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LEE B. DEXTER & ASSOC.
TECHNOLOGY CONSULTANTS |
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15704 WEBPBERVILLE ROAD TELEPHONE (512) 276-7408
AUsSTIN, TEXAR 78724 USA Fax (512) 276-74889

January 3, 2003

Dr. Christine Lewis SEERY B
Office of Nutritional Products, & ng&
Labeling and Dietary Supplements (HFS-810), \,ﬂ [/
Center for Food Safety and Applied Nutrition,

Food and Drug Administration,

5100 Paint Branch Pkwy.,

College Park, MD 20740

Dear Dr. Lewis:

In accordance with 21 CFR 101.93 this letter and its accompanying documents,
will serve as notification that Garden of Life, Inc., West Paim Beach, Florida,
33407, the manufacturer, and its distributors are marketing RM-10™, a dietary
supplement containing a blend of fermented mushroom mycelia, Uncaria
tomentosa, and aloe vera extract. The complete address of the manufacturer is

as follows;

Garden of Life, Inc.
770 Northpoint Parkway #100
West Paim Beach, FL 33407

The marketing divisions of Garden of Life, Inc. and its distributors will utilize the
following statements in their product literature covering the dietary supplement,
RM-10™;

These Statements include:
RM-10™ is an immune booster.
RM-10™ is a source of glyco-nutrients,
RM-10™ increases interleukin-1 and interleukin-6 activity.
RM-10™ enhances natural killer cell activity.

RM-10™ helps the immune system recognize and eliminate abnormal tissues from the body

RM-10™ decreases the ability of abnormal cells to reproduce.

RM-10™ significantly increases the functionality of monocytes.
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RM-10™ increases production of Tumor Necrasis Factor alpha (TNF-a), an anti-angiogenic agent
that prevents abnormal celis from developing their own blood vessels.

RM-10™ promotes self-repair in cells and tissues.
RM-10™ induces normal cell differentiation.

RM-10™ provides targeted nutrition for the immune system.
RM-10™ provides immunopotentiation capacity that can improve blood platelet counts

RM-10™ reduces occasional nausea, insomnia, and fatigue.

RM-10™ is a biclogical response modifier specifically directed at the immune system.
RM-10™ enhances cell to cell communication,

RM-10™ regulates the immune system in times of under activity and in times of over activity.

RM-10™ works as an adaptogen on the immune system.

These functional claims are supported by published peer reviewed scientific
literature. Papers describing the safety and efficacy of the components contained
in RM-10™ have been published on several continents. Each constituent of the
product has been extensively characterized by scientists around the world, and a
safe history of use has been established.

Substantiation for the claims listed above is contained in the document which
accompanies this letter. We are providing the agency with three copies of the
document, as stipulated in 21 CFR 101.93. The manufacturer requests that this
information be entered into an FDA master file for reference. The master file
number can be sent to my attention at the address listed above.

In conclusion | certify that the information contained in this notice is complete and
accurate, and that the notifying firm has substantiation that the statements to be
made in the labeling RM-10™ are truthful and not misleading.

Thank you very much for your consideration.

Sincerely,
Lee B. Dexter

Lee B. Dexter
Technical Consultant

C: Dr. Jordan Rubin, Garden of Life, Inc.



