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1 Introduction

This document is intended for Accredited Laboratories (ALs), or persons authorized to
act on their behalf, who are participating in FDA’s Laboratory Accreditation for Analyses
of Foods (LAAF) Program.

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

e Complete account setup

¢ Manage an AL profile

e Submit test method verification/validation studies

e Submit commodity specific analytical packages®

e Submit request for permission to begin abridged import analytical submission
e Communicate with FDA

*Note: Import-related testing submissions should be submitted through the ITACS
Program. Users should log into FURLS and select the “Import Trade Auxiliary
Communication System (ITACS)” link under the “Other FDA Systems” section.

1.1 Overview of FDA Portals for Electronic Laboratory
Accreditation for Analyses of Foods Program
Submissions

FDA Industry Systems (FIS)

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

FDA'’s Unified Registration and Listing System (FURLS)

FURLS is a specific component of FIS. Persons with an FDA account ID and password
for the FIS electronic portal can use systems within the FURLS components to
exchange information with the Agency. The FURLS system described in this document
is for the Laboratory Accreditation for Analyses of Foods (LAAF) Program.

1.2 Add Attachments

Users of the system may need to provide additional information to the Agency while
working in the portal. Additional documentation can be provided by attaching an
electronic file (e.g., analytical reports, method validations and verifications, corrective
action reports, or other supporting information).
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The electronic LAAF Program’s system supports attachments of the following
document types: .pdf, .png, .jpeg, .gif, .omp, .jpg, .jpe, .jfif, .tif, .tiff, .doc, .docx, .ppt, .xls,
XIsx, .txt, .pptx, and .rtf. The maximum file size allowed is 50 MB.

Relevant sections of this document will identify opportunities for adding attachments.

1.3 Supported Browsers

FURLS may be accessed using Microsoft Edge, Google Chrome, or Mozilla Firefox.
Users should visit the “Systems Requirements” section of the FURLS page for a list of
approved browsers and browser versions. The “Systems Requirements” section can be
found by navigating to the FDA FIS page.
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2 Access FDA FIS Electronic Portal

An Accredited Laboratory (AL) participating in FDA’s LAAF Program is required to
create an online account first. Once the account has been created, the user can then
log into the FURLS Online Account Administration (OAA) page with valid account
credentials. The user should navigate to the FIS page and click the “Log-In” or “Create
Account” button, depending on which is applicable (Figure 2.1).

i U 5. Department of Health and Human Services

EDA | U.S. FOOD AND DRUG ADMINISTRATION

BEEE | INDUSTRY SYSTEMS it o

FDA Industry Systems 7 Check System Status

FDA Industry Systems (FIS) was created to facilitate making submissions to the U.8. Food and Drug Administration (FDA), including registrations, listings,
and other notifications. FIS has been available 24 hours a day, seven days a week, since October 16, 2003 6:00 p.m. EDT.

? LogIn + Create Account

FiS was created, in part, in response to the Bioterrorism Act of 2002, which gave high priority to improved information management to help protect the food
supply. The Act requires that FDA develop two systems: one to support the registration of facilities that manufacture, process, pack, or hold food products
intended for consumption in the United States and one to receive prior notice before food is imported or offered for import into the United States. Under the
law, facilities must be registered by December 12, 2003 when Prior Notice went into effect.

Systems Index

FURLS Acidified/Low Acid Canned Foods FURLS Biologics Export Certification FURLS Export Listing Module (ELM)
(LACF) Application & Tracking System (BECATS)

Figure 2.1: FDA Industry Systems Page

2.1 Log In with an Existing Account

If the user has previously created an FIS account, they should click the “Log-In” button
on the “FDA Industry Systems” page (Figure 2.2).

FDA Industry Systems @ Check System Status

FDA Industry Systems (FIS) was created to facilitate making submissions to the U.S. Food and Drug Administration (FDA), including registrations, listings,
and other notifications. FIS has been available 24 hours a day, seven days a week, since October 16, 2003 6:00 p.m. EDT.

> Logn + Create Account

Figure 2.2: Log-In Button

Page | 3



Y U.S. FOOD & DRUG

ADMINISTRATION

The user will be directed to the OAA “Login” page. They can enter the Account ID and
password to log in, then click the “Update System Access” link from the upper-left
corner of the OAA “Account Management” page (Figure 2.3).

The page will display the system(s) the user needs to access. The user will click on the
checkbox for “Laboratory Accreditation for Analyses of Foods Program — Accredited
Lab,” and then click the “Submit” button.

4(": U.S. Depariment of Health and Human Services
b

FoAA | ONLINE ACCOUNT
MY | ADMINISTRATION (OAA)

Account Management e &

Home © Update System Access

Edit Account Profile Update System Access

Change My Password

Select the systems you will need to access
Update Sysiem Access

Food

cAcid Canned Foo, i

Liw-
Tracking Systein yuvimn euni3)

FSMA Program(s)

[ Accredited Third-Party Certification Program— O Laboratory Accreditation for Analyses of Foods Program-—
Accreditation Body Accreditation Body

[V Accredited Third-Party Certification Program— [[] Laboratory Accreditation for Analyses of Foods Program-—
Certification Body Accredited Lab

[T] FSVP Importer Portal for FSVP Records Submission [C1 voluntary Qualified importer Program

Other FDA Systems
R . n ] Prior Nofice System Interface il

S p— "==hansR Biological Product Deviation Reporting (CBER__.came
" - i = it

e - o S— I

Figure 2.3: Update System Access

The system will display a message confirming the user’s system access was
successfully updated (Figure 2.4).
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FDA | ONLINE ACCOUNT
EIXM | ADMINISTRATION (OAA)

Account Management L2

Home @ Update System Access

Edit Account Profile Update System Access

Change My Password

System access for account was successfully updated.
Update System Access

© Click here to confinue

Figure 2.4: Successful Update Message

2.2 Create an Account

If the user has not created an FIS account previously, they should click the “Create
Account” button on the “FDA Industry Systems” page (Figure 2.5).

FDA Industry Systems & Check System Status

FDA Industry Systems (FIS) was created to facilitate making submissions to the U.S. Food and Drug Administration (FDA), including registrations, listings,
and other notifications. FIS has been available 24 hours a day, seven days a week, since October 16, 2003 6:00 p.m. EDT.

> Login + Create Account

Figure 2.5: Create Account Button

The user will be directed to the OAA “Login” page (Figure 2.6). The user can sign up for
an account by clicking the “Create New Account” button on the “FDA Industry Systems”
“‘OAA” page.
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FAA | ONLINE ACCOUNT
MY | ADMINISTRATION (OAA)

FDA Industry Systems

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

Login Getting Started
Existing account holders, enter your account 1D & password. To make submissions to FDA (e.g.. Food Facliity Registration, Prior Notice, etc.) you must first create an
account. Select "Create New Account” towards the bottomn 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
Password monitored, recorded, and subject to audit. Unauthorized use of the system is prohibited and subject to
criminal and civil penalties. Use of the system indicates consent to monitoring and recording, and anyone
using this system expressly consents o such monitoring and is advised that if such monitoring reveals
Under 18 U.5.C. 1001, anyone who makes a materially false, fictitious, or possible criminal activity, system personnel may provide the evidence of such monitering to law
fraudulent statement to the U.S. Government is subject to criminal enforcement officials
penaities

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
of the information being entered.

[0t understand.

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

New User

A Create New Account —

& See Instructions 0 See Tutorials [ Help Desk

Figure 2.6: FIS OAA Page
The system will display the “Create New Account” page (Figure 2.7).

Two radio buttons will display at the top of the page, “Yes” and “No”; “No” is selected by
default.

