission status will be displayedasfi Ret ur ne d fdorthe proramh i on 0
requirement(s) where additional information was requested. The status of all other program

requirementscr i t eri a wi l |l di soJoaadressthe inforchatidnerequef fomi e w
FDA, click the pencillediti con i n the AActiond column on the i
Figure 6.2 1 In-Process Application Status and Edit Icon
¢ U.S. Department of Health and Human Services
FDA | ACCREDITATION .
ome ome
N BODY (AB) PROGRAM
AB Home 2
Application Information
Application Number Date of Submission Application Status Fee Status Action
- 2023-04-19 In-Process Wi Paid =) s Q5
Program Requirements Submission status
Eligibility Under Review
Legal Authority Returned For Action h
Competency and Capacity Returned For Action
Conflict of Interest Under Review
Quality Assurance Under Review
Records Under Review
After the pencillediti con i n t he isAalicked,tbedosygset emnwPrbgramopen t

Requirementso  p &Fgere 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 17 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 linktovi ew t he question from FDA in
Comment so sec#ion (Figure 6
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Figure 6.4 17 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 nHAtt a
Requirement so 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 #fAAttiarc htmeent At thaud i men ttesopeh Dedttactomerst | ) 0 s
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 completingt he #APr ogr am
Requirementso section, if needed.

Additional Revisions

In addition to the fProgram Requirementsopage, the fiScopedand fAttachmentsopage 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.

1 Attachmentsi Youmay wupl oad any additional dageafment ¢
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 AAttachmentso page, i f need
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Figure 6.51 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 v

File Name Type Date of Upload Action
Organization Chart 2023-05-10
—— 9
Adequate Financial or Human Resources 2023-05-10

1 Scopesi The #fAList of Selected Scopeso sfédledti on
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
A De | eohthedpplication Informationo p @§gere 6.6).

Figure 6.6 1 Deleted Scope

Application Information
Application Number Date of Submission Application Status

T 368237743578631 2021-04-05 Recognized
Scope(s) @ Status
Acidified Foods {AF) sl Deleied
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 iSummaryopage by clicking the fiSavedand fMNextobuttons from the fProgram
Requirementsopage or, by clicking the iSummaryotab.

Review the information for accuracy and select the checkbox next to the applicablei Pr ogr am
Requi r e me n {sgbéingsubmitted (igure 6.7).Cl1 i ck t he ASaveod and i

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 1 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]
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The system will validate that all required fields have been completed. If no errors are found,
t h e-Sighatured p avil display (Figure 6.8).

Fol l ow the directi ®Gngnprtaviedegpagmr .t he fe

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:

T Name of Submitter T The first and last name of the submitter
M Title of Submitter T The title of the submitter

Click the APreviouso button if you wish to retu
Click the ASubmito button to complete submissio
Figure 6.8 1 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 i S u b buttdn drom 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 iContinuedbutton to proceed with the submissionand conti nue to t
page. Click the i C a n buttdn do resume editing the application.

Figure 6.9 1 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 clickingtheiCont i nue 0 b uupimessagsd, the systera wilpdsgay the
A Gnfirmationopage (Figure 6.10).

Figure 6.10 7 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 onthe i A ¢ ¢ dManagementd p &@ere 6.11). Note that the image below
only depicts the e-mail notification text.

Figure 6.11 1 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 A Ap p | i Statusoi o n
will remain as fin-P r o c eurwilsFDA approves or denies it (Figure 6.12).

Figure 6.12 1 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 AAccount Management o pag

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 AReconsi der at inoapbeRBsedtoregedstdecdngdarationrokyour
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 17 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.Na v i g a t eApplicatiort Iffaemaitiono
page to check the status of an application.
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The AApplicati on StsitDuesno efdioe lidf wainl la pdpilsipclaatyi o n
7.2).

