DRAFT SCREENSHOTS AND DRAFT
INSTRUCTIONS FOR FORM FDA 3978

FDA has developed a draft electronic form, Form FDA 3978. Form FDA 3978 will prompt a respondent to register
and include the required submission in a standard electronic format. This will help the respondent organize their
registration and submission to include the information needed for FDA’s review and will give the respondent
access to the status of the review as well as access to their previous registrations and submissions. Manufacturers
that prefer to submit paper registrations and submissions in a format of their own choosing will still have the
option to do so. FDA is seeking comments on this draft electronic form. Draft screenshots of Form FDA 3978 and
draft instructions are available below for review and comments.

For more information, visit
http://www.fda.gov/Food/GuidanceRegulation /FoodFacilityRegistration /InfantFormula/default.htm.


http://www.fda.gov/Food/GuidanceRegulation/FoodFacilityRegistration/InfantFormula/default.htm
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The user is accessing a U.S. Government information
system. The system usage may be monitored, recorded, and
subject to audit. Any unauthorized use of the system is
prohibited and subject to eriminal and civil penalties. The

use of the system indicates consent to monitoring and Password
recording. Anyone using this system expressly consents to
such monitoring and is advised that if such monitoring
reveals possible criminal activity, system personnel may
provide the evidence of such monitoring to law
enforcement officials.
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Infant Formula Submission Selection Page

EATE NEW SUBMISSION

MANAGE SBVSSION  WAAGE PROALE

Infant Formula Submission
Select an infant formula submission type from the options below.

New Infant Formula Registration and Submission

New Non-Exempt Infant Formula (except for Export Only)

The definition of "new infant formula" includes both (1) an infant formula manufactured by a person that has
not previously manufactured an infant formula and (2) an infant formula manufactured by a person that has
previously manufactured infant formula and in which there is a major change, in processing or formulation,
from a current or any previous formulation produced by such manufacturer, or which has not previously
been the subject of a submission under section 412(c) of the Federal Food, Drug, and Cosmetic Act for the
U.S. market. See section 412(c)(2) of the FD&C Act and 21 CFR 106.3. See 21 CFR 106.110 for further
information about new infant formula registration. See 21 CFR 106.120 for further information about new
infant formula submissions.

New Infant Formula for Export Only

A notice to the Food and Drug Administration from a manufacturer for a new infant formula for export only.
The definition of "new infant formula" includes both (1) an infant formula manufactured by a person that
has previously manufactured an infant formula and (2) an infant formula manufactured by a person that has
previously manufactured infant formula and in which there is a major change, in processing or formulation,
from a current or any previous formulation produced by such manufacturer. See section 412(c)(2) of the
FD&C Act and 21 CFR 106.3. See 21 CFR 106.110 for further information about new infant formula
registration. See 21 CFR 106.120 for further information about new infant formula submissions.

If the manufacturer of a new export only infant formula wishes to comply with 21 CFR 106.120(b) (b)(5) and
(b)(6), instead of making the specified in lieu of statements in 21 CFR 106.120(c), then that manufacturer
should contact the Infant Formula Medical Food Staff for further information (telephone: 240-402-1451)
before completing this form.

Before First Processing (BFP) Submission: Non-Exempt Infant Formula

A notice before the first processing to the Food and Drug Administration from a manufacturer of a change in
the formulation or processing of an infant formula that may affect whether the formula is adulterated under
section 412(a) of the FD&C Act (21 U.S.C. 350a(a)). See 21 CFR 106.140 for further information about the
submission concerning a change in infant formula that may adulterate the product.

Exempt Infant Formula Submission

An exempt infant formula is any infant formula that is represented and labeled for use by an infant who has
an inborn error of metabolism or a low birth weight, or who otherwise has an unusual medical or dietary
problem. See section 412(h)(1) of the FD&C Act.

Submission required by 21 CFR 107.50(b)(3) (See also 21 CFR 107.50(c)(4) for products not generally available
at the retail level.)

Under 21 CFR 107.50(b)(3), to retain the exempt status of an infant formula covered by this paragraph, the
manufacturer shall submit to FDA, on or before the 90th day before the first processing of the infant formula
for commercial or charitable distribution, whichever occurs later, information specified in this provision.

Submission required by 21 CFR 107.50(b)(4) (See also 21 CFR 107.50(c)(4) for products not generally available
at the retail level.)

Under 21 CFR 107.50(b)(4), to retain the exempt status of an infant formula covered by this paragraph, when
any change in ingredients or processes that may result in an adverse impact on levels of nutrients or
availability of nutrients is instituted, the manufacturer shall submit to FDA, before the first processing of the
infant formula, information specified in this provision.
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New Infant Formula Registration and Submission: Non-Exempt Infant
Formula

®New Infant Formula Registration and Submission: Non-Exempt Infant Formula
* Indicates a required field.
Product Information
Product Name / Physical Form
*Select one or more product names and description of the physical forms (e.g., powder, ready-to feed, concentrate) of the infant formula. 21 CFR 106.120 (b) (1)

Product Name Name Change Physical Form Misc Info

No Items Available
Select Product

Infant Formula Description Reason(s) for Submission

* Select one or more explanations of why the formula is a new infant formula. 21 CFR
106.120 (b) (2

* Select the description(s) that applies to your product.