Note: The radio buttons should remain in their default state. Selecting “Yes” will direct
users to a program — which is not part of the scope of this document.

The system will display the various programs available in OAA.
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Create New Account

Create New Account

Step elect 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 manufaciurer, please seleci "No."

Registration and Listing Programs

Eood

[J Acidified/Low-Acid Canned Foods Regisfration
and Process Filing

[ Food Facility Registration
[ Qualified Facility Attestation
Medical Devices

["] Device Registration and Listing Module

Export Certification and Tracking

O ics Export C
Tracking System (BECATS)

and

[ CDRH Export Certification Application and
Tracking System (CECATS)

[Jcvm Export Certification Application and
Tracking System (CVM eCATS)

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.
[C] Accredited Third-Party Certification Program--

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

["] FSVP Importer Portal for FSVP Records Submission
Check this box if you are an FSVP importer who needs to use a secure portal
to submit FSVP records requested by FDA.

Other FDA Systems

[ prior N

ice System Interface

O Import Trade Auxiliary Communication System (ITACS)

You must create a separate account to create your Medical Device Registration and Listing or Food Facility.

Y U.S. FOOD & DRUG
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["] Export Listing Module
["] Shell Egg Producer Registration

[l coErR Export Certification Application and
Tracking System (CDER eCATS)

[Clcrsan Export Certification Application and
Tracking System (CFSAN eCATS)
Includes FDA-reguialed food and cosmelics.

["] Laboratory Accreditation for Analyses of Foods Program-—
Accreditation Body

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

recognition.

["] Laboratory Accreditation for Analyses of Foods Program—
Accredited Lab

Check this box if you are an accredited iab and are creafing an account. You

‘must have a verification code fo complefe your account sefup. FDA will send

you the verification code via emall after you have been accredited by a

recognized LAAF AB.

["] Voluntary Qualified Importer Program

[Jceer Biological Product Deviation Reporting (CBER eBPDR)

Figure 2.7: Create New Account Page

Page | 7



Y U.S. FOOD & DRUG

ADMINISTRATION

The user will select the “Laboratory Accreditation for Analyses of Foods Program —
Accredited Lab” checkbox under “FSMA Program(s)” and click the “Continue” button to
proceed to the next step (Figure 2.8).

FSMA Program(s)

Accredited Third-Party Certification Program-- Laboratory Accreditation for Analyses of Foods Program--
Accreditation Body Accreditation Body

Accredited Third-Party Certification Program-- ﬁ Laboratory Accreditation for Analyses of Foods Program--
Certification Body Accredited Lab

Click this link fo submit documentation for verification/validation
studies for a test method(s).

FSVP Importer Portal for FSVP Records Submission

Voluntary Qualified Importer Program

Figure 2.8: Laboratory Accreditation for Analyses of Foods Program — AL Link

The system will display the “Step 1a: Enter Verification Code for Account Creation”
screen. The user will receive a system-generated e-mail containing the verification
code, once the accrediting AB submits the laboratory accreditation via FURLS.

The user will enter the verification code in the field and click the “Verify” button. After the
code is verified, the user will be able to create an account for accessing the AL Portal
(Figure 2.9).

i U.S. Department of Health and Human Services

FA | ONLINE ACCOUNT

E2YM | ADMINISTRATION (OAA)

Create New Account

Create New Account

Step 1a: Enter Verification Code for Account Creation

Verification Code

@ Verify

O Previous

Figure 2.9: Step 1a: Enter Verification Code for Account Creation
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The system will display the “Step 2: Enter Your Account Information” section, where the
accrediting AB provided point of contact information, account information, and the
account holder’s physical address (Figure 2.10). The user may edit any of the existing
information. They must also provide additional information (i.e., passwords, secret
questions and answers, and an alternate mailing address,) if applicable.

Note: The account holder’s physical address may include a street address and/or post
office box.
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FDA | ONLINE ACCOUNT
IZTH | ADMINISTRATION (OAA)

Create New Account e s
Croats New Account
Step 2 Emter Yoot Accoust Informaton

nmotcmam 2C: Prywical Addrans (Bussmess] of Account Holder

First Name Country | Area

Rbiddie Initaal {pgonad)

Address Line 1

Last Noma 7 Surmame Agdress Line 2 {

Job Titke Ciey

Company Name
State | Provnce | Territary

Wob Addross (Dpronal)

Zip Code (Postal Code)

Unique Facity onlifier (Dptanal)

Do you have prefedied mailing address other tham ihe physical address mentioned above?

83, dasties penods of parentheses
s L Yes Na

FAX Numbser (Cptionad]

Coustry A Fan Himttar

E-mail Address

Contirm E-mall Address

Password

Passwords
IoweIcase [#Bers, nmbers and 5
your password to login in the future.

5. contain uppercase and
5} You will need to remembear

Confirm Password

Secret Question 1

Secret Answer 1

Secret Queation 2

Please

Secret Amswer 3

Secret Quostion 3

Secret Answer 3

Under 18 U.5.C. 1007, anyone who makes 3 materially false, fictitious. or to the U.5. is subject to criminal penalties.

lunderstand,

Figure 2.10: Step 2: Enter Your Account Information
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The data fields in the “Step 2A: Point of Contact Information” section include:

First Name — The first name of the Point of Contact.
Middle Initial (Optional field) — The first letter of the Point of Contact’s middle
name.
Last Name/Surname - The last name of the Point of Contact.
Job Title — The job title of the Point of Contact.
Company Name — The name of the company the Point of Contact represents.
Web Address (Optional field) — The URL of the company.
Phone Number (Country/Area/Phone Number/Extension) — The telephone
number of the Point of Contact.
“Country” is the country code.
“‘Area” is the area code.
“‘Phone Number” is the phone number.
“Extension” is the local phone extension to dial the Point of Contact, if
applicable.
Fax Number (Country/Area/Fax Number) (Optional field) — The fax number of
the Point of Contact.
o “Country” is the country code.
o “Area” is the area code.
o “Fax Number” is the fax number.
E-mail Address — The e-mail address of the Point of Contact.
Confirm E-mail Address — The re-entry of the Point of Contact’s e-mail
address.
*The entry must match the “E-mail Address” field.

O O O O

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

Password — The field to create password for the AL’s account. This password
will be used every time the AL user logs into the system.

Confirm Password — The field to enter password created in the “Password”
field. The entry must match the “Password” field.

Secret Question 1 — This is the first secret question used to protect the
account. The user will select a question from the dropdown list.

Secret Answer 1 — This is the answer to the first secret question. The user will
enter the response to the question selected in “Secret Question 1”.

Secret Question 2 — The second secret question used to protect the account.
The user will select a question from the drop-down list.

Secret Answer 2 — This is the answer to the second secret question. The user

Page | 11
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will enter the response to the question selected in “Secret Question 2.
Secret Question 3 — This is the third secret question used to protect the
account. The user will select a question from the dropdown list.

Secret Answer 3 — This is the answer to the third secret question. The user
will enter the response to the question selected in “Secret Question 3”.

