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Ms. Jennifer A. James
- Corporate Counsel

Vita Cube Systems, Inc.

480 S. Holly Street

Denver, Colorado 80246

Dear Ms. James:

This is in response to your letter of May 20, 2002 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)). Your submission states that Vita Cube Systems, Inc. is making
the following claims, among others, for the following products:

Absorbit ,
«...may help reduce the risk of allergic reactions;”

Complex SPP :
~ «__beneficial for inflammatory relief;”

Ultra EFA+E -
“EFAs have been shown to support lower levels of bad cholesterol....”

21 U.S.C. 343(r)(6) makes clear that a statement included in labeling under the authority

of that section may not claim to diagnose, mitigate, treat, cure, or prevent a specific

disease or class of diseases. The statements that you are making for these products

suggest that they are intended to treat, prevent, or mitigate diseases. These claims donot
meet the requirements of 21 U.S.C. 343(r)(6). These claims suggest that these products

are intended for use as drugs within the meaning of 21 U.S.C. 321(g)(1)(B), and that they

are subject to regulation under the drug provisions of the Act. If you intend to maké
claims of this nature, you should contact FDA’s Center for Drug Evaluation and Research
(CDER), Office of Compliance, HFD-310, 7520 Standish Place, Rockville, Maryland

20855.
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Page 2 - Ms. Jennifer A. James

Your submission also states that you are making the following claim, among others, for

« _.may aid in prevention of osteoporosis.”
This statement is not a claim subject to 21 U.S.C. 343(r)(6), but a claim subject to 21
U.S.C. 343(H)(1)(B). FDA has authorized a health claim on the relationship between
calcium and osteoporosis (see 21 CFR 101.72). A dietary supplement that meets the
eligibility and message requirements set forth in this regulation may bear a claim for the
relationship between calcium and osteoporosis. A health claim on the label orinthe

labeling of a food or dietary supplement that is not in accordance with the requirements in |

21 CFR 101.72 would misbrand the food or dietary supplement under 21 uscC.
343(r)(1)(B). Moreover, failure to make a claim in accordance with the requirements in
21 CFR 101.72 subjects the product to regulation as a drug under 21 U.S.C. 321(g)(1)(B)
because the product is intended to treat, cure, prevent, or mitigate a disease, osteoporosis.

Please contact us if we may be of further assistance,

Sincerely,

hn B. Foret
irector .
Division of Compliance and Enforcement
Office of Nutritional Products, Labeling
and Dietary Supplements
Center for Food Safety
and Applied Nutrition

Copies: ,

FDA, Center for Drug Evaluation and Research, Office of Compliance, HFD-300
FDA, Office of the Associate Commissioner for Regulatory Affairs, Office of
Enforcement, HFC-200 S ‘
'FDA, Denver District Office, Office of Compliance, HFR-SW240
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May 20, 2002 e
. . MAY %9 2002
Via Overnight Delivery [
Office of Special Nutritionals (HFS-450) . -
Center for Food Safety and Applied Nutrition -
Food and Drug Administration - - L L AR
200 C St. SW | | o L *
Washington, DC 20204 ' : S

RE: Notification Of i'ékStratemgr;fcs‘ Concernmg Dietary Supplements
Dear Sir or Madam:

Vita Cube Systems, Inc., 480 South Holly Street, Denver, CO 80246 (“V3S™), a packager
and distributor of dietary supplements, hereby notifies the FDA that it has made certain
structure/function statements concerning its primary line of products. Structu:

claims concerning these products were previously reported to your office by letter dated
December 5, 2001 when website content and a product brochure concerning the products
were submitted. At that time, box and bottle copy for labels on the primary line of
supplements had not yet been written. Although the box and bottle copy makes no
structure/function claims additional to the clams in the product brochure or website copy
already submitted, T am now reporting the verbatim box and bottle copy to your office.

This notice is hereby certified as accurate and complete. Vita Cube Systems, Inc. has
substantiation that all statements made in the attached pages are truthful and not.

misleading. '
Please call me at 303-316-4141 if you have questions or comments.

Sincerely.

D\,,JK\— ik Swul-_,—-

Jenpifer A James
Corporate Counsel e b
Vita Cube Systems, Inc.

Encl.



ABSORBIT

*** Absorbit may help enhance digestion by supporting the break down of all types of foods
#**The natural plant enzymes in Absorbit may help reduce the risk of allergic reactions.
*** Absorbit contains lactase, an enzyme that may help the body better use lactose (milk sugar).

ALPHANAC .

***The mgredlents in AlphaNac help the liver eliminate free radlcals from the body

***The primary ingredients, alpha-lipoic acid and N-Acetyl-L-Cysteine, make AlphaNac safe
for daily use. , ,

*** Alpha-lipoic acid and N-Acetyl-L—Cystexne have been found beneﬁclal for cellular -

metabolism.

AOELITE

*+* AQ Elite combines L-Arginine and L-Ornithine to produce an eﬁ’ectlve formula for , ; |

increasing circulation and enhancing muscle building.