Product Name/Physical Form Infant Formula Description

Product Name/Physical Form Reason(s) for Submission

No Items Available No Items Available

Select Infant Formula Description

Select Reason(s) for Submission

Establishments

* Select the name of each establishment at which the manufacturer intends to manufacture
such new infant formula. 21 CFR 106.110 (b) (4.

Product Name/Physical Form Establishments

No Items Available

Select Establishments

Processing

Select “Current Processing” if there are no processing changes included with this submission. If there are changes in processing, in the comments and/or document upload sections

describe the specific change in processing, including side-by-side, detailed schematic diagrams comparing the new processing to the previous processing and processing times and
temperatures.

l:l Current Processing

Product/Physical Form Type of Process Change

No ltems Available
Select Type of Processing

Processing Comments Processing Documentation Upload

Documents

No Items Available

Select Document

Packaging

Select “Current Packaging” if there are no packaging changes for each infant formula product(s). If there are changes in packaging, in the comments and/or document upload
sections describe the packaging types.

Current Packaging

Product Name/Physical Form Packaging Type Container Qty Units Shelf Life Current Supplier Proposed Supplier

No Items Available
Select Type of Packaging

Packaging Comments Packaging Documentation Upload

-~
Documents
I No Items Available
b < Select Document
Private label brand names Labels and Labeling
Enter any private label brand names Enter comments and'or upload any
labels/labeling.




New Infant Formula Registration and Submission: Non-Exempt Infant
Formula - Quantitative Formulation

®New Infant Formula Registration and Submission: Non-Exempt Infant Formula
* Indicates a required field.

+Quantitative Formulation

Provide quantitative formulations in units per volume or units per weight for liquid formulas, specified either as sold or as fed, and units per dry weight for powdered formulas,
and the weight of powder to be reconstituted with a specified volume of water. Include any comments and additional documentation as needed. 21 CFR 106.120(b)(3

Quantitative Formulation Comments Quantitative Formulation Documentation upload
Enter any comments and upload required quantitative formulations
-~ Documents
No Items Available
v Select Document

Ingredient Changes (if applicable)

If this submission includes changes to the quantitative formulation(s), then provide a listing of each new or changed ingredient. Select one or more ingredients from the available
list, for each product and physical form. For each ingredient selected, select the type of change. Based on the type of change selected the “Current Quantity (Qty)," “Units,"
“Proposed Quantity (Qty)," “Units," ‘Quantity (Qty) Units," “Current Supplier," and “Proposed Supplier” will be enabled or disabled. Provide comments or documentation covering a

discussion of the effect of such changes on the nutrient levels in the formulation. 21 CFR 106.120(b)(3

Product Name/Physical Form Change Ingredient Current Qty Units  Proposed Qty Units Per Qty Units Current Supplier Proposed Supplier

No Items Available

Select Ingredient Changes

Ingredient Change Comments Ingredient Change Documentation Upload

Documents
No Items Available
No Items Available

Select Document

WHEN ADDING AN INFANT FORMULA NUMBER

Enter Infant Formula Number (IFN)
Add avalid Infant Formula Number (IFN) from a previous submission.

Infant Formula Number (IFN)
No Items Available

Select Infant Formula Number




New Infant Formula Registration and Submission: Non-Exempt Infant
Formula - Assurances and Exemptions

®New Infant Formula Registration and Submission: Non-Exempt Infant Formula
* The manufacturer is required to select assurances or exemption requests.

Quality Factors
*Quality Factors of Normal Physical Growth

Assurance

D By checking this box, the manufacturer provides assurance that the infant formula meets the requirements for quality factors set forth in 21 CFR 106.96(a) and (b) and the
required assurance described in 21 CFR 106.121(a).
If these assurances cannot be provided, then the manufacturer must be able to request an exemption. For information about required assurances relating to claimed exemptions
under 21 CFR 106.96(c)(1) or (c)(2), see 21 CFR 106.121(b), (c), (d), and (e).

Provide comments and or documentation for assurance that the requirements of 21 CER 106.96(b) and 21 CFR 106.121(a) are met.

Assurance Documentation Uploads
Documents

No Items Available

Select Document

Exemptions

Select the appropriate request for exemption from 21 CFR 106.96(b) that applies to this submission.
Exemption under 21 CFR 106.96(c)(1) 21 CFR 106.121(b)
By checking this box, the manufacturer requests an exemption and provides assurances, as required under 21 CFR 106.121(b), that the 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).
If the manufacturer is requesting an exemption from the growth monitoring study requirements under 21 CER 106.96(c)(1) that the 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) then the manufacturer
shall include a detailed description of the change made by the manufacturer to an existing infant formula and an explanation of why the change made by the manufacturer to
an existing infant formula satisfies the criteria of 21 CER 106.96(c)(1).

