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"% DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Serviec

{

Food and Drug Adminisiration
5100 Paint Bronch Parkway
College Park, MD 20740

MAR ~ 1 2005

WARNING LETTER

Cuertifieill Mail ]
Keturn Reeeint Requested

LISA Chemigals, Inc
PO Rox 4195
Cordova, TN 38088

Perry M, Belcher Companies
PO Box 3765
Cordova, TN 38088-3795

Dear Sir or Madam:

This is 10 advise you that the Faod snd Drag Adisiniaiation (FDA} has reviewed your web siles at the
Internet adddresses” Bitpziiwwan seloedivi o, Tp 7o w welatonin,com,

b iiwww s mllsphias com and Bitp.Zwwaws oy emosaloom and has determined that your prohicts
“Welntonin ™" “Ligestrn ™. “Vemocal ™, “Chitorea™, “Goutin ™, amd “Canthorex™ ane
promoted for conditions that cause the products 1o be drugs under section 201{(1) o the Faderal
Food, Drug, and Cosmetic Act (the Act) [21 1S O § 321 1KBYE The therapeutic clums on your
web sile establish that the products wre drogs beezuse they zie intended for use m the vure. mitigation,
teatownt, or prevention of discaze. The marketng of these products with these ¢laims violates the
Aot

Examiples of some of tlie claims observed on you seeb site include:

Welatonin™
e “Defeat Depression COLE TURKEY? ina Matter of DAYS without Mind Aliering Drugs Hike
Prozac! ‘
v “Welatonin'™ is 4 State of the ant solution that alleviates unwanted fuclings of despair and
depression.”

Digestrin™
¢ “There is an answer 1o ending your 1BS [irritzble bowel s¢ndroine]. ... {U]here1s an unswer,
Digestrin, ' -
*  “Eliminate IBS Forever in Less than 72 flours. Stop Diarrhua .7
o “You will no longer have 1o deal with gas. durrhea, or constipation.”

Yceinocal™ _
e “Make 94.0% of ... Vancose Veins Disappear Like Magie in Days!”
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Chitorex™
+  “TK]ésearchers found tiat four s
blood cholesterol ..

eks of chitosan [an ingredient in Chitoeex] reduced tofal

Goutin™

s “[EYliminated severe gout pain.”

* “Goutin™ is a 100% guaranteed solution o completesic | aleyviate the pain and diiTuly
associated with gout,

o “Goulin™ has been shown e relieve the pain and dissolve the ervstals thal are th criose of
goul.”

*  The name of the product “Goutin™ is itsell a discase claim because the term "wout” in the name
imphies that the product B mtemled 1o cure. mitigate, treat or prevent the discase. See 21 CFR

TOLOHEINIVIA).

Canthorex™
o The ose of Cantlxanthin wmay decresse one’s chances of getting skin caneer ™

FIXA has no information that your products are generally recognized ax sate and effectse ton the
above referenced conditions and therefere, these products may alse be “ness drugs™ under SEOR
201{pyofthe Act {21 US4 § 321(p)} New drugs may not be legally marketed in the 1S, without
prior approval from FDA s described i seclion S08G) of the Aat [21 USO8 3830)) FDA
npprves nesy dings on the basis of seivatilic data subinitted by a deugt sponsor o demenstrate tha the
drugs are safe and cffective,

Even if your preducts did not bear disease claums that canse thoam 1o be drugs, as dietary supplements,
they are misbranded. Llader the Act, ss smended by the Dictary Supplement Healih and Lducation
Aut, shetary supploments may be kegally warkated with claims w allect the structure or function of the
body (st uc!uw:"mnd won clamies}, i conain re ]mwcrgus's sre mel The numalitaree of a diehiry
supplement containing a “structure/function” claum by prosluct’s Jabahing s Iove subslaitiation
ihat the claim s 1ruthful and not misleading {21 U.S.CL § 343665 B

The labcling of your product “Chitorex ™7 baar structdresTunction claims about these produeys and
then ingredients. incloding the fellewing:

. "(;hitorex”" is @ “MH'HA’\: ‘Ai " wcighf loss aid that . .dys,nhs ”O(}OX il's w;ibht iu it ami

honr,

We have reviewed these elaims and ave concluded that they are not supportad by reliable scientific
evidence. Because these claims lack substamtiation, they are fabe ur miske: ading, sl Ganxe yoir
products 1o be misbranded under sections 4033 1) and JO3{rXex B of the \u.t [2iUsC,

§§ 343X, (FHEXIN.

In addition, the preducs Digesiein™, Gouwtin™, Liporex™. Chitorex™. Zetacap™. and Welidonin™
arc misbranded undes section 403{a)(1} of the Actin that its labeling is false or misleading {21 US.C.
§ 343{aX 1)]. The producis comiin the following ciaims.

“Q: Is [Welntonin, Zewacap, mmn Digestrin, Chitorey, Lipex] approved by FDA™ “A: The
mgredicnts [0 Welstonin, Zetacap, Gowtin, Digestrin, Chitorex. Lipex] have becn given
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“GRASE? status by the US Food and Drug Adminisirition (FDA) “General ly revognizcd ay safe
and effective’ .,.."

These statements are false and misleading and misbrand the products: Digestrin™, Goutin™,
Liporex™ Chitorex™, Zetacap™, and Welatonin™ under 403(a)( 1) of the A [21USC.

& 34%(a) 1)) beesuse they state that the ingredients eontained in these products are genueally
recognized us safc and effective when, in fact, they arc mt Furthermore; they imply that FDA
reviews and approves dictary supplement products andfor their ingredients. In fact, FDA does won
approve dictary supplements or their ingredients,

Canthorex Product

tvenaf the Iibeling for Canthorex did not contain claims which canse ot 1 be o rag. the product o an
adulierated cosmetic. Your Internet weeb site promotes this product for coluring the skin. The Agl
delines the lenn “cosmetic™ at section 201{1){1) 10 include articles intended 1o be introduced info the
buman body for alicring appearance |21 US.C § 32 HOH D] Dven though your web site tites Hiat
Cantherex™ capsules “are not sold as m’;'mj_ixg puls”™. and are fowied ol as g skin cure suppleaen”
the following web site <tiemuents vsiablish that Canthorex is inteidad for tse to alter the skin eolor t
simulate a suntan:

*  “Canthasanthin fan ingredient in Canthorex] Colors the Skin

s [T an from the inside 1o schivye all-over even an thar tnning booths do not produce.
Canthorex!™ provides vou with this bven skin tone and helps 1o make your tan appear more
natural”

o “With Camthorex™ your skin is bronzed from Uie inside out so yoiu skin louks sun-kissed all
year kg :

«  “Anyone can use Canthorex. . {You can have beautiful beachwenth ¥ skin vear eound, ..

Phe above claims and similar oral statements made o the web site’s voice-over establish that the
Camthorey you are currently marketing on your web site is inteaded to impart ¢olor to the <k m, thys
making it a cosmetic prudhue

The Act defines the ternt “color additive™ 41 section 20 LN IXB) as a material which, when added or
applicd 1w a food, drug, or cosmetic. of 1 the human body or any part thereof is capable (alone or
through renction with another substance) of imparting volor thereto [20 ULST § 12100 {B)).
Canthaxanthin is a color additive. Color additives are decmaed to be unsafe untess they arcused in
accordance with & color additive regulation that specifies the comditions under which the color mlditive
may be safely used, including the purposes for which it mav be used ami the product categon o

categories 10 which it may be added [section 721(z) of the Act; 2t ULS.CL 8§ 37%(a)).

There is nocolor additive regulation eutrently-allow ing for the use of Canthaxanthiin to impart color 1o
the skin or, for that matter, for the use of Canthaxanthin in a casmelic product for any purposc.

Based on the above. the Canthaxxnthin product vou are marketing on your web site is adulterated
under section 601{e) of the Act [21 U1.5.C § 361{e1), in that it bears or contains o color additve,
namely Canthaxanthin, which is unsule within the meaning of secuion 721 (ayolfthe A {21 USC.
§ 379:(u)).
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In addition Canthorex is a misbranted cosmetic undér.wié'c;i}iéiri 602(a) of the Act in that its labeling is

false or misleading [21 U.S.C. § ?-62{ 8)]. We call your atlention to the following web site exchiange,
under common questions:

*Q: Is Canthorex™ FDA approved?
Al The ingredients have been given *GRASL Statys by the US Food and drug Adminisiration
(FDA) *Generally recogitized as sufe and eifective.”

This statement mishizmds the ;xm}nucz beciuse i stites that ingredients in Canthorex are generally
reeognized as safe and effective when, iy fact, they are not. Furthermore, This exchange implies FDA
approval {and sufety) when, as w have pointed out above, this s an wnsale use ol the cobor adiittyve,
canthaxamhin

132 a violanon of section 301 {a) b the Act fo introduce or deliver for introduchion mto intersinte
commerce any feod (nchiding a divtany supplementy or cosmetic that is adulterated of mushranded |21
LS C § 33 an

This fetter is not intended 10 be an all-inginsive review of your website and produces your fiem
markels, [0is your responsibility fo ensure that o) priwucts snrketed by yoor firm comply with the
Act aml s implementing regolations,

Please imdvise this office, i writmng and withia fificen (1) working days of the receipt of this leter, as
o ihe apecific steps you have taken 10 correct the viotabons noted alrove s fa ansury that simifur
violations de ant occor

I corrective actions cannot be completal within Gilven w orking duys, state the reason tar the deluy
andd the time within which the corrections witl be completed. Your reply shoutd be addressed 1o
Compliance OfTicer Kristen 1. Moe, 5100 Paint Branch Parkwiy, HFS.407, College Park, Maryland,
20740-3835. ‘

Sinverels, /
£ v
;, e /‘(, /cbr—fe,-.—.
LS
M Joseph R DBaca

Dircetor

Otfice of Compliuncy
Uenter for Fowd Safcty
and Applied Nutrition