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

Country/Area — The country/area where the business is located. The user will
select a country/area from the drop-down list.
Address Line 1 — The address where the business is physically located. This
includes the number, street, quadrant, etc.
Address Line 2 (Optional field) — The field to enter additional information
about the physical location of the company. This may include a suite or
apartment number, if applicable.
City — The city where the business is physically located.
State/Province/Territory — The state/province/territory where the business is
physically located.
Zip Code (Postal Code) — The zip code (domestic) or postal code (foreign)
where the business is physically located.
Unique Facility Identifier (Optional field) — The firm’s DUNS number.
Do you have preferred mailing address other than the physical address
mentioned above? — The “Yes” and “No” radio buttons provided to answer this
question:
o If“No” is selected, the physical address will be used as the mailing
address.
o If“Yes” is selected, the system will display the “Step 2D: Preferred
Mailing Address,” which must be completed (Figure 2.11). The address
entered in Step 2D will be used as the mailing address.
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DUNS Number (Optional)

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

@ves O No
2D: Preferved Mailing Address

Country | Area

Please Select Country ~
Address Line 1
Address Line 2 {Optional)
City
State | Province ! Territory

Please Select ~

Zip Code (Postal Code)

Figure 2.11: Step 2D: Preferred Mailing Address

ADMINISTRATION

After completing all of the mandatory fields, the user must click the “I understand”
checkbox and the “Continue” button at the bottom of the page. The system will display

the “Account Review” page (Figure 2.12).

The user can then click the “Submit” button to finalize the account creation or, click the

“Modify” button to edit the profile information.
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FOA | ONLINE ACCOUNT
MZYM | ADMINISTRATION (OAA)

Account Information @&

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 City

Title State / Province / Termitory

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 childhoed nickname?

Secret Answer 3

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

Figure 2.12: Account Review Page

When the user clicks the “Submit” button, the system will display a page with a
message stating their account was created successfully. The message will show the
account ID the user must use to log in as a LAAF AL (Figure 2.13).
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FoA | ONLINE ACCOUNT

EIYW  ADMINISTRATION (OAA)

Create New Account

Home @& Create New Account

‘You 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.

Figure 2.13: Successful Account Creation Message with Account ID
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3 Access the Laboratory Accreditation for Analyses of
Foods Program — Accredited Laboratory (AL)

The user can log into the EDA “OAA” page. This is the same page used to begin the
process of creating a new OAA account (Figure 3.1).

The user will use the account ID and password from the account creation process for
the “Account ID” and “Password” fields. The user should click the “l understand”
checkbox, and then click the “Login” button.

cﬁ U.5. Department of Health and Human Services

F2A | ONLINE ACCOUNT
EZYW | ADMINISTRATION (OAA)

FDA Industry Systems

Login
Existing account holders, enter your account ID & password.

Account 1D

Password

Under 18 U.S.C. 1001, anyone who makes a matenally false, fictitious, or
fraudulent statement fo the U.S. Government /s subject (o criminal
penalties

[ 1t understana,

Forgot Account 1D Forgot Password

Figure 3.1: OAA Login

Once logged into the FDA “OAA” page, the user will be prompted to enter a verification
code (Figure 3.2). The verification code will be sent to the e-mail address entered on the
“Account Information” page. If the user does not receive the verification code within ten
minutes, click “Resend verification code” on the page. Once the user has received the
code, enter it in the box labeled “Enter Verification Code,” then click the “Verify” button.

Note: Users will be prompted to enter a verification code each time they login.
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FoA | ONLINE ACCOUNT
MIYM | ADMINISTRATION (OAA)

For your securnity we need to authenticate vour request. The one-time verification code was sent to your email The verification code 15 valid for next 10
munutes. Please enter 1t below.

Eunter Verification Code
—

Didn't get 2 one-time verification code? Resend venification code

Figure 3.2: Enter Verification Code

Users will be directed to the FURLS “Account Management” page after the verification
code is verified (Figure 3.3).

The user will navigate to the “FSMA Program(s)” section of the page and click the
hyperlink for “Laboratory Accreditation for Analyses of Foods Program — Accredited
Lab”.

Note: The user should click the link to submit documentation for verification/validation
studies for the test method(s). To submit the analytical package documentation for
import-related products, click the “Import Trade Auxiliary Communication System
(ITACS)” link under the “Other FDA Systems” section.
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FA | ONLINE ACCOUNT

EZYM | ADMINISTRATION (OAA)

Account Management

Account Management

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

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

g Programs

Device Registration aiu ...

Export Certification and Tracking

— —— ____Biologics Export Certification Application and
I ~ e — ~=QATS) e

e CDER Export Certification Application and.
Teacking System (GRERwe="""

Tracking Systen: .

FSMA Program(s)

Accredited Third-Party Certification Program--

Laboratory Accreditation for Analyses of Foods Program--
Accreditation Body

Accreditation Body

Accredited Third-Party Certification Program-- — Laboratory Accreditation for Analyses of Foods Program--
Certification Body Accredited Lab

Click this link to submit documentation for verification/validation
studies for a test method(s).
FSVP Importer Portal for FSVP Records Submission

Voluntary Qualified Importer Program

Other FDA Systems

Prior Notice System Interface Systems Recognition Program

Import Trade Auxiliary Gommunication System (ITACS) ijmss—z—" ' CBER Biological Product Deviation Reporting (CBER
eBPDR)

Observations and Corrective Action Report (OCAR)
Industry Portal

Figure 3.3: OAA — FURLS Account Management Page
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The system will display the “AL Home” page and the features available to the AL (Figure
3.4).

¢( U S. Department of Health and Human Services

LAAF - ACCREDITED
LAB (AL) PROGRAM

Welcome,
FURLS Home

A
| FSMA |

AL Home

Analytical
Package
Submission

Supplemental
Documentation

Reports and
Notifications

View my profile

Contact Us

Welcome to the FDA's Laboratory Accreditation for
Analyses of Foods (LAAF) portal. This portal is the means
by which all LAAF-Accredited Laboratory information
related to the FDA LAAF Program will be transmitted to the
agency, including domestic analytical package submissions,
import analytical package submission, ITACS sign-in, and
other program documentation.

How do | submit import-related products analytical
package documentation?

You should submit verification/validation studies prior to
analytical package submission to FDA.

To submit the documentation for verification/validation
studies of a test method(s), click the "Analytical Package
Submission" link from the main navigation menu.

To submit the analytical package documentation for import-
related products, click the "FURLS Home" link from the
banner in the upper-right corner of the page.

The system will navigate you to the OAA Account
Management page. Click the "Import Trade Auxiliary
Communication System (ITACS)" link under the "Other FDA
Systems" section.

Note:

1. The system will automatically time out if there is no
activity for 30 minutes. Unsaved data will be lost.

2. The following web browsers are supported for this
application: Microsoft Edge, Chrome version 47.0
and later, and Firefox version 43.0 and later.

FDA Form 5040 a

PAPERWORK REDUCTION ACT NOTICE
Form Approval: OMB No. 0910-0898
Expiration Date: 01/31/2025

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

We estimated an accredited laboratory under this program
(i.e., a LAAF-accredited laboratory) will spend on average 6
hours for the submission of a full analytical package and 2
hours per analytical report. In addition, we estimate the time
required to submit validation and verification studies to be
2.25 hours. For sampling that requires advanced notice, we
estimate an average of 1.5 hours to compile the required
information and submit the information. In addition, we
estimate .25 hours for a LAAF-accredited laboratory to
notify FDA of any changes in the laboratory's accreditation.

This form is a vehicle to collect this information. Send
comments about this burden estimate or any other aspect
of this collection of information, including suggestions for
reducing the paper burden to:

Department of Health and Human Services
Food and Drug Administration

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

Figure 3.4: AL Home Page
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*Commodity Specific packages are those packages submitted for testing circumstances

under § 1.1107 (a)(1)(i, i, iii).

