
DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 

Food and Drug Administration 
College Park, MD 20740 

Ms. Anna Tucci 
Executive Vice-President 
Aboca USA, Inc. 
126 South Spokane Street 
Suite C 
Seattle, Washington 98 134 

Dear Ms. Tucci: 

This is in response to your letters of October 3 1,2003 to the Food and Drug 
Administration (FDA) 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 
Aboca USA, Inc. is making the following claim for the product Echinacea Plus 
Root & Flowering Top Herbal Supplement: 

“...supports the immune system and helps promote general well-being in cold 
and flu season.” 

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 statement that you are making for this 
product suggests that it is intended to prevent disease (i.e., the common cold and 
influenza). This claim does not meet the requirements of 21 U.S.C. 343(r)(6). This 
claim suggests that this product is intended for use as a drug within the meaning of 
21 U.S.C. 321(g)(l)(B), and that it is 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 10, 
Montrose Metro II, 119 19 Rockville Pike, Rockville, Maryland 20852. 

You also submitted a notification and copy of a label for a product named Siberian 
Ginseng Root Herbal Supplement. This product is misbranded under 21 U.S.C. 
343(u) because it purports to be or is represented as ginseng, but it is not an herb or 
herbal ingredient derived from a plant classified within the genus Panax. In the 
Federal Register of August 28,2003 (68 FR 51693) FDA amended 21 CFR 101.4(h) 
to, in part, implement section 10806 of the Farm Security and Rural Investment Act 
of 2002 (Pub. L. 107-7 11) (the Farm Bill). Section 10806(b)(l)(A) of the Farm Bill 
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limits the use of the term “ginseng” in labeling or advertising for herbs or herbal 
ingredients to those that are classified within that genus “Panax.” Your product does 
not contain any Panux spp. ingredient, but instead contains an extract of 
EZeutherococcus senticosus. Therefore, the use of the term “Siberian ginseng” in the 
statement of identity, the supplement facts panel, and elsewhere on the label 
misbrands the product under the Act. The introduction or delivery for introduction 
into interstate commerce of any food, including a dietary supplement, that is 
misbranded is prohibited under 21 U.S.C. 33 l(a) and such a product is subject to 
enforcement action under the Act. 

Please contact us if we may be of further assistance. 

Sincerely yours, 

Susan J. Walker, M.D. 
Acting Director 
Division of Dietary Supplement Programs 
Office of Nutritional Products, Labeling 

and Dietary Supplements 
Center for Food Safety 

and Applied Nutrition 

Copies: 
FDA, Center for Drug Evaluation and Research, Office of Compliance, HFD300 
FDA, Office of the Associate Commissioner for Regulatory Affairs, Office of 
Enforcement, HFC-200 
FDA, Seattle District Office, Office of Compliance, HFR-PA340 
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cc: 
all w/copy of incoming 
WA-224 (w/incoming) 
HFA-305 (docket 97%0163) 
HFS-800 (file) 
HFS-810 
HFS-8 11 (Moore w/original incoming) 
HFD-40 (Behrman) 
I-IFS-607 
HFV-228 (Benz) 
GCF- 1 (Nickerson) 
flt:HFS-811:rjm: 11/28/03:docname:86250.adv:disc80 
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October 31,203 

Aboca USA Inc., located at 126 South Spokane StreeVSub C, Seattle - Washington 98134, submits the following 
notikation of marketing in the United States of an herbal supplement imported from Itaty. Aboca will sell the product to 
medical practitioners and qualified retailers in the USA 

NOTIFIES 

The marketing of the following Herbal Supplement 

Brand Name: 

Presentation: 

Name and addmss of the manufacturecl 

Name and address of the disbibutoc 

TEXT OF THE STATEMENT: 

Text of the disclaalmer. 

Echinacea Plus Root & Flowering ,Top Herbal Supplement 

1 .I7 Oz (33.3 g) 90 Capsules in glass bottle 

Aboca S.p.a,, Via della Liberta’ 37Iter - Pistrlno di Citema 
Petugia - Italy 

Aboca USA Inc., 126 South Spokane Street/Suite C, Seattle 
Washington - 98134 USA 

E6hinacea Plus supports the immune system and helps 
promote general well-being in cold and flu season? 

This statement has not bean evaluated by the Food and Drug 

Administration. This product is not intended to diagnose, treat, cum 
or prevent any disease. 

HERBAL INGREDIENTS (Amount per serving: 1 Capsule): 

A Echinacea purpurea (flowering top) - W.P.C. * 124 mg 
* Echinacea pallida (root) - W.P.C. n 124 mg 
h Echinacsa angustifolia (root) - W.P.C. * 42 mg 

OTHER INGREDIENT& Gelatln (capsule). 
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* r Cettitied organic (W Directive 209UQl) 

“wpc: “Whole Phytocomplex Concentrate’ (W.P.C.) is a combination of freeze dried extract with the powder of 
the same portion of the plant 

WARNING: Do not take if you are pregnant or nursing. For other contraindications and cautions, please consult your 
health care practitioner. Keep out of reach of children. 

I Anna Tucci, Executive Wee-President and General Manager of Aboca USA, certify that all the information presented and 
contained in this notice is complete and accurate, and that Aboca USA#s substanti$iin that the statement is twthful and 
not misleading. 

&nna Tuwi 
Exea4iva We-President 
Abooa USA 
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Abocs USA Inc., located at 128 South Spokane StrseUSuite C, Seattk - Washington 98134, submii tha following 
notification of marketing in tha United, States of an herbal supplement impofted fmm Italy. Aboca will sell tha pnxhct to 
madiipractitionefsandqualiiretailarsintheUSA. 

NOTIFIES 

The marketingofthefolbwing Herbal Supplemer& 

Brand Name: 

Name and addmss offhe manufacture 

TUCT OF THE STATEMENT: 

Text of the dirrciaimr. 

Siberian Ginseng Root Herbal Supplement 

1 .OO Or (28.3 g) 90 Capsules in glass bottla 

Aboca S.p.a., Vi della Lib&a 37/ter - M&to di Ciia 
Perugia - Italy 

Aboca USA Inc., 126 South Spokane St~~tISuite C, Seat& 
WashIngton-98134usA 

Sibeilan Ginseng (Ekuthemcoccu5 sentkosus), ale0 
named EhtJwm or Eleuthe -s, - physical 
and mental vHality.* 

This statement has not been evaluated by the Food and Drug 
Administration. This product is not intendsd to diagnose, 6wt, cum 
or prevent any disease. 

HERBAL INGREOlENTS (Amount per sewing: 2 Cqules): 

Siberian Ginseng (root) - W.P.C. * 468 mg 

OTHERINGREDlENTSt Gelatin (capsule). 
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-wPci YlVhole Phytocompiex Conc8ntrat8’ (W.P.C.) is a combiiation of freeze dried extfxt with the powder of 
thesamefutionoftheptant 

WARNIN