#**Researchers at Stanford Umversxty won a Nobel Prlze in medlcme for thexr research on the
circulatory effects of L-Arginine in the body. o

CALMAGH

***The sources of calcium used in CalMag+ are 100% lead ﬁ'ee

***CalMag+ isa powerful formula that supports bone health and may aid in preventlon of
OSteoporosis.

**+*Seven different sources of calciu

o ut gnesium are used to help
insure that these elements are avaﬂabl,

times and in the proper amounts.

***Boron is added to support a key bone component.

COMPLEX SPP

***Complex SPP is an efficacious, natural dietary supplement that is beneﬁmal for healthy
prostrate function.



#+*Complex SPP’s proprietary formulation ¢oftainis the piifést form of Saw Palmetto extract at
85% fatty acid. at

***Complex SPP may also be beneficial for inflammatory relief.

CP COMPLEX

#+*CP Complex combines Vitamin C and Potassium for maximum immune-system function.
***Potassium is ,cf,itica,!, for electrolyte replacement and energy support.
***Potassium is crucial to support a balance of fluids in the body.

***GC Elite is formulated to help the body support muscle with the amino acid |
L-Glutamine.

#**] _Carnitine, an amino acid, helps the body convert fatty acids from cells into energy.
Utilizing these fat stores for energy can result in the body burning fat.

***]__Glutamine may help the body utilize nutrients.
JSH

***JSH includes Glucosamine, Chondroitin and MSM, a dynamic trio to naturally improve joint
health. ‘ '

***Cayenne, boswellia and turmeric have natural, beneficial effects on joint health.

M32+

***For maximum absorption, M32+ provides 32 vitamins and minerals, as well as the VitaCube

Activating System™,

**¥Unique in its class, the M32+ all-star formula contains chromium, B-complex vitamins
including folic acid, and zinc.

*%% Al ingredients are derived from natural sources when available and provided in scientifically
supported dosages. ammm—————— v

Q-ZYME

+**K ey ingredients in Q-Zyme may help the body fight against free radical activity.



***Q).Zyme’s peoprietaey formula contains the finest herbs, vitamins, minerals to promote
respiratory health. ‘ '

***Potent components in Q-Zyme’s premier formula may aid circulation and stimulate the
immune system. ‘ ‘

ULTRAEFA+E

**EF As may be beneficial in weight management and may stimulate your body’s natural
production of growth hormone.

***EFAs have been shown to support lower levels of bad cholesterol while encouraging higher
levels of good cholesterol.

***V38 has added natural vitamin E to enhance muscle recovery from exercise, increase
immune system function, and aid in cardiovascular health.

WNB

***Effective assistance for women!s cyclical changes in a natural form.

***WNB uses the Women's Herb, Dong Quai, with essent1a1 vitamins and minerals to help
balance a women's honnonal system

*** Amino acids, thought to be effective for hormonal regulation, are added to this excellent
proprietary formulation for women.

ZMAPRO
***7MA may provide safe and effective muscle support.

***Zinc and Magnesium are beneficial minerals that are thought to be critical for a multitude of
biological functions including immune system function, and muscle support.

***The VitaCube Activating System, Epimedium Grandiflorum (Horny goat weed), Potassium,
Glycerol phosphate and Cayenne may help optnmze absorptlon at the gastromtestmal and
cellular levels.



Maintain
prostate health

complex

Complex SPP is a
proprietary formulation,
containing the finest
natural  ingredients.
Among these is a standardized Saw Palmetto
Extract of 85% fatty acid. It is this research
supported form of extract that has been shown to
reduce enlarged prostate. Pumpkin Seed 0il and
Pygeum were added to this formulation for their
inflammatory relief properties. To complete the
powerful formula, V3S added Epimedium
grandifiorum (horny goat weed). This special
herb may help to enhance libido, which
increases male sexual drive. Selenium and Zinc
are included to support the specific needs of the.
active male. Complex SPP, for confidence in the

‘prostate support

years ahead -- and now!*

Recommended Use: Take one soft gel
capsule at breakfast and one at bedtime*.

*If you are taking ZMA Pro at bedtime, take
Complex SPP at breakfast and at dinner.




Amount Per Serving % Danly
Value

Zinc (as monomethionine) 20mg 133%
Selenium (as selenomethionine) 100 mcg 143% -
O e

Saw Palmetto Berries Extract (85% Fatty Acids) 320 mg  *
“Soybean Oil 200 mg
Pumpkin Seed Ol 50 mg
VitaCube Activating System 50 mg

Orange Bioflavonoid Complex, Grapefruit

Bioflavonoid Complex, Alfalfa Leaf, Ginkgo biloba

Leaf, Spirulina Algae, Cayenne, Apple Pectin,

Odorless Garlic, 7-Isopropoxy Flavone,

L-Glutathione, Lemon Bioflavonoid Complex,

Lycopene 1%, Dimethylglycine, Potassium

Glycerophosphate, Rutin, Bromelain, Lutein 5%.
Soy Lecithin 20 mg
Epimedium grandiforium Herb 10 mg
Pygeum africanum Bark Extract i0mg *

*Daily Value not established.

