FOA Tobacco Registration & Product Listing Module HNeed Help?
NEXT GENERATION

1.5, Department of Health and Human Services

¥} Starting Mavember 16, 2024 until May 31, 2025 the TRLM NG %€
spplication will be undergoing system maintenance and may

be intermittently unavailable from Saturday 9AM EDT to
Sunday 6PM EDT. If you have additional questions, please
email CTP-TRLM-NG-Helpdesk@fda.bhs.gov. The TRLM NG
Help Desk iz available Monday-Friday between 9:004M -
8:00PM EDT.

(i) Notice: New legislation enacted on March 13, 2022, makes
clear that FDA has the authority to regulate tobacco products
containing nicotine from any source, including synthetic
nicotine. The changes to the law take effect April 14, 2022,

Manufacturers of tobacco products containing nicotine not
denived from tobacco (NTN) must ensure compliance with

applicable requirements under the FDEC Act resulting from
this law, such as:

= Register with FDA and list all NTN products that they
In preparation for the upcoming Bi-annual and Annual updates prepare, or pracess for
to tobacca registration and product listing: distribution

= Section 905(b) of the FD&C Act requires establishment
registrations to be re-submitted annually on or before
December 315t of each year
Section 905(i)(3) of the FD&C Act requires that certain
changes in the product list be submitted bi-annually; Rgtuming User? Sign in.
once during June and once during December
For more information on the changes to product listing to
be submitted bir-annually see the Section 905 Food, Drug
& Cosmetic Act Annual Registration Guidance

Please see the CTP Newsroom announcement.

Username (This is your emsail)

To begin, log inte your TRLM NG account to view and update

= Password
your registration and product listing including material files
prior to the deadline: December 31st, 2020 at 11:39pm EST. oY
Forgot Passward?
RegISter Your TOhacco Please acknowledge the following Expand "

Establishments & Products

Create an account to register your tobacco manufacturing
establishment(s) and manage your product listing as per the
FDA's Section gos of the Food, Drug, and Cosmetic Act (FD&C
Act).

This warning banner provides privacy and security notices
with applicable federal laws, directives, and other
federal ouidance for accessina this Govemment svstem. which =

I have read and understood this message

Center for Tobacco Products Manufacturing Requirements  Industry Guidance  Compliance Webinars  Vulnerability Disclosure Policy

@00 FDA FDAI741&3741a OMB0910-0650 Expiration Date 10/31/25

TRLM-NG will be updated to reflect new form names (3741 and 3741b) and updated expiration date.

FDA Tobacco Registration & Product Listing Module

WEXT GEMERATION

Create Account Exit

Getting Started

To get started, we need to ask you a few questions to determine whether your tobaceo o in, i and the products you produce meet the
requirements of section gos(b) of the Family Smoking Prevention and Tobacoo Control Act.

In this section, we will ask you some basic questions about the location and operation of your tobacco manufacturing establishments. To complete this
section, please have the address of each establishment vou intend to register.

The information vou enter in this section will not be saved until you complete the step 'Create Account'.



Create Account

To contimuoe with your registration, please create an account. Your aceount will enahle youo to access the Tobacen Registration and Listing Module Ked

Generation (TRLM NG) to manage vour registratinn and future updates.

Provide Business Details

'Whiat is your refationship to the boebacoo manufactering establishments?

tobacco manufacturing estabishments

maore tobacoo manufacturing estabishments

behali of the owner/cpertor
Oither:

@ Ommer: | cown or work for 2 business which has owsership interest in oo or mone

Operater: | own orwork for a business which has management autherity for one or

Authorized Third Party: | 2m avthorized o submit and mznage registrations on

Name of the Primary Business You Ase Registerning

Your Details
Tithe: [Dptional] First Hame
W
Middiz Mame {Opticaal) Last Name
Position Title {Optional)
Type of Humber Coumtry Code
‘Weork W - 201-555-0123

Email Addness (This will be your usermame)

Busimess Web Address (Optional)

[Previous

What if I'm applying on behalf of the
OWTEr o operater?

Fliiear el yor inbesmiation, oven i
s s sa ol v o bl of thee ofwner
or gperater, This infermation & wed o

EFvale Pour o esennnt, whicls yow san

i s gaersses O OF B Fogisiratines
within TRLM X0, You will b |
i gt e Ofwner aid Operabos

\ information later.

