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Dr. Linda Kahl

Food and Drug Administration
200 C Street, S.W.

HFS 456

Washington, D.C. 20204

Re:  Notification -under Section Six of the Dietary Supplement Health and
Education Act of 1994 ) -

b o

Dear Dr. Kahi:

. I'am writing on behalf of LifeTronix, Inc., a distributor of dietary
supplements based in Moorpark, California. This letter is submitted in keeping with the
nofification requirements of section six of the Dictary Supplement Health and Education
Act of 1994 ("DSHEA®). As you know, this section provides for postmarket notification
by manufacturers of dietury supplemeats to the Food and Drug Administration (“FDA%)

relating to certain types of claims for their products.

Enclosed is the labeling material for the new LifeTronix product line. A
variety of statements are made within this matedial. In that some of these statements might
be construed as claims “pertaining to, general well-being," or *relating to the role of
nutrieats in maintaining and affecting structures and functions of the body,* LifeTronix

submits this letter of notification.

You will notice that where labels and labeling make statements that could be

construed as falling within section six of the DSHEA, they are accompanied by the
DSHEA-required disclaimer stating that “(t]his statement has not been evaluated by the
Food and Drug Administration. This product is not intended to diagnose, tieat, cure, or

prevent any disease.
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This letter is submitted in order to safisfy any notification obligations under ._

.section six of the DSHEA. Please call if you have any questions, or if additional

information would be useful to you.
Sincerely,
Veclots & Qo 4
_ Nicholas W. Alland  °
> of LATHAM & WATKINS
- Enclosures
~
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STORAGE: Koop In 8 cool dry place.
KEEP OUY OF REACH OF cuu.nm.
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is w'!‘. 'yoﬁt- body is able to get out of
UfeTyonix product, .

st0an incxediblc nutritional breakthrough
Emusol®Micellization Plus, science has
und & way to accelerate the delivery of

2l nutrients and significantly increase the
lon of those nutrients st the cellular level,

doa to giving you the' ability to design -,
v autitional program with this patented;.
uough delivery system, our delicious

19 Micellizatlon Plus formulas provide

th the extra advantags of E.AP. (Emusol®
{dant Protection).

......

" transmitters to givé you

== IHt AM HURMULAS =—=

The LifeTronix Nutritiona) Delivery System is

#M  designed 1o enhance the delivery and accelerate

the absorption of essential autrients your body
needs at specific intervals throughout the day,

Our AM Formulas, ACTIVIZE and
NEUROALERT, can help you give your body a
natural “jump start” in the morning - or at any
Ume throughout the day - by enhancing mental

alertness and assisting in activating the body’s
energy systems.

ACTIVIZE . This powerful formulation
Includes essentia! B vitamins such as niacin,
vitamin B6 and Pantothenic acid, which help
stimulate the natural velease of energy, In
addition to promoting shysical and mental

alertness, ACTIVIZE can also aid in boosting
stamina and endurance, ' '

== IHt MIDDAY FURMULA=—

VITAOXY - This pleasant tasting, liquid
muldiple vitamin is specially formulated 1o
provide optimum levels of essential nutriencs
as well as high levels of the antioxidants -
vitamins E and C, beta caroteng, and the
mineral selenium, As a result of the patented
Emusol® Micellization Plus process, this
high-potency nutritional supplement mixes
instantly in water or other bevegages.
VITAOXY can be taken with meals o snacks,
and is a convenient way to help provide many
of the essential nutrients you and your family
need on a daily basis. -

SS==THE PH FORMUIN==—

RESTORATE - A complete multimineral
formula that provides essential'nutrients your

body needs to help

This delicious formula
also containg tyrosine, an
amino acid that is known
to affect specific neuro-

@ natural mental “Jife,#

NEUROALERT . In addi.
tion to helping stimulate
the natural release of
energy and activating
certain neu'rotransmittcrs,

restore and repair the
cells, muscles, joints
and contiective tissues,
RESTORATE delivers
100% ofithe daily
value of talcium,
magncsii';;n, zinc

and copper, important
trace miherals such
a8 manganese and
chromium, and

beta carotene and

this deliclous, natural

citrus flavored formula can ald in promoting
mental alertness, enhanced me fl focus
and concentration,

Because they ére manufactured with Emusol®
Micellization Plys technology, the combined

effects of ACTIVIZR and NIBZYIDAL Y wvrow

" vitamin D in the
Ermtusol® Micc!llza;lon Plus delivery system.

