Infant Formula Tracking System (IFTRACK 1)

1.1 90 DAYS EXEMPT SUBMISSION

FDA CFSAN IFTRACK II Mockups WF.IFTRACK II_01_LogIn

FPurpose: Te access the system manufacturer will enter username and password FDA Infant Formula Trocking System

<3 Q x Q { http:// ] m

Please Enter your Username and Password

Llsername

Password

| Log In !




Infant Formula Tracking System (IFTRACK 1)

FDA CFSAN IFTRACK II Mockups

WF.IFTRACK II_001_Welcome

FDA Infant Formula Tracking System

QA X G ) @ )

Form FDA 3978

Welcome to the Infant Formula Tracking Application
PAPERWORK REDUCTION ACT NOTICE

Form Approval: OMB No. 0910-X XXX

Expiration date: mm/dd/yyyy

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 control number.

The time required to complete this collection of information is estimated to average 4-10 hours
per response, including the time to review instructions, search existing data resources, gather
and maintain the data needed, and complete and review the information collection. 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

Office of Operations

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




Infant Formula Tracking System (IFTRACK 1)

FDA CFSAN IFTRACK II Wireframes WF.IFTRACK I1.1A_90Days SubmissionType

Purpose: To initiate a new Submission . manufacturer will select Submission Type first FDA Infant Fermula Tracking System

al CD' X Q (hwrs ) @ )

O Different fields will be displayed based on the Submission type selected.

Pending Submission(s) Manoge Profile @
*Submission Type 90 days _'|-' O
Produet Info/Processing ;gPdQYSI'IEN port
Ingredients Amendment
Information Letter
Assurance Staotements Verification
Exemption Requests

| Cancel I M




FDA CFSAN IFTRACK II Wireframes

WF.IFTRACK 11.2B_90 days_Exempt_Processing

Purpose: To enter product and ingredients information.

The user will be able to add multiple Manufacturing Plants

The user will be able to add multiple Products for each Manufacturing Plant.
The user will be able to add multiple Physical forms for each Product.

The user will be able to add multiple Containers for each Physical Form.

The user will be required to enter Proposed Product Name if Product Name Change
is selected.

1. The following values for IF Description are hidden if Nen-Exempt is
@selected for Domestic Category :
Amino Acid
Carbohydrote free
Human Milk Supplement
Hypoallergenic
In-hospital preterm
Metabolic
Post -hospital preterm
2. The user will be able to add more than one value under IF Description
field.
1. The user will be able to add more than one value under IF Explanation field.
2. The user will be able to select the following values for 90 Days (Exempt) IF
Explanation:
New Infant formula (new to market)
New Form
Major Formulation Changes
New manufacturer
New plant
New contractor plant
Major processing change
Major packaging change
Medical condition changes
Other
. MNen major processing change
MNen-major packaging change
Non-major reformulation
Label/labeling changes
3. IF Explanation/QOther will only be displayed as a selection if any other/
primary value for IF Explanation has been selected.

The user will be required to enter Distributer Name if Distributor Change has been
selected.

1. Type of Processing Change is only required if Major precessing change

and/or Non Major processing change are selected for 90 days/IF Explanation.

2. The user will be able to add more than one value under Type of Processing
Change field.

The user will be required to add either Processing comments or Processing
documentation if Major processing change and/or Non Major processing change is
selected for all submission types.

e The user will be required to add either Packaging comments or Packaging
documentation if Major or Non-major packaging change is selected for IF
Explanation. For other IF Explanation types the selection will be optional.

Retail Availability field is required if Exempt is selected for Domestic
Category.

Exempt IF.

2.The user will be required to add Rationale comment or decumentation for Exempt
IF.

3. The user will be required to add Labeling comment or attachment for Exempt IF.
4. The user will be able to ottach multiple documents under each category of
documents: Medical Condition, Rationale, Labeling

.1. The user will be required to add Medical Condition comment or documentation for

@ The user will be required to enter processing, packaging infermation and quantitative
formulation if New infant formula (new to market) or New form are selected for IF
Explanation.

The user will be required to enter processing information if New manufacturer | New
plant, New Contractor Plant are selected for IF Explanation.

O C> X Q { http://

FDA Infant Formula Tracking System

)] @ D)

New Submission Pending Submission(s) | Manage Profile l €]

Submission Type

Proedust Info/Processing

*Product Name

*Manufacturing Plant u (+] @
[] Preduct Name Change @

Ingredients

*IF Description

Assurance Statements

*Domestic Cotegory

S]]
: *Retail Availability| Generally Aw;ilobE] v]

Exemption Requests

*IF Explanation

0
[ Majer Formulation Changgi v] (+] O (11)

"Rutionule Comments

[Eroi | ]
*Medical Condition Comments

Labeling Comments

Documentation
[ Distributer Change

Upload

Processing [ cCurrent Precessing

*Type of Processing Change ISpeciEic to each manufacturer ‘v]ﬂ @

Processing Comments

*Documentation

Upload O

ol
Le]le=I+] @

Current Pack. Supplier u

Packaging Comments

Packaging [] Current Packaging

Packaging Type u
sertie  [Semmue]s]
Proposed Pack. Supplier

*Physical Form

Container Quantity

*Documentation

Upload

Cancel Back Mext

Infant Formula Tracking System (IFTRACK 1)




Infant Formula Tracking System (IFTRACK 1)

FDA CFSAN IFTRACK II Wireframes WF.IFTRACK IL.3B_Processing_SubmissionRef#

Furpose: To enter Submission Reference Number if Packaging/Processing information has FDA Infont Formula Tracking System

been already provided in the previous Submission O O x Q
{ http:// ] @ )

Submission Ref & field is required if the user selects Current Packaging or
Current Processing option.

@ The user will be able to add more than cne Submizsion Reference Number

Submission Reference Number x

Enter Submission Reference Number

*Submission Ref & O
| Cunce}_! | Save Il Add Another I@




Infant Formula Tracking System (IFTRACK 1)

FDA CFSAN IFTRACK II Wireframes

WF.IFTRACK II.3A_Processing_AddNewPhysicalForm

Purpose: To enter additional Physical form(s) for the same product

FDA Infant Formula Tracking System

o D X {} { http://

] @ )

Prysical Form

*Physical Form
Container Quantity
Packaging Type
Shelf Life

Fovier ]

080

o ]v
E=my

| Canv:er_!l Save Il Save and Add Another I




Infant Formula Tracking System (IFTRACK 1)

FDA CFSAN IFTRACK II Wireframes WF.IFTRACK I1.4B_90 days_Exempt_Ingredients|

Purpose: To enter ingredients information. FDA Infant Formula Tracking System

01. Ingredient Changes section will be required if Major Reformulation or Non major : : x Q (htte:/ —'I Cq 3

reformulation has been selected for IF Explanation on 90 days Non-Exempts, BFP

oS S Cxports submiselons. New Submission
2. Ingredient Changes section will be optoinal if Major Reformulation or Non major Pending Submission(s) Manage Profile @
reformulation has been selected for IF Explanation on 90 days Exempts or BFP Submi T
Exempts submissions. ubmission Type o _
. . L . ) *Description of [F Reformulation
@The user will be required to add Description of IF Reformulation if major or non- Product Info/Processing
major reformulation is selected for [F explanation for all 90 days Exempt/Non-
o ar a
exempt and BFPF Exempt/Non-exempt submissions. Ingredients ingredient Chon E’@
@1. The user will be required to select Ingredient, Current and Proposed Quantity if Assurance Statements Ingredient Change [Sur;*plier Chanﬂ !]@ *Ingredient (+)
Increase or Decrease are selected for Ingredient Change Exempti - )
' o ) ption Reguests " | i | ) I— " ]
2. The user will be required to select Ingredient and Proposed Quantity if New is Current Quantity 03]|0z )% *Proposed Quantity 0410z |w

selected for Ingredient Change.