Establishment Owner

Has an ownership interest in one or more tobacco product
establishments being registered

Establishment Operator

Has management authority for one or more tobacco
product establishments being registered

Authorized Representative of Owner

Responsible official authorized to represent the owner of a
tobacco product establishment being registered
Authorized Representative of Operator
Responsible official authorized to represent the operator of
a tobacco product establishment being registered.



o Your account has been created

Confirm Your Account

A confirmation email has been zent to the address helow which will
include a verification link needed in order to confirm and sign in to your
account.

Email

| CENAPOLEON@GMAIL.COM

Having Trouble?

Click the 'Resend Confirmation Email’ button below to send a new
verification link to the email listed above. If vou still do not receive the
verification link, pleaze contact the FDA.

Contact the FDA



-9 Your account has been confirmed

Create Your Password

Usermname

CBNAPOLEONDGMAIL.COM

Create Password

Password must include, at least

@ & Characters @ 1 Uppercase
Character

& 1 Number & 1 Special
(haracter

@' 1 Lowercase
Character



Multifactor Authentication

Set up Multifactor Authentication

TRLM NG requires multifactor authentication to add an additional level of security when signing into vour account.

&% Enter a verification code sent to your email.



FDA  Tobacco Registration & Product Listing Module
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Muhifactor Authentication

O

Send the Code

Set up Email Authentication

wification code to you! tegis

FDA Tobacco Registration & Product Listing Module

NEXT GEMERATION

Heed Help?

Verification Code Finish

Multifactor Authentication
Y

Send the Code

Verification Code

4 verificalion code was senl Io cmundenideloitie com Please ches

ok your email and enter the code below.

Verification Code

Havent received an email? Send Again

FoA Tobacco Registration & Product Listing Module

WEXT GENERATION

Werification Code Finish

Multifactor Asthentication Exit
L @ 0
Send the Code Verification Code Finish

@ Finish

‘Wour MF Verification is complete. Click on Finish' to enter the TRLM NG Application

Enrolled Factors

B sl verification &



&= TRLM Expired Draft Registrations will no longer be displayed in the system. Dismiss
Welcome, JANE FONDA
Announcements Read Full Announcement Need Help? View Help Resources

The Center of Tobacco Products (CTF) is committed to improving
vour registration experience through the implementation of this
new Next Generation svstem. Read the full announcement to see
what iz new in TRLM NG.

You can access helpful resources to help you complete and navigate
vour tobaceo registration. If vou need additional assistance, vou can
contact the FDA here.

Contact the FDA

Start Your Registration

Register vour tobaceo manufacturing establishment(s) and product listing.




FDA Tobacco Registration & Product Listing Module

NEXT GENERATION

A Home & My Account -

Industry will just need to
confirm the establishments
to be registered are
engaged in tobacco product 7
manufacturing activities and
that they (the official
correspondent) are either
the owner, operator,
authorized representative of
the owner or authorized

representative of the
operator.

Create Registration Exit

Set Up Your Registration

To begin your registration, we need to understand your relationship to the tobaceo manufacturing establishments. The questions below help to identify your
role based on the FDA Forms 3741 & 3741a. At the end of the questions, you will be identified as one of the roles listed below.

o Owner Registering Alone .

o Owner RE:is.:en'n: on Behalf of Operator » Establishment Owner
e e i A Tt » * Establishment Operator

40 R e » Authorized Representative of Owner

» Authorized Representative of Operator

I (Section |- dentification from FDA Form 3741/37413) I—} Section lll.A from FDA Form 3741

Guidance

Only answer "Yes" if you own or work for
abusiness that has ownership interest in
one or more to...

ou own or work for a business which owns the tobacco

turing establishments? Read more

{>>|

Guidance

Only answer "Ves" if you own or work for
a business that has management

Does this business authority aver tobacco ma...

manufacturing

0 operate some or all of the
ablishments?

Read more

No

You have identified as Owner who is also Operator of all establishments.

o

Name Your Registration

This name will only be used by you to reference this registration. This is not public information and does not affect
your registration. We've pre-filled the name of your business for your convenience.

You can ereate a new registration.

Registration Name

Rylee Smoke Shop

Need Help?




FOA
NEXT GEMERATION

v.1.0 workflow will be
streamlined for v.3.0.
Industry will no longer be
prompted to distinguish
whether they are an owner
registering alone or on
behalf of an operator or
vice versa. They will simply
indicate who the official
correspondent is and then
provide all required owner
and operator information.

Tobacco Registration & Product Listing Module

A Home

& My Account ~

Need Help?

