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NOTICE OF ADVERSE FINDINGS

Mark Hughes, General Partnet
Harbalife
5741 Buckingham Heights Parkway

Culver City, CA 90230

Dsar Mr. Hughes!

We have reviewed the labeling included {n your Herbalife Distributor kit
and on several of the products you distribute, These products are in
violation of the Faderal Food, Drug, and Cosmetic Act as follows:

1. "Slim and Trim Formula 2" appsars to contain two herba:
ingredients, marirgke and poka root, which have been considered
as ungafe for food use, Wa also noted that "Slim and Tri=
Formula 4" {s lahelad as containing "Food Grade Linseod 0il",
We quastion that such a substance actually exi{sts. Linseed oil
has not hesn considered an edihle oil In the thited States an?
use as a food adiitive is allowed only in a faw designated
instances, Consaquently, we congider Slim and Trim Formulas °
and 4 to be adulterated under 402(a) (1) of the Act.

2, Despite your disclaimers, we consider the therapsutic claims in
the Harbalife Official Career Book ramjying from arthritis to
veneraal disaase, 4isolves and removes tumors, and rejuvenating;
the labeling claims to increase clrculation and for mental
alertness for "Harbalife Cell-U-Loss" and "“NRG Natures Raw
Guarana®, raespactively, as misbrandiny in that they falsely
represent and sujjest that thasm products are ade jate ani
effective in providimg the user of the products with treaemen:
for or prevention of the labeled indlcations,

3, Tha substances lecithin, inositol, bstaine, para-aminohenzoi~
acid, rutin, kelp, cider vinegar and uva urai are not nutrisents,
may not be listed as nutrients, and the amounts should not be
1{sted since this implies potency. The products whizh inctui:
daclared anounts of such substances are Herbalife Slim and Trin
Formula 2, Herbalife Slim and Trim Formula 3 and Herbalife
Call-U-MS!.
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4, vitamin E, vhosphorus and zinc are in insignificant amounts to
be called dietary supplemants (generally at least SN of the
U,S. RA) and therafore should only be 1listed in a complete
ingredient statemant in “"Herbalife Slim and Trim Formula 13",

5. We helieve the vignettes of athletes and referances to "1{ft" on
“NRG Natures Raw Guarana" falsely reprasents and sujgests that
this product will increasa athletic ability.

f. Tha déclaration of apecific anino acids with analytical values
such ag on "Herbalife Slim and Trim Formula 1" are considered
maaningless and mislealim.

You should also be aware of the proposed warning label requirement for
protein products which waa published in the June 11, 1982 Federal Reyistaer
(copy enclosed) .

This letter is not meant to he all inclusive. It is your responsihility to
ansure that all products distributed by your fim are in compliance with
the provisions of the Federal Food, Drug, and Cosnetic Act.

Please advise us within thirty (30) days as to the aspecific actions taken
or intended to be taksen. ’ In the case of future corrections an estimated
date of completion should be included in your response to this letter.

‘Your responss should be directed to:

Mr. Thomas L. Sawyer

Director, Compliance Branch

U.S. Food and Drug Adminfistration
1521 West Pico Boulevard

los Arvjalaes, California 91015

Sincaerely,

Voo 5 J ///

ABRAHM T, KLEKS
District Director

BEncl: A/11/82 Federal Raqister
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