This unique powder formulation effervesces
when added o water, creating highly absorbable
citric acid-bound mineral compounds, Taken
Just before bedtime, certain minerals
contsined in this PM Formula have a natura)



here’s one thing you're definitely

MW going to get from ouy nutritional

delivery sysiem . RESULTS! Results you
Can see and results you can feel.

" What's the secret behind our remarkable
delivery systemi? The fact that we use the
highest quality nutrients om originally *
naturally occurring sources tc.ertalnly makes
But what we put into.
ve formulas is only part

8 major difference,
each of our exclusi

of the answer,

Thae wrat .

.

)

.basis is what your body is sble to get out of
every LifeTronix product.

Thanks to an incredible nutritional breakthroug)
called Emusol® Micellization Plus, science has
now found a way to accelerate the delivery of
esscntial nutricnts and significantly increase the
absorption of those rutrients at the cellular Jevel

. In addition to giving you the abi!ity to design
your own nutritional program with this patented,
breakthrough delivery system, our delicious
Emusol® Micellization Plus formmles monesa.
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This prod uct
0ataing no ephedrs,

¥estore the normal floy, of the intestin
that aid i digcstion,
concentrates thay are

Phytozyme, 8 plant.d

al trace
Special phytochem gy
high in antioxidants, ang
erived enzyme complex
active enzymes | nvolved
rbohydrate :digesu'on.
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" Because they aye

-~ taken up quite
Yapidly in the
_bloodstream,

- MCTy also tend

to reduce hunger

the outside, they, the Emusol“’*aqi_vantage isn'y -

LT y and the Craving
)’__ I |t consume g
. A\( BN ([ additiona) fats ag

: well a5 helpir;g to
Dl : - &lgger and promote

the burning of

MYOTONE. A h!gh-potcncy amino acid
) formulation that kel

Ps build muscle tisgye and
the 3ppearance of 1

uscle toge, MYOTONE
can be ap effective aig in enhanélng physical

ring the Percentage of body

PHY'I‘ODOPHILUS * 4 unique, four&rg-onc
Product formulateq %0 support the bodys norma)
digestive Process, Thig




=== SEE IT FOR VOURSEL ==

0 ¥ecent years, thers have been tremendous

dvances in the feld of nutricion, We believe that
16 Emusol® Mj, stlon Plus process may be

—_— THE APPETRUN M ]'ABUUB.___ ll acids by helping promore the:conversion of
—_— AM==———— B cxcess Sugars to glycogen for immediate energy
D F”NESS PRU RAM“""-—* _ﬁ,, use rather than gg excess fat, This producy

o ;. . .

contains no ephedra,
16 most t!snlficanmutrldoml brcakthrough of the AP PETRON METASOLIC ¥ ITNESS e-{'- .
is centuryl z PROGRAM s qQuite Possibly the most advanced ,.j.‘ [} APPETRON DISCS - These delicious, cocoa.

' L medical and scientific approach to personal - - BN Aavoreg, chewable discs were formulated 10
iing 8 varlety of originally naturally occurring health and fitness avallable anywhere in the M  belp overcome the temptation 1o snack of
Z‘:::&%::: d' ?::gﬁ::e?ktﬁ‘:ll:f}f"a . world today, ‘ B overcar, Each disc is just 15 calories and provide
uble nutzients tnto tny particles or micelles ‘f

3% &e completely solubls in water,
msequently, many of the essential nutrients

specific ingredients involved in sugar and far

metabolism, These chewable dietary supple.