Exemption under 21 CER 106.96(c)(2)(i) 21 CFR 106.121(c)
D By checking this box, the manufacturer requests an exemption and provides assurances, as required under 21 CER 106.121(c), which demonstrate that an alternative

method or study design that is based on sound scientific principles is available to show that the formula supports normal physical growth in infants when the formula is fed

as the sole source of nutrition.
If the manufacturer is requesting an exemption from the requirements of 21 CER 106.96(c)(2)(i), the manufacturer shall include a detailed description of the alternative
method or alternative study design, an explanation of why the method or study design is based on sound scientific principles, and data that demonstrate that the formula

supports normal physical growth in infants when the formula is fed as the sole source of nutrition.

D Exemption under 21 CFR 106.96(c)(2)(ii) 21 CFR 106.121(d)
By checking this box, the manufacturer requests an exemption and provides assurances, as required under 21 CER 106.121(d), which demonstrate that the change made

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

If the manufacturer is requesting an exemption from the requirements of 21 CER 106.96(c)(2)(ii), the manufacturer shall include a detailed description of the change and
an explanation of why the change made by the manufacturer to an existing infant formula does not the affect the ability of the formula to support normal physical growth.

D Exemption under 21 CER 106.96(c)(2)(iii

By checking this box, the manufacturer markets a formulation in more than one form (e.g., liquid and powdered forms) and the quality factor requirements are met by the
form of the formula that is processed using the method that has the greatest potential for adversely affecting nutrient content and bioavailability.

The manufacture requests an exemption and provides assurances, as required under 21 CFR 106.121(e), that the manufacturer markets a formulation in more than
one form (e.g., liquid and powdered forms) and the quality factor requirements are met by the form of the formula that is processed using the method that has the
greatest potential for adversely affecting nutrient content and bioavailability.

*Quality Factor for Sufficient Biological Protein

D By checking this box, the manufacturer of an infant formula shall, in accordance with 21 CFR 106.96(e) and (f), demonstrate that a formula meets the quality factor of
sufficient biological quality of protein by establishing the biological quality of the protein in the infant formula when fed as the sole source of nutrition using an
appropriate modification of the Protein Efficiency Ratio (PER) rat bioassay described in the “Official Methods of Analysis of AOAC International,” 18th ed., sections
45.3.04 and 45.3.05, “AOAC Official Method 960.48 Protein Efficiency Ratio Rat Bioassay,” which is incorporated by reference at 21 CFR 106.160. The PER rat bioassay
shall be conducted on a formula and the results evaluated prior to the initiation of a growth monitoring study of the formula that is required under_21 CFR 106.96(f).

FDA will exempt a manufacturer from the requirements of 21 CFR 106.96(e) with the appropriate exemption requests and assurances. See 21 CFR 106.121(g), (h), and
().
Provide comments and or documentation for 21 CFR 106.121(f) Results of the Protein Efficiency Ratio bioassay.
Comments and/or Documentation Uploads
Documents

No Items Available

Select Document

Exemptions
Select the appropriate request for exemption from 21 CER 106.96(e) that applies to this submission.
D Exemption under 21 CFR 106.96(q)(1) (21 CFR 106.121(q))
By checking this box, the manufacturer requests an exemption and provides assurances as required under 21 CER 106.121(q) that the 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).

If the manufacturer is requesting an exemption from the requirements of 21 CER 106.96(g)(1), then the manufacturer shall include a detailed description of the change made by
the manufacturer to an existing infant formula and an explanation of why the change made by the manufacturer to an existing infant formula satisfies the criteria listed in 21 CFR

106.96(a)(1).

Exemption under 21 CER 106.96(g)(2) (21 CER 106.121(h))
D By checking this box, the manufacturer requests an exemption and provides assurances, as required under 21 CFER 106.121(h), that demonstrate that the change made by

the manufacturer to an existing formula does not affect the bioavailability of the protein.
If the manufacturer is requesting an exemption from the requirements of 21 CEFR 106.96(q)(2), the manufacturer shall include a detailed description of the change and an
explanation of why the change made by the manufacturer to an existing infant formula does not affect the bioavailability of the protein.

D Exemption under 21 CER 106.96(g)(3) (21 CER 106.121(i))

By checking this box, the manufacturer requests an exemption and provides assurances, as required under 21 CER 106.121(i), that demonstrate that an alternative method
to the PER that is based on sound scientific principles is available to demonstrate that the formula supports the quality factor for the biological quality of the protein.

If the manufacturer is requesting an exemption from the requirements of 21 CER 106.96(0)(3), the manufacturer shall include a detailed explanation of the alternative method,
an explanation of why the method is based on sound scientific principles, and the data that demonstrate that the quality factor for the biological quality of the protein has been

met.



New Infant Formula Registration and Submission: Non-Exempt Infant
Formula - Assurances and Exemptions Continued

@ew Infant Formula Registration and Submission: Non-Exempt Infant Formula

* Indicates a required field.

Additional Assurances and Exemption

*Assurance Statement

D 21 CFR 106.121(j) By checking this box, the manufacturer provides assurance that the manufacturer has collected and considered all information and data concerning the

ability of the infant formula to meet the requirements for quality factors, and manufacturer is not aware of any information or data that would show that the formula
does not meet the requirements for quality factors.

*Nutrient Content Requirements

D 21 CFR 106.121(b)(5) By chel:kingthis box, the manufacturer provides assurance that the infant formula will not be marketed unless the formula meets the requirements for

quality factors of section 412(b)(1) of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 351a(b)(11)) and the nutrient content requirements of section 412(i) of the Federal
Food, Drug, and Cosmetic Act.