The Analytical Package Submission feature allows the AL to perform three main

functions related to analytical packages:

e Submitting test method verification/validation studies

¢ Uploading and submitting commodity specific analytical packages to FDA*
¢ Viewing the commodity specific analytical packages that have been submitted

to FDA

*Important: To submit the analytical package documentation for import-related

products:

o |Ifthe user is logged into FURLS, they will click the “Import Trade Auxiliary
Communication System (ITACS)” link under the “Other FDA Systems” section.

e If the user is already logged into the AL Portal, they will click the “FURLS Home”
link from the banner in the upper right corner of the page. The system will
navigate the user to the OAA “Account Management” page. The user will click
the “Import Trade Auxiliary Communication System (ITACS)” link under the

“Other FDA Systems” section.

To upload packages to the AL portal or view documents that have already been
submitted to FDA, the user will click the “Analytical Package Submission” link from the

navigation menu on the “AL Home” page (Figure 4.1).

Analytical

Submission

Supplemental
Documentation

Reports and
Notifications

View my profile

Contact Us

Package ii—

Figure 4.1: Navigation Menu
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The system will display the Analytical Package Submission “Dashboard” page (Figure
4.2). Any document(s) the AL previously submitted to FDA will display in the table on
the page, grouped by AB.

4 U.S. Department of Health and Human Services

LAB (AL) PROGRAM FURLS Home | AL Home

m LAAF 'IACCREDITED Welcome,
| FSMA |

AL Home »

Dashboard

You should submit verification/validation studies to FDA prior to analytical package submission.

To submit the documentation for verification/validation studies of a test method(s), click the "Add" button and proceed to the "Analytical
Package Submission" page.

To submit the analytical package documentation for import-related products, click the "FURLS Home" link from the banner in the upper
right corner of the page.

The system will navigate you to the OAA Account Management page. Click the "Import Trade Auxiliary Communication System (ITACS)"
link under the "Other FDA Systems" section.

» Analytical Package Submissions grouped by Accreditation Body -

Figure 4.2: Analytical Package Submission Dashboard
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The user can view the analytical packages submitted under an AB by clicking the
accordion section’s title bar (Figure 4.3).

AL Home »

Dashboard
You should submit verification/validation studies to FDA prior to analytical package submission.

To submit the documentation for verification/validation studies of a test method(s), click the "Add" button and proceed to the "Analytical
Package Submission" page.

To submit the analytical package documentation for import-related products, click the "FURLS Home" link from the banner in the upper
right corner of the page.

The system will navigate you to the OAA Account Management page. Click the "Import Trade Auxiliary Communication System (ITACS)"
link under the "Other FDA Systems" section.

L{{'J Analytical Package Submissions grouped by Accreditation Body -7 ™% - s ‘

Figure 4.3: Accordion Section’s Title Bar

The user can view additional details for previous submissions by clicking on the “View”
icon of the “Action” column of the “Dashboard” page (Figure 4.4).

Dashboard
You should submit verification/validation studies to FDA prior to analytical package submission.
N o mm— . o mm— . L m——
temnnit. tho_doseseee ™ etien o tLidioQemde Tl ko it s oamesken

~ Analytical Package Submissions grouped by Accreditation Body -

Date of Submission ¥ Action
2021-12-10 Q
20241299 —

Figure 4.4: View Icon

The system will display the file name, file type, date of upload, and “AB Name” for the
selected package (Figure 4.5).

The user can click on the hyperlinked document name in the “File Name” column to
download or save the document.
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ALHome » Dashboard >

Analytical Package Information

The data displayed below was provided at the time of submission.

AB Name < File Name < Type Date of Upload <
AttachmentSample.docx Method Verification Studies 2022-07-01
VerificationExample.docx Method Validation Studies 2022-07-01

Figure 4.5: Submission Details

To add a new commodity-specific analytical package, the user will click the “+ Add”
button on the “Dashboard” page (Figure 4.6).

Dashboard

You should submit verification/validation studies to FDA prior to analytical package submission.

“emit fhe dociuses" tetian oflidies,. ofee “healall b itton 2nckeme"

—yasllIS SELLU.

» Analytical Package Submissions grouped by Accreditation Body -

—

Figure 4.6: Add Button
The system will display the “Analytical Package Submission” page (Figure 4.7).

The user can follow Steps 1 - 6 from the “Instructions” section of the page to upload
files.

The user will select the AB from the “AB Name” dropdown menu. If the AL is only
accredited by one AB, the field will be pre-filled with the AB Name. If the AL is
accredited by multiple ABs, the user should select only one AB per package
submission.
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Note: The user can click the “Previous” button at the bottom of the “Analytical Package
Submission” page to return to the “AL Home” page.

{ U.S. Department of Health and Human Services

EDA | LAAF - ACCREDITED =
[ FSMA |

LAB (AL) PROGRAM FURLS Home | AL Home

ALHome 2 Dashboard »

Analytical Package Submission

You should submit the verification/validation studies before submitting abridged or full analytical packages for a test method(s) not yet
validated or verified.

Select the applicable document type from the "Type of Attachment" menu.

Instructions

Step 1: Select the AB Name (name will be read-only if there is only one AB available)

Step 2: Select Type of Attachment

Step 3: Enter Description

Step 4: Click Browse to find the document(s) you want to upload

Step 5: Click Upload

Step 6: Click Next

Note:

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

AB Name

Please Select One -

Type of Attachment

Date of

Upload Action

AB Name File Name Type Description

No records found.

Figure 4.7: Analytical Package Submission Page

The user will select a document description from the “Type of Attachment” dropdown
menu (Figure 4.8).
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AB Name

Type of Attachment

Please Select One [

&

Method Validation Studies
Method Verification Studies

Verification/Validation Plans

Date of

Upload Action

AB Name File Name Type Description

No records found.

Figure 4.8: Type of Attachment Menu

A textbox labeled “Description” will display once a selection has been made from the
“Type of Attachment” list (Figure 4.9).

The user will enter a detailed description of the document type in the “Description” field,
which allows a maximum of 200 characters. The description should include the method
name as it appears on the laboratory’s scope of accreditation.

The user must enter a description in the “Additional Description” field to proceed to the
next step.

AB Name

Type of Attachment
'Method Validation Studies -

Description

Enter Description

Figure 4.9: Description Field

Once the user has selected an option from the “Type of Attachment” dropdown menu,
the “Browse” button will be enabled and the user will click it. A pop-up window will
appear, prompting the user to access their file system.

The user can select one or more file attachments. The “Upload” and “Cancel” buttons
will be enabled after choosing a file (Figure 4.10). The browsing window will close.

The user can click the “Upload” button to complete the attachment upload or, click the
“Cancel” button to discard the file upload.
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AB Name

'_!'y_pe of Attachment _
_ Method Validation Studies v

Description

This is the description.

Validation Study 071222.docx N/A _ ] x

Figure 4.10: Upload and Cancel Buttons

Attachments must be configured as a document type supported by the system.
Attachments should be uploaded in as few files as possible and if they are for the same
method, a designation of “1, 2, 3” or “a, b,c”.

The system supports the following document types: .pdf; .png; .jpeg; .gif; .omp; .jpg;
Jpe; .jfif; .tif; .tiff; .doc; .docx; .ppt; .xlIs; .xlIsx; .txt; .pptx; or .rtf.

The maximum file size allowed is 50 MB.
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Once the upload is complete, a confirmation message indicating a successful upload
will display at the top of the page (Figure 4.11).

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

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

EDA LAAF - ACCREDITED —

FURLS Home | AL Home

s LAB (AL) PROGRAM

Validation_Study_071222.docx uploaded successfully.

ALHome » Dashboard »

Analytical Package Submission

You should submit the verification/validation studies before submitting abridged or full analytical packages for a test method(s) not yet
validated or verified.

Select the applicable document type from the "Type of Attachment" menu.