Create Registration Exit

Set Up Your Registration

To begin your registration, we need to understand your relationship to the tobaceo manufacturing establishments. The questions below help to identify your
role based on the FDA Forms 3741 & 3741a. At the end of the questions, you will be identified as one of the roles listed below.

o Owner Registering Alone . f
& D R.egis;rini an Behalf of Operator Establ !S hment Owner
o Owner Who is Also Operator of All Establishment « Establishment Operator

o Operator Registering Alone
o Operator Registering on Behalf of Owner
o Authorized Agent

» Authorized Representative of Owner

» Authorized Representative of Operator

Identify Your Role )
[ Zszction I ldentification from FOA Form 3741,37412) | » Section IlIl.A from FDA Form 3741

Guidance

Only answer "Yes" if yon own or work for
a business that has ownership interest in
one or more to...

Do you own or work for a business which owns the tobacco

nufacturing establishments? Read more

Guidance

Only answer "Yes" if you own or work for
a business that has management
authority over tobacco ma...

Does this business also operate some or afl of the tobacco

manufacturing establishments? Read more

Guidance

Only answer "Yes" if you own tobacco
manufacturing establishments.

el "
Are you an @wner registering alone? Pt

Read more

You have identified as Owner registering alone.

o

You can create a new registration. Please complete all sections EXCEPT Operator information
in this application. This will ensure you adhere to the instructions to complete all sections
except I1IA and I11B outlined in the FDA Forms 3741 and 3741a.

Regardless of official

"

correspondent’s affiliation, the

establishment owner (Section
IV.B) and operator (Section IV.C)
information must be provided for
all registered establishments.

Name Your Registration

This name will only be used by you to reference this registration. This is not public information and does not affeet
your registration. We've pre-filled the name of your business for your convenience.

Registration Name

Rylee Smoke Shop




FDA Tobacco Registration & Product Listing Module

NEXT GENERATION & My Account ~ Need Help?

Create Registration Exit

Set Up Your Registration

To begin your registration, wa need to understand your relationship to the tobaceo manufacturing establishments. The questions below help to identify your
role based on the FDA Forms 3741 & 3741a. At the end of the questions, you will be identified as one of the roles listed below.

MR i e PO - Establishment Owner
o Owner Who is Also Operator of All Establis} . 1
© Operator Registering Alnn‘e _> EStabIIShment Operator
oy e + Authorized Representative of Owner
o Authorize ent A .
» Authorized Representative of Operator

Identify Your Role
Ismmn I Identification from FDA Form 3741/3741a) |_> Section LA from FDA Form 3741

Guidance

Only answer "Ves" if yon own or work for
a business that has ownership interest in
one or more to...

o you own or work for a business which owns the tobacco

magufacturing establishments? Read more

[#]

Guidance

Only answer "Yes" if you own or work for
2 business that has management
authority over tobacco ma...

v.1.0 workflow will be
streamlined for v.3.0. Does this business also operat
Industry will no longer be 4 manufacturing establishments?
prompted to distinguish
whether they are an owner
registering alone or on
behalf of an operator or
vice versa. They will simply
indicate who the official
correspondent is and then
provide all required owner
and operator information.

Il of the tobacco
Read more

Guidance
Only answer "Ves” if you own tobacco
manufacturing establishments.

oo 5
wner registering alone? Answer"No" If:

Read more
o You have identified as Owner registering on behalf of Operator.

You can create a new registration. Please complete all sections in this application. This will A

ensure you adhere to th?instmcﬁons to oompl?ete all sections outlined i’:the FDA Forms 3741 \ Rega rd Iess Of OffICIaI .

e azqta. correspondent’s affiliation, the

establishment owner (Section

Name Your Registration IV.B) and operator (Section I1V.C)
This name will only be used by you to reference this registration. This is not public information and does not affect |nf0 rm atlon mu St be p rOV|d ed for

your registration. We've pre-filled the name of your business for your convenience.

all registered establishments.

Registration Name

Rylee’s Smoke Shop 2 |



FDA  Tobacco Registration & Product Listing Module

L] -
WEXT GENERATION #A Home & My Account Need Help?

Create Registration Exit

Set Up Your Registration

To begin your registration, we need to understand vour relationship to the tobacco ing blish The ions below help to identify your
role based on the FDA Forms 3741 & 3741a. At the end of the questions, you will be identified as one of the roles listed below.

D Registering llone « Establishment Owner

Owner Registering on Behalf of Operator

2 Ovnar Who s Als Opsratorof Al Estabih » * Establishment Operator

£

Operator Registering Alone . .
Ok Vopiansing o Bk O + Authorized Representative of Owner
Authorized Agent

» Authorized Representative of Operator

I!smfunf,ﬁdemfmfmnfmmfm Form 3741/37413) I—> Section lll.A from FDA Form 3741

Guidance

Only answer "Ves" if you own or work for
a business that has ownership interest in
0ne OF More to...

you own or work for a business which owns the tobacco

manyfacturing establishments? Read more
v.1.0 workflow will be
streamlined for v.3.0.
Industry will no longer be
prompted to distinguish Sikiancn

whether they are an owner
registering alone or on
behalf of an operator or

Only answer "Yes" if vou own or work for
a business that has management
authority over tobacco ma...