*Important: You will have 10 business days from the date of notification of the denial

from FDA to submit areconsideration request. Theii Reconsi derati on Reque
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 7.21 Denied Application Status

{ 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
- 2023-05-03 Denied Wim—— Paid Qs ‘
The fAiReconsideration Requesto link will display

page if FDA has denied at least one scope in the application for recognition (Figure 7.3).

Click on the fRec olinkontthenavigationaomenuRe que st 0

Figure 7.371 Navigation Menu

Wiew/Edit my
application for
recognition

Reconsideration
Request

View my profile

Contact Us
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The system will displayt he @ Re c o nRequést®r g tdh@ara 7.4).

The system will display the question about whether you would like the system to pre-fill the
application for reconsideration.Sel ect @ Ye s 0 o pne @éfbheradiolbyttons beiow k i n g
the question.

Figure 7.4 1 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 Wi
T Ifyous el e ct theisYyesst,eom wi | | dimpbhfgr tpageiofdhd @ pl i c a

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
notbepre-f i | l ed even i f AYesoO is selected

7 lfyousel ectt hfieNs,ysstem will dieplalhethReddersi dect
Request.&lichptahgee i Ne xtt@ pruddeend to the AAppl i cal
The @ Ampl ind @ mpageadftheoapplication 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 ont h ©nlirie Account

Administration (OAA)opage. Navigate to the /B Homeop age, s el
the |l eft navigation menu, and clic

Figure 7.571 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

ect
k t

AVi ew my

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

9 &

The following navigation buttons are available:

1 Previous i Directs users to the previous page
1 Savei Saves any input from the current page

Click the fAiSaveod button to save
1 Nexti Directs users to the next page

Click the 0 Mwoeaddothe nektpagenor,t bi ck on t

y O

he

he AEdIi t F
ur i nfor ma
.MRevocatic
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The system will displ ay 7.6)eThefsytemnm wilti antdiiobi@ot ep afig e (
App | i omthid page. No action is required on this page.

Figure 7.6 1 Revocation Page

{/ U.S. Department of Health and Human Services
3

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 nMextceeeldutttoon hteo next page or, click ¢

The system wil | (90 sppagaey (7Fhieg uiirSec o7p.e

The fi 8ope(s)osection (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 willbe listedi n t he A Scopead
sectionoft h e n @)opage.eOtherwise, only the scope(s) that were not approved will be

listed.

Click the fASaved button when all scopes you wan
have been selected.
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Figure 7.7 1 Scopes Page

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

FoA |ACCREDITATION I
b jome ome
KN BODY (AB) PROGRAM
(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.
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 [:]
Click the fMextce elutttoon hteo next page or, <click

tab.
The system wiPFrogranuiRegupemanyso t ma&g & 7(8Fi gur e
ol f you selected fiYesO at the belgspagewihg of
be pre-filled with the information provided in the initial application.

You may edit responses submittedontheor i gi nal application 1in

Re qui r e mpagends seeded) to support the reconsideration request. You also
may add attachments, if desired.

olf you selected fiNoo at t he begthefinApnpgl iocfa ntth
I nf ormati on o -fplladgvih the reddionlybpeofilepinfoemation. 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 completingt he #A Pr ogr am
Requi r e me nitneeded.p a g e,
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Figure 7.8 1 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 fASaveo buttCoémckot av é bhmoegdaoctHe aektg e 9. t 0
page or, clickonthei At t a c h meTnhtes 0s ytsatbe m wi Attdchnentse ppbaget he 0
(Figure 7.9).

Note: Uploading afileinth e A At t a pabenseoptionslo

Upload additionalf i | es i n t h eagé ¥y folowioghm Bur-stepfprocess 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
AAttachment so page, i f needed.

Figure 7.9 1 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 nMextceeeldutttoon hteo next page .or, click ¢

The system wiSurhmad/d s p dogygu totrdview tlie information for accuracy
(Figure 7.10).Af t er r evi ewi ng tchlei cikS utnhnea rfiya vpeadg eb,ut t on.