D 21 CFR 106.121(h)(5)(ii) By checking this box, the manufacturer provides assurance that the formula complies with the nutrient content requirements, which are

setforth in 21 CFR 107.100, and that the formula will not be marketed unless it meets the nutrient requirements of 21 CFR 107.100, as demonstrated by testing
required under 21 CFR 106 subpart C.

*Current GMP/Quality Control

DZI CFR 106.120 (b)(6)(i) By checking this box, the manufacturer provides assurance that the processing of the infant formula complies with section 412(b)(2) of the Federal
Food, Drug, and Cosmetic Act. Such assurance shall include:

The basis on which each ingredient meets the requirements of 21 CFR 106.40(a), e.g. that it is an approved food additive, that it is authorized by a prior sanction, or that
it is generally recognized as safe (GRAS) for its intended use. Any claim that an ingredient is GRAS shall be supported by a citation to the Agency's regulations or by an

explanation, including a list of published studies and a copy of those publications, for why, based on the published studies, there is general recognition of the safety of
the use of the ingredient in infant formula.

D Provide Infant Formula Number
Current GMP/Quality Control Comments and/or Documentation Uploads

Documents

No Items Available

Select Document

Stability Testing Exemption Request

By checking this box, the manufacturer is requesting an exemption under 21 CFR 106.91(b)(1)(ii) from the requirements of 21 CFR 106.91(b)(L)(i). Include in the comments
and/or documentation the scientific evidence that the manufacturer is relying on to demonstrate that the stability of the new infant formula will likely not differ from the
stability of formulas with similar composition, processing, and packaging for which there are extensive stability data.

Stability Exemption Request Comments and/or Documentation Upload

Documents

No Items Available

Select Document

Note the correct regulations for Nutrient content requirements are 21 CFR 106.120(b)(5) and 21 CFR 106.120(b)(5)(ii) (not 21 CFR
106.121(b)(5) and 21 CFR 106.121(b)(5)(ii)).



Before First Processing (BFP) Submission: Non-Exempt Infant Formula

@Before First Processing (BFP) Submission: Non-Exempt Infant Formula

* Indicates a required field.

Product Information

Product Name / Physical Form

*Select one or more product names and description of the physical forms (e.g., powder, ready-to feed, concentrate) of the infant formula. 21 CFR 106.140(b)(1
Product Name Name Change Physical Form Misc Info
No Items Available

Select Product

Infant Formula Description Reason(s) for Submission

* Select the description(s) that applies to your product. *Select one or more explanations of why the change in formulation or processing
may affect whether the formulais adulterated. 21 CFR 106.140(b)(2)(i

Product Name/Physical Form Infant Formula Description Product Name/Physical Form Reason(s) for Submission

No Items Available No Items Available

Select Infant Formula Description Select Reason(s) for Submission

121 CER 106.140(b)(2)(il)/Explanation concerning adulteration prevention

Eligible Infant Formula Provide documentation expla

g what steps will be taken to prevent adulteration before introduction into

* Select whether the infant formula can be lawfully distributed in the United market.

States on or before December 8, 2014. Documentation Uploads
OYes
O No Documents

No Items Available
Select Document

Establishments

* Select the name of each establishment at which the manufacturer intends to manufacture
such new infant formula.

Product Name/Physical Form Establishmens

No ltems Available

Select Establishments

Statements of Compliance with 21 CFR 106.140(b)(3)
Processing

Select “Current Processing” if there are no processing changes included with this submission. If there are changes in processing, in the comments and/or document upload
sections describe the specific change in processing, including side-by-side, detailed schematic diagrams comparing the new processing to the previous processing and processing
times and temperatures.

[ Jcurrent Processing

Product/Physical Form Type of Process Change
No Items Available
Select Type of Processing

Processing Comments Processing Documentation Upload

Documents

No Items Available

Select Document
Packaging

Select “Current Packaging” if there are no packaging changes for each infant formula product(s). If there are changes in packaging, in the comments and/or document upload sections describe the
packaging types.

[ Jcurrent Packaging

Product Name/Physical Form Packaging Type Container Qty Units Shelf Life Current Supplier Proposed Supplier
No Items Available
Select Type of Packaging

Packaging Comments Packaging Documentation Upload
= Documents
E No Items Available
-
Select Document
|:| * By checking this box the manufacturer confirms the submission complies with 21 CFR 106.120(b)(4

Private label brand names Labels and Labeling
Enter any private label brand names Enter comments and/or upload any
labels/abeling.




Before First Processing (BFP) Submission: Non-Exempt Infant Formula -
Quantitative Formula

@Before First Processing (BFP) Submission: Non-Exempt Infant Formula

* Indicates arequired field.

«Quantitative Formulation

Select current quantitative formulalation if there are no changes to the quantitative formulation. If there are change to the quantitative formulation, enter any comments and upload
required quantitative formulation changes.