Do you own or work for a business whfch has management

. o b authority over the tobacco manufatturing establishments? Read more
vice versa. They will simply
indicate who the official
correspondent is and then
provide all required owner
and operator information.
Guidance

Only answer "Yes” if you work fora
business that has management authority

Are yowan Operator registering alone? over tobaceo manufact...

Read more
o You have identified as Operator registering alone.
You can create a new registration. Please complete all sections EXCEPT Owner information in Regardless of official
thi lication. This will vou adhere to the instructions t lete all seeti cept 2 liati
Sombe i s mmmsaneinsmen ||\ comespondents affiiation, the
establishment owner (Section
IV.B) and operator (Section IV.C)
Name Your Registration information must be provided for
This name will only be used by vou to reference this registration. This is not public information and does not affect a ” reg |Ste red esta bl |S h m ents )
o raglateation. We'va pre-£llad the name ol pour bistusss for yous comveine:
Registration Name E]

Rylee’s Smoke Shop



FDA Tobacco Registration & Product Listing Module

HEXT GEMERATION

v.1.0 workflow will be
streamlined for v.3.0.
Industry will no longer be
prompted to distinguish

whether they are an owner |

registering alone or on
behalf of an operator or
vice versa. They will simply
indicate who the official
correspondent is and then
provide all required owner
and operator information.

Create Registration

Set Up Your Registration

A Home & My Account ~

Exit

To begin your registration, we need to understand your relationship to the tobacco manufacturing establishments. The questions below help to identify your
role based on the FDA Forms 2741 & 3741a. At the end of the questions, you will be identified as one of the roles listed below.

Owner Registering Alone

Owner Registering on Behalf of Operator

Owner Who is Also Operator of All Establishments}
Operator Registering Alone

Operator Registering on Behalf of Owner
Authorized Agent

o
o
o
o
o
o

Identify Your Role
Section I Identification from FDA Form 3741/3741a)

mahyfacturing establishments?

Do you own or work for a busine
authority over the tobacco manuf

U an Operator registering alone?

Establishment Owner

Establishment Operator

Authorized Representative of Owner
Authorized Representative of Operator

Section Ill.A from FDA Form 3741

you own or work for a business which owns the tobacco

which has management
uring establishments?

Guidance

Only answer "Ves" if you own or work for
a business that has ownership interest in
One OF More 10...

Read more

Guidance

Only answer "Yes” if you own or work for
a business that has management
authority over tobaceo ma...

Read more

Guidance

Only answer "Yes” if you work for a
business that has management authority
over tobacco manufactu...

Read more

o

and 37412

You have identified as Operator registering on behalf of Owner.

You can create a new registration. Please complete all sections in this application. This will
ensure you adhere to the instruections to complete all sections outlined in the FDA Forms 3741

Regardless of official
correspondent’s affiliation, the

Name Your Registration

This name will only be used by you to reference this registration. This is not public information and does not affect
your registration. We've pre-filled the name of your business for your convenience.

Registration Name

Rylee’s Smoke Shop

establishment owner (Section
IV.B) and operator (Section IV.C)
information must be provided for
all registered establishments.

Need Help?



FDA Tobacco Registration & Product Listing Module

HEXT GEMERATION

v.1.0 workflow will be
streamlined for v.3.0.
Industry will no longer be
prompted to distinguish
whether they are an owner
registering alone or on
behalf of an operator or
vice versa. They will simply
indicate who the official
correspondent is and then
provide all required owner
and operator information.

Create Registration Exit

Set Up Your Registration

To begin your registration, we need to understand your relationship to the tobacco ing blishments. The
role based on the FDA Forms 3741 & 3741a. At the end of the questions, you will be identified as one of the roles listed below.

f: below help to identify your

s O * Establishment Owner

 Jumer oo o OpermorcfAll Bstismenl .+ Establishment Operator

> Operator Registering on Behalf of Ovwmer » Authorized Representative of Owner
i— « Authorized Representative of Operator

Identify Your Role
Section I: Identification from FDA Form 3741/3741a)

Section Ill.A from FDA Form 3741

Guidance

Only answer "Yes" if you own or work for
a business that has ownership interest in
one or more to...

you own or work for a business which owns the tobacco
mamwfacturing establishments?