:;.";"" ments also contain medjun, chain wiglycerides
aW, Jdy ¥ be difficult to absogh Improve basic metabolic efficiency through & [MCTs), which tend to be used by the body as a
R oW be wansported more easily, delivered the use of 3.unique combination of nutritiong] source of immediate energy rather than being
e efficiently, and absorbed maqre effectively and botanicg] N N : stored as fay,

the cellular Jevel, i components, £ RO Because they are
¢ you don't have to take ouy word for it, The Whea taken i ,

wsol® Micellization Plus process is 100% conjunction with

nonstratable, In Just 15 seconds, you caq

‘taken up quire

rapidly in the
our nutritional bloodstrea m,
, he - formulas and 4 ] d
nally ses the difference, MCTs also ten
: healthfu] lifestyle to'reduce hunger
¥ 5ot call todsy for youy fres demonstration regimen, this and the cra ving
1 find out what Emusol® Micellization plys Program is designed . to consume
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at what it is designed
to do haturally,

-well ag helping 1o
trigger and promot
“the burning of

3 l.,',.. stored fars.
2 Pocesi Blease contace | | i o
AR SRba APPETRON . APPETRON
oh RS BEVERAGE. . ACCELERATOR .
A great tasting, natyra) vaspberry flavored tea. This herbal beverage was formulaced for thosc
3 with a unique combination of botanical who want to see more immediate resulrs o)
% E Ingtedients, including gymaemalsylvestre, l  the bathroom scale as well as noticeable inch
: b Fagart «, &reen teg, licorice, fennel and g lmgque N loss. One of the primary Ingredients in this
P Mt"m TR = BN water soluble garcinia cambogis extract, d delicious tea Is an extract of the herb ephedra,,
"‘.'Ti'.'. This powerfu) botanical contains & component Ephedrs tends to have 8 thermogenic effecy in
U:c'h'onlx ¥ P.};:Oil&'”%f Tech Clrls § called hydxoxycitrlq acid (HCA), which has . the body and belps “accelerate the natural
R ORI [ e ko o o AL s
Capvricht © 1005 by Lifaronns.
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Get a $1.50 Cash Rebate
To recetve a $1.50 cash rebate and recelve a
$1.00 coupon good toward your purchase of
Ginkoba, please send the following:

1. Your cash register receipt with

the purchase price of Ginkoba

clecled. . . .
2. The UPC symbol from the Ginkoba carton.

3. Complete the back of this certificate with
your name and address. . .

#Mail to: Ginkoba $1.50 Rebate

£.0. Box 1818
Young Americs, MN

§5594-1818 (I}

Please complete the followliag:

Name: -
Addcess:
City: Stete:Zip:

Telophone: -

To frelp us secve you betler, ploase complets the ques-
doas on tho othec slde of cebete covpoa.

Ploase afllow 6 - 8 weeks for delivery of rebate check. Vod
whece prohiited, taxed o« otherwise cestacted. Limd one per
housahold. This official cerviicale quwst acCoOMPany your
cequest and may nol be mechamically reproduced ia any way.
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Bitoba {ree. 1OIC CAULUGL MO ROV (S
oce qeiystaﬂdafdlzed 1024% g{ﬂkgo
fion .10ld G(YOOdde‘dOHQ with other

Also contalns: Hydoxypropyl methyl
Selldose, lactose.fdc, polyettylene
golycol, magnesium stearate, tffanium
diodde, synthethic kon oxides.

Store of room temperature and avold |
excessive heat 40°C (104°F) fo main-

taln optimat freshaess.

I PHARMATON

NATURAL_HEALTH PRODUCTS

Diviston of: R
Boetvinger ingetheim Phamnaceuticats, inc.
Ridgefiold, CT 05877

Distibuted by:
Sunsource Hoatth Products, tnc.
Kihel, Maul, HI 96753

Product of Gemany BA1S30

Quesfions - —_—

"1 What age category o your

— Woryounger___20-25
—2635 340 __80¢

- 2.8ex Mole Femdle

&Va\dk.mpckmocapauon?

