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PART Ill - GENERAL ADMINISTRATIVE INFORMATION

1. Name of Substance
Algal Structuring Fat

2. Submission Format: (Check appropriate box(es)) 3. For paper submissions only:
D Electronic Submission Gateway D Electronic files on physical media 1
[X] Paper with paper signature page Number of volumes

If licable gi b dt f physical media
applicable give number and type of phy Total number of pages 74

4. Does this submission incorporate any information in FDA's files by reference? (Check one)
X Yes (Proceed to ltem 5) [ |No (Proceed fo ltem 6)

5. The submission incorporates by reference information from a previous submission to FDA as indicated below (Check all that apply)
[X| a) GRAS Notice No. GRN 527
[] b) GRAS Affirmation Petition No. GRP
[ ] ¢) Food Additive Petition No. FAP
] d) Food Master File No. FMF
[<] e) Other or Additional (describe or enter information as above) GRN 384,469, and 519

6. Statutory basis for determination of GRAS status (Check one)
IX] Scientific Procedures (21 CFR 170.30(b)) [_] Experience based on common use in food (21 CFR 170.30(c))

7. Does the submission (including information that you are incorporating by reference) contain information that you view as trade secret
or as confidential commercial or financial information?

X Yes (Proceed to Item 8)
[ INo (Proceed to Part IV)

8. Have you designated information in your submission that you view as trade secret or as confidential commercial or financial information
(Check all that apply)

|:|Yes, see attached Designation of Confidential Information
X Yes, information is designated at the place where it occurs in the submission

[ ]No

9. Have you attached a redacted copy of some or all of the submission? (Check one)
|:| Yes, a redacted copy of the complete submission
@ Yes, a redacted copy of part(s) of the submission

|:|No

PART IV — INTENDED USE

1. Describe the intended use of the notified substance including the foods in which the substance will be used, the levels of use in such
foods, the purpose for which the substance will be used, and any special population that will consume the substance (e.g., when a sub-
stance would be an ingredient in infant formula, identify infants as a special population).

Algal structuring fat may be used as a partial replacement for stearic acid-containing dietary fats or oils in a variety of conventional food
groups (Margarine and margarine-like spreads, butter-like spreads, vegetable shortenings, nut spreads, milk products, non-dairy
products, baked goods, chocolate-based sauces and syrups, baked desserts, cookies and frozen dairy desserts) that contain fats that are
solid at room temperature, resulting in an estimated 90th percentile consumption of 9.10 g/day by the general U.S. population.

2. Does the intended use of the notified substance include any use in meat, meat food product, poultry product, or egg product?
(Check one)

Yes [ ] No
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PART VIl - LIST OF ATTACHMENTS

List your attached files or documents containing your submission, forms, amendments or supplements, and other pertinent information.
Clearly identify the attachment with appropriate descriptive file names (or titles for paper documents), preferably as suggested in the
guidance associated with this form. Number your attachments consecutively. When submitting paper documents, enter the inclusive page
numbers of each portion of the document below.

Attachment
Number

Attachment Name

Folder Location (select from menu)
(Page Number(s) for paper Copy Only)

GRAS Notification

1-74

control number.

OMB Statement: Public reporting burden for this collection of information is estimated to average 150 hours per response, including

the time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and completing and
reviewing the collection of information. Send comments regarding this burden estimate or any other aspect of this collection of information,
including suggestions for reducing this burden to: Department of Health and Human Services,Food and Drug Administration, Office of Chief
Information Officer, 1350 Piccard Drive, Room 400, Rockville, MD 20850. (Please do NOT return the form to this address.). 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
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