Read more

Guidance

Only answer “Ves" if you own or work for
a business that has management
authority over tobacco ma...

has management
ring establishments?

Do you own or work for a busi
authority over the tobacco manu

Read more

Guidance

Only answez "Ves" if you own or work for
abusiness that has management
authority over tobaeeo ma...

Do you own or work for a third party business that has been

authopized to register on behalf of the Owner or Operator? Read more

o You have identified as Authorized Agent.

You can create a new registration.

Name Your Registration

This name will only be used by you to reference this registration. This is not public information and does not affect
your registration. We recommend using the name of the owner or operator business name you are registering.

operator.

Registration Name

Create Registration

A Home

- My Account ~

\ System will distinguish if official
correspondent is the authorized
representative of the owner or

Need Help?



FDA Tobacco Registration & Product Listing Module

NEXT GENERATION

v.1.0 workflow will be
streamlined for v.3.0.
Industry will no longer be
prompted to distinguish
whether they are an owner
registering alone or on
behalf of an operator or
vice versa. They will simply
indicate who the official
correspondent is and then
provide all required owner
and operator information.

Create Registration Exit

Set Up Your Registration

To begin your registration, we need to understand your relationship to the tobacco manufacturing establishments. The questions below help to identify your
role based on the FDA Forms 3741 & 3741a. At the end of the questions, you will be identified as one of the roles listed below.

Owner Registering Alone

Owner Registering on Behalf of Operator

Owner Who is Also Operator of All Establishments
Operator Registering Alone

Operator Registering on Behalf of Owner
Authorized Agent

o
°
°
°
°
°

Identify Your Role

(Section I Identification from FDA Form 3741/3741a)

Guidance

Only answer "Ves" if you own or work for
a business that has ownership interest in

Do you own or work for a business which owns the tabacco one or more to...

anufacturing establishments?

Read more

Guidance

Only answer "Yes" if you own or work for
a business that has management
authority over tobacco ma...

Do you own or work for a busihess whi¢h has management
authority over the tobacco manufggfuring establishments?

Read more

Guidance

Only answer "Ves" if you own or work for
a business that has management
authority over tobaceo ma...

Read more

d to create a new

o You are not

Only Owners, Operators or Authorized Agents should fill out and submit a registration.

Are vou the Owner of a brand or another role not mentioned previously? Please contaet the FDA to
learn more about how you can aceess or start a registration.

l

Only Owners, Operators, or their Authorized Representatives
should submit a registration for tobacco product establishments.

Brand owners should not register separately, but should be listed

as such for the establishment to be registered.

A Home

& My Account ~

Need Help?



Owner

I (Section I1A: Registration Owner Information and Section IIB: Registration Owner Business Structure from FDA Fa‘mﬁ?ﬂ/&?ﬂa}l —» Section IV.B from FDA Form 3741

The term “owner” means a person, as defined in section 201(e) of the act (21 U.S.C. 321(e)) who has an ownership interest in an establishment.

Owner Name & Address
Guidance
Owner Name (Name of the Corporation/Partnership or Individual Owner) 1f the owner does business by any other

name, please list all such names.
Jane Doe

4 Does the Owner do business by another name?
Address or Mailing Address
20804 Edds Lane, Potomac Falls, VA, 20165, US

Address or Mailing Address, Line 2 (Optional)

Owner Headquarters D&B DUNS Number (Optional)

Business Structure

What type of business is this?
e Sole Proprietorship: An incorporated business with a single owner.
Partnership: A business or firm owned and run by two or more partners.

Corporation: A company or group of people authorized to act as a single entity.

Enter Owner Name
First/Given Name Last Name

Jane Doe

Points of Contact

Please add the contact information for the individual who owns this business. You may also add other contacts for
Guidance
Search Existing Points Of Contact Primary Contact: The person
responsible for this business account
may be contacted ...

Begin typing a name
Read more

4 Add New Contact

Contacts Business Role
Mrs. Jane Middle Doe « Primary Contact o Business Owner (Select One)

abc@mailinator.com
US +1 2025555555 (work)
Edit | Remove

Save Owner & Continue



Operators

I (Section MA: Registration Operator Information and Section I/IB: Registration Operator Business Structure from FDA Form 3741/3741a)

| —» Section IV.C from FDA Form 3741

‘The term “operator” means a person, as defined in section 201(e) of the act (21 U.S.C. 321(¢)) who has management anthority over an establishment.

Operator Name & Address

Operator Name
Test Operator

+ Does the Operator do business by another name?

