Validation Tool 2.0
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& Product Form Validator Tool

Checks Tobacco Product Data Forms

Step1 | Choose File

Step2 | Validate File

Step 3

This section applies only to requirements of the Paperwork Reduction Act of 1995
DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF ADDRESS BELOW."

Form 4057b Form 3965b

OMB Control No. 0910-0879 OMB Control No. 0910-0673
Expiration Date: xx/xx/20xx Expiration Date: xx/xx/20xx
See PRA Statement on bottom of page

No File Selected

Validation Status

“The burden time for this collecion of information is estimated to average 5 minutes per res ponse, including the ime to review instructions, search existing data sources, gather and maintain the data needed and complete and review the collection of information.
Send comments regarding this burden estimate or any other aspect of this information collection, including suggestions for reducing this burden, to the following email address:

For PRA questions.
PRAStaf@fda.nhs.gov

OMB Statement *An 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 number.”

ENTER FOR TOBACCO PRODUCT:

PMTA Success Path:

File Upload:

& Product Form Validator Tool

Checks Tobacco Product Data Forms

Step1 | Choose File

Step 2 | Validate File

Step 3

“This section applies onlyto requirements of the Paperwork Reduction Act of 1995
DO NOT SEND YOUR COMPLETED FORH TO THE PRA STAFF ADDRESS BELOW.*

Form 4057b Form 3965b

OMB Control No. 0910-0879 OMB Control No. 0910-0673
Expiration Date: xx/xx/20xx Expiration Date: xx/xx/20xx
See PRA Statement on bottom of page

Tobacco Company ABC .xlsx

Validation Status

“The burden time for this collecion of information is estimated to average 5 minutes per res ponse, including the time to review instructions, search existing data sources, gather and maintain the data needed and complete and review the collection of information.
Send comments regarding this burden estimate or any other aspect of this information collection, including suggestions for reducing this burden, to the following email address:

For PRA questions.
PRAStafi@fda.nhs.gov

OMB Statement: "An 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 OB number.”

ENTER FOR TOBACCO PRODUCT:
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Validate File:

Checks Tobacco Product Data Forms

Expiration Date: xx/xx/20xx Expiration Date: xx/xx/20xx
See PRA Statement on bottom of page
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Step1 | Choose File Tobacco Company ABC .xlsx

Step2 | Validate File s Compiess " Successful

Validation Successful

Step 3 | Completion Certificate

“This section appliss only to requirements of the Paperwork Reduction Act of 1995
“DO NOT SEND YOUR COMPLETED FORIA TO THE PRA STAFF ADDRESS BELOW.*

“The burden time for this collecion of information is estimated to average 5 minutes per res ponse, including the time to review instructions, search existing data sources, gather and maintain the data needed and complete and review the collection of information.
Send comments regarding this burden estimate or any other aspect of this information collection, including suggestions for reducing this burden, to the following email address:

For PRA questions.

PRAStaf@fda.nhs.gov

OMB Statement: "An 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 OB number.”

ENTER FOR TOBACCO PRODUCT:

OK:

& Product Form Validator Tool

0]

Fe 4057b Fe 3965b
Checks Tobacco Product Data Forms oM Cantrl No.0910-0878 OMB contolNo, GB100673
Expiration Date: xx/xx/20xx Expiration Date: xx/xx/20xx

See PRA Statement on bottom of page

Step1 | Choose File Tobacco Company ABC .xIsx

Step2 | Validate File Validation Successful

Step 3 | Completion Certificate

This section applies only to requirements of the Paperwork Reduction Act of 1995
“DO NOT SEND YOUR COMPLETED FORIA TO THE PRA STAFF ADDRESS BELOW.*

“The burden time for this collection of information is estimated to average 5 minutes per res ponse, including the ime to review instructions, search existing data sources, gather and maintain the data needed and complete and review the collection of information.
Send comments regarding this burden estimate or any other aspect of this information collection, including suggestions for reducing this burden, to the following email address:

For PRA questions.

PRAStaf@fda.nhs.gov

OMB Statement: "An 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 OB number.”

ENTER FOR TOBACCO PRODUCT:

Click Completion Certificate:



W Product Form Validator Tool

Form 4057b. Form 3965b.

Checks Tobacco Prod u ct Data Forms OMB Control No. 0910-0879 OMB Control No. 0910-0673
Expiration Date: xx/xx/20xx Expiration Date: xx/xx/20xx
See PRA Statement on bottom of page

Step1 | Choose File Tobacco Company ABC .xIsx
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=3 custom Office Templates

[ My Shapes
Step2 | Validate File (=3 oneNote Notebooks ssful
[ Visual Studio 2022

[ workspace-spring-tool-suite-4-4.10.0.RELEASE

Folder name: [CiL OneDrive -

Files of Type: |All Fles

Step 3 | Completion Certificate

This section applies only to requirements of the Paperwork Reduction Act of 1995
“DO NOT SEND YOUR COMPLETED FORIA TO THE PRA STAFF ADDRESS BELOW.*

“The burden time for this collecion of information is estimated to average 5 minutes per res ponse, including the time to review instructions, search existing data sources, gather and maintain the data needed and complete and review the collection of information.
Send comments regarding this burden estimate or any other aspect of this information collection, including suggestions for reducing this burden, to the following email address:

For PRA questions.