— widie Management
«___ Hodith Care Professional/fuse
w Machine Operator
Ofnoe(dedoco
___Rehred
Othex
4. About how often do you foke Glnkgo Bloba?
— Doty
—2-6xaweaek

— lxaweek .. -
tesﬂmmooaweek

6. & this the fice! fime you've used Ginkoba?
Yes No___

6. How tong have you been taking Glkoba?:. —-.. - -
1S months
__6moatts- 1 yoox
—__l3yeass
e 3eyoos

7. Do you buy geaedc/sloce brand curdritional supple-
wants?
Abways__ Sometimes__ tNover___
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Standardized Glnkgo §lloba Exdract (50:1)
Glnkoba™ §s for hedithy adulfs who want to
lmprove thelr ablity to concentraté ‘and to
enhance mental “focus™.
The extract In Ginkoba™ has been shown
. effective as a supplement for the enhance-
ment of cognitive function in adulfs. s spe-
; clal antl-oxidative properties profect the
cell membranes of the nenvous system from
( nomal agling.
¢ No other extract of the lgaves of the Ginkgo
.| Bloba tree meets the standards and qualtly
| of the one I Ginkoba™. Over 30 years of -
[ extensive research and resutts have shown
that Ginkoba™ k a safe and naturad way to
supplement your diet. No wonder it has
earmed the title of the wodd’'s best -
researched herb. Not all ginkgo exiracts
are created equatly. The mgjorily of the
modem glnkgo research refees fo the spe-
{ cific, highly standardized extract found in
Glnkoba™, < e -
> A Suggested Use: When taken as directed, _ -
GINKOBA & a natural way to shampen your
mentd focus. GINKOBA will help you main-
tain an overal feeling of healthy wel-belng -
by reducing nommal forgetfulness and
concentration. .
Recommended Adutt Intake: Adutls over 12
years old should take one fablet, swallowed
o , whole, ttree fimes dally with watef at meat- -
T . fimes. Research on doses above 200 mg -
per day does not substantiate any better
effectiveness. Optimal effectiveness has
{ been shown affer 4 weeks with continuous _
{ unintequpted use. .
l Precautions: In over 44 research fiiaks witha .
total of 9772 reclplents fnvolved, no sedous
or signlficant adverse reactions or drug
interactions have been reported to date. !
“There have been rare reports of headache.
miid gastrolntestinal disturbances and affer-
gic skn reactions with use of fhe extract in
this product. However, as with any supple-
_ ment, contact your doctor i you are takdng
. ! ..a prescription medicine, are pregnant of
T lactating. 7 ° DA
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1 Name:

o
= = - s e ——————— e

uak._wupted use.
‘Precautions: nover 44 research fials with o

fotcd of 9772 reclplents lnvolved, no sedoys
of sigatficant advecse geactions or daug
ntefactions have been reposted to date,
There have been rare reports of headache,
mild gastrolnfestinal diskabances and ofler-
g(cdhreadmvdthweofﬂteeadrqcth
this product. However, as with any supple-
merit, contact your doctor ¥ you are taldng
a prescdption medldne are pregnant or
lactating.
No Information ts ayaliable .on the use of
ginkgo blioba extract in children under the
age of 12 years old.  As with other supple-
ments, please keep this product out of the
reach of chlldren. ln case of accidental
overdase, seek the advice of a professionat

immediately.

The stalements preseated on this package
havenatbeenevdudedbyfheFoodmd

- Drug Admialstration. This product s not

intended to diagnose, treat, cure. of pre-
vent any disease.

Get a $1.50 Cash Rebate
To recelve & $1.50 cash rebate and receive &
$1.00 coupon good toward your purchiase of
Ginkioba, please send the foliowing:

1. Your cash register recelpt with _ .
theputdxasepdoeofewooba Jﬂ%ﬁﬂ— ’

zmeUPCsyn-bo(ﬁommeGhMbawm

3. Complete the back of this cgrtificate with

your aame and address. . .

#all to: Giakoba $1.50 Rebate

£.0. Box 1818
Youag America, MN
65534-16818 (01}

Please complete the folfowing:

Addcess::
City: State: Zip-

Tﬂ(ephﬂ Qe:

To trelp we aecve you betier, ploces complete the ques-
tloas on the alfrec eide of rebate coupoa.

Plaase afiow 6 - 6 wesks foc dalivery of cebate check Void
whare protititad, taxed or othacwise rastricted. Ukaw( one per
hausatold. Tis officlefl cecificate must accompany your
request and may nof be mechanicaly ceproduced i eny wey.

s1s mhama
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