Eq] Current Quantitative Formulation

Provide quantitative formulations in units per volume or units per weight for liquid formulas, specified either as sold or as fed, and units per dry weight for powdered formulas,
and the weight of powder to be reconstituted with a specified volume of water. Include any comments and additional documentation as needed. 21 CFR 106.120(b)(3)

Quantitative Formulation Comments Quantitative Formulation Documentation upload
- Documents

No Items Available

A 4 Select Document

Ingredient Changes (if applicable)

If this submission includes changes to the quantitative formulation(s), then provide a listing of each new or changed ingredient. Select one or more ingredients from the available
list, for each product and physical form. For each ingredient selected, select the type of change. Based on the type of change selected the “Current Quantity (Qty)," “Units,"
“Proposed Quantity (Qty)," “Units," “Quantity (Qty) Units," “Current Supplier," and “Proposed Supplier” will be enabled or disabled. Provide comments or documentation covering a

discussion of the effect of such changes on the nutrient levels in the formulation. 21 CFR 106.120(b)(3

Product Name/Physical Form Change Ingredient Current Qty Units  Proposed Qty ~ Units  Per Qty Units Current Supplier Proposed Supplier

No Items Available

Select Ingredient Changes

Ingredient Change Comments Ingredient Change Documentation Upload

Documents

No Items Available
No Items Available

Select Document

D *By checking this box the manufacturer confirms the submission complies with 21 CFR 106.120(b)(3).

(=)

WHEN ADDING AN INFANT FORMULA NUMBER

Enter Infant Formula Number (IFN)

Add avalid Infant Formula Number (IFN) from a previous submission.
Assurance is given that the information previously provided to the Agency has not been affected by the changes that are the subject
of the current submission. 21 CFR 106.140

Infant Formula Number (IFN)
No Items Available

Select Infant Formula Number




Before First Processing (BFP) Submission: Non-Exempt Infant
Formula - Continued Compliance

Before First Processing (BFP) Submission: Non-Exempt Infant Formula

* Indicates a required field.

CONTINUED COMPLIANCE WITH 21 CER 106.140(b)(3)

Quality Factors

If this is an eligible infant formula then this section is optional. The manufacturer of each eligible infant formula shall make and retain records to demonstrate
that such formula supports normal physical growth in infants when fed as the sole source of nutrition (21 CFR 106.100(p)(2)) and records to demonstrate that
that the protein in such infant formula is of sufficient biological quality (21 CFR 106.100(q)(2)).

If this is not an eligible infant formula then provide an infant formula number (IFN) referencing previously supplied quality factor information/data, or any
comments and documentation as necessary.

By checking this box, the manufacturer is assuring compliance with the following:

|:| 21 CFR 106.120(b)( 5) Assurance that the infant formula will not be marketed unless the formula meets the requirements for quality factors of section
412(b)(1) of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 350a(b)(1)) and the nutrient content requirements of section 412(i) of the Federal
Food, Drug, and Cosmetic Act.

(i) Assurance that the formula meets the requirements for quality factors, which are set forth in 21 CFR 106.96, shall be provided by a submission that
complies with 21 CFR 106.121;

(i) Assurance that the formula complies with the nutrient content requirements, which are set forth in 21 CFR 107.100 of this chapter, shall be provided
by a statement that the formula will not be marketed unless it meets the nutrient requirements of 21 CFR 107.100 of this chapter, as demonstrated by
testing required under subpart C of this part.

|:| Provide Infant Formula Number (IFN)

Comments and/or Documentation Uploads

Documents

No Items Available

Select Document

*Current GMP/Quality Control

By checking this boxes below, the manufacturer provides assurance that the processing of the infant formula complies with section 412(b)(2) of the Federal Food, Drug, and
Cosmetic Act.

|:| *Submission complies with 21 CFR 106.120(b)(6)(i) The formula will be produced in accordance with 21 CFR 106 Subpart B and 21 CFR 106
Subpart C.

*Each ingredient meets the requirements of 21 CFR 106.40(a): e.g., it is an approved food additive, authorized by a prior sanction, or is generally

|:| recognized as safe (GRAS) for its intended use. Each claim that an ingredient is GRAS is supported by a citation to the Agency's regulations or by an
explanation, including a list of published studies and a copy of those publications, for why, based on the published studies, there is general recognition
of the safety of the use of the ingredient in infant formula.

Provide a previous Infant Formula Number (IFN) with the bases and/or any comments and documentation as necessary.
|:| Provide Infant Formula Number (IFN)
Comments and/or Documentation Uploads
Documents
No Items Available

Select Document



New Infant Formula Registration and Submission: Infant Formula for
Export Only

@ New Infant Formula Registration and Submission: Infant Formula for Export Only
Ifthe manufacturer of a new export only infant formula wishes to comply with 21 CFR 106.120(b) (b)(5) and (b)(6), instead of making the specified in lieu of statements in 21 CFR 106.120(c),
then that manufacturer should contact the Infant Formula Medical Food Staff for further information (telephone: 240-402-1451) before completing this form.
* Indicates a required field.

Product Information

Product Name / Physical Form

*Select one or more product names and description of the physical forms (e.g., powder, ready-to feed, concentrate) of the infant formula. 21 CFR 106.120 (b)(1)

Product Name Name Change Physical Form Misc Info

No Items Available
Select Product

Infant Formula Description Reason(s) for Submission

* Select the description(s) that applies to your product. * Select one or more explanations of why the formula is a new infant formula. 21

CFR 106.120 (b)(2

Product Name/Physical Form Infant Formula Description

Product Name/Physical Form Reason(s) for Submission
No Items Available No Items Available
Select Infant Formula Description Select Reason(s) for Submission

Establishments

* Select the name of each establishment at which the manufacturer intends to manufacture
such new infant formula.