Address or Mailing Address

20804 Edds Lane, Potomac Falis, VA, 20165, US

Address or Mailing Address, Line 2 (Optional)

Operator Headquarters D&B DUNS Number (Optional)

Business Structure

What type of business is this?
& Sole Proprietorship: An incorporated business with a single owner.

Partnership: A business or firm owned and run by two or more partners.

Corporation: A company or group of people authorized to act as a single entity.

Enter Owner Name
First/Given Name Last Name

Test Name Test Last Name

Points of Contact

Please add the contact information for the individual who owns this business. You may also add other contacts for

Search Existing Points of Contact

Begin typing a name

+ Add New Contact

Back To Owner

1f the cperator does business by any
other name pleass list 2ll such names.

Primary Contact: The person
responsible fior this business account

may be contacted ...
Read more

s

1 am Done Adding Operators, Continue



Contact

Title First/Given Mame
b
Middle Name Last Name
Position Title
Email Address
Type of Humber Country Code Telephone
Wark L == +] - 201-555-1123

=+ Add Additional Mumber

Save Contact

Cancel




Establishments

| (section 1v: Registration Estadlishment information from FDA Form 3741/3741a) [—> Section IV.A from FDA Form 3741

Enter the details of an establishment that manufactures finished tobacco products ready for consumer use. If vou have multiple establishments, vou can
register these using the "Save & Add Another Establishment’ button at the bottom of the screen. Retailers and importers do not need to register with the
FDA.

Establishment Operator

Select the operator vou would like to add this establishment to:

Guidance
Operator Establishment: A place of businass
under om...
Test Dperator v Read more
= Create a New Operator
Estahlishment Details System will allow entry of domestic and foreign
addresses for registered establishments.
Guidance
Establishment Name Enter the details of an establizhment that
manufactares finished tobaceo prodacts
Test Establishment Mame ready for consumer use.

AﬂdlEsLmezlsusedwEu.tm'anf

Copy Operator Mailing Address

Address or Physical Address information mmtheﬁﬂd_
20804 Edds Lane, Potomac Falls, VA, 20165, US Tobaeceo Produet: Any product made
or derive...
Address or Physical Address, Line 2 Read more
2 Retailers and importers do not need
S ¥ e to ragiztar with the FDA

Establishment D&B DUMNS Number (Optional)



Updated to “Tobacco Product
Type”

For detailed instructions on how 1o add your products, visit the Need Help? page.

Tobacco Products (1) &

Search Type Search

Exact v Search for Product(s)

Industry will be able to add products individually
through the user interface (Ul) or upload the Form
FDA 3741b Tobacco Product List Spreadsheet to
add multiple products in bulk at one time.
Clear

Add Product Details

Product Details

Brand Name

Brand 2

213456

Product Identification Number

Intent of Use

@ Consumer Use

© For Further Manufacturing Only

Finished Tobacco Product
Consumer User Bulk Tobacco
Product

Cigar

Product Category

Flavor (This should only be one flaver)

For Further Manufacturing
(FFM)

Manufacturing Establishments

Manufacturing Establishment(s)

Select Establishments

Add & Copy to Another Product

Cancel

Filters (0)

e

Will be required to provide a UPC.
If no UPC, then at least one
alternative industry product
identification number (i.e., SKU,
EAN, GTIN).



Material Files (Labeling, Advertising, Consumer Information)

I (Section V: Product Listing or Deemed Tobacco Product Listing from FDA Form 3741/37413)

| —» Section VI from FDA Form 3741

Please add material files first by clicking the “+Upload Material File' button below. You must upload material files
before you associate to each product. To add the same material files to multiple products, select the products
using the check boxes on the left side of the table. If adding one label to multiple products, please follow the
guidance (outlined in the box to the right) for moOthemise, attach separate Jabel(s] per product.

A

package label or appropriate sample of labeling
st be provided for each product to proceed to the next step (except for products only intended for

further manufacturing). If you have advertising or consumer information for your products you are also required
to provide a representative sampling of this material. This means typical advertising material that reflects the
full range of promotional statements made for a tobacco product. For example, if more than one magazine
advertisement is used, but the promotional content is essentially identical, only one needs to be submitted.

If your product is too small or otherwise unable to accomodate a label with sufficient space 1o bear the required
warning statement, and is a covered tobacco product (other than cigars, and excluding any component or part

not made or derived from tobacco), cigarette tobacco product, or roll-your-own tobacco product, you must

contain the required waming statement. The statement can appear on the carton, outer container, wrapper, or tag

firmly and permanently affixed to the tobacco product package. Read More Detail and View Template.