The system will displaytheAEdi t 6 button for each section of t
page. Click the #f Etdepage and edit anpsectidn beforesubmitting thé o
reconsideration request.

Refer to Section 5.6 of this document for additional instructonsonc omp | et i ng t he @S
page, if needed.
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Figure 7.10 7T 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.

Page | 61



Y U.S. FOOD & DRUG

ADMINISTRATION

After reviewing the i S u mm gagg and applying any applicable edits to the reconsideration

request, click the Nextobutton to proceed to the fe-Signaturedpage.

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

If no errors are found, the system will displayt h e-S i @ n a pager(Fgore 7.11).
Fol l ow the directi®Gngnpataviedegpagmr.t he

e

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:

f Name of Submitter T The first and last name of the submitter
1 Title of Submitter T The title of the submitter

Click the APreviouso button i f you wi

Click the ASubmito button to compl ete

Figure 7.11 7 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)

sh to

s ubmi
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Once the reconsideration request has been submitted, the system will display the
A @Gnfirmationopage (Figure 7.12).

Click the fADfmmhbheabdeabdcnkmb on t henaig@etathe r mat i
fApplication Informationd0 page and v i éherecorsiderasoh requess o f

Figure 7.12 1 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

XM BODY (AB) PROGRAM FURLS Home | AB Home

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,thes t at us wi | Recodsidergiidndy as
Submittedo Fidure 7.13).

Figure 7.13 17 Reconsideration Requesti Submitted Status

¢ U_8. 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
. 2023-05-17 ﬁ Reconsideration - Paid Qg @
Submitted
» 2023-05-17 Denied Paid Q&
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The systemwillsendane-mailt o t he addr ess e ntManageinenton ptahgee @ Ac
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 7 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,c | i ck t he AVi ew/ |
application for recognitiono |ink on th®&l5navi ga

Figure 7.157 Navigation Menu

View/Edit my

application for -imem—

recognition

View my profile
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7.1 Reconsideration T Recognized

If your reconsideration request has been approved for any scope(s), the system will send an e-
maillt o t he address entered on t(hkigure A.26x Noteuhatthe Ma n a g €
image below only depicts an example of the e-mail notification text.

Figure 7.16 T 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 i Pplication Statusowi | | di spl ay a$ Réec®ypizeahdanidd dirRaetcio@gmi t i ¢
Statuso will disphayhesiABetogat z@guell.a7).or mati or

Figure 7.17 1 Reconsideration i Recognized Status and Approved Scopes

Recognition Status:Recognized iimee—
AB Home

Application Information

Application Number Date of Submission Application Status
2023-0517 Reconsideration -
Recognized
Scope(s) @ Status
Acidified Foods (AF) ﬁ Approved
Dietary Supplements Approved
Infant Formula Approved
Low-Acid Canned Foods (LACF) Approved
» - 2023-05-17 Denied
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Each of the scopes widlohgwih tre gthrtzagd expsation daepforthe e d , 0
recognition of each approved scope.

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

1 Addandview accredited CBsi Ref er t o Chapter Patf Add or Vi e
Certification Bodies (CBs)o

Renew the accreditation of CBsT RefertoChapt er 11, Section 11.6

Expansion of Scope for Current Accreditation
Upload and submit documentsi Ref er t o Chapter 10 ASuppl eme
Submit reports and notificatonsiT Ref er t o Chapter 11 AReports

Submit your application for renewal of recognitoni Ref er t o Chapter 8 fFZ
Renewal of Recognitiono

T
T
)l
T

If your reconsideration request has been returned for additional information, refer to Chapter 6
AApp!| iReattuironned f or Action. o

If your reconsideration request has been denied, refer to Section 7.2 of this chapter,
AReconsi idReamite d.nd

7.2 Reconsideration 1 Denied

If your reconsideration request has been denied for all the scopes that were submitted, the
systemwillsendane-mailt o t he address entered on t(Rigurefi Acco
7.18). Note that the image below only depicts the e-mail notification text.

