‘_.“lvl‘-"'.l L

q.m DEPARTMENT OF HEALTH & HUMAN SERVICES  Public Health Service

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

September 21, 2000
Ref. No. 00-HFD-3101-028

Mr. Scot Brown

Nature's Alternatives

3531 W. Glendale Avenue #266
Phoenix, AZ 85051

Dear Mr. Brown:

Thisisto advise you that the Food and Drug Administration (FDA) has reviewed your web site at the
Internet address: http://www.naturesalternatives.comand has determined that the various MSM products
contai ning methylsulfonylmethane as an active ingredient including MSM EYE/EAR DROPS, MSM BULK
POWDER, MSM CAPSULES, MSM ‘TORPEDO” TABLETS, THREE IN ONE Arthritis Formula, FOUR
IN ONE Joint Rebuilding Formula, and other products including DM SO, CETYLMYRISTOLEATE, DHEA,
and ORGANIC DUL SE IODINE 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 siteinclude: “...MSM eyeear drops for
pink eye...”, “...MSM EYE/EAR DROPS...used to relieve allergies; dry itchy conditions of the nose; and
conditions of theears...”; “...MSM sulfur affects diabetes, arthritis, emphysema, nerve damage, dry skin,
migranes, asthma, candida, constipation...” (MSM BULK POWDER, MSM CAPSULES, MSM
“TORPEDO” TABLETS, THREE IN ONE Arthritis Formula, FOUR IN ONE Joint Rebuilding Formula);
“...MSM BULK POWDER...parasitecleanse...”; “...DM SO...provide arthritis pain relief and reduce
inflammation...treatment of interstitial cystitis...”, “...bursitis, burns, cancer, herpes and osteomyelitis...”;
“...CETYLMYRISTOLEATE...attacks the cause of arthritis...”; “...DHEA...demonstrated in ailments such
as arthritis, lupus, asthma, and HIV ...cancer and chronic fatigue...”; “...ORGANIC DUL SE
IODINE...prevention of cancer...treatment of thyroid disease...”.

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 Anew drugsi under section 201 (p) of the
Act [21 USC 321(p)]. New drugs may not be 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 new drugs on the basis of scientific
data submitted by a drug 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 conditionsare 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 productsto be drugs. The intended use of
aproduct may be established through product labels and |abeling, catalogs, brochures, audio and
videotapes, Internet sites, or other circumstances surrounding the distribution of the product. FDA has
published a Final Rule intended 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/~Ird/fr000106.html. In addition, only products that are intended for ingestion

may be lawfully marketed as dietary supplements. Topical products and productsintended to enter into the
body directly through the skin or mucosal tissues, such as transdermal 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.

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 Act and
itsimplementing regulations.

If you need additional information or have questions concerning any products distributed through your
web site, please contact FDA. You may reach FDA electronically (E-mail) at Heller@CDER.FDA.GOV, or
you may respond in writing to Mr. Robert Heller, Compliance Officer, Food and Drug Administration, HFD-
312, 7520 Standish Place, Rockville, MD 20855 or by telephone at (301) 594-1065.

Sincerely yours,

David J. Horowitz, Esq.

Acting Director

Office of Compliance

Center for Drug Evaluation and Research
Food and Drug Administration