Product Name/Physical Form Establishments

No Items Available

Select Establishments

Processing

Select “Current Processing” if there are no processing changes included with this submission. If there are changes in processing, in the comments and/or document upload
sections describe the specific change in processing, including side-by-side, detailed schematic diagrams comparing the new processing to the previous processing and processing
times and temperatures.

DCurrent Processing

Product/Physical Form Type of Process Change

No Items Available
Select Type of Processing
Processing Comments Processing Documentation Upload

Documents

No Items Available

Select Document

Packaging
Select “Current Packaging” if there are no packaging changes for each infant formula product(s). If there are changes in packaging, in the comments and/or document upload sections describe the
packaging types.

Current Packaging
Product Name/Physical Form Packaging Type Container Qty Units Shelf Life Current Supplier Proposed Supplier
No Items Available
Select Type of Packaging

Packaging Comments Packaging Documentation Upload
= Documents

No Items Available

Select Document



New Infant Formula Registration and Submission: Infant Formula for
Export Only - Quantitative formulation

@ New Infant Formula Registration and Submission: Infant Formula for Export Only

* Indicates a required field.

+Quantitative Formulation

Provide quantitative formulations in units per volume or units per weight for liquid formulas, specified either as sold or as fed, and units per dry weight for powdered formulas,
and the weight of powder to be reconstituted with a specified volume of water. Include any comments and additional documentation as needed. 21 CFR 106.120(b)(3

Quantitative Formulation Comments Quantitative Formulation Documentation upload

Enter any comments and upload required quantitative formulations.

4 Documents
No Items Available
v Select Document

Ingredient Changes (if applicable)

If this submission includes changes to the quantitative formulation(s), then provide a listing of each new or changed ingredient. Select one or more ingredients from the available
list, for each product and physical form. For each ingredient selected, select the type of change. Based on the type of change selected the “Current Quantity (Qty)," “Units,"
“Proposed Quantity (Qty)," “Units," ‘Quantity (Qty) Units," “Current Supplier," and “Proposed Supplier” will be enabled or disabled. Provide comments or documentation covering a
discussion of the effect of such changes on the nutrient levels in the formulation. 21 CFR 106.120(b)(3

Product Name/Physical Form Change Ingredient Current Qty Units  Proposed Qty Units Per Qty Units Current Supplier Proposed Supplier

No Items Available
Select Ingredient Changes
Ingredient Change Comments Ingredient Change Documentation Upload

VS

Documents
No Items Available
No Items Available
v

Select Document

WHEN ADDING AN INFANT FORMULA NUMBER

Enter Infant Formula Number
Add avalid Infant Formula Number (IFN) from a previous submission.

Infant Formula Number (IFN)
No Items Available

Select Infant Formula Number

Export Country Labels and Labeling

Enter comments and/or upload any labels/labeling.

Enter country where product will be exported.




New Infant Formula Registration and Submission: Infant Formula for
Export Only - Export Statements

@ New Infant Formula Registration and Submission: Infant Formula for Export Only

* Indicates a required field.

*Export Statements

For new export only infant formulas, a manufacturer may in lieu of the information required under 21 CFR 106.120(b)(5) and (b)(6), submit a statement certifying the following.
21 CFR 106.120(c

I:] By checking this box, the manufacturer is certifying the infant formula meets specifications of foreign purchaser.

I:] By checking this box, the manufacturer is certifying the infant formula doesn't conflict with the laws of the country to which it is intended for export.

I:] By checking this box, the manufacturer is certifying the infant formula is labeled on the outside of the shipping package to indicate that it is intended for export only.

I:] By checking this box, the manufacturer is certifying that the manufacturer has adequate controls in place to ensure that such formula is actually exported.



Exempt Infant Formula Submission

@Exempt Infant Formula Submission

* Indicates a required field.

[ ]submission includes information required by 21 CER 107.50(b)(3) [ ] Generally not available at retail
D Submission includes information required by 21 CER 107.50 (b)(4) DGenerally available at retail

Product Information

Product Name / Physical Form
*Select one or more product names and description of the physical forms (e.g., powder, ready-to feed, concentrate) of the infant formula.

Product Name Name Change Physical Form Misc Info
No Items Available

Select Product

Infant Formula Description Reason(s) for Submission

* Select the description(s) that applies to your product. *Select one or more explanations for this submission.

Product Name/Physical Form Infant Formula Description Product Name/Physical Form Reason(s) for Submission

No Items Available No Items Available

Select Infant Formula Description Select Reason(s) for Submission

Establishments

* Select the name of each establishment at which the manufacturer intends to
manufacture such new infant formula.

Product Name/Physical Form Establishments

No Items Available

Select Establishments

*Label/Labeling
Enter comments and/or upload any labels and labeling for product(s) listed.