Figure 7.18 i 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 wi-IDeniedoi s(pFli7ab9u Chek thefp&oerc o n s i
clip/attachment icon in the AActiono column of
review. See 21 CFR 1.692 for additional information on requesting internal agency review of a

denial by FDA.

Page | 66


https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-1/subpart-M

ADMINISTRATION

U.S. FOOD & DRUG

Figure 7.191 Reconsideration i Denied Status

¢ U.S. Department of Health and Human Services

FA ACCREDITATION Wekcome,

FURLS Home | AB Home

KN BODY (AB) PROGRAM

AB Home

Application Information

Application Number Date of Submission Application Status Fee Status Action
. 2023-05-16 sl Reconsideration - Paid Q 8 P d—
Denied
» 2023-05-03 Denied Paid Qa
The system will displ ay t7m26). Al &herttabsdfitheeapptication pag e

will be disabled.Sel ect A Request for I nternal Agency Rev]
dropdown menu. Upl oad the desi r dgodransmitlyai(reggestand c

to FDA.
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Figure 7.20 1 Attachments Page

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

EDA [ACCREDITATION Weicome,
TN (BODY (AB) PROGRAM FURLS Home | AB Home

0 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.

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 ARenew my applicat irmaybefusedto (electamigally) applydon 6 f e a't
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.

Cl i c kRertelWw my afiplicatonforre cogni ti ono | ink on tB#&. navigat

Figure 8.1 1 Navigation Menu

View/Edit my
application for
recognition

Renaw my
application for e
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 displaythe A Appl i cant | n &fthe renawal applicatiorp(Rigyre
8.2).

Figure 8.21 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

Referto Chapter5a Appl y f or fdRiestrectpnsitotcomplet® each of the pages of the
application, with the following considerations for renewal:
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1 ScopePagei Any scopes displayed by def aubection n th
(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 t he 0 @rtloepget-laad)side ofteepage)and adding them to

the ALIi st of .®eAletcd resabpdSmaydpdaggnovedf r om t he ALI s
Sel ected Scobhysslbestichgonhem from t hoe shelcitsito no
(on the right-hand side of the page) and adding themtothe i Sc o p e ( s )ifgousicect i o
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 8.31 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 D
Note: | t i s recommended to submit the ANotice of R

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 Expansionofor
instructions.

Page | 71



Y U.S. FOOD & DRUG

ADMINISTRATION

1 Program Requirements Page i Complete each of the fields, as applicable.

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 iNo changeo
(Figure 8.4). Refer to Section 5.4 of this document for instructions on completing
the AProgram Requirementso page, i f neede

Figure 8.4 17 No Change Response

Applicant Information Scope | Program Requi its ‘ A y 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. 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.

+ 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

§1.611()(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(2)(2) facilities and food, including authority to

§1.611(2)(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 contract establishing the required
legal authorities.

Competency and Capacity

+ Conflict of Interest User Response (provide your answer below)
» Quality Assurance MNo Change
¢+ Records

3991 characters remaining.

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

No Change

3991 characters remaining.

-~ Attachments (Optional) ‘

Attachments

File Name Date of Upload

No records found.
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Complete all of the sections and proceed to the iSummaryopage. After reviewing the

ASummar y, 0l palet batoniTs praceed, clicktheAi Next 0 butt owill The
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 ASummaryo page, i f needed.

I f there are no errors,Sitdreatsyrse @ npvg ¢ | ( Eii gwpd ay

Note: T h e -Sfi @ n a pagerdees not become enabled until all errors indicated on the
fSummaryopage have been corrected and the corrections have been saved.

