
DEPARTMENT OF HEALTH & HIJMAN SERVICES Public Health Service 

Food and Drug Administration 
Washington, DC 20204 

OCT 23 
9697 ‘00 OCT 25 P;z:22 

Mr. Miles Mitchell 
General Manager 
Aura Shop, Inc. 
520 Washington, Boulevard 
PMB 907 
Marina Del Rey, California 90292 

Dear Mr. Mitchell: 

This is in response to your letter to the Food and Drug Administration (FDA), dated 
September 27,2000, pursuant to 21 U.S.C. 343(r)(6) (section 403(r)(6) of the Federal Food, 
Drug, and Cosmetic Act (the Act)). Your submission states that the Aura Shop, Inc. is 
making the following claims, among others, for the following products: 

Harmony 
“...strengthening resistance against colds, flu and other systemic infections” 

Happiness 
“...treatment for anxiety, anorexia and depression” 

Inner Peace 
. ..lowering blood pressure...” 

21 U.S.C. 343(r)(6) makes clear that a statement included in labeling under the authority 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 products, including the name 
of the product AllerPro,” suggest that they are intended to treat, prevent, or mitigate diseases. 
These claims do not meet the requirements of 2 1 U.S.C. 343(r)(6). These claims suggest that 
these products are intended for use as drugs within the meaning of 21 U.S.C. 321 (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 Compliance, HFD-3 lo,7520 Standish Place, Rockville, 
Maryland 20855. 
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Please contact us if we may be of further assistance. 

Sincerely, 

John B. Foret 
Director 
Division of Compliance and Enforcement 
Office of Nutritional Products, Labeling, 

and Dietary Supplements 
Center for Food Safety 

and Applied Nutrition 

Copies: 
FDA, Center for Drug Evaluation and Research, Offrce of Compliance, HFD-300 
FDA, Office of the Associate Commissioner for Regulatory Affairs, Office of 
Enforcement, HFC-200 
FDA, Los Angeles District Office, Compliance Branch, HFR-PA240 

cc: 
HFA-224 (w/incoming) 
HFA-305 (docket 97S-0 163) 
HFS-22 (CCO) 
HFS-800 (file, r/f) 
HIS-81 1 (r/f, file) 
HFD-40 (Behrman) 
HFD-3 10 (B Williams) 
HFD-3 14 (Aronson) 
HFS-605 
HIT-228 (Betz) 
GCF- 1 (Nickerson, Dorsey) 
f/t:rjm:HFS-8 11: 1 O/l 3/00:72830.adv:disc5 1 



All NhlURhl DIETARY FOOD SUFt’lEMEtlT FORMULATED 
10 INCREASE YOUR AURA POWER 
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7 I_ ____ --_--- - __.._____- - Olhnr Ingredients: Gelatin, Rice Powder, Talc. Hydroxypropfl 
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zzE0 Echinacea. Gotdwseat and Zinc are known by scimtMs to have a tmsttive Cellubse 6 Skon Dioxide. 

-8 effect on our immune system, increasing inner balance and harmony Suggnsled Use: As a dktary supplemenl take one (1) capsule daily. 

.=o while sfrengthentng resistance ageinst colds. flu and other SyStdmiC Warning: Pmgnmt or nursing w- 9houW consult thek ptwkian 
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Impnrfant: Tamper evident seal under cap. Do not use If seat Is 
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cresting a sense of happtness and lightness. Use this powedul lwb to 
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help fattt stress naturalty and to experieme emotionat balance. EspeciMy 
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recommended for ’ and VfOLIT aura types.’ 

-In . . . . , . 
=aJ 
a- 

,. ..,‘,. .I.‘, 

serving sre: 1 cafml. 
Sarvtnas Par contalnar: Supplement Factb 

Supplement Facts 
selvlng !3m 1 cape&a 
Eordngr Per contatnec 60 

Other Ingredients: Gelafln. PkmryeMIna Celtulosa. Steak 
Add, Talc 6 Sillcon Dloxlde. 
Suggested Use: As a dfetaty wpplement. take one (1) capsuta 

deily. 
Warning: Preqwlt ornutsing wontan shcufdcunuff tJ&physHatl 
before uslng this pmdwt. Keep ouf of the reach of children. 
Stora ot man tmtperehrrs. rlghtfy dosed. Avoid exceti~hre heat 

Importantz Tamw a4dent seal under cap. Go nof use if seal ia 
bmkan or mlsstng. 
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Other Ingredienls: Rice Powder, Gelatiq Silicon DloxMs 
and Stearlc Acid. 
Sugg&ed Use: As e distq supplement, take one (1) capsule daily. 