Note: Products in the “Trash" are not shown below. To add or edit your product list, please retum to Step 4. The
upload process may take ~3 minutes to complete as the system conducts a virus scan for each file uploaded.

Search Type

Exact

v

Search

Search for Product(s)

References to “label(s)” will be updated to “labeling” or “package label”

Draft Tobacco Products (1) &

Clear

Filters (0)

Guidance
{Mogel Labers J Reduce 355
Entries

model |abel pontains a proxy
ith placeholder text, for label

variations such as package size,
nicotine strength, PG/VG ratio, and
flavor. However, the proxy should
have the same warnings, ingredients,
size, font and color as it will appear
on the individual product.

All formatting, fonts, colors,
background text and images are

represented on as
they will appear on the actugj label.

Read More Detail and View
Template.

+ Upload Material Files



Add Material Files (Labeling, Advertising, Consumer Information)

The preferred file types for your uploaded Material Files are .jpg and .pdf. Files with the extensions dud, sgml,
mol, xpt, xml, and zip files cannot be accepted. Please confirm one upload of material files appears on the
Material Files page before attempting to perform another bulk upload.

Once you upload your material files to the system, you can associate them to your products from the product
listing table by clicking “Edit Material File Associations” for either single or bulk products.

— Labeling

Mo files added.

Advertising(0)

Mo files added.

Consumer Information(0)

Mo files added.




Labeling, Advertising, Consumer Information)

Material Files

I {(Section ¥ Product Listing or Deemed Tobacco Product Listing from FOA Form 3741/3741a)

| —» Section VI from FDA Form 3741

Please add material files first by clicking the “+Upload Material File” button below. You must upload material files
before you associate to each product. To add the same materigLfiles to multiple products, select the products
using the check boxes on the left side of the table_ ing o m to multiple products, please follow the

guidance (outlined in the box to the right) for mod

Otherwise, attach separatf label(s)

A package label or appropriate sample of labeling

| A labe) must be provided for each product to proceed to the next step (except for products only intended for
further manufacturing). If you have advertising or consumer information for your products you are also required
to provide & representative sampling of this material. This means typical advertizing material that reflects the
full range of promotional statements made for a tobacco product. For example, if more than one magazine

Guidance

Use Model Lahels]un

Entries

Thmmtain 5 @ pro

with placeholder text, fof label
variations such as package size,
nicotine strength, PG/VG ratio, and
flavar. However, the proxy should
have the same warnings, ingredients,
size, font and color as it will appear
on the individual product.

T product.

advertisement is used, but the promotional content is essentially identical, only cne needs to be submitted.

If your product is too small or otherwise unable to accomodate th sufficient space to bear the required
waming statement, and is a covered tobacco product (other than cigars, and excluding any component or part
not made or derived from tobacco), cigarette tobacco product, or roll-your-own tobacco product, you must

All formatting, fonts, colors,
background text and images gre
represented on the| M
they will appear on th

contain the required waming statement. The statement can appear on the carton, outer container, wrapper, of tag

firmly and permanently affixed to the tobacco product package. Read More Detail and View Template,

Read More Detail and View
Template.

Note: Products in the "Trash® are not shown below. To add or edit your product list, please retum to Step 4. The
upload process may take ~3 minutes to complete as the system conducts a virus scan for each file uploaded.

References to “label(s)” will be updated to “labeling” or “package label”

Draft Tobacco Products (1) &

Search Type Search
Exact w | Search for Product{s)
AlL (1) Missing Required Files (0)

Consumer Use / Electronic Nicotine Delivery System (ENDS)

Advanced Personal Vaporizer (1 Product)

Select All (Or Check all that apply using the box on the left of each product row)

1101 of 1 Products

Product (Brand [ Name [ Attributes) Product ID Last Edited

| Jane Do= Brand 1/ Doey Lungs / Open 123436 11/04/2024 02:35 PM

1101 of 1 Products

Clear Filters (0)
Have Required Files (1)

Fal

Jump 1o FagEEl Go Sh-:-w 31 E

Issme? Material Files Actions
1 Labels
0 Consumer

Jumg 1o FageEl Go | Show n



Review and Submit P —
I (Section VI: Confirmation Statement from FDA Form 3741/3741a) I » Section X| from FDA Form 3741

1. Owner Information Return to Step 1

Jane Doe

20804 Edds Lane, Potomac Falls, VA 20165, US
Sole Proprietor
1 Point(s) of Contact

2. Operator Information Return 1o Step 2

Test Operator

20E04 Edds Lane, Potomac Falls, VA 20165, US
Sole Proprietor
() Point(s) of Contact