Foll ow the directi-singnptroveadepglage. t he fAe

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:

f Name of Submitter i The first and last name of the submitter
M Title of Submitter T The title of the submitter

Click the APreviouso button if you wish to retu

Click the ASubmito button to complete submissio
Figure 8.51 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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Af ter you cl i ck hehlsystenivBlidd rsiptl ca yhfiuntatiecorrage (Figure 8.6).
Figure 8.6 1 Confirmation Page

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

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

™ BODY (AB) PROGRAM FURLS Home | AB Home

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 systemwillsendane-mailt o t he addr ess e ntManageinenton ptahgee i Ac
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 1 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 Reffewal Applipationso a p dFigae 8.8).ef er t
To navigate to the page from the fArAMBwaHome o page
applicationooption 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 statuXReneval-Pehbdi dig sRebeagl Applieadicddso i
page.

Figure 8.8 1 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 compl et Agplicatipnpnformatartdi on, t h
page wil |l Renbvain§eb bt fiedo.

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 proces
|l nformati ondo page will update from APendingo to
Figure 8.9 1 Paid Fee Status

qf U.S. Department of Health and Hu

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 @ Acc o (Figure 8N@. Natatieanilee mtage bgloav grdy
depicts an example of the e-mail notification text.

Figure 8.10 i 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 AApplicwail bndSRepeivel BRa@acsodgini zedApphi thei on
| nf or mat i(Fogwe8.1p)aAdditionally,t he scope(s) AExpiration De
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 7 Renewal - Recognized Status

4 U.S. Department of Health and Human Services

FDA | ACCREDITATION -
[ Fsua]

BODY (AB) PROGRAM FURLS Home | AB Home

Recognition Status:Recognized

AB Home

Application Information

Application Number Date of Submission Application Status Fee Status Action
. 2023-06-15 — RENEWal - Paid Qo
Recognized

If your renewal application has been returned for additional information, the system will send

ane-maillt o the address entered on tildieatingAe program t
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/lediti con i n t he AActI
o n tRerewaiApplicationsO page.

Refer to Chapter 6, AApplication Returned for

Figure 8.12 7 E-mail Notification

Thank you for your interest in renewing participation in FDA's Accredited-Pairy 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 tiome its review of your application, yo
must address the following issues:

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

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

Accredited ThireParty 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 t heFigura8.18) Note that Maimagg e me nt O
below only depicts the e-mail notification text.

Figure 8.13 1 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.

Thee&emewalReconsi deration Requesto Iink will displ
Homeo page i f FDA has de n ireaeival application éFigure 8d4).eThes c o p e
i nk wi l I no | onReeewalResphaydenaei theRédquesto i s

**Important: You will have 10 business days from the date of notification of the denial from

FDA to submit a renewal reconsideration request. Theil Re n e wa | Reconsiderati c
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 RemewalRecidnsideration Request 0 RefemdkChapter t he
7 AiReconsiderati on Ragqubmiting aredorsideration fequestnfit i o n
needed.
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Figure 8.14 1 Navigation Menu

View/Edit my
application for
recognition

Renewal
Reconsideration s
Request

View my profile

Add or view my
Third party CBs

Supplemental
Documentation

Contact Us

Reports and
Notifications
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Add or View Third -Party C ertification Bodies (C BS)

h eAddfor view my Third-Party CBso f eat ur e may

functions:

1 Add a new accredited CB to the system
M1 View the details for an accredited CB

be

used to perfo

To add a new accredited CB to the system or view the details for an accredited CB, click the
navigation

i

Add or vi-®artmy adBsae dl i nk from

(Figure 9.1).

t he

Note: To renew the accreditation of a CB refer to Section 11.6 of this document,i Not i c e
Expansion of Scope for Current Accreditation or Renewal of Accreditation of a CB.0

Figure 9.1 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

| i nak of thevinstuctisnallteat yt the top of the page.
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Figure 9.217 Add or View my Third-Party CBs Page i Default View

The fAmoreodo | i rthen Wilek Olickhha i ig elmkst@dcollapse the text (Figure
9.3).
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