PRAStaf@fda.nhs.gov

OMB Statement: "An 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 OB number.”

ENTER FOR TOBACCO PRODUCT:

PMTA Certificate:




Certificate of FDA Form 4057b Validation

. THIS ACKNOWLEDGES THAT .

Test's

.l:l:msﬂ.l Validation: Nov 5, 2024, 1:27:51 Hl-

FDA 4057b Pre-Market Tobacco Product Application Product Grouping Spreadsheet

File Name: Tobacco Company ABC «lsx
Product Category: Cigars
Subcategory: Cigar Tobacco Filler
Total Products: 1

Validator \Version: 2.0 Mov 03, 2024
Spreadsheet Version: 3.1

If you moify form 4057k after this validation Nov 5, 2024, 1:27:51 PM, you should completz an additional validation

Buccessful validation does not mean your application contains all elements required for
acceptance of your application per 21 CFR 1105.10 and 21 CFR 1114.5
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SE Success Path —

Same Screenshots as Above, Certificate is different.



Certificate of Form 3965b Validation

. THIS ACKNOWLEDGES THAT .

Test's

.mﬁ.l Validation: Nov 5, 2024, 1:34:50 Fll.

Form 3965b Tobacco Substantial Equivalence Product Grouping Spreadsheet

File Mame: Tobacco Company ABC xlsx
Product Category: Cigars
Subcategory: Cigar Tobacco Filler
Total Products: 1

‘Validator Version: 2.0 Mov 05, 2024
Spreadshest Version: 1.0

If you modify form 3085k after this validation Nov 5, 2024, 1:34:50 PM, you should complete an additional validation

Successful validation does not mean your application contains all elements required for
acceptance of your application per 21 CFR 1105.10 and 21 CFR 1114.5
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W Product Form Validator Tool

Form 4057b Form 3965b

Checks Tobacco Prod u ct Data Forms ©OMB Control No. 0910-0879 ©OMB Control No. 0910-0673

Expiration Date: xx/xx/20xx Expiration Date: xx/xx/20xx
See PRA Statement on bottom of page

Step1 | Choose File Tobacco Company ABC_BAD .xlsx

Step 2 Valieke ElE Validation Completed x

Validation Failed

Step 3 | Issue Report

This section applies only to requirements of the Paperwork Reduction Act of 1995
“DO NOT SEND YOUR COMPLETED FORIA TO THE PRA STAFF ADDRESS BELOW.*

“The burden time for this collecion of information is estimated to average 5 minutes per res ponse, including the time to review instructions, search existing data sources, gather and maintain the data needed and complete and review the collection of information.
Send comments regarding this burden estimate or any other aspect of this information collection, including suggestions for reducing this burden, to the following email address:

For PRA questions.

PRAStaf@fda.nhs.gov

OMB Statement: "An 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 OB number.”

ENTER FOR TOBACCO PRODUCT:

Application Logs

Issue Error Report:

W Product Form Validator Tool

Form 4057b Form 3965b

Checks Tobacco Product Data Forms OMB Control No. 0910-0873 OMB Control No. 0910-0673

Expiration Date: xx/xx/20xx Expiration Date: xx/xx/20xx
See PRA Statement on bottom of page

Step1 | Choose File Tobacco Company ABC_BAD .xlsx
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=3 custom Office Templates

- . =3 My Shapes
Step2 | Validate File (5 oneNote Notebooks
[ Visual Studio 2022

3 workspace-spring-tool-suite-4-4.10.0.RELEASE

Folder name: [CiL OneD:

Files of Type: |All Fles

Step 3 | Issue Report

This section applies only to requirements of the Paperwork Reduction Act of 1995
“DO NOT SEND YOUR COMPLETED FORIA TO THE PRA STAFF ADDRESS BELOW.*

“The burden time for this collection of information is estimated to average 5 minutes per res ponse, including the ime to review instructions, search existing data sources, gather and maintain the data needed and complete and review the collection of information.
Send comments regarding this burden estimate or any other aspect of this information collection, including suggestions for reducing this burden, to the following email address:

For PRA questions.

PRAStaf@fda.nhs.gov

OMB Statement: "An 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 OB number.”