: = Date of :
AB Name File Name Type Description Upload Action
Validation_Study 071222 .docx Method Validation Studies This is the description. 2022-09-01 ﬁﬁ

Figure 4.11: Successful Upload Message
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To remove the attachment from the table at the bottom of the page, the user can click
the “trash/delete” icon in the “Action” column (Figure 4.12).

AB Name

Type of Attachment
Please Select One ¥

Date of
Upload

fyti kg Sa s Domestic Analytical . - e =
FURLS Monday CL AB2 Analytical_Pkg_Sample1.docx Packages This is the description 2021-11 04_..@

Figure 4.12: Trash/Delete Icon

AB Name File Name Type Description Action

After completion of the notice, the user will click the “Next” button. The system will
navigate them to the “e-Signature” page (Figure 4.13).

The user will follow the directions provided on the “e-Signature” page, complete the
following user entry fields, then click the “Submit” button:

e Checkbox (unchecked by default) — “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 — The first and last name of the submitter.
Title of Submitter — The title of the submitter.
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{ﬁ U.5. Department of Health and Human Services
.

EDA | LAAF - ACCREDITED o
e (AL) PROGRAM

FURLS Home | AL Home

Al Home » Dashboard » Analytical Package Submission »

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 there are no edits allowed after submission.

| 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

Figure 4.13: e-Signature Page

Upon successful submission, the system will post a message on the “Confirmation”
page (Figure 4.14).

ALHome » Dashboard 2 >

Confirmation

Thank you for submitting. 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 FDALAAFInquiry@fda.hhs.gov.

Figure 4.14: Confirmation Message

The user may click the “AL Home” link on the top of the banner (or from the
breadcrumb) to return to “AL Home” page (Figure 4.15).
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@ U.S. Department of Health and Human Services
L.

Im LAAF oo ACCREDITED Welcome,

;ﬂm LAB (AL) PROGRAM FURLS Home | AL Home

AL Home | » Dashboard ? >

Figure 4.15: Links to the AL Home Page
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5 Submit Supplemental Documentation

The “Supplemental Documentation” feature allows the user to perform two main
functions related to supplemental documents:

e Uploading and submitting documents to FDA
¢ Viewing the documents that have been submitted to FDA

To upload documents to the AL portal or view documents that have already been
submitted to FDA, the user will click the “Supplemental Documentation” link from the
navigation menu on the “AL Home” page (Figure 5.1).

Analytical
Package
Submission

Supplemental s

Documentation

Reports and
Natifications

View my profile

Contact Us

Figure 5.1: Navigation Menu
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The system will display the “Supplemental Documentation” page (Figure 5.2). Any
document(s) previously submitted to FDA will display in a table at the bottom of the
page. The user can click on the hyperlinked document name in the “File Name” column
to view the document.

The user will follow Steps 1 - 5 from the “Instructions” section of the page to upload
attachments.

Note: The user can click the “Previous” button at the bottom of the “Supplemental
Documentation” page to return to the “AL Home” page.

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

Im LAAF = ACCREDITED Welcome,

;Em LAB (AL) PROGRAM FURLS Home | AL Home

ALHome 2>

Supplemental Documentation

Instructions

Step 1: Select the AB Name (name will be read-only if there is only one AB available)

Step 2: Select Type of Attachment

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

Step 4: Click Upload

Step 5: Click Save

Note:

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

AB Name

Type of Attachment

Please Select One v

AB Name File Name Type Date of Upload Action
No records found.

Figure 5.2: Supplemental Documentation Page
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The user will select the AB from the “AB Name” dropdown menu.
If the AL is only accredited by one AB, the field will be pre-filled with the AB name.

The user will select a document description from the list in the “Type of Attachment”
dropdown menu (Figure 5.3).

Type of Attachment

|Please Select One ‘ o

Conflict of Interest Declarations

Custodian Contact Information

Internal Audit Results

Laboratory Corrective Action Plan

Notice to Voluntarily Relinquish Accreditation

. L Type Date of Upload Action
Proficiency Test Reports

Sample Plans

Training Records

Other

 soe

Figure 5.3: Type of Attachment Menu

A text box labeled “Additional Description” will display if the user selected “Other” from
the list (Figure 5.4).

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

Note: The user must enter a description in the “Additional Description” field to proceed
to the next step.

Type of Attachment
Other -
Additional Description

Enter Description e

Figure 5.4: “Other” Attachment Type

The user will click the “Browse” button. A pop-up window will appear, prompting the
user to access their file system.

The user will select one or more file attachments. The “Upload” and “Cancel” buttons
will be enabled after a file is chosen (Figure 5.5). The system will close the browsing
window.

The user can click the “Upload” button to complete the attachment upload or, click the
“Cancel” button to discard the attachment upload.
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Type of Attachment
Conflict of Interest Declarations [ =

i o | 5 o |

Mondayi.docx N/ ( *

Figure 5.5: Upload and Cancel Buttons
Attachments must be configured as a document type supported by the system.

Note: The system supports the following document types: .pdf; .png; .jpeg; .gif; .bmp;
Jpg; .jpe; .jfif; .tif; .tiff; .doc; .docx; .ppt; .xls; .xIsx; .txt; .pptx; or .rif.

The maximum file size allowed is 50 MB.

Once the upload is complete, a confirmation message indicating a successful upload
will display at the top of the page (Figure 5.6).

The system will display uploaded files in the table at the bottom of the page.
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« U.S. Department of Health and Human Services

EDA | LAAF - ACCREDITED -
FURLS H | ALH
e LAB (AL) PROGRAM o .
Conflict_of_Interest.docx uploaded successfully. Please click Save to complete transmission of your file to FDA. x
AL Home »

Supplemental Documentation

Instructions

Step 1: Select the AB Name (name-uillbe.read-only if there is only one AB availablg) e e

e - S PRI e

AB Name File Name Type Date of Upload Action

Conflict_of_Interest.docx Conflict of Interest Declarations 2022-09-02 m

Figure 5.6: Successful Upload Message

To remove the attachment from the table at the bottom of the page, the user can click
the “trash/delete” icon in the “Action” column (Figure 5.7).

AB Name File Name Type Date of Upload Action
Conflict_of_Interest.docx Conflict of Interest Declarations 2022-09-02“@

Figure 5.7: Trash/Delete Icon

After the additional files have been uploaded, the user will click the “Save” button
(Figure 5.8).

**Important: Uploaded files cannot be deleted once “Save” is clicked. The user must
click the “Save” button to complete file transmissions to FDA.
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AB Name File Name Type Date of Upload Action

Conflict_of_Interest.docx Conflict of Interest Declarations 2022-09-02 m

Figure 5.8: Save Attachment

Once a file has been uploaded and added to the attachments table, the file name will
become hyperlinked. If the user clicks on the hyperlinked file name, they will be
prompted to open or save the file (Figure 5.9).

& if, bmp, | jpe, jfif, tif, tiff, doc, docx, ppt, xls, xlsx, txt, ppt
gg ; P. JPg, |pe, Jui, ur, i, : » PPL, XIS, . XL, pp Downloads B Q- <
& What do you want to do with Conflict_of_Interes...
Open Save as W
File Name Type Date of Upload Action

=

Conflict ?T Interest.docx Conflict of Interest Declarations 2022-09-02 m

Maotice to Violuntarily Belinaiich

Figure 5.9: Hyperlinked File Name
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6 Reports and Notifications

The “Reports and Notifications” feature allows the user to (electronically) notify FDA of
events or updates.

To access the “Reports and Notifications” feature, the user will click the “Reports and
Notifications” link from the navigation menu on the “AL Home” page (Figure 6.1).