Other Ingredients: Gelatin, glycerin, silicon dioxide.

These statements have not been evaluated by the Food and
Drug Administration. This product is not intended to diagnose,
treat, cure, or prevent any disease.

SV3S

VITACUBE -SYSTEMS™

480 South Holly Street
Denver, Colorado 80246

Q|316.8577 fn

®|316.9004 fx
1.800.313.2234




‘bone health support

Healthy bones for a

long and active life
Cal/Mag+ is a powerful formula that supports
bone development and strength, and reduces the
chance of age-related bone density loss. The
necessity of calcium for bones is well known, and -
V3S has supplied seven different low lead sources

to ensure that the body receives the calcium it
needs- when it needs it. Magnesium is as
important as calcium, but can only be absorbed
with calcium as a transporter. Cal/Mag+ has four
different sources of magnesium for optimal gain.
Boron is known to assist in supporting a key bone
component, hydroxy apatite.*

Recommended Use Women: Take two Tablets
at breakfast and two Tablets at dinner.

Recommended Use Men: Take one Tablet
at breakfast and one Tablet at dinner.




Serving Size 1 Tablet
Servings Per Container 60 al MCL Q
Amount Per Serving %Daily
! Value
Calcium (from calcium carbonate,”
citrate, gluconate, amino acid chelate,
ascorbate, aspartate, succinate)
Magnesium (from magnesium oxide,
citrate, gluconate, ascorbate)

3 ting System Proprietary Blend 50 mg
Otane i Soflensd Conplr, Gapai ik

_ L-Glulatnione, L.emon Fruit Sioilavonoid \.omplex,
Lycopene 1%, Dimethylglycine, Pot: T ’
Glycerophosphate, Rutin, Bromelain, Lutein 5%.

Soylsoffavones40%  ~ ~  "1mg *

Boron (from Boron Citrate) " 100mcg

*Daily Value not established.
Other ingredients: Cellulose, stearic ééid. croscarmellose

sodium, silicon dioxide, calcium stearate, and a white cellulose
film-coating containing titanium dioxide.

*These statements have not been evaluated by the Food and
Drug Administration. This product is not intended to diagnose,
treat, cure, or prevent any disease.

SV3S

VITACUBE .SYSTEMS™

480 South Holly Street
Denver, Colorado 80246

b, 316.8577 fn

®1316.9004 fx

1.800.313.2234
vas.com




‘digestive support

Natural digestive

enzyme support
Using natural plant enzymes, Absorbit enhances
food breakdown by maximizing digestive
abilities, thus allowing greater absorption of vital
nutrients. Absorbit contains five iypes of enzyme
support: amylase to act on carbohydrates,
cellulase for fiber breakdown, lipase to help
dissolve fats, lactase for processing dairy (milk
sugar) products, and Aminogen®, a patented
enzyme system that helps break down protein,
thereby increasing amino-acid absorption by up
to 260 percent. Absorbit is the ideal way to
maximize eating enjoyment while supporting
your digestive health.*

Recommended Use: Take one Capsule at
breakfast, lunch and dinner.
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Cardiovascular health,
muscle recovery, and
immune system support

‘aegsential fatty acids

-EFAs, or essential fatty acids,
are important to our health in
general and to athletic
performance in particular.

- EFAs assist in nerve impulse
transmission and enhance oxygen utilization.

In order to provide the optimum balance of the

fatty acids omega-3, 6, and 9, V3S developed this

proprietary formulation of marine lipid
concentrate, flax seed oil, borage oil, and evening
primrose oil. We've also included natural Vitamin

E to help with muscle recovery from exercise,

enhance immune system function, and aid

in cardiovascular health.*

Recommended Use Women : Take one
Soft Gel at breakfast and one at dinner.

Recommended Use Men : Take two Soft
Gels at breakfast and two at dinner.

*




Supplement Fact

Serving Size 1 Soft Gel Capsule L T A ¢
Servings Per Container 60 _ {/‘L h wEF A

rving "%Daily
Value

Vitamin E (as d-alpha tocopheryl acetate) 7751U 258%
Oméga §‘F.“F>-'matty Acids (as flaxseed oil, marine

lipid concentrate, rice oil, evening primrose oil,

sunflower oil, sesame seed oil) 450 mg

Omega 6 Fatty Acid: seed oil, marine

lipid concentrate, rice oil, evening primrose oil,

sunflower oil,

Omega 9 Fatty

lipid concentrate, rice ail, evening primrose oil,

sunﬂower oul sesame seed cnl)

] by the Food and
Drug Admmlstratlon Th«s product is not intended to dlagnose,
treat, cure, or prevent any dlsease

VITACUBE -SYSTEMS™

480 South Holly Street
Denver, Colorado 80246

9|316.8577 fn

®1316.9004 fx
1.800.313.2234
v3s.cOom