3. Establishment Information Return 1o Step 3

Test Establishment Name

20804 Edds Lane, Suite 102, Potomac Falls, VA 20165, US
Blending, Labeling, Manufacturing, Packaging, test specify
1 Point(s) of Contact

Operated by Test Operator
Edit this Establishment

4, Tobacco Products Return to Step 4

Total Products to Submit (1)

Product Category, Intent of Use Total Products

Advanced Personal Vaporizer, Consumer Us2 1

Trash (Mot included in submission) 0
5. Material File Associations Return to Step 5

Total Material Files to Submit (1)
Total Files
1 label(s)
0 advertising file(s)

0 consumer information file(s)

6. Material File Information Return to Step &

Information provided for 1 material files

0files do not have additional infarmation



Current v.1.0 TRLM-NG Workflow

Establishment Registration
Information

|
[ I
O () ()
/ ANy
1. Owner(s)

Certification
Statement

—
O

Product List Material File
Information Information

— | | |
() () ()
-/ / -/

2. Operator(s) 3.Establishment(s) 4.Product(s) 5. Material File 6. Material File 7. Review & Submit

Associations Information

Additional sections for collection of
optional brand owner, direct account,
and importer/consignee information
associated with the establishment to
be registered.

v.3.0 Form FDA 3741 indicates
required fields with an asterisk (*).

Registration

N Establishment Information
Information

v.3.0 TRLM-NG Workflow for R&L Rule

Product List Material File Certification

| Information Information Statement
I_I_| I | —— | | I |
1. Official 2. Establishment(s) 3. Owner(s) 4. Operator(s) 5. Brand Owner(s) 6. Direct Account(s) 7. Importer(s) 8. Product(s) 9. Labeling, 10. Review & Submit
Correspondent and Advertising,
and Consignee(s) Consumer
TRLM-NG Information
Secondary

Users

(Material File(s))



Confirmation Statement

The data and information in this submission has been reviewed and, to the best of my knowledge, ceriified to be true and accurate. | agree to report changes to this
information as required under Section 305(i)(3) of the Federal Food, Drug, and Cosmetic Act.

WARNING: A willfully false statement is a criminal offense, U.5. Code, Title 18, Section 1001.

Agree

Signature of Responsible Person or Agent

Identity of Signatory

) Owner
() Operator

() Authorized Agent

Title Date

Establishment Owner

Establishment Operator

Authorized Representative of Owner
Authorized Representative of Operator

The data and information in this submission
have been reviewed and, to the best of my
knowledge, are certified to be true and
accurate. | agree to update and report
changes to this information as required under
section 905 of the Federal Food, Drug, and
Cosmetic (FD&C) Act. | certify that this
information and the accompanying
submission are true and correct, that no
material fact has been omitted, and that | am
authorized to submit this on the registrant’s
behalf. | understand that under section 1001
of title 18 of the United States Code, anyone
who knowingly and willfully makes a
materially false, fictitious, or fraudulent
statement or representation in any matter
within the jurisdiction of the executive,
legislative, or judicial branch of the
Government of the United States is subject
to criminal penalties.



| AL S R e e — |
Test Registration (Registration 1D RG12968)

Exit
FDA Reviewing Overview Owners & Operators Establishments Products Material Files
Registration is locked for editing while edits are processing in the backzround. This may take a few minutes.
You have successfully submitted your registration.
Confirmation Number: CON677836171
Test Registration Date Submitted 10/01/2024 06:41 AM

Registration 1D RG12969

Section 905 (3) of the FD&C Act requires that the registration is certified annually each year, even if there have been no changes to your registration since the last submission or
certification.

Your Annual Certification - every October - December
Review your entire registration. Certify no changes or submit changes on or before December 31 of each year.

Print Confirmation Message

Center for Tobacco Products Manufacturing Requirements  Industry Guidance Compliance Webinars  Vulmerability Disclosure Policy

©2020FDA FDAS741&3741a OMB 09100650 Expiration Date 10/31/25




	Slide Number 1
	Slide Number 2
	Slide Number 3
	Slide Number 4
	Slide Number 5
	Slide Number 6
	Slide Number 7
	Slide Number 8
	Slide Number 9
	Slide Number 10
	Slide Number 11
	Slide Number 12
	Slide Number 13
	Slide Number 14
	Slide Number 15
	Slide Number 16
	Slide Number 17
	Slide Number 18
	Slide Number 19
	Slide Number 20
	Slide Number 21
	Slide Number 22
	Slide Number 23
	Slide Number 24
	Slide Number 25
	Slide Number 26