Analytical
Package
Submission

Supplemental
Documentation

Reports and
Notifications

<o

View my profile

Contact Us

Figure 6.1: Navigation Menu
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The system will display the “Reports and Notifications” page with the following report
and notification available (Figure 6.2):

¢ Notice of Request for Submission of Abridged Analytical Packages —
Generates a notice to FDA when an AL submits a request for submission of
abridged import analytical packages for a food testing discipline.

@ U.8. Department of Health and Human Services
2

EDA | LAAF - ACCREDITED e

;Em LAB (AL) PROGRAM FURLS Home | AL Home

AL Home »

Reports and Notifications

Notice of Request for Submission of Abridged Analytical Packages

Figure 6.2: Reports and Notifications Page
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6.1 Notice of Request for Submission of Abridged Analytical
Packages

To notify FDA of a request for submission of abridged import analytical packages for a
food testing discipline, the user will click the “Notice of Request for Submission of
Abridged Analytical Packages” link on the “Reports and Notifications” page (Figure 6.3).

The user may click the “Previous” button to return to the “AL Home” page.

AL Home »

Reports and Notifications

Notice of Request for Submission of Abridged Analytical Packages +#

o=3-

Figure 6.3: Notice Link and Previous Button

The system will display the “Notice of Request for Submission of Abridged Analytical
Packages” page (Figure 6.4).

Note: The user can click the “Previous” button at the bottom of the notice to return to
the “AL Home” page.
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%ﬁ U.S. Depariment of Health and Human Services

LAAF - ACCREDITED Wekcome,

Imﬁ LAB (AL) PROGRAM FURLS Home | AL Home

AL Home » Reports and Notifications »

Notice of Request for Submission of Abridged Analytical Packages

You may use this nofice fo request approval from FDA for submission of abridged analytical packages

Select the Accreditation Body if there is more than one and select the Discipline for which you are seeking approval
Provide the reason for your request and then upload the associated documentation

Add any further information you wish to include for consideration, if needed

AB Name

Discipline

Please select ane| ~

Reason for request

In the space below, please briefly provide the justification for this request to submit abridged analytical packages for the selected
discipline.

Enter your response here.

4000 characters remaining.

~ Upload Report/Documentation

Instructions

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

Note:
1. Allowed file types are pdf, png, jpeg, gif, bmp, jpg, jpe, ffif, tif, tiff, doc, docx, ppt, xis, Xisx, txt, pptx, fif
2. Maximum file size allowed is 50 MB

File Name Date of Upload Action

No records found

Comments (Optional)

Enter your response here.

3000 characters remaining

Figure 6.4: Notice of Request for Submission of Abridged Analytical Packages
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The user will select the AB from the “AB Name” dropdown menu (Figure 6.5). If the AL
is only accredited by one AB, the “AB Name” field will be pre-filled.

AB Name

Figure 6.5: AB Name Menu

The user will select a testing discipline from the “Discipline” dropdown menu (Figure
6.6).

Note: One discipline may be submitted per notice.

Discipline

‘ Biological y
Biological

Chemical

Physical

—

Figure 6.6: Discipline Menu

The user will enter a detailed justification for the request in the “Reason for Request”
field (Figure 6.7). This is a free-type field which allows a maximum of 4,000 characters.

Reason for request
In the space below, please briefly provide the justification for this request to submit abridged analytical packages for the selected
discipline.

Enter your response here.

4000 characters remaining.

Figure 6.7: Reason for Request Field

The user can follow Steps 1 and 2 from the “Instructions” section of the page to upload
files (Figure 6.8).

The user is required to upload at least one file in order to submit the notice.
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The user will click the “Browse” button, which will be enabled by default (Figure 6.8). A
pop-up window will appear, prompting the user to access their file system.

~ Upload Report/Documentation ‘

Instructions

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

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

File Name Date of Upload Action

No records found.

Figure 6.8: Upload Report/Documentation Section with Browse Button Enabled

The user can select one or more file attachments. The “Upload” and “Cancel” buttons
will be enabled after choosing a file (Figure 6.9). The browsing window will close.

The user can click the “Upload” button to complete the attachment upload or, click the
“Cancel” button to discard the file upload.

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

+ Browse | & Uploa

Figure 6.9: Upload and Cancel Buttons
Attachments must be configured as a document type supported by the system.

The system supports the following document types: .pdf; .png; .jpeg; .gif; .omp; .jpg;
Jpe; jfif; .tif; .tiff; .doc; .docx; .ppt; .xlIs; .xlIsx; .txt; .pptx; or .rtf.

The maximum file size allowed is 50 MB.
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Once the upload is complete, a confirmation message indicating a successful upload
will display at the top of the page (Figure 6.10).

The system will display the uploaded files in the table in the “Upload
Report/Documentation” section. To remove the attachment from the table, the user can
click the “trash/delete” icon in the “Action” column.

| . AttachmentSampleDoc1.docx uploaded successfully. | x

ALHome » Reports and Notifications >

Notice of Request for Submission of Abridged Analytical Packages

You may use this notice to request.annroval from FDA for submission of abridaed analytical packages.

R . e

~ Upload Report/Documentation

Instructions

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

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

File Name Date of Upload Action

AttachmentSampleDoc1.docx 2023-02-24 m

Figure 6.10: Successful Upload Message

The user may enter additional comments in the “Comments” section (Figure 6.11). This
is an optional, free-type field which allows up to 3,000 characters.
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Comments (Optional)

Enter your response here.

3000 characters remaining.

Figure 6.11: Comments Field

After completion of the notice, the user will click the “Next” button. The system will
navigate them to the “e-Signature” page (Figure 6.12).

The user will follow the directions provided on the “e-Signature” page, complete the
following user entry fields, then click the “Submit” button:

e Checkbox (unchecked by default) — “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 — The first and last name of the submitter.
e Title of Submitter — The title of the submitter.
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AL Home 2 Reports and Notifications 2 Notice of Request for Submission of Abridged Analytical Packages >

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 there are no edits allowed after submission.

| 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

EST)

Figure 6.12: e-Signature Page

Upon successful submission, the system will post a message on the “Confirmation”
page (Figure 6.13).

AL Home » >

Confirmation

Thank you for submitting. 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 FDALAAFInquiry@fda.hhs.gov.

Figure 6.13: Confirmation Message

The user may click the “AL Home” link on the top of the banner (or from the
breadcrumb) to return to the “AL Home” page (Figure 6.14).
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Figure 6.14: Links to AL Home Page

The system will send the user an e-mail indicating the notice was received by FDA
(Figure 6.15).

Note: The image (below) only depicts the e-mail notification text.

Subject: Notification or Report Received

Thank you for submitting information to FDA regarding the Notice of Request for Submission of Abridged Analytical Packages.
We will review this information and may follow-up if additional information is needed.

Laboratory Accreditation for Analyses of Foods Program
U.S. Food and Drug Administration

DO NOT REPLY TO THIS EMAIL

Figure 6.15: E-mail Confirmation

The Notice of Request for Submission of Abridged Analytical Packages is subject to
approval or denial by FDA. The user will be notified by email regarding the decision.

If FDA has approved the submission, the user will receive the following notification
(Figure 6.16):
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Note: The images (below) only depict the e-mail notification subject and text.

The content are examples of the notifications. The actual testing discipline listed in the
user’s version of the notification may vary, based on the user’s submission.

Subject: FDA's Laboratory Accreditation for Analyses of Foods Program - Approval of Abridged Analytical Package Request

Thank you for your interest in continuing to participate in FDA's Laboratory Accreditation for Analyses of Foods Program.
Upon review of your Abridged Analytical Package Request, the Agency has determined that you have eligibility to submit the
Abridged Analytical packages for the following discipline:

Biological

Hence, we are approving the request for the accredited laboratory:

We look forward to working with you.

