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iy, rnz DEPARTMENT OF HEALTH & HUMAN SERVICES

Food and Drug Administration
7520 Standish Place, Room 254
Rockville, Maryland 20855

January 30, 2001

Ref. No. 01-HFD-3101-078
Mr. Roschach Martin
RFL
10 Vanessa Crescent
Mulgrave, Victoria 3180
AU

Dear Mr. Martin:

Thisisto advise you that the Food and Drug Administration (FDA) has reviewed your web site at the
Internet address: http://REACH-FOR-LIFE.COM and has determined that the products, “ Colloidal Silver”,
“Oxygen Plus’ (Oxygen + colloidal silver), “Oral Chelate”, “Energy Food For Joints’, and other products
being offered, are promoted for conditions that may cause them to be drugs under section 201(g) of the
Federal Food, Drug, and Cosmetic Act (the Act) [21 USC 321(g)]. The products may be considered drugs
because the therapeutic claims as shown on your web site establish their intended use as drugs.

Examples of some of the products and claims observed on your web site include, in part:

Colloidal Silver .....“HIV, AIDSAND COLLOIDAL SILVER.... ‘Thesmall glassvial isfilled with aclear
liquid resembling water. But an Orem resident is convinced it contains the curefor AIDS.’” “Tichy has
determined that the solution will kill the AIDS virus without harming the human body.” Nature's Alternative
to Antibiotics’......... “He noted that many of these antibiotics were ineffective against a number of harmful
bacteria, including the biggest killer in burn cases — greenish blue bacterium called Pseudomonas
aeruginosa. Extensivetrials proved silver to be the most effective and is currently used in all major burn
centres[sic] inthe United States.” Testimonial statements found on your web site demonstrate the
intended use of colloidal silver asadrug treatment for AIDS, and as an effective antibiotic against a number
of harmful bacteria.

STABILILZED OXYGEN with COLLOIDAL SILVER  ....... “Based on colloidal silver'slong history asan
agent which destroys bacteria, viruses and fungi on contact, we have added 5 ppm. colloidal silver to this
product, making STABILIZED OXYGEN with COLLOIDAL SILVER..."

ORAL CHELATE ...2.helps prevent the changes in the blood vessels which result in heart disease, but
aso aters the biochemistry of the body in such away that the harmful changes which have already taken
place, can be slowly — but surely - REVERSED!" .......... “ By-pass operations not needed..”

ENERGY FOOD FOR JOINTS “...that literally cures arthritis for many and markedly reduces the pain
and inflammation for nearly everyone.”



Furthermore, FDA has no information that your products are generally recognized as safe and effective for
the above referenced conditions and therefore, they may also be “new drugs” under section 201(p) of the
Act [21 USC 321(p)]. New drugs may not be legally marketed in the U.S. without prior approval from FDA as
described in section 505(a) of the Act [21 USC 355(a)]. FDA approves anew drug on the basis of scientific
data submitted by adrug sponsor to demonstrate that the drug is safe and effective.

FDA isawarethat Internet distributors may not know that the products they offer are regulated as drugs or
that these drugs are not in compliance with the law. Many of these products may be legally marketed as
dietary supplements or as cosmeticsif certain therapeutic claims are removed from the promotional materials
and the products otherwise comply with all applicable provisions of the Act and FDA regulations.

Under the Act, as amended by the Dietary Supplement Health and Education Act (DSHEA), dietary
supplements may be legally marketed with claims that they are intended to affect the structure or function of
the body (structure/function claims) if certain conditions are met. Claimsthat dietary supplements are
intended to prevent, diagnose, mitigate, treat, or cure disease (disease claims) excepting health claims
authorized for use by FDA, may not be made as they cause the products to be drugs. Theintended use of a
product may be established through product labels and |abeling, catal ogs, brochures, audio and videotapes,
Internet sites, or other circumstances surrounding the distribution of the product. FDA has published a
Final Ruleintended to clarify the distinction between statements allowed as structure/function claims and
those that represent disease claims. This document is available on the Internet at
http://vm.cfsan.fda.gov/~1rd/fr000106.html .

In addition, only products that are intended for ingestion may be lawfully marketed as dietary supplements.
Topical products and products intended to enter into the body directly through the skin or mucosal tissues,
such astransdermal or sublingual products, are not dietary supplements. For these products, disease or
structure/function claims may cause them to be new drugs.

Additional information isavailablein Title 21, Code of Federal Regulations, (21 CFR) Parts 310 and 330-358.
These partsinclude the Final Rules for various OTC ingredients or products that may or may not be legally
marketed without prior approval.

Furthermore, your Internet site may be subject to statutes enforced by the Federal Trade Commission (FTC).
Sections 5 and 12 of the Federal Trade Commission Act, 15 U.S.C. Sections 45 and 52. Y ou are encouraged
to consult the FTC Web site at http://www.ftc.gov/bcp/conline/pubs/dietsupp.htmfor further information.
The FTC Web site also provides copies of complaints and orders that have been filed by the FTC against
companies making misleading or deceptive advertising claims on the Internet. Some of these complaints and
orders can be found at http://www/ftc/gov/opa/2000/06/Ianel abs.htm http://www.ftc.gov/opa/2000/04/cure-
all2.htm and http://www.ftc.gov/opa/1999/9906/opcureall.htm Y ou may want to review your advertisement
in light of these standards. Related questions should be directed to the FTC at (202) 326-3090.

This letter is not intended to be an all-inclusive review of your web site and products your firm may market.
It isyour responsibility to ensure that all products marketed by your firm are in compliance with the statutes
administered by both the FDA and FTC.

If you need additional information or have questions concerning any products distributed through your
web site, please contact FDA. Y ou may reach FDA electronically (e-mail) at TARTM @CDER.FDA.GQV, or
you may respond in writing to Ms. Margaret Tart, Compliance Officer, Food and Drug Administration, HFD-
300, 7520 Standish Place, Rockville, Maryland 20855 or by telephone at (301) 594-0054.

Sincerely yours,
/sl
David J. Horowitz, Esq.
Acting Director
Office of Compliance
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