Label/Labeling Comments Label/Labeling Documentation upload

< Documents

No Items Available

h 4 Select Document

Description of Medical Conditions
* Provide a detailed description of the medical conditions for which the infant formula is represented.

Description of Medical Conditions Description of Medical Conditions Documentation upload

- Documents

No Items Available
h 1 Select Document
Rationale for deviation

Provide the medical, nutritional, scientific, or technological rationale (including any appropriate animal or human clinical studies) for deviations under 21 CFR
107.50 (b)(2) or 21 CFR 107.50 (c)(2).

Rationale for deviation Comments Rationale for deviation Documentation upload

< Documents

No Items Available

h 4 Select Document



Exempt Infant Formula Submission continued

@Exempt Infant Formula Submission

* Indicates a required field.

Processing

Select “Current Processing” if there are no processing changes included with this submission. If there are changes in processing, in the comments and/or document upload

sections describe the specific change in processing, including side-by-side, detailed schematic diagrams comparing the new processing to the previous processing and processing
times and temperatures.

D Current Processing

Product/Physical Form Type of Process Change

No ltems Available

Select Type of Processing

Processing Comments Processing Documentation Upload

Documents

No Items Available
Select Document

Packaging

Select “Current Packaging” if there are no packaging changes for each infant formula product(s). If there are changes to the packaging, in the comments and/or document upload sections describe the
packaging types.

Current Packaging

Product Name/Physical Form Packaging Type Container Qty Units Shelf Life Current Supplier Proposed Supplier

No Items Available
Select Type of Packaging

Packaging Comments Packaging Documentation Upload

Documents

No Items Available

Select Document



Exempt Infant Formula Submission: Quantitative Formulation

@Exempt Infant Formula Submission
* Indicates a required field.

Reformulation

Rationale for Reformulation
Description of Infant Formula Reformulation.

+Quantitative Formulation

Provide quantitative formulations in units per volume or units per weight for liquid formulas, specified either as sold or as fed, and units per dry weight for powdered formulas,
and the weight of powder to be reconstituted with a specified volume of water. Include any comments and additional documentation as needed.

Quantitative Formulation Comments Quantitative Formulation Documentation upload
Enter comments and/or upload any labels and labeling for product(s) listed.
- Documents
No Items Available
v Select Document

Ingredient Changes (if applicable)
If this submission includes changes to the quantitative formulation(s), then provide a listing of each new or changed ingredient. Select one or more ingredients from the available
list, for each product and physical form. For each ingredient selected, select the type of change. Based on the type of change selected the “Current Quantity (Qty)," “Units,"
“Proposed Quantity (Qty)," “Units," ‘Quantity (Qty) Units," “Current Supplier," and “Proposed Supplier” will be enabled or disabled. Provide comments or documentation covering a

discussion of the effect of such changes on the nutrient levels in the formulation.

Product Name/Physical Form Change Ingredient Current Qty Units  Proposed Qty  Units  Per Qty Units Current Supplier Proposed Supplier

No Items Available

Select Ingredient Changes

Ingredient Change Comments Ingredient Change Documentation Upload

Documents

No Items Available
No Items Available

Select Document

()

WHEN ADDING AN INFANT FORMULA NUMBER

Enter Infant Formula Number
Add avalid Infant Formula Number (IFN) from a previous

submission.
Infant Formula Number (IFN)

No Items Available

Select Infant Formula Number




Review Form in Read-Only Cefore Submitting

Exempt Infant Formula Submission - Review Form
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Review and Submit

Before making the submission, review and confirm the information entered is accurate.

All new items added to the following lists will be reviewed by Food and Drug Administration (FDA) Infant Formula Medical Food Staff
(IFMFS) internally before adding permanently to the respective lists. Until the reviews are complete new items will not be displayed on the
respective lists.

New Products New Processing Changes

> New Ingredients
New Infant Formula Descriptions New Packaging Types

New Suppliers

{Manufacturer Contact Person Name}

{Title of Manufacturer Contact Person Name}

I certify that the information in the submission is true and accurate and that | am authorized to make the submission on behalf of the
submission owner.

[ | Agree.

Moty “



Manage Submissions

S WAMAGE PROFLE DD INFORWATIEN

Manage Submissions for Manufacturer

drans b xded vl verotn, Ve o niiand fed

Filters

Sz Relbieice
ibissien Type
S N5 T ¥
il
o e i gt ) Comgent (et siniod sy
gy Vet

Submissicns
[ we  sdmissenTie Tk it ali
0 Wi ekt fomsionsm (20N 0
[0 W08 WenihedFoerui esrvon n brisio ew it Fomda o Evar . (i L/
[ AW Wew'ri Fooruds Rageereion and Eutmasirs ik bt et Fam (e
[ W ewii o Repsmon e Submem o o ot P g 6
0 B NowrknFueri Ropevonand sz ow Nen i e Famesa (g2 0
[ amst SowbetFueris gevon e Soomesar N oo e ey gt /]
[ Ao Gyt FomSonesin TN 0
[ W g it P Siomeson (Uil [V
0  #%  ergt o Fems ibrisin {aa i
[0 M7 ek Ferua Ragierion s ubinir Hew vt Femd o e Doy ity 0
O W07 Newii Foeri egsmion o Sz iow oo e e Fameda i g
[ W0 MewirkeiForuaFegervion ad Submi how i Formds b Eo oy fir 0
0 b Vet Foerws Ragemen and Semmaon ow honaent (e Famia Ul ) [V
O wi Skt ForrusAsgemvon s Suemsan bk et 1 e 0T 0
0 M08 ool Fooeseg 57 Smssan B it Fmuls i 0
[ s o e Foms bnesn st -
O W5 vkl Forru o Subrsoat ew o el I Lol L/
[ w0 Wenithel ForrusResrvon and Subreson ew eyt At Famuda ik 0
O W& NewinlFomuis Repsimon o Suommion e on vt e Foma e 0
[0 % EorprintFmsSinssm JHi 0

i FHdE B

] ﬂ "]




Modify a Submission

. ——  —
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MAMAGE FROFILE  SEND INFORMATION

Summary

Relazed Actions » Update Submission: AX394

Seloct ona of the foliaing for the subméssion selocied

0 ageesy quastions & 15 comict B Submsion
fom

(nfant Forsds A resten 13 the Food and D . e «
{omngt lor 3 pew et e ok ko wheh b i complie s wih 71 CFR 105 120(¢). ederal Food Dnsg. and
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Modification Type
— Saplact 3 Vislue — L

Withdraw a Submission

# Bl & =]

HOME CREATE NEW SUBMISSION  MANAGL SUDMISSIONS  MANAGE PROFILE  SEND INFORMATION

Summary

Related Actions » Submission Withdrawal Confirmation

withdrawal of Reterance AX354

Are you sure? By chcking Wihdraw o



Amend a Submission

# [ 4 ]

HOME CREATE NEW SUBMISSION M SUR (NS~ MANAGE PROFILE  SFND INFORMATION

Summary

Related Actions » Submit an Amendment

S0 i and upioad documentation. [T responcing 1o e G50

Amendment Details

Amendment Type*

) Respond 1o quesbon from CSO

) Make changes o ongmal submssion
() Wathvdranw & prochuet fram submission

Amendment Contents

Amendment Description §°

i WIOrIwing a e

Amendment Attachments

Docements

Mo items avalable

© Select Document



Submission Verification for a New Infant Formula Submission or Follow-
Up for an New Infant Formula Submission for Export

MANALE

Verification {Submission Reference Number}, {Submission Received Date}
Select the product(s) and add comments and/or documentation for the verification.

Product Selection

IFN Number Product Name Physical Form Establishment Packaging Type Container Qty Units
O IFN123P Productl Powder New Brunswick Container 3 Oz.
(] IFN123R Product2 Ready to Feed New Rochelle Bottle 4 Oz.

TOE130{a) ™

[1 By checking this box, the manufacturer verifies that the infant formula complies with the requirements of the Federal Food Drug, and Cosmetic Act and is not adulterated.

1061 MHE) |2

|1 By checking this box, the manufacturer verifies the infant formula to be introduced into interstate commerce is the same as the infant formula that was the subject of
the new infant formula notification and for which the manufacturer proyided.assurances.in accordance with the requirements of 106.120.

TOE MBI *

By checking this box, the manufacturer verifies that the submission provides a summary of test results of the level of each nutrient required by 21 CFR 107.100 and any
nutrient added by the manufacturer in the formula, presented in units per 100 kilocalories at the final production stage.

Documentation Ugload

Diocumens Commments
Mo Bsime s labds

O Add Docums

061 I0EIA} "

["1 By checking this box, the manufacturer verifies the 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 (21 CFR 106,
Subpart B) and Quality Control Procedures (21 CFR 106, Subpart C) have been established.

If Current Packaging, display: Current IFNs

IFN123R, IFF123CR,

=]

MAAGE PROFLE  SENT) INFORMA

Follow Up for Submission AN319

A follow-up is submitted with information needed to update a “New Infant formula Submission Export Only".

Froduct Selection
[ mmamber Provtact Hame Phyyzizal Famm
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View Submission in Read-Only
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Send Informational Correspondence

f B i

HOME CREATENEW SUBMISSION ~ MANAGE SUBMISSIONS ~ MANAGE PROFILE  SEND INFORMATION

Send Correspondence to Infant Formula and Medical Food Staff

Send Corespondence to Infant Formula and Medical Foods Staff (IFMFS)(not related to an exisfing infant formula submission). If there are concerns or questions about an existing infant formula submission then please send a follow-up submisison
Informational Letter Upload

Comments File

Noitems avalable

O Add Letter



Manage Company Profile

# B = ¢ M

HOME CREATENEW SUBMISSION ~ MANAGE SUBMISSIONS ~ MANAGE PROFILE  SEND INFORMATION

Manage Company Profile

odify the corparate address. Add andlor update the company contact details
Manufacturer X

Address
‘ 12345 Manufacturer Drve

City
Factorytown

State
VA

ZiplPostal Code
12345

Contact Information
Add New Contacts

Position Title First Name Last Name Phone Email

Noitems avalable

©Add Contact 1 item

Manage Existing Contacts
Position Tite  FirstName Last Name Phone Email Remove

Director of Product Or. Davis Smith 301-695-593 davis@xyz.com X

fitem

Cancel
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