For questions, please contact us at FDALAAFInquiry@fda.hhs.gov.

Laboratory Accreditation for Analyses of Foods Program
U.5. Food and Drug Administration

DO NOT REPLY TO THIS EMAIL

Figure 6.16: Approval of Abridged Analytical Package Request Notification

If FDA has approved the notice, the status under “Approved Package Submission” on
the “Accredited Laboratory Information” page — (accessed by the “View my Profile”
feature on the main navigation menu) — will be updated from default status “Full” to
“Abridged”.

Refer to Chapter 7 “View My Profile” for more information.
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If FDA has denied the notice for the selected discipline, the user will receive the
following notification (Figure 6.17):

Subject: FDA's Laboratory Accreditation for Analyses of Foods Program - Denial of Abridged Analytical Package Request

Thank you for your interest in continuing to participate in FDA's Laboratory Accreditation for Analyses of Foods Program.
Upon review of your Abridged Analytical Package Request, the Agency has determined that you do not have eligibility to
submit the Abridged Analytical packages for the following discipline:

Physical

Hence, we are denying the request for the accredited laboratory:

We look forward to working with you.

For questions, please contact us at FDALAAFInguiry@fda.hhs.gov.

Laboratory Accreditation for Analyses of Foods Program
U.S. Food and Drug Administration

DO NOT REPLY TO THIS EMAIL

Figure 6.17: Denial of Abridged Analytical Package Request Notification

Following a denial decision, the user may resubmit the notice by following the same
steps listed in this chapter for submission of the notice.
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Note: If FDA had previously approved a submission for a testing discipline and then
determined that full package submission should resume, the user will receive the
following notification (Figure 6.18):

Subject: FDA's Laboratory Accreditation for Analyses of Foods Program - Accredited Lab Analytical Package Status
Change - Full

Thank you for participating in FDA's Laboratory Accreditation for Analyses of Foods Program. Your laboratory package
submission status has changed from abridged to full. Please submit Full Accredited Lab Analytical Packages for the
following discipline:

Biological

We look forward to working with you.

For questions, please contact us at FDALAAFInguiry@fda.hhs.gov.

Laboratory Accreditation for Analyses of Foods Program
U.5. Foed and Drug Administration

DO NOT REPLY TO THIS EMAIL

Figure 6.18: Package Status Change to Full Notification

The status of the applicable testing discipline will be updated from “Abridged” back to
“Full” on the “Accredited Laboratory Information” page.

Refer to Chapter 7 “View My Profile” for more information.
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The “View My Profile” feature allows the user to perform the following functions:

e View and verify AL account information submitted during the OAA account
creation
View accreditation details
View testing method verification status
View approval status for submission of abridged or full import analytical
packages for a testing discipline

To access the “View My Profile” feature, the user will click the “View my profile” link from
the navigation menu on the “AL Home” page (Figure 7.1).

Analytical
Package
Submission

Supplemental
Documentation

Reports and
Notifications

View my profile i)

Contact Us

Figure 7.1: Navigation Menu

The system will display the “Accredited Laboratory Information” page, which contains
the user’s read-only profile information from OAA (Figure 7.2).

The user’s scope of accreditation is contained within the accordion section with the
name of the AB as the title. The accordion section will collapse upon navigating to the

page.
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EDA LAAF - ACCREDITED —
| FSMA |

LAB (AL) PROGRAM FURLS Home | AL Home

AL Home »

Accredited Laboratory Information
To submit import-related packages, click the Import Trade Auxiliary Communication System (ITACS) link to access the ITACS system.

To submit abridged packages for a discipline, you must submit the Notice of Request for Submission of Abridged Analytical Packages.
This notice must be approved by FDA.

Firm Name Contact Name

Address Contact Number
Telephone Number
Fax Number --

Web Address Email Address

» Accreditation Body -

Figure 7.2: Accredited Laboratory Information Page

The user can view the scope of their accreditation by clicking on the accordion section’s
title bar (Figure 7.3). The content of the accordion section includes the accreditation
period under the AB, verification status of each testing method, and import package
submission type allowed for each testing discipline.

The user can click the “Previous” button to return to the “AL Home” page.
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| = Accreditation Body -

T
Accreditation Date
2023-01-25

Cerfificate Number

Dhscipline
Chamica
Biologica

Physica

Discipline
Chamica
EBiologica
Chemica
F"r.:,'g.:c,a.

Biologica

O Previous *——

File Mame

Test Methods for which you have been accredited:

Analysis
Amino Acads

BSE, BSE and Feed
Wicroscopy

Myeotoxins, Deowynivaieno

Filth. Macro/Micro

Expiration Date
2025-01-1

Date of Issuance

Package Submisgion Allowed for the following testing discipline(s):

Approved Package Submission

Test Method

LIB 4448: Method Vakdation: EZfzast Kit for Free Amino
Acids

964 07, AAFR Manoal of Microscopic
tuffe: B5E [Ferd Microscopy]

Expiration Date
2025-01-01
2025-01-01

Status
\erifizd
Mot Werified
Mot Warified
Mot Verified

Mot Verified

Edit Profile

Figure 7.3: Accordion Section Content

To edit account profile information in OAA, the user may proceed to Section 7.1.
e To view the verification status of a test method, the user may proceed to Section

7.2.

e To view the import package submission type that is allowed for a testing

discipline, the user may proceed to Section 7.3.

7.1 Edit Account Profile

If the user wishes to edit their account profile information in OAA, they may click the
“Edit Profile” button from the bottom of the “Accredited Laboratory Information” page

(Figure 7.4).
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m LAAF e ACCREDITED Welcome,

I'mm LAB (AL) PROGRAM FURLS Home | AL Home

AL Home 2

Accredited Laboratory Information
To submit import-related packages, click the Import Trade Auxiliary Communication System (ITACS) link to access the ITACS system.

To submit abridged packages for a discipline, you must submit the Notice of Request for Submission of Abridged Analytical Packages.
This notice must be approved by FDA.

e Edit Profile

Figure 7.4: Edit Profile Button

The system will display the “Edit Account Profile” page of Account Management (Figure
7.5). All of the fields will be editable.

If the user wishes to discard any changes and return to the main OAA page, they should
click the “Cancel” button.

Once the user has completed all updates, they will click the “Continue” button at the
bottom of the page.

Note: If the user clicks the “Clear” button, all of the account information on the page will
be cleared. To restore account information, the user should click the “Cancel” button
and navigate back to the OAA “Account Management” page.
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FoA | ONLINE ACCOUNT
EZYW | ADMINISTRATION (OAA)

Account Management @8

Home @ Edit Account Profile

Edit Account Profile

You are editing account ID for ¥

Edi ount Profile
Change My Password

Edit the account information
Update System Access

Point of Contact Information Physical Address (Business) of Account Holder
Manage Users

First Name Country / Area
New Manage Users :J
Middle Initial (Optional) Address Line 1
Last Name / Surname Address Line 2 (Optional)
Job Title city
Company / Last Name (Surname) State / Province / Territory

Secret Answer 3

Figure 7.5: Edit Account Profile Page
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The system will display the “Edit Account Profile” page as read-only for the user to
review.

If the user would like to make additional changes, they will click the “Modify” button.

Once all changes have been completed, the user will click the “Submit” button (Figure
7.6).