. : )
3. The user will be required to select Ingredient and Current Quantity if Removed is Quantity Unite Pl Wesgt u

selected for Ingredient Change. _ _ *Current Ingr Supplier[-Select u *Proposed Ingr Supplier
4 The user will be required to select Ingredient, Current and Proposed Quantity, _

Current and Proposed Ingr Supplier if Supplier Change is selected for Ingredient Ingredient Comments

Change.

g~y!. The user will be required to upload Quantitative Formulation for all Exempt, 90
days Mon-Exempt and Export submissions.
2. For BFP Mon-Exempt submissions the user will be required to upload Quantitative *Documentation Upload
Formulation or enter Submission Ref # .

Quantitative Formulation

Quant. Formulation Comments

*Documentation Upload

| Cancel I | E!ack_! Add Another Product ll Submit l
.

v




Infant Formula Tracking System (IFTRACK 1)

FDA CFSAN IFTRACK II Wireframes WF.IFTRACK II.7A_AddAnotherProduct

Purpose: To enter additional product name FDA Infant Formula Tracking System

a C> X {:} { http 4 ) @r—j

The user will be allowed to add Another product after all information for the
first product has been enetered

If the user selects "Same processing as previous product in the current
@submiasion" for Processing/packaging field, processing information will be

automatically populated for the next product.

If the user selects "Same packaging as previous product in the current Add Another Produst x

submission" for Processing/packaging field, packaging information will be

automatically populated for the next product. Diiikiat Mkt u @

Processing/packaging | Same processing as previous product in the current submission

Same packeging as previous product in the current submission
Enter new product information

| Cancel _! Save

A




Infant Formula Tracking System (IFTRACK 1)

FDA CFSAN IFTRACK II Wireframes

WF.IFTRACK II.BA_AssignedSubmissionRef#

FPurpose: To view assigned Submission Beference Number

FDA Infant Formula Tracking System

O C> X Q { http://

] @ )

Submission # 2015-01-1111 has been assigned

*




1.2

90 DAYS NON-EXEMPT SUBMISSION

Infant Formula Tracking System (IFTRACK 1)

FDA CFSAN IFTRACK II Wireframes

WF.IFTRACK II. 01_Logln

Purpose: To access the system manufacturer will enter username and password

FDA Infant Formula Tracking System

c C> X {} { http://

) @ )

Flease Enter your Username and Password

Lsername

Password

| Log In !
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Infant Formula Tracking System (IFTRACK 1)

FDA CFSAN IFTRACK II Mockups

WF.IFTRACK II_001_Welcome

FDA Infant Formula Tracking System

QA X G ) @ )

Form FDA 3978

Welcome to the Infant Formula Tracking Application
PAPERWORK REDUCTION ACT NOTICE

Form Approval: OMB No. 0910-X XXX

Expiration date: mm/dd/yyyy

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 control number.

The time required to complete this collection of information is estimated to average 4-10 hours
per response, including the time to review instructions, search existing data resources, gather
and maintain the data needed, and complete and review the information collection. 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

Office of Operations

Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov
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Infant Formula Tracking System (IFTRACK 1)

FDA CFSAN IFTRACK II Wireframes WF.IFTRACK I1.1A_90Days SubmissionType

Purpose: To initiate a new Submission , manufacturer will select Submission Type first FDA Infant Formula Tracking System

QO X4} Ger ) @

Pending Submission(s) Manage Profile @

90 days v 0

90 days/Export

O Different fields will be displayed based on the Submission type selected.

Product Info/Processing

BFF
Ingredients Amendment
Information Letter
Assurance Statements Verification

Exemption Requests

12




FDA CFSAN IFTRACK II Wireframes

WF.IFTRACK I1.2A_90 days_Non Exempt_Processing

Purpose: To enter product and ingredients infermation.

The user will be able to add multiple Manufacturing Plants

The user will be able to add multiple Products for each Manufacturing Plant.
The user will be able to add multiple Physical forms for each Product.

The user will be able to add multiple Containers for each Physical Form.

The user will be required to enter Proposed Product Name if Product Name Change
is selected.

1. The following values for IF Description are hidden if Non-Exempt is
@selected for Domestic Category :
Amino Acid
Carbohydrate free
Human Milk Supplement
Hypoallergenic
In-hospital preterm
Metabolic
Post -hospital preterm
2. The user will be able to add more than one value under IF Description
field.
1. The user will be able to add more than one value under IF Explanation field.
2. The user will be able to select the following values for 90 Days (non-exempt)
IF Explanation:
New Infant formula (new to market)
New Form
Major Formulation Changes
New manufacturer
New plant
New contractor plant
Major processing change
Major packaging change
Other
Non major processing change
Non-major packaging change
Non-major reformulation

3. IF Explanation/Other will only be displayed as a selection if any other/
primary value for IF Explanation has been selected.

4. The user will be required to add the name of the plant and the address of
the plant if New Plant or New Contractor Plant is selected.

The user will be required to enter Distributor Name if Distributor Change has been
selected.

1. Type of Processing Change is only required if Major processing change
and/or Non Major processing change are selected for 90 days/IF Explanation.
2. The user will be able to add more than ene value under Type of Processing
Change field.

The user will be required to add either Processing comments or Processing
documentation if Major processing change and/or Non Major processing change is
selected for all submission types.

e The user will be required to add either Packaging comments or Packaging
documentation if Major or Non-major packaging change is selected for IF
Explanation. For other IF Explanation types the selection will be optional.

@ The user will be allowed to add Labeling comment and attachment for Non- Exempt
IF.

The user will be required to enter processing, packaging information and quantitative
formulation if New infant formula (new to market) or New form are selected for IF

Explanation.

The user will be required to enter processing information if New manufacturer | New

plant, New Contractor Plant are selected for IF Explanation.

O C> X ﬁ { http://

FDA Infant Formula Tracking System

| New Submission | Pending Submission(s) |

Submission Type

Preduct Info/Processing

Ingredients

Assurance Statements

Exemption Requests

Manage Profile .|
*Manufacturing Plant u (+] @
n [] Preduct Mame Change @
C=le (9)
ot [0

II"‘Iajor Formulation Charm;‘v] 0 O

*Product Name
*IF Description

*Domestic Category

*IF Explanation

Labeling Comments

*Documentation Upload
[ Distributer Change @
Processing [] Current Processing

*Type of Processing Change [Speci!ic to each manufacturer ‘v]ﬂ @

Processing Comments

*Documentation Upload @
Packaging [J Current Packaging

Ez=mnol
a1+ @

Packaging Type u
switie [Tt ]v]

*Physical Form

Container Quantity

Current Pack. Supplier u

Proposed Pack. Supplier L

Packaging Comments

*Documentation

Upload

| Concell | Back l | Next l

v
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Infant Formula Tracking System (IFTRACK 1)

FDA CFSAN IFTRACK II Wireframes WF.IFTRACK IL.3B_Processing_SubmissionRef #

Purpose: To enter Submission Reference Number if Packaging/Processing information has FDA Infant Formula Tracking System

been already provided in the previous Submission O Q x Q
{ http:// ] @ )

Submission Ref # field is required if the user selects Current Packaging or
Current Processing option.

@ The user will be able to add more than one Submiszsion Reference Number

Submission Reference Number x

Enter Submission Reference Number

“Submission Ref # O
| Camef_! | Save Il Add Another I@
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Infant Formula Tracking System (IFTRACK 1)

FDA CFSAN IFTRACK II Wireframes

WF.IFTRACK II. 3A_Processing_AddNewPhysicalForm

FPurpose: To enter additional Physical form(s) for the same product

FDA Infant Formula Tracking System

o 9 X {} { http://

] @ )

Physical Form

*Physical Form

Container Quantity

Packaging Type
Shelf Life

Powder 'l']

080

Ean

12 months

| Cuncet_!l Save I | Save and Add Another I
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Infant Formula Tracking System (IFTRACK 1)

FDA CFSAN IFTRACK II Wireframes WF.IFTRACK I1.4 A_90 days_Non Exempt_Ingredients

FPurpose: To enter ingredients information.
FDA Infant Formula Tracking System

o1. Ingredient Changes section will be required if Major Reformulation or Non major <3 Q x Q [rieers —l Cq )

reformulation has been selected for IF Explanation on 90 days Non-Exempts, BFP
MNon-Exempts or Exports submissions.

2. Ingredient Changes section will be optoinal if Major Reformulation er Non major @
reformulation has been selected for IF Explanation on 90 days Exempts or BFP
Exempts submissions.

Submission Type
The user will be required to add Description of IF Reformulation if major or non- *106.120(b)(4): Description of IF Reformulation @

major reformulation is selected for IF explanation for all 90 days Exempt/MNon- Product Info/Processing
exempt and BFP Exempt/Non-exempt submissions. Ingredients Ingredient Changes O

1. The user will be required to select Ingredient, Current and Proposed Quantity if
Increase or Decrease are selected for Ingredient Change. fesurance Statements *Ingredient Change | Supplier Chﬂﬂﬂ ']@ *Ingredient [+)
2. The user will be reguired to select Ingredient and Proposed Quantity if New is Exemption Requests
selected for Ingredient Change
3. The user will be required to select Ingredient and Current Quantity if Removed is
selected for Ingredient Change

QO O

*Current Quanlity 03 Oz \w *P‘rgposed {:]:uantit_lll 0.4 Oz \w

g

*Quantity Units

g
§
a

4 The user will be required to selgct _lngredient, Current_ and Proposed Quantity, *Current Ingr Supplier[ -Select u *Proposed Ingr Supplier
Current and Proposed Ingr Supplier if Supplier Change is selected for Ingredient
Change. Ingredient Comments

@1. The user will be required to upload Quantitative Formulation for all Exempt, 90
days Non-Exempt and Export submissions.

2. For BFP Mon-Exempt submissions the user will be reguired to upload Quantitative . _
Formulation or enter Submission Ref # | Documentation Upload

Quantitative Formulation -

Quant. Formulation Comments

*Documentation Upload

16




Infant Formula Tracking System (IFTRACK 1)

FDA CFSAN IFTRACK II Wireframes

WF.IFTRACK I1.5A_90Days_Non Exempt_QualityFactors

Purpose: To select Quality Foctors and enter Quaility Factors information

G Either doc or comments are required for 106120 (b)(6)(i)

FDA Infant Formula Tracking System

- # o ) €O

Basic Info

Processing/lngredients

Exemption Reguests

Pending Submission(s) Manage Profile @

Quality Factors

106.120 (b)(5)(1)

O Assurance that the infant formula meets the requirements for quality foctors of
normal physical growth and sufficient biclogicol quality of the formula's protein
component

Mutrient Content Reguiremnents
106120 (b)(5){i)

O Assurance thot the formula complies with the nutrient content requirements

Documentation Lpload Comments

Current GMP/Quality Control
106120 (b)(B){1)

0 Assurance that the formula will be produced in accordance with Current Good Manufacturing
Practices (Subpart B) and Quality Control Procedures (Subpart C)

106.120 (B)(8)(i) g

*Documentation Upload Comments

| Cancel I M M
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FDA CFSAN IFTRACK II Wireframes

WF.IFTRACK II.6 A_90Days_Non Exempt_Exemption Requests

Purpose: To select Exemption Requests (if applicable)

The user will be required to select Exemption Requests for Normal Physical
growth if Documentation for Quality Factor of Noermal Physical Growth hasn't
been provided.

The user will be required to select Exemption Reqguests for Biological Quality of
Protein if Documentation for Quality Factor of Biological Quality of Protein
hasn't been provided.

The user will be required to upload documentation or enter comments If any
Exemption request has been selected.

The user is not allowed to select any other Exemption request if 106.121(b);
106.96 (&)(1): Exemption Request 1 for Normal Physical growth has been
selected.

The user is allowed to select 106121 (d); 106.96 (c)(2)ii) : Exemption Reguest
3 for Normal Physical growth and/or 106.121 (c); 106.96 (c)(2)(i): Exemption
Request 2 for Normal Physical growth if one of them is selected.

The user is allowed to select 106121 (h); 106.96 (g)(2): Exemption Request 6
for Biological Quality of Protein and/or 106.121 (i); 106.96 (g)(3): Exemption
Request 7 for Biological Quality of Protein if one of them is selected.

The user is not allowed to select any other Exemption request if 106.121 (d),
106.96 (e)(2)(ii): Exemption Request 4 for Normal Physical growth has been
selected.

The user is not allowed to select any other Exemption request if 106,121 (g);
106.96 (g)(1): Exemption Request 5 for Biclogical Quality of Protein has been
selected.

OO0 000600 O

0 X (e )

FDA Infant Formula Tracking System

I_ MNew Submission I Pending Submission(s) | Manage Profile ‘

Basie Infe

Processing/Ingredients

Assurance Statements

Exemption Requests

Quality Factor of Normal Physical Growth @

106.121 (0)
Quality Factors of Normal Physical Growth I_ I
Documentation Upload

Exemption Requests for Normal Physical growth
106.121(b); 106.96 (c)(1): Exemption Request 1 for Normal Physical growth @

O Changes made by the manufacturer to an existing infant formula are limited to changing the type of
packaging of an existing infant formula (e.g., ¢changing from metal cans to plastic pouches)

Documentation Upload Comments I_ I
106.121 (¢); 106.96 (¢)(2)(i): Exemption Request 2 for Nermal Physical growth @

O The alternative methed or study design based on sound scientific principles is available, and data
demonstrate that the formula supperte normal physical growth in infants when the formula is fed as
the sole scurce of nutrition

Documentation Upload Comments I_ I
106.121 (d); 106.96 (c)(2)(ii) : Exemption Request 3 for Normal Physical growth

OThe change made by the manufacturer to an existing formula does not affect the ability of the
formula to support normal physical growth

Documentation Upload Comments I_ I
106.121 (d); 106.96 (c){2)(lii): Exemption Request 4 for Normal Physical growth 7

OThe manufacturer markets a formulation in more than one form (e.g, liquid and powdered forms) and
the quality facter requirements are met by the form of the fermula that iz processed using the method
that has the greatest potential for adversely affecting nutrient content and bicavailability.

Documentation Upload Comments I I

Quality Factor of Biolegical Quality of Protein

106.121 (f) @

Results of the Protein Efficiency Ratio bicassay L I
Documentation Upload

Exemption Requests for Biological Quality of Protein

106.121 (g); 106.96 (g)(1): Exemption Request 5 for Biological Quality of Protein o
O The change or changes made by the manufacturer to an existing infant formula are limited to
changing the type of packaging of an existing infant formula (2.g, changing from metal cans to
plastic pouches)
Decumentation Upload Comments I_ o I
106.121 (h); 106.96 (9)(2): Exemption Request & for Biological Quality of Protein ¢ 60

O The change or changes made by the manufacturer to an existing formula does not affect the
bioavailability of a protein.

Documentation Upload Comments I I

106.121 (i); 106.96 (g)(23): Exemption Request 7 for Biological Quality of Protein

O The alternative method used to satisfy the guality factor requirements is based on sound scientific
principles, and the data demonstrate that the quality factor for the biclogical quality of the protein has

been met

Decumentation Uplead Comments I_ I
Assurance Statement

106.121 (J)

O Manufacturer has collected and considered all information and data concerning the ability of the
infant formula to meet the requirements for quality factors and that the manufacturer is not aware
of any information or data that would show that the formula does not meet the requirements for
quality facters.

Stability Exemption Request

106.120 (b)(7)
Stability Testing Exemption

Comments I I

10
)

Documentation Upload =
| Cancel] | Back ll Add Another Preduct ll Submit l
L4
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Infant Formula Tracking System (IFTRACK 1)

FDA CFSAN IFTRACK II Wireframes WF.IFTRACK I1.7A_AddAnotherProduct

Purpose: To enter additional product name FDA Infant Formula Tracking System

<:| O X {} { http:// ) @'—_J

The user will be aliowed to add Another product after all information for the
first product has been eneterad.

If the user selects "Same processing as previous product in the current
@submission" for Processing/pockaging field, processing information will be

autematically populated for the next product.

If the user selects "Some packaging as previous product in the current Add Ancther Preduct b4

submission" for Processing/packaging field, packaging mformation wil be

automatically populated for the next product. T, u O

Processing/packaging | Same processing as previous product in the current submissmni

Same packaging as previous product in the surrent submission
Enter new product information
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Infant Formula Tracking System (IFTRACK 1)

FDA CFSAN IFTRACK II Wireframes

WF.IFTRACK II.BA_AssignedSubmissionRef#

Purpose: To view assigned Submission Reference Number

FDA Infant Formula Tracking System

G E> X Q { http://

) @)

Submission # 2015-01-1111 has been assigned

X
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13

90 DAYS EXPORT SUBMISSION

Infant Formula Tracking System (IFTRACK 1)

FDA CFSAN IFTRACK II Mockups

WF.IFTRACK II_01_Logln

Purpose: To access the system manufacturer will enter username and password

FDA Infant Formula Tracking System

c C> X {} { http://

) @ )

Please Enter your Username and Password

Username

Password

| Leg In !
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Infant Formula Tracking System (IFTRACK 1)

FDA CFSAN IFTRACK II Mockups

WF.IFTRACK II_001_Welcome

FDA Infant Formula Tracking System

QA X G ) @ )

Form FDA 3978

Welcome to the Infant Formula Tracking Application
PAPERWORK REDUCTION ACT NOTICE

Form Approval: OMB No. 0910-X XXX

Expiration date: mm/dd/yyyy

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 control number.

The time required to complete this collection of information is estimated to average 4-10 hours
per response, including the time to review instructions, search existing data resources, gather
and maintain the data needed, and complete and review the information collection. 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

Office of Operations

Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov
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Infant Formula Tracking System (IFTRACK 1)

FDA CFSAN IFTRACK II Mockups WF.IFTRACK I1.1C_90Days_Export_SubmissionType

Purpose: To initiate a new Submission | manufacturer will select Submission Type first FDA Infant Formula Tracking System

QO X} G ) @

Pending Submission(s) Manage Profile @

90 duysa’Eprrt_" @

: 90 days
Product Info/Processing BFP

O Different fields will be displayed based on the Submission type selected.

Amendment
Information Letter
Verification

Ingredients

Export Statements

Cancel I | Next_!
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Infant Formula Tracking System (IFTRACK 1)

FPurpose: To enter product, processing and packaging information.

The user will be able to add multiple Manufacturing Plants

The user will be able to add multiple Products for each Manufacturing Plant.
The user will be able to add multiple Physical forms for each Product.

The user will be able to add multiple Containers for each Physical Form.

The user will be required to enter Proposed Product Name if Product Name Change
is selected.

1. The following values for IF Description are hidden if Non-Exempt is
selected for Domestic Category ¢

Amino Acid

Carbohydrate free

Human Milk Supplement

Hypoallergenic

In-hospital preterm

Metabolic

Post -hospital preterm

2. The user will be able to add more than one value under [F Description
field.

1. The user will be able to add more than one value under IF Explanation field.
2. The user will be able to select the following values for 90 days/Export IF
Explanation:

New Infant formula (new to export)
Major Formulation change
Major Processing change

@ The user will be required to enter Distributor Name if Distributor Change has been
selected.

1. Type of Processing Change is only required if Major processing change
and/or Mon Major processing change are selected for 90 days/IF Explanation.
2.The user will be able to add more than one value under Type of Processing
Change field.

The user will be required to add either Processing comments or Processing
decumentation if Major processing change and/or Non Major processing change is
selected for all submission types.

The user will be required to add either Packaging comments or Packaging
decumentation if Major or Non-major packaging change is selected for IF
Explanation. For other I[F Explanation types the selection will be optional.

The user will be allowed to add Labeling comment and attachment for Non- Exempt
IF.

The user will be able to add more than one value under Export Country field.

@O0 O

<3 C> X Q { http://

WF.IFTRACK II.2ZE_90Days_Export_Processing

FDA Infant Formula Tracking System

] @ )

Submission Type

Product Info/Processing

Ingredients

Export Statements

Mew Submission Pending Submission(s) Manage Profile

*Manufacturing Plant (+) O

*Product Name u [ Preduct Mame Change a
*IF Description 0 Export Country
*IF Explanation IMajor formulation change |w 0 o

Labeling Comments

*Documentation Upload
[] Distributer Change @
Processing [ Current Precessing

*Type of Processing Change lSpeciﬁc to each manufacturer lv]ﬂ @

Processing Comments

*Documentation Upload O

Packaging [[] Current Packaging

IR 7
Centainer Quantity 0.61 | Oz ivl (+) Shelf Life u

Current Pack. Supplier u Proposed Pack. Supplier

Packaging Comments

*Documentation Upload

v
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Infant Formula Tracking System (IFTRACK 1)

FDA CFSAN IFTRACK Il Mockups WF.IFTRACK I1.3B_Processing_SubmissionRef#

Purpose: To enter Submission Reference Number if Packaging information has been FDA Infant Formula Tracking System

already provided in the previous Submission
O @ X {:} { http:/ ] @ )}

0 Submission Ref # field is required if the user selezts Current Packaging option

@ The user will be able to add more than one Submission Reference Number

Submission Reference Number x

Enter Submission Reference Number

*Submission Ref & O
| Cunce}_! | Save Il Add Another I@

25




Infant Formula Tracking System (IFTRACK 1)

FDA CFSAN IFTRACK II Mockups WF.IFTRACK I1.3A_Processing_AddNewPhysicalForm

Purpose: To enter additional Physical form(s) for the same product FDA Infant Formula Tracking System

al @ X Q (hu s ) @ )

Physical Form x
*Physical Form Powder |w
Ceontainer Quantity 080 Dz |w
Packoging Type Can |w
srer L (e ]

| Cancel _!l Save I | Save and Acd Another I
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Infant Formula Tracking System (IFTRACK 1)

FDA CFSAN IFTRACK II Mockups WF.IFTRACK II.4E_Q0Days_Export_Ingredients

Purpose: To enter ingredients information. FDA Infant Formula Tracking System

01. Ingredient Changes section will be required if Major Reformulation or Non major : : x Q (htte:/ —'I Cq 3

reformulation has been selected for IF Explanation on 90 days Non-Exempts, BFP

MNon-Exempts or Exports submissions. — > )
2. lngredieﬁ]'it Chang'i_-s section will be optoinal if Major Reformulation or Non major G — @
reformulation has been selected for IF Explanation on 90 days Exempts or BFP
Exempts submissions. ;
) ) o ) Submission Type Description of IF Reformulation |©
The user will be required to add Description of IF Reformulation if major or non-
@ major reformulation is selected for IF explanation for all 90 days Exempt/Non- Preduct Info/Processing
exempt and BFP Exempt/Non-exempt submissions. Inaredient Ingredient Changes o
_ - . )
1. The user will be required to select Ingredient, Current and Proposed Quantity if Export Statements Ingredient Change lsuwher Chanﬂ'lo Ingredient ©
Increase or Decrease are selected for Ingredient Change.

g

*“Current Quantity 0310z |w *Proposed Quantity 0.4 Oz lw

2. The user will be reguired to select Ingredient and Proposed Quantity if New is

selected for Il_'lgredient Change _ o _ *Quantity Units Per weight u
3. The user will be required to select Ingredient and Current Quantity if Removed is
selected for Ingredient Change “Current Ingr. Supplier -Select u *Proposed Ingr Supplier II
4 The user will be required to select Ingredient, Current and Proposed Quantity,
Current and Proposed Ingr Supplier if Supplier Change is selected for Ingredient Ingredient Comments
Change.
1. The user will be required to upload Quantitative Formulation for all Exempt, 90
Odnys Nen-Exempt and Export submissions. *Documentation Upload
2. For BFP Mon-Exempt submissions the user will be required to upload Quantitative

Formulation or enter Submission Ref & .
Quantitative Formulation

Quant. Formulation Comments

Documentation Upload

| Concet ] [ Bock § [ Next |
“E—
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Infant Formula Tracking System (IFTRACK 1)

FDA CFSAN IFTRACK II Mockups WF.IFTRACK I1.5C_90Days_Export Statements

Furpose: To select Export-Only Certifying Statements

FDA Infant Formula Tracking System I

Q C> K’ {} { http:// ] @ )
jon_|  Pending Submission(s) | _Manage Profile | ®

o Statements under 106120 (¢) regulations are applicable to Exports only,

Export-Only Certifying Statements o

Submission Type 106.120 (c)

Product Info/Processin L% ;
& O Statement certifying the infant formula meets specifications of foreign purchaser

Ingredients

O Statement certifying that the infant formula doesn't conflict with the laws of the country to which
it is intended for export

O Statement certifying thot the infant formula i2 labeled on the outside of the shipping package to
indicate that it is intended for export only

O Statement certifying that the infant formula will not be sold ner offered for sale in domestic
commerce

Statement certifying that it has adequate controls in place to ensure that such formula 1s actually
exported

| Cancel I | Back_!l Add Ancther F"mduct_!l Subrmt_!

v
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Infant Formula Tracking System (IFTRACK 1)

FDA CFSAN IFTRACK II Mockups WF.IFTRACK II.7A_AddAnotherProduct

Furpose: To enter additional product name. FDA Infant Formula Tracking System

QD X 1€

The user will be allowed to add Another product after all information for the
first product has been enstered.

If the user selects "Same processing as previous product in the current
@submiasmn" for Processing/packaging field, processing information will be

automatically populated for the next product

If the user selects "Same packaging os previous product in the current Add Another Produst x

submission” for Processing/packaging field, packaging infermation will be

automatically populated for the next product. Pt Nasia u O

Precessing/packaging | Same processing as previous product in the current 5ubmmsmni

Same packaging as previous product in the current submission
Enter new product information

| Cr.mcer_! | Save I
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Infant Formula Tracking System (IFTRACK 1)

FDA CFSAN IFTRACK II Mockups

WF.IFTRACK Il.BA_AssignedSubmissionRef #

Furpose: To view assigned Submission Reference Number

FDA Infart Formula Tracking System

O ® X {} { http://

) @ )

Submission # 2015-01-1111 has been assigned

p ¢
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1.4 AMENDMENT SUBMISSION

Infant Formula Tracking System (IFTRACK 1)

FDA CFSAN IFTRACK II Mockups

WF.IFTRACK I1_01_Login

Purpose: To access the system manufacturer will enter username and password

FDA Infant Formula Tracking System

o Q X {} { http://

) @ )

Please Enter your Username and Password

LUsername

Password

| Log In !
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Infant Formula Tracking System (IFTRACK 1)

FDA CFSAN IFTRACK II Mockups

WF.IFTRACK II_001_Welcome

FDA Infant Formula Tracking System

QA X G ) @ )

Form FDA 3978

Welcome to the Infant Formula Tracking Application
PAPERWORK REDUCTION ACT NOTICE

Form Approval: OMB No. 0910-X XXX

Expiration date: mm/dd/yyyy

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 control number.

The time required to complete this collection of information is estimated to average 4-10 hours
per response, including the time to review instructions, search existing data resources, gather
and maintain the data needed, and complete and review the information collection. 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

Office of Operations

Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov
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Infant Formula Tracking System (IFTRACK 1)

FDA CFSAN IFTRACK II Mockups

WF.IFTRACK II.1E_Amendment_SubmissionType

Purpose: To create Infant Formula Amendment submission

The user will be able to view Product, Processing and Ingredients information, but won't
be able to update it if Amendment Submission type is selected

The system will populate Filing date and Product Name when Submission Ref # is
provided

FDA Infant Formula Tracking System

O C> X {} { http://

*Submission Type

Product Info/Processing

‘Submission Ref &

Ingredients

Filing Date

*Documentation

Comments

Amendment |w

2015-01-00001

Q

1071072014

Upload

Product Mame Similac

| Cancel Il Subrmt_!

v
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Infant Formula Tracking System (IFTRACK 1)

FDA CFSAN IFTRACK II Mockups

WF.IFTRACK II. BA_AssignedSubmissionRef #

Purpose: To view assigned Submission Reference Number

FDA Infant Formula Tracking System

O @ X {} { http://

) @)

Submission # 2015-01-1111 has been assigned

b
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1.5

BFP EXEMPT SUBMISSION

Infant Formula Tracking System (IFTRACK 1)

FDA CFSAN IFTRACK II Mockups

WF.IFTRACK II_01_LogIn

Furpose: To access the system manufacturer will enter username and password

FDA Infant Formula Tracking System

<:| C> X Q { http://

) @)

Flease Enter your Username and Password

Lsername

Password

Log In _!
e
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Infant Formula Tracking System (IFTRACK 1)

FDA CFSAN IFTRACK II Mockups

WF.IFTRACK II_001_Welcome

FDA Infant Formula Tracking System

QA X G ) @ )

Form FDA 3978

Welcome to the Infant Formula Tracking Application
PAPERWORK REDUCTION ACT NOTICE

Form Approval: OMB No. 0910-X XXX

Expiration date: mm/dd/yyyy

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 control number.

The time required to complete this collection of information is estimated to average 4-10 hours
per response, including the time to review instructions, search existing data resources, gather
and maintain the data needed, and complete and review the information collection. 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

Office of Operations

Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov
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Infant Formula Tracking System (IFTRACK 1)

FDA CFSAN IFTRACK II Mockups WF.IFTRACK II.1B_BFP_ SubmissionType
Purpose: To initiate a new Submission | manufacturer will select Submission Type first FDA Infant Formula Tracking System
O [D x Q [http:r'.f —] Q l-
O Different fields will be displayed based on the Submission type selected.
Mew Submission Pending Submission(s) Manage Profile @
Submission Type *Submission Type BFP _'| v O
- 90 days
Product Info/Processing 90 days/Export
. Amendment
Ingredients Information Letter
Verification

| Cancel I | Mext I
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FDA CFSAN IFTRACK II Mockups

WF.IFTRACK 11.2D_BFP_Exempt_Processing

Purpose: To enter product, processing and packaging information.

The user will be able to add multiple Manufacturing Plants

The user will be able to add multiple Products for each Manufacturing Plant.
The user will be able to add multiple Physical forms for each Product.

The user will be able to add multiple Containers for each Physical Form.

The user will be required to enter Proposed Product Name if Product Name Change
is selected.

1. The following values for IF Description are hidden if Non-Exempt is
@selected for Domestic Category :

Amino Acid

Carbohydrote free

Human Milk Supplement

Hypoallergenic

In-hospital preterm

Metabolic

Post -hospital preterm

2. The user will be able to add more than one value under IF Description

field.

1. The user will be able to add more than one value under IF Explanation field.

2. The user will be able to select the following values for BFP (Exempt) IF

Explanation:

MNen-major reformulation
MNon major processing change
Non-major packaging change
Label/labeling changes

The user will be required to enter Distributor Name if Distributor Change has been
selected.

1. Type of Processing Change is only required if Major processing change
and/or Non Major processing change are selected for 90 days/IF Explanation.
2. The user will be able to add more than one value under Type of Processing
Change field.

The user will be required to add either Processing comments or Processing
documentation if Major processing change and/or Non Major processing change is
selected for all submission types.

The user will be required to add either Packaging comments or Packaging
documentation if Major or Non-major packaging change is selected for IF
Explanation. For other IF Explanation types the selection will be optional.

Retail Availability field is required if Exempt is selected for Domestic
Category

1. The user will be required to add Medical Condition comment or documentation for
Exempt IF.

2.The user will be required to add Rationale comment or documentation for Exempt
IF.

3. The user will be required to add Labeling comment or attachment for Exempt IF.

O C> X ﬁ { http:f/

FDA Infant Formula Tracking System

] @ D

I New Submission | Pending Submission(s) | Manage Profile l

Submission Type

*Manufacturing Plant u [+] o

Product Infe/P . *Product Name u [ Preduct Name Change @
“[F L
ngwdont Focen  [imlslo (7)

*Domestic Category

Exempt | w] *Retail Availability| Generally Available | w] @
INon—moJor reforrnulatb;‘ v] (+] O

*Medical Condition Comments

@ *Rationale Comments

Labeling Comments

*]F Explanation

Documentation
[ Distributer Change

Upload

Processing [ Current Precessing

*Type of Processing Change ISpecilic to each manufacturer iv]ﬂ @

Processing Comments

*Documentation

Upload @

e ]e] @

Packagin [J] Current Packaging

Packaging Type u

*Physical Form

Container Quantity (4] Shelf Life u
Current Pack. Suppler u Proposed Pack. Suppher L I

Packaging Comments

*Documentation

Upload

| Cancell | Back l | Mext l

@

v
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Infant Formula Tracking System (IFTRACK 1)

FDA CFSAN IFTRACK II Mockups WF.IFTRACK I1.3B_Processing_SubmissionRef#

Purpose: To enter Submission Reference Number if Packaging information has been FDA Infont Formula Tracking System

already provided in the previous Submission
@ ¢ X Q { httg:// 1 @ }

@ Submission Ref & field is required if the user selests Current Packaging option

@ The user will be able to add more than one Submizsion Reference Number

Submission Reference Number x

Enter Submission Reference Number

“Submission Ref # O
| Cuncef_! | Save Il Add Another I@
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Infant Formula Tracking System (IFTRACK 1)

FDA CFSAN IFTRACK Il Mockups

WF.IFTRACK I1.3A_Processing_AddNewPhysicalForm

Purpose: To enter additional Physical form(s) for the same product

FDA Infant Formula Tracking System

<:| C> X {} { http://

] @ )

Physical Form

*Physical Form
Container Quantity
Packaging Type
Shelf Life

I Powder |w

0.80 Oz |w

[Cnn v

12 months |w

| Cancel _!l Save I | Save and Add Another I

40




Infant Formula Tracking System (IFTRACK 1)

FDA CFSAN IFTRACK II Mockups

WF.IFTRACK I1.4D_BFP_Exempt_Ingredients

Purpose: To enter ingredients information.

@ 1. Ingredient Changes section will be required if Major Reformulation or Non majer
reformulation has been selected for IF Explanation on 90 days Non-Exempts, BFP
MNon-Exempts or Exports submissions.
2. Ingredient Changes section will be optoinal if Major Reformulation or Non major
reformulation has been selected for IF Explanation on 90 days Exempts or BFP
Exempts submissions.

major reformulation is selected for IF explanation for all 90 days Exempt/Non-

O The user will be required to add Description of [F Reformulation if major or non-
exempt and BFP Exempt/Non-exempt submissions.

Increase or Decrease are selected for Ingredient Change.

2. The user will be required to select Ingredient and Proposed Quantity if New is
selected for Ingredient Change.

3. The user will be required to select Ingredient and Current Quantity if Removed is
selected for Ingredient Change.

4 The user will be required to select Ingredient, Current and Proposed Quantity,

Current and Proposed Ingr Supplier if Supplier Change is selected for Ingredient
Change.

: 1. The user will be required to select Ingredient, Current and Proposed Quantity if

1. The user will be required to upload Quantitative Formulation for all Exempt, 90
days Mon-Exempt and Export submissions.

2. For BFP Mon-Exempt submissions the user will be required to upload Quantitative
Formulation or enter Submission Ref # .

©)

FDA Infant Formula Tracking System

<3 C> X Q { http://

) @ )

Submission Type

Product Info/Processing

Ingredients

MNew Submission

*Description of IF Reformulation

Ingredient Changes

S

Pending Submission(s) Manage Profile

&

Ingredient Change lSuppIier Chang?l '@ *Ingredient 0
*Current Quanlity 03 | Oz i"l *P‘rgposed Quﬂntit_ll' 0.4 Oz \w
*Quantity Units Per weight u

*Current Ingr Supplier| -Select u

Ingredient Comments

*Documentation

*Proposed Ingr Supplier

Upload

Quantitative Formulation

Quant. Formulation Comments

Documentation

Upload Submission Ref #

&0

| Cancel I | E!ack_! | Add Another F‘rnduct_! | Ne:nt_!
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Infant Formula Tracking System (IFTRACK 1)

FDA CFSAN IFTRACK II Mockups WF.IFTRACK IL.7A_AddAnotherProduct

Purpose To enter additional product name FDA Infant Formula Trocking System

O E> X {} (hepr/ ) @)

The user will be allowed to add Ancther product after all information for the
first product has been eneterad.

If the user selects "Same processing as previous product in the current
@submissinn" for Processing/packaging field, processing information wil be

automatically populated for the next product.

If the user selects "Same pockaging as previous product in the current Add Ancther Product b4

submission" for Processing/packaging field packaging information wil be

automatically populated for the next product. Pt NG u O

Processing/packaging | Same processing as previous product in the current su hmlssmni

Same pockaging as previous product in the current submission
Enter new product information

| Cuncer_l | Save I




Infant Formula Tracking System (IFTRACK 1)

FDA CFSAN IFTRACK II Mockups

WF.IFTRACK Il.BA_AssignedSubmissionRef #

Furpose: To view assigned Submission Reference Number

FDA Infart Formula Tracking System

O ® X {} { http://

) @ )

Submission # 2015-01-1111 has been assigned

p ¢
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1.6

BFP NON-EXEMPT SUBMISSION

Infant Formula Tracking System (IFTRACK 1)

FDA CFSAN IFTRACK II Mockups

WF.IFTRACK 11_01_Logln

Purpose: Te access the system manufacturer will enter username and password

FDA Infant Formula Trocking System

C Ci) X {} { http://

) @ )

Please Enter your Username and Password

Lsername

Password

Log In _!
e S
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Infant Formula Tracking System (IFTRACK 1)

FDA CFSAN IFTRACK II Mockups

WF.IFTRACK II_001_Welcome

FDA Infant Formula Tracking System

QA X G ) @ )

Form FDA 3978

Welcome to the Infant Formula Tracking Application
PAPERWORK REDUCTION ACT NOTICE

Form Approval: OMB No. 0910-X XXX

Expiration date: mm/dd/yyyy

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 control number.

The time required to complete this collection of information is estimated to average 4-10 hours
per response, including the time to review instructions, search existing data resources, gather
and maintain the data needed, and complete and review the information collection. 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

Office of Operations

Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov
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Infant Formula Tracking System (IFTRACK 1)

FDA CFSAN IFTRACK Il Mockups WF.IFTRACK.1B_BFP_ SubmissionType

FPurpose: To initiate a new Submission | manufacturer will select Submission Type first FDA Infant Formula Tracking System

QO X4} ez ) @

Pending Submission(s) Manage Profile @

BFP | @

. 30 days
Produet Info/Processing 90 days/Export

O Different fields will be displayed based on the Submission type selected.

Amendment
Information Letter
Verification

Ingredients

Assuronce Statements

| Cancel I | Next_!
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Infant Formula Track

ing System (IFTRACK II)

FDA CFSAN IFTRACK II Mockups

WF.IFTRACK.2C_BFP_Non Exempt_Processing

FPurpose: To enter product, processing and packaging information

The user will be able to add multiple Manufacturing Plants

The user will be able to add multiple Products for each Manufacturing Plant
The user will be able to add multiple Physical forms for each Product.

The user will be able to add multiple Containers for each Physical Form.

The user will be required to enter Proposed Product Name if Product Name Change
is selected.

1. The following values for IF Description are hidden if Non-Exempt is
@sebected for Domestic Category :

Amino Acid

Carbohydrate free

Human Milk Supplement

Hypoallergenic

In-hospital preterm

Metabolic

Post -hospital preterm

2. The user will be able to add more than one value under IF Description

field.

1 The user will be able to add more than one value under IF Explanation field.
2. The user will be able to select the following values for BFP (non-exempt) IF
Explanation:

Mon-major reformulation
Mon major processing change
Mon-major packoging change

The user will be required to enter Distributer Comments if Distributor Change has
been selected.

1. Type of Processing Change is only required if Major processing change
and/or Non Major processing change are selected for 90 days/IF Explanation.
2.The user will be able to add more than one value under Type of Processing
Change field.

ccumentation if Major processing change and/or Non Major processing change is

@Ihe user will be required to add either Processing comments or Processing
selected for all submission types.

documentation if Major or Non-major packaging change is selected for IF

.g The user will be required to add either Packaging comments or Packaging
Explanation. For other IF Explanation types the selection will be optional.

The user will be allowed to add Labeling comment and attachment for Non- Exempt

IF

Eligible IF field is required if BFP iz selected for Submission Type and Non-
@ Exempt is selected for Domestic Category

O C> X {} { http://

FDA Infant Formula Tracking System

] @& D)

Submission Type

Ingredients

Assurance Stotements

Pending Submission(s)

Manage Profile

] Product Mame Changs @
==[]o
[ Non Exempt | w ‘Eligble IF  OvYes ONo

I Mon-major reformuratbﬂ v] 0

*Manufacturing Plant | Georgia, VT n [+) O
*Product Name D

*IF Description

*Domestic Category

*IF Explanation

Labeling Comments

*Documentation Upload
[] Distributer Change @
Processing [] Current Processing

*Type of Processing Change I Specific to each manufacturer 11]0 @

Processing Comments

*Documentation Upload O
Pockaging [[] Current Packaging—

[Eels] @
eI+l o

Current Pack. Supplier u

Packoging Comments

Packaging Type u
Shelf Life 36 months | w]
Proposed Pack Suppl:er

*Physical Form

Container Quantity

*Documentation Upload

Cancel l

Back I | Ne:nt_!

©
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Infant Formula Tracking System (IFTRACK 1)

FDA CFSAN IFTRACK Il Mockups WF.IFTRACK.3B_Processing_SubmissionRef#

Purpose: To enter Submission Reference Number if Packaging information has been FDA Infent Formula Tracking System

already provided in the previous Submission O O x {}
ihttp:.f.f _l (=] !

O Submission Ref # field is required if the user selects Current Packaging option

@ The user will be able to add more than one Submission Reference Number

Submission Reference Number x

Enter Submission Reference Number

*Submission Ref # o
| Cuncel_! | Save Il Add Another I@
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Infant Formula Tracking System (IFTRACK 1)

FDA CFSAN IFTRACK II Mockups WF.IFTRACK.3A_Processing_AddNewPhysicalForm

Furpose To enter additional Physical form(s) for the same product FDA Infant Formula Tracking System I

<3 E> X {} { htte:// ) @_3

Physical Form b4
*Physical Form Powder v]
Container Quantity 080 Oz \w
Packagng Type Can |w
Shelf Life 1Z months |w

| Cancel _!l Save I | Save and Add Another I
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Infant Formula Tracking System (IFTRACK 1)

FDA CFSAN IFTRACK II Mockups

WF.IFTRACK.4C_BFP_Non Exempt_Ingredients

Purpose: To enter ingredients information.

O 1. Ingredient Changes section will be required if Major Reformulation or Non majer
reformulation has been selected for IF Explanation on 90 days Non-Exempts, BFP
MNon-Exempts or Exports submissions.
2. Ingredient Changes section will be optoinal if Major Reformulation or Non major
reformulation has been selected for IF Explanation on 90 days Exempts or BFP
Exempts submissions.

major reformulation is selected for IF explanation for all 90 days Exempt/Non-

: The user will be required to add Description of IF Reformulation if major or non-
exempt and BFP Exempt/Non-exempt submissions.

Increase or Decrease are selected for Ingredient Change

2. The user will be required to select Ingredient and Proposed Quantity if New is
selected for Ingredient Change.

3. The user will be required to select Ingredient and Current Quantity if Removed is
selected for Ingredient Change.

4 The user will be required to select Ingredient, Current and Proposed Quantity,

Current and Proposed Ingr Supplier if Supplier Change is selected for Ingredient
Change.

@1. The user will be required to select Ingredient, Current and Proposed Quantity if

/ days Mon-Exempt and Export submissions.
2. For BFP Mon-Exempt submissions the user will be required to upload Quantitative
Formulation or enter Submission Ref # .

. 1. The user will be required to upload Quantitative Formulation for oll Exempt, 90

FDA Infant Formula Tracking System

<3 C> X Q { http://

) @ )

Submission Type

Product Info/Processing

Ingredients

Assurance Statements

MNew Submission

*Description of IF Reformulation

Ingredient Changes

Ingredient Change
*Current Quantity
*Quantity Units

*Current Ingr. Supplier

Ingredient Comments

*Documentation

Pending Submission(s) Manage Profile

@

@

0

lSuppIier Chanﬂ 'O *Ingredient

[odreTv] ©

03 [ Oz i'] *Proposed Quantity 04||0z]w
Per weight u
-Select u *Propesed Ingr Supplier

Upload

Quantitative Formulation

Quant. Formulation Comments

Documentation

Upload Submission Ref #
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FDA CFSAN IFTRACK II Mockups

WF.IFTRACK.5B_BFP_Non Exempt_Assurance Statements

Purpose: To select Submission compliances Concerning a Change in Infant Formula (BFP).

All Regulations under Submission Cencerning a Change in Infant Formula (BFF)
including Decumentation and Comments apply only to BFP Mon Exempt
submissions.

If the user selects 106.140 (b){3): Submission compliance with 106.120(b)(3)
Statement 1, ingredients and quantitative formulation information will be
required.

If the user selects 106.140 (b)(3): Submission compliance with 106.120(b)(4)
Statement 2 and infant formula is non-eligible, processing and/or packaging
information will be required.

If the user selects 106.140 (b){3): Submission compliance with 106.120(b)(5)
Statement 3, supporting documentation will be required.

If the user selects 106.140 (b){3): Submission compliance with 106.120(b)(6)
Statement 4, supporting documentation will be required.

If the user selects "previously submitted” for any of the BFP Non-Exempt
assurance statements, submission reference number will be required.

The user will be required to enter Submission Reference # only for non eligible
Infant formulas.

FDA Infant Formula Tracking System

O C> X ﬁ { http:f/

] @ D

Manage Profile @l

Submissions Concerning a Change in Infant Formula (BFF)

Pending Submission(s)

Submission Type

*106.140(b)(2)(ii)

Product Info/Processing

L ]

Explanation concerning adulteration prevention

Ingredients

*Documentation  Upload

Assurance Statements

*106.140 (b)(3): Submission compliance with 106.120(b)(3) Statement 1 @
O Submission complies with 106 120(b)(3)

*Documentation Upload
O Previously Supplied @ Submission Ref# I_ I
Comments

*106.140 (b)(3): Submission compliance with 106.120(b)(4) Statement 2 @
O Submission complies with 106.120(b)(4)

Comments

*Documentation Upload

O Previously Supplied Submission Ref# L I

Comments

*106.140 (b)(3): Submission compliance with 106.120(b)(5) Statement 3
O Submission complies with 106.120(b)(5)

O

Submission Ref# L I

Upload
O Previously Supplied

*Documentation

Comments

*106.140 (b)(3): Submission compliance with 106.120(b)(6) Statement 4 @
O Submission complies with 106 120(b)(6)

*Documentation  Upload

O Previously Supplied Submission Ref# I_ I

Comments

| Cancell | Back ” Add Another Product ll Submit l

4
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Infant Formula Tracking System (IFTRACK 1)

FDA CFSAN IFTRACK II Mockups WF.IFTRACK.7A_AddAnotherProduct

Purpose: To enter additional product name FDA Infant Formula Tracking System

QA X Ger ) @ D

The user will be allowed to add Another product after all information for the
firat product has been eneterad.

If the user selects "Same processing as previous product in the current
@submissiun" for Processing/packaging field, processing information will be

automatically populated for the next product.

If the user selects "Same packaging as previous product in the current Add Ancther Produst p 4

submission" for Processing/packaging field, packaging information will be

automatically populated for the next product. Skt Nk u O

Processing/packoging | Same processing as previous product in the current :-ubmie-smni

Same parckaging as previsus praduct in the surrent submission
Enter new product information
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Infant Formula Tracking System (IFTRACK 1)

FDA CFSAN IFTRACK II Mockups

WF.IFTRACK.BA_AssignedSubmissionRef #

Purpose: To view assigned Submission Reference Number

FDA Infant Formula Tracking System

<3 C> X {} { http://
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Submission # 2015-01-1111 has been assigned

p

53




1.7

VERIFICATION SUBMISSION

Infant Formula Tracking System (IFTRACK 1)

FDA CFSAN IFTRACK II Mockups

WF.IFTRACK II_01_LogIn

FPurpose: To access the system manufacturer will enter username and password

FDA Infant Formula Trocking System
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Please Enter your Username and Password

Username

Password

| Log In !
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Infant Formula Tracking System (IFTRACK 1)

FDA CFSAN IFTRACK II Mockups

WF.IFTRACK II_001_Welcome

FDA Infant Formula Tracking System

QA X G ) @ )

Form FDA 3978

Welcome to the Infant Formula Tracking Application
PAPERWORK REDUCTION ACT NOTICE

Form Approval: OMB No. 0910-X XXX

Expiration date: mm/dd/yyyy

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 control number.

The time required to complete this collection of information is estimated to average 4-10 hours
per response, including the time to review instructions, search existing data resources, gather
and maintain the data needed, and complete and review the information collection. 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

Office of Operations

Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov
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Infant Formula Tracking System (IFTRACK 1)

FDA CFSAN IFTRACK II Mockups

WF.IFTRACK I1.1D_Verification_SubmissionType

Furpose: To create Infant Formula Verification submission

The user will be able to view Product, Processing and Ingredients information, but won't
be able to update it if Verification Submission type 1s selected

@The system will populate Filing date and Product Name when Submission Ref # is
provided

FD#& Infant Formula Tracking System

O Q X {} { http:s/

) @ )

Product Info/Processing

Ingredients

Verification Statements

*Submission Type

*Submission Ref #
Filing Date
*Documentation

Comments

;I' Pending Submission(s) Manage Profile @

Ve [

2015-01-00001 Q
10/10/2014 Product Name Similac @
Lipload

| Cancel Il Next_!
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Infant Formula Tracking System (IFTRACK 1)

FDA CFSAN IFTRACK II Mockups

WF.IFTRACK II.5D_VerificationStatements

Furpose: To select Verification Statements. Verification Statements are only applicable for
Verification Submission type

The user will be able to view Product/Processing or Ingredients information,
but won't be able to update it if Verification Submission type is selected

@"u"&fificuticn Statements are only applicable to Verification Submission type

FDA Infant Formula Tracking System
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Predust Info/Processing

Pending Submission(s) Manage Profile

Ingredients

Biubirssaion Typs @verﬂ'lcutiun Btatementa@

106130 {a)

O Verification that the mfant formula complies with the requirements of the Federal Food,

Drug, and Cosmetic Act and is not adulterated

106120 (b){2)

O The infant formula to be introduced into intérstate commerce i1s the same as the infant formula that
was the subject of the new infant formula notification and for which the manufacturer provided

assurances in accordance with the requirements of §106.120

106.120 (b}{3])

*Documentation Upload Comments
106.130 (b)(4

O Good manufacturing practices, including quality control procedures and in-process controls, and
testing required by current good manufacturing practice, designed to prevent adulteration of the
formula in accordance with Current Good Manufacturing Practices (Subpart B) and Quality Control

Procedures {Subpart C) have been established.

| Cancel I | Back I | Submit_!

@

i
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Infant Formula Tracking System (IFTRACK 1)

FDA CFSAN IFTRACK II Mockups

WF.IFTRACK II.BA_AssignedSubmissionRef #

Purpose: To view assigned Submission Reference Number

FDA Infant Formula Tracking System

O a X Q { http://

) @ )

X

Submission # 2015-01-1111 has been assigned
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1.8

MANUFACTURER PROFILE

Infant Formula Tracking System (IFTRACK 1)

FDA CFSAN IFTRACK II Mockups

FPurpose: To manage mamufacturer's profile information

@ The user will be able to add multiple Contacts and Establishments

The user will verify that manufacturer profile is correct prier to
submitting notification.

@ Contacts and Establishments will be manufacturer specific.

@ 1. The following fields will be manufacturer specific:

Current/Proposed Supplier
Product Name

Processing Plant
Ingredients

Type of Processing Change

2. Any field that is added as a notification change will be
automatically added to the appropriate dropdown list.

FDA Infant Formula Tracking System

WF.IFTRACK II1.9A_ManageProfile

<3 C> X Q { http://

] @ )

Mew Submission

Manufacturer Information

*Manufacturer 1D = B

*Manufacturer Name  Abbot

*Address 123 Main Street

Contact Information

*First Name John

*Phone Number 5641111111

Establishment Information

*Establishment Name

*Address

*City

Manufacturer-Managed Lists @

Current Supplier

wl|
olla
EE
[¢][«][]

Product Name

[
@
8

Processing Plant
Ingredient -Sel

-Select

Type of Processing Change

!
[«

Pending Submission(s)

“State

*Zip/Postal Code

*Last Name

*E-mail

@ [ Centrastor

*State

*Zip/Postal Code

Add New Edit
Add New Edit
Add New Edit
Add New Edit

Add New Edi

=3

Enn

Manage Profile @

43215-1724

Smith

Add Mew o

Johnsmith@abbot.com

=30

43215-1724

Add Mew

| Cancel I Save
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