ENTER FOR TOBACCO PRODUCT:

Error Report Example:
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2 Original Data Row# _|Status Error Message

Product Name (Column A): "Product Name" missing and is required. Please enter product name, including brand and sub-brand (or other commercial name(s) used in commercial
distribution). Limit to 500 characters including spaces. No special characters except percent sign (%), slash (/), period (.), ampersand (&), quotation marks (“ “), apostrophe (%, colon (:),

Validation Error_|copyright symbol (©).
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Error Messages:

Wrong Excel File-

@ Product Form Validator Tool - ><7
Form 4057b Form 3965b
Checks Tobacco Prod u ct Data Forms OMB Control No. 0910-0879 OMB Control No. 0910-0673
Expiration Date: x/x¢/20%0¢ Expiration Date: xx/xx/20xx

See PRA Statement on bottom of page

Step1 | Choose File DefaultExcelSheet.xlsx

Step2 | Validate File -

® Please choose a 4057b or 3965b file

Step 3

“This section applies only to requirements of the Paperwork Reduction Act of 1995
“DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF ADDRESS BELOW.*

“The burden time for this collecion of information is estimated to average 5 minutes per res ponse, including the time to review instructions, search existing data sources, gather and maintain the data needed and complete and review the collection of information.
Send comments regarding this burden estimate or any other aspect of this information collection, including suggestions for reducing this burden, to the following email address:

For PRA questions.

PRAStaf@fda hhs.gov

OMB Statement “An 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 number.

ENTER FOR TOBACCO PRODUCT:

Wrong PMTA Version —



W Product Form Validator Tool

Form 4057b Form 3965b
Checks Tobacco Prod u ct Data Forms OMB Control No. 09100879 OMB Control No. 09100673
Expiration Date: xx/xx/20xx Expiration Date: xx/xx/20xx

See PRA Statement on bottom of page

Step1 | Choose File Tobacco Company ABC .xIsx

Step 2 | Validate File -
& The version of the 4057b spreadsheet needs to be 3.1.

Step 3

This section applies only to requirements of the Paperwork Reduction Act of 1995
“DO NOT SEND YOUR COMPLETED FORIA TO THE PRA STAFF ADDRESS BELOW.*

“The burden time for this collecion of information is estimated to average 5 minutes per res ponse, including the time to review instructions, search existing data sources, gather and maintain the data needed and complete and review the collection of information.
Send comments regarding this burden estimate or any other aspect of this information collection, including suggestions for reducing this burden, to the following email address:

For PRA questions.

PRAStaf@fda.nhs.gov

OMB Statement: "An 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 OB number.”

Applicatio

ENTER FOR TOBACCO PRODUCT: 0gs

Wrong SE Version —

W Product Form Validator Tool
Form 4057b. Form 3965b.

Checks Tobacco Product Data Forms OB Control o 0910087 ouB conra, 10067

Expiration Date: xx/xx/20xx
See PRA Statement on bottom of page

Step1 | Choose File Tobacco Company ABC .xIsx

Step2 | Validate File -

& The version of the 3965b spreadsheet needs to be 1.0.

Step 3

This section applies only to requirements of the Paperwork Reduction Act of 1995
“DO NOT SEND YOUR COMPLETED FORIA TO THE PRA STAFF ADDRESS BELOW.*

“The burden time for this collection of information is estimated to average 5 minutes per res ponse, including the ime to review instructions, search existing data sources, gather and maintain the data needed and complete and review the collection of information.
Send comments regarding this burden estimate or any other aspect of this information collection, including suggestions for reducing this burden, to the following email address:

For PRA questions.

PRAStaf@fda.nhs.gov

OMB Statement: "An 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 OB number.”

ENTER FOR TOBACCO PRODUCT:

File isin Use —
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W Product Form Validator Tool

Form 4057b Form 3965b
Checks Tobacco Prod u ct Data Forms OMB Control No. 09100879 OMB Control No. 09100673
Expiration Date: xx/xx/20xx Expiration Date: xx/xx/20xx

See PRA Statement on bottom of page

Step1 | Choose File Tobacco Company ABC .xIsx

Step 2 | Validate File *

® Please close the Excel file, as the file is in use and cannot be read.

Step 3

This section applies only to requirements of the Paperwork Reduction Act of 1995
“DO NOT SEND YOUR COMPLETED FORIA TO THE PRA STAFF ADDRESS BELOW.*

“The burden time for this collecion of information is estimated to average 5 minutes per res ponse, including the time to review instructions, search existing data sources, gather and maintain the data needed and complete and review the collection of information.
Send comments regarding this burden estimate or any other aspect of this information collection, including suggestions for reducing this burden, to the following email address:

For PRA questions.

PRAStaf@fda.nhs.gov

OMB Statement: "An 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 OB number.”

ENTER FOR TOBACCO PRODUCT:




