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JUL 2 5 2007

Ms. Sally Ganley
Director-Quality Control
Microgravity Enterprises, Inc.
3200 Cartisle Blvd. NE
Albuquerque, New Mexico 87110

Dear Ms. Ganley:

This is in response to your letter of June 29, 2007 to the Food and Drug Administration
(FDA) pursuant to 21 U.S.C. 343(r)(6) (section 403(r)(6) of the Federal Food, Drug, and
Cosmetic Act (the Act)) for the product The Antimatter Energy.

21 U.S.C. 321(fY) defines the term “dietary supplement.” As defined by the Act, a
dietary supplement does not include a product represented for use as a conventional food
or as a sole item of a meal or the diet (21 U.S.C. 321(ff(2)(B)). The product identified
above appears to be represented for use as a conventional food, namely it is promoted as
an cnergy drink. Energy drinks are conventional foods. Therefore, in that it appears to
be represented for use as a conventional food (i.c., an energy drink or beverage), it does
not appear to be a dietary supplement within the meaning of 21 U.S.C. 321(ff) and
claims madc for it are not subject to 21 U.S.C. 343(r)(6).

Instead, this product appears to be a conventional food that must meet the regulatory
requirements that apply to conventional foods rather than those requirements that apply
to dietary supplements. Briefly, it must bear nutrition labeling in accordance with 21
CFR 101.9 and claims may be made for the product in its labeling if they are claims
defined by 21 U.S.C. 343(r)(1) or 21 US.C. 321(g)(1XC) that may be made for
conventional foods. Additionally, under the Act, any ingredient intentionally added to a
conventional food must be used in accordance with a food additive regulation uniess it is
gencrally recognized as safe (GRAS) among qualified experts for its intended use in
food. Use of a food ingredient that is not GRAS or an approved food additive causes a
food to be adulterated under 21 U.S.C. 342(a)(2)(C) and cannot be legally marketed in
the U.S. If you intend to market this product as a conventional food and you have any
questions about the status of any of its ingredients, you should dircct them to FDA’s
Office of Food Additive Safety (HFS-200), 5100 Paint Branch Parkway, College Park,
MD 20740.
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Please contact us if you require further assistance.

Sincerely yours,

Viaidion Foedor

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

Coptes: )

FDA, Center for Drug Evaluation and Research, Office of Compliance, HFD-310
FDA, Office of the Associate Commissioner for Regulatory Affairs, Office of
Enforcement, HFC-200

FDA, Dallas District Compliance, HFR-SW 140
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Dr. Barbara O. Schneeman
Director

Office of Nutrition Products, Labeling, and Dietary Sufy
Center for Food Safety and Applied Nutrition
CFSAN/OCD/ONLDS, HSF 800

Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

Ref: 30 day notification for use of the disclaimer statement provided in section
403(r)(6) of the Food, Drug, and Cosmetic Act on the label of Antimatter Energy
Drink

Dear Dr. Schneeman:

Pursuant to 21CFR§101.93(a), this letter is notification that Microgravity Enterprises,
Inc. will begin distributing and marketing Antimatter Energy Drink on June 30, 2007,

The Antimatter Energy Drink label contains the following verbiage (sce attachment
for a copy of the label):

“Antimatter is produced from ingredients flown in space and 1s designed to
help improve your mental focus, reaction time, and physical stamina.”

The product label bears the required DSHEA disclaimer statement: “This statement
has not been evaluated by the Food and Drug Administration. This product is not
intended to diagnose, treat, cure, or prevent any disease.”

The information contained in this notification is, to the best of my knowledge,
complete and accurate. We have substantiation on file that these claims are truthful
and not misleading,

Please contact me at (505) 250-5657 if you have any questions,

AFd T 6B

Sincerely,
M - %H : 3200 Carlisle Blvd. NE
| Sa]ly Ganley illlll:e . NM 87110
Director-Quality Control uquerque,
Microgravity Enterprises, Inc. (505) 889-4566

Sally.ganley@Micro gravityEnterprises.com www.MicrogravityEnterprises.com
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Supplement Facts B L
Sarving Size 8.4 fl oz (250 ml) . A !
Servings Per Container 1

Amount Par % Daily
Sarving  Vajug
——
Colorias 180
Total Fat 0g 0%
Total Carbahydrate 40 g 13%
Sugars iT g
Vitamin G 60 mg  100%
Niagin 20 mg  100%
Vitamin B 7 mg  350%
Vilamin B12 11 mcg 180%
Pantothanic Acid 5 mmg  EG%
Sadium 5 my Q%
L-Arginine 50 mg
Cafleing 80 mg Deatributed by,
Taurlng 75 mg i
Panax Gingang Exlract 50 mg [ " NM B7 12
Guarana Extract 50 ™ . - .
Gluguronclactons 75 mg 07 WIEL - Mo
Inpslial 25 my

Gihkgo Bilobs Exlract 50 my
Milk Thistle Extract 50 m 'l’ml

xiract Bk Thistle
1k Bengnate, Pobissn
i B

nl Milansn

Enriched Vitamin Ginpe Serd Extraal 60 _mg
Goty Kola Extract 50 mg

"Power Complex Cinnamon Extract 50 g

“ Daily Value nol antablinhad
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