Warning: Pregnant of nuning women should consutt thatr physician 
before using this pmduct. Keep out of the reach of children. 
Store at mom temperatum. lightly closed. Avoid excessive heal. 

Important: Temper evtdent seal under cap. Do not use tf seal Is 
broken or mlulng. 

Supplement Factr 
sefvlng Sire: 1 Cepsuie 
Sefvlngs Per Container: 60 

Eoch Sowfng ConloIns: KW 

COENzYME f&o 26.wmg l 

l o*ilv valu ml ml aslMwwd. 

ALL NATURAL DIETARY FOOD SUPNEMENT FORMULATED 
TO INCREASE YOUR AURA POWER 
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’ HIW- VIBRATIONS I 
F R U I T S 

A speclat blend of fmsh mw frulfs In a fevolutlonary new concenfrated form. 
There h no eesler and better way to get your daily portIon of fruits. This Ht- 
Vlbmtkm Fvufi Formula llzknown to gtve you qualw nutdents to raise your 

enagy to a higher Ioval. Especla~ used tn con(unctlon with maditatlve end 
healing actMtles.Thts formula Is recommended for AU Aura Color Tvpar 

www.aurashop.com 
60 Capsules l High Quality Pharmaceutical Grade 

Serving Slzs: 1 Capsufo 
SowIngs Per f3mtafnoc 60 s”pp’cment Fa* 

I 

Olher. Ingredients: GolatIn. Calcium Phosphate Mbaslc, Magnoslum 
Slllcie. Hydmxypmpyl Cellulose and SlHcon Dioxide. 
Suggested Use: As a dietq supplement, take one (1) capsule daily. 
Wemlng: Pregnfmt Q nunfng women shoutd anmutt ttmlrphysktm 
bofom using tbfs pmdwt. Koq out of tho rmch of cbiklnm. 
Stow al mom tomparaluro. tl#Uy &mod. Avold excashv hoot. 
Important: Tamper arIdant wat under cpp. Do not uw lf soat la 
bmkm or mfsskw. 

VEGETABLES 
A speclel blend of fresh mw vagetebla in e mvolutlonary new Oon~entreted 

form. There is no easier end better wey to get your dalty portton of vege!ables. 
This Hi-Vibration Vegelable Formula is known to give you quality nutrients to 

ratsa your mwgy lo a higha lard. Especially used !n cG+n&n wlih meditative 
end healing actlviUes. Thb fonnuh is recommended for ALLbum Coke Apes. 

www.aurorhop.com 
60 Capsules l High Ouality Pharmaceutical Grade 



September 27,200O IF nl; 

Office of Special Nutritionals 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
200 c St. SW 
Washington DC 20204 

To Whom It May Concern: 

. . 

Aura Shop Inc. will distribute nine dietary supplements that will include the enclosed 
labels. All statements and ingredients are provided on enclosed copies of supplement 
labels. These products will be privately Iabeled by our company and will be 
manufactured for us by Paragon Laboratories of Torrance, California. Aura Shop Inc. is 
located at the following address: 520 Washington Blvd; PMB # 907 Marina de1 Rey, 
California 90292. 

All statements and information contained in this notice are complete and accurate. 0u.r 
firm keeps, in our records, substantiation that these statements are truthful and are not . 
misleading. 

Regards, 
. 

.e. 
Miles Mitchell 
General Manager 
Aura Shop Inc. 
310-390-7090 ext. 208 
milesOaura.net 

--. . - - . .- 

Aum Shop Inc. l 520 Washington 8lvd. PM6 907 * Marina del Rey, C4 90292 

Phone 3 I o-390-7090 * Fox 3 I o-390-8 I67 * Email aumshop@oumshop.com 
l Internet: www.ourashop.com 


