
Scienti~c Director 
Earthwise ~~~tiona~s~ he. 
424 Payran Street 
Petahma, California 94954 

Dr. Belay: 

onse to your letter of October 15,200f to the Food and D 
tration (FDA) pursuant to 21 
rug, and Cosmetic Act (the A 

~~~~~io~a~~~ Inc. is making the ~o~~~wing claims, among others, for the fo~~o~~ 
products: 

~a~~~~ise~ SpfW.ba 
anfc Earth-he@ Spfrulhm 

‘“Supports normal cholesterol levels” 
Tor...normal cholesterol” 

S~~r~l~~a Heart Blend 
Y. .maintain normal cholesterol levels” 
‘“Supports normal blood pressure’” 
‘“Supports normal cholesterol ‘fevefs” 

.S.C. 343(r)(~ rqq&es clear that 9 ~~tement ~~~~~ded in abeling un+r the avt$on‘:ty 
of that section may not claim to diagnose, mitigate, treat, cure, or prevent a specific 
disease or class of diseases. The statements that you are making for these produe& 
suggest that it is intended to treat, prevent, cure, or mitigate dis namely, 

er~~o~estero~emia and ~~e~ensio~. These claims do not me e requirements of 21 
I.J.S.C. 343(r)(6), These claims suggest that these products are intended for use as drqq 
within the meaning of 2 1 U.S.C. 32 1 (g)(l)(B), and that they are subject to regulation 
under the drug provisions of the Act. If you intend to make claims of this nature* you 
should contact FDA’s Center for Drug Evaluation and Research (CDER), Office of 

Xiance, HFD-3 10,7520 Standish Place, Rwkville, Maryland 20855, 



Page 2 'I Dir* Belay. 

ase contact US if we may be of f&her assi 

Sincerely, 

*_ . . .._. _ . . 

Division of Compliance and Enforceme& 
Office of Nutritional Products, Labeling 

and Dietary Supplements 
Center for Food Safety 

and Applied Nutrition 

Copies: 
g Evaluation and Researc , O ff& 0~C~rnp~ia~~e~ Nfil)-3m . 

FDA, Office of the Associate Commissioner for Regulatory Affairs, Office of 
Enf”orcemenf .l-IKXoO 
FDA, Los Angeles District O f&e, O fice of Compfiance, HFR-PA240 



. . 
. 

? 
.r 

“. 

i 
EA E Ilb I 
S-SW) . . 

Safety and Applied Nutrition _-_ ^-^._--- - . _-___ 
Food and Drug A-~ti5ti6K----- 

____- ---. ---_l_--- - - __ _. _ (3q&9A2klpv..\ ----. - __ 

aufact 
424 Payan Street 113 East Houber Road 

Calipatrk, CA 92233 
Tel: 760-348-5027 
Fax X10-348-2895 

believes it has su 
,~~d 

nut hesitate to contact me. 

Earthrise NutritionaIs Inc. 
f 13 East Woo er Rd, Cafipatia, Cafifomia 92233 U$A 

Telephone: (760) 348-5027 Fax: (760) 348-2895 



EA ISE Q 

(Tablet, Powder) 

irulina for enhanced ~~t~itio~a~ support; vitality, 

ina contains a rainbow spectrum of mixed c 
on~~~ents that promote health at 

ports nurmal cholesterol levels* 

and cefhhr health* 

health, normaX chofesteroi* 

eEa ira) tensis]. , 
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II ed Organic Earthrise S ow spectnrm. of mixed 
ids, at p~orn~te health at rnu~t~~~~ sites in 

_ --_ - - ._ _ _I_ -. --, -- _-I- ---_ _l_ ____- - .-II_-__ - - _--_^- 
arts ~~~a~ cholesterol levels* 

---- ------ - - - .--^--- - __-- -._ _-_ _ --- _---__-_ ^ 

s energy and cellular health* 

nofmal choIesterof* 

se s~tements have not been evakwted by 
“stration. T-fhis product is not izlte 

d~a~~s~, treat, cure, or prevent anv disease. 

od and 

e d~s~~a~gr appears in appropriate piaccs ofl 

e system support, cleansing 6% overall weUness* 

arts the immune system* 

antes cleansing* 

ese statements have not been evaluated by the Food and 
Drug ~d~s~at~~~. This product is not intended to 
dialyses treat, cure, or prevent any disease, 

e d~sc~a~er appears in the ap~r~~riat~ places f&&g and bruch~es). 

2 
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Q  S~uli~a Greens Blend (Caplet, powder) 

-Ea se Greens Blen refreshes & nu~shes your body w 
fuods” 

e Greens Blend contains nature’es most powe plant foods designed to 
heal& & weffness* 

~S~~po~s immune system* 

m l~~reases energy &r; fat metabolisms 

-Aids c~ea~~~di~est~~~ & reduces e lects of stress* 

se statements have not been evaluated by the Food and 
-- 

Ad~s~atio~= Th is roduct is nut intende 
arose, treat, cure, or Dre any d isease. 

(The d isclaimer appears ~II the appropriate laces on f&gls aElfj 

5, Spiru lina M~l~~Bl~~d (Caplets) 