Account Management @&

Home @ Edit Account Profile

Change My Password Review Account Information

Update System Access

Account Information Physical Address (Business) of Account
Manage Users

First Name Holder
New Manage Users Address Line 1

Middie Initial

Address Line 2
Last Name / Sumame

City
Title
AL

State / Province / Territory
Company Name

Zip Code (Postal Code)

Web Address
Phone Number Country / Area
FAX Number Unique Facility |dentifier

E-mail Address

Secret Question 1

What was your first pet's name?

Secret Answer 1

Secret Question 2

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

Secret Question 3

What was your high school mascot?

Secret Answer 3

Click the Submit button to update the account, or click the Modify button to return and edit your account profile

Figure 7.6: Edit Account Profile — Read-Only View
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The system will display a confirmation message stating the submission was successful
(Figure 7.7). The user can click the “Continue” button to navigate back to “Laboratory
Accreditation for Analyses of Foods — Accredited Laboratory”.

{(ﬁ U 5. Department of Heslth and Human
3

FA ONLINE ACCOUNT
WZYW | ADMINISTRATION (OAA)

Account Management LS

Home @ Edit Account Profile

Change My Password

The account profile was successfully updated

Update System Access

Manage Users

New Manage Users © Continue |

Figure 7.7: Successful Account Profile Update Message

7.2 View the Verification Status of a Test Method

The user can expand the accordion section to view the list of test methods and their
statuses as “Verified” or “Not Verified” under the “Test Methods for which you have
been accredited” table (Figure 7.8).

The default status of a test method is “Not Verified”.

If a test method has been verified by FDA, it will display as “Verified” in the “Status”
column of the table. The user will be able to submit analyses to FDA for the “Verified”
test method.

If a test method has not yet been verified, or it has been reverted back by FDA from
previous “Verified” status, it will display as “Not Verified” in the “Status” column.
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Test Methods for which you have been accredited:

Discipline Analysis Test Method Status
Physical Evisceration Visual Examination Verified
; : i o BAM Compendium: Concentration, Extraction, and e
Eielogical Mliisgiepatits Detection of Norovirus and Hepatitis A virus in Soft Fruit hetyerniied
Chemical Pesticides/IC, Pesticides JAFC 2011, 59, 6383ff: Modified QUEChERS - LCMS Not Verified
: : LIB 4421: Determination of Melamine and Cyanuric Acid 1o
S ALETilil Residues in Infant Formula using LC-MS/MS WESEE
Biological Shigella BAM Chapter 6: conventional nested PCR assay Not Verified

Figure 7.8: Test Methods for Which You Have Been Accredited Table

The user will receive a notification for “Verified” (Figure 7.9) and “Not Verified” testing
methods (Figure 7.10).

Note: The images (below) only depict the e-mail notification subject and text.

The content are examples of the notifications; the actual testing method listed in the
user’s version of the notifications may vary.

Subject: FDA's Laboratory Accreditation for Analyses of Foods Program - Testing Method
Status - Verified

We are pleased to inform you that the verification/validation for the below testing method
submitted has been accepted by the Laboratory Accreditation for Analyses of Foods
Program team. You may now submit analyses for this method.

JAOAC Intl. 87, No.5, (2004), pp. 1224ff: GC-MSD in SIM Mode for NSOs (Pesticides
Containing Nitrogen, Sulfur, Oxygen, or no Heteroatoms) under the testing discipline
Chemical

We look forward to working with you, thank you for your participation in FDA's Laboratory
Accreditation for Analyses of Foods Program.

For other questions please contact us at FDALAAFInquiry@fda.hhs.gov.

Laboratory Accreditation for Analyses of Foods Program
U.S. Food and Drug Administration

DO NOT REPLY TO THIS EMAIL

Figure 7.9: Notification of Testing Method Status — Verified
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Subject: FDA's Laboratory Accreditation for Analyses of Foods Program - Testing Method Status - Not
Verified

The Agency has reviewed and would like to inform you that the agency does not have a
verification/validation for the below method on file.

You will need to submit a verification/validation for the following method before you may proceed.

JAOAC Intl. 87, No.5, (2004), pp. 1224ff: GC-MSD in SIM Mode for NSOs (Pesticides Containing Nitrogen,
Sulfur, Oxygen, or no Heteroatoms) under the testing discipline Chemical

We look forward to working with you, thank you for your participation in FDA's Laboratory Accreditation
for Analyses of Foods Program.

For other questions please contact us at FDALAAFInquiry@fda.hhs.gov.

Laboratory Accreditation for Analyses of Foods Program
U.S. Food and Drug Administration

DO NOT REPLY TO THIS EMAIL

Figure 7.10: Notification of Testing Method Status — Not Verified

7.3 View Package Submission Allowed for a Testing
Discipline

To view the approval status for submission of abridged or full import analytical
packages for a testing discipline, the user may go to the “Package Submission Allowed
for the following testing discipline(s)” portion of the accordion section (Figure 7.11).

The status under the “Approved Package Submission” column will default as “Full”.

If the user has submitted the Notice of Request for Submission of Abridged Analytical
Packages for a testing discipline and it has been approved by FDA, it will display as
“Abridged” for that testing discipline in the “Approved Package Submission” column.

If FDA determines the user should resume full import analytical package submission for
a discipline, the user will receive a notification and the status will change from
“Abridged” to “Full”.

The user may resubmit the Notice of Request for Submission of Abridged Analytical
Packages for the testing discipline that has been reverted from “Abridged” to “Full,” if
appropriate.
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Package Submission Allowed for the following testing discipline(s):

Discipline
Biological
Chemical

Physical

Approved Package Submission
Abridged

Full

Full

Figure 7.11: Approved Package Submission Status

Refer to Chapter 6 “Reports and Notifications” for instructions for submission of the

Notice of Request for Submission of Abridged Analytical Packages.
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8 Contact Us

The “Contact Us” feature allows the user to contact the LAAF program by email.

To access the feature, the user will click the “Contact Us” link from the navigation menu
on the “AL Home” page (Figure 8.1).

Analytical
Package
Submission

Supplemental
Documentation

Reports and
Notifications

View my profile

Contact Us i

Figure 8.1: Navigation Menu

The system will display the “Contact Us” page in an email template format, with a
“Subject” field allowing up to 150 characters and a “Message” field up to 4,000
characters (Figure 8.2). Once the user has completed the “Subject” and “Message”
fields, they will click the “Send” button to send the email.
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EDA | LAAF - ACCREDITED Weicome,

=z LAB (AL) PROGRAM FURLS Home | AL Home

Contact Us

From:

Subject: | Enter subject here

| Enter message here

4000 characters remaining

Figure 8.2: Contact Us Page

Page | 61



U.S. FOOD & DRUG

ADMINISTRATION

The system will display a confirmation message on the “AL Home” page, stating the
message has been sent (Figure 8.3).

{é U.5. Department of Health and Human Sarvices
D

EDA | LAAF - ACCREDITED

sz | LAB (AL) PROGRAM

Your email has been sent successfully.

Welcome to the FDA's Laboratory Accreditatig

Analyses of Foods (LAAF) portal. This portal i

Figure 8.3: Email Sent Successfully
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APPENDIX

Abbreviations
Abbreviation | Acronym Description
AB Recognized Accreditation Body
AL LAAF Accredited Laboratory
CFSAN Center for Food Safety and Applied Nutrition
FDA U.S. Food and Drug Administration
ITACS Import Trade Auxiliary Communication System
LAAF Laboratory Accreditation for Analyses of Foods
OAA Online Account Administration
ORA Office of Regulatory Affairs

Ilcon Behavior

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

Icon Description Icon System Function
Magnifying Glass Q View the associated item
Pencil 4 Edit the associated item
Trash Can m Delete the associated item
Printer = Print the associated item
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