DEPARTMENT OF HEALTH & HUMAN SERVICES , * Public Health Servics

Food and Drug Administration -
College Park, MD 20740

AUG |5 208

Mr. Valentine Matrat

‘BrandStorm, Inc.

10853 Venice Boulevard
Los Angeles, CA 90034

Dear Mr. Matrat:

* This is in response to your letter to the Food and Drug Administration (FDA) dated .Tuly 28,

2006. Your letter appears to have been submitted pursuant to 21 U.S.C. 343(r)(6)‘(sqc'tion o
403(r)(6) of the Federal Food, Drug, and Cosmetic Act (the Act)) and intended tobea
notification of claims you are making in labeling for various products bemg marketed under PR
the brand name HIMALANIA B '

21 U.S.C. 343(r)(6) and 21 CFR 101.93(a) require that a firm notify the FDA of statements o
made in labeling pursuant to that section within 30 days of first marketing a dletary ¢
supplement bearing such claims in labeling. However, your products do not appear to be - ;
marketed as dietary supplements. Rather, they appear to be conventional foods in that they =
bear “nutrition facts” labeling that is requlred for conventional foods, they are not identity -
labeled using the term “dietary supplement,” and they bear representations in labeling that -
they are intended for use as conventional foods (i.e:, as ingredients in cereals, yogurt, trail
mix, salads and other foods) that would exclude the products from the definition of dietary -
supplement in the act. Because these products are not dietary supplements, a notification
pursuant to 21 U.S.C. 343(r)(6) is not required. Accordingly, because a notlﬁcatlon for your
products is not required the agency is taking no further action on your letter. :

Please contact us if you have any questions concerning this matter.

Slncerely yours,

um%

Vasilios H. Frankos, Ph.D.
Acting Director
Division of Dietary Supplement Programs
Office of Nutritional Products, Labeling
and Dietary Supplements
Center for Food Safety
and Applied Nutrition

Copy: FDA, Los Angeles District Office, Office of Compliance, HFR-PA240
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" and Dietary Suplements (HFS-810)

BrandStorm Inc’

Office of Special Nutritional Products, Labeling = EGCE GVE j

Center for Food Safety and Applied Nutrition ‘ 1 EENY R
Food and Drug Administration ; : : Ll 208
5100 Paint Branch Parkway :
College Park, MD 20740

. July 28, 2006
Re: Notification of Product Claims B L
Dear Sir or Madam, -

This Ietter serves as notification of the nutntlonal support label statements bemg’made by .

BrandStorm, Inc located at 10853 Venice boulevard, Los Angeles, CA 90034, in _'
connection with products being marketed under the brand name HIMALANIA by

BrandStorm Inc. A list of the products and their respective nutritional support statements o o |

are listed in the enclosed Attachement “A”,

The company hereby certifies that the information contained in this notice is completeand

accurate, and that the company can substantiate the statements of nutritional suppon that.
are the subject of this notification letter. . o

If you have any guestion, please feel free to contact us.

Sin;erely, | (0 g 7 g/]
9‘6 Pm*
Valentine Matrat, Marketing |

BRANDSTORM INC

Encl.

-
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BrandStorm inc.
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BrandStorm I

HIMALANIA Organic Goji berries 40z
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' BrandStorm Inc.
HIMALANIA Goji bernesﬁoz _
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