~~~se~ Sparta ~~~~~~~~~~ (A ro$pirsf p~~&q&s], namal Bgb 
Carotene, Vitamin A Acetate, Ascorbic Acid, Citrus Extract (from srangette fixit), 

Calcium Aspartate, Potassium Iodide, Fo lk Acid, Vitamin B-12 
Vitas D (Cho~e~a~ciferul), C gr aho acid &ela&, 

cheese annino acid chelate, BUTO~ citrate, Boron Aspartate, Boron Glycinatq 
Va~ad~~ amino acid chelate, Iron amino acid the a& ~otassi~ asp&&, 

Potassium ascorbate, Vitamin B-f (Thiamine HC!), Vitamin B-2 
B-3 ~iac~a~de), Vitamin B-6 dotie HCl), M  

Ascorbate, Calcium Patothenate, Biotin, Z inc amino acid chefate, Selenium 



nts have not been evaluated by the Food and 
station. This product is not intended tu 

dia~ose~ treat cure, or prevent any disease. 

pears in the approp~ate p 

Caplet) 



s starches, da 

ports cellular health in the digestive tract* 

iver and colon health* 

es healthy digestion* 

ese s~t~rn~~ts have not been evalmxted by the Food md 
A stration. Firs product is not intended to 

dialyses treaii; ewe, or prevent any disease. 

(Caplets) 

5 
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‘L inka Energy Blend prevents fatigue & increases s 

roves mental acuity 4% hysical endurance* 

-Increases rnetab~~~~ rate* 

ene & combats fatigue* 

ses energy levels* 

ese statements have not been eva~~ted by 
rug Ad~s~at~~~. Thk product is not 

diamose, treat, cure, or prevent anv disease, 

ears in the appropriate places on labels and br~ch~~s). 

ise Heart Blend to Maytag rxwmaX cholesterol levels 6t; 
~~di~vas~~~ heal&* 

arts the body3 oxygen & energy cycks* 

food presstfTez healthy circulation card~~vasc~~~ cams’ 

~~p~~s normal cholesterol levels & healthy he cells* 
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(Capl~ts) 

ise Spirtlfina Joint Blend ma~tai~s joint rn~~~~i~ for an active lifestyle* 

titrates new e ilage production* 

s connective tissue health* 

revents ~r~mat~e breakdown of cartilage* 

-Supports joint heaIth* 

stration. Th is product is not Kit 

11 . 

ess Blend to stlinulate system* 

Drug AdI~strati~~* Th is product is not &ended to 
d iamose, treat, ewe, or prevent any d isease. 



6 

is~~a~er appears in the appm faces on labels and broc 

*These statements have nut een evahated by the Food and 
‘I’his product is not htended tu 

d~a~~s~~ treat, cure, or prevent any disease. 

~sc~a~er appears &I the appropriate places on 

edients: ~hy~Qcya~ extract of Spiru ina ~~~jr~zj~a (&+ 
lactose, trisodimn citrate, and sodium dihydrogen phosphate. 

diated ~~~* 

- 

The displacer appears in the appropriate 

oober Rd, Cal@  a, Cafifutia 92233 USA 
Mailer Address: P.Q. Box 270, Calipatria, CA 92233 USA 
~e~~Fh~~~: (76~) 348-5027 ext. 29 Fax: (7~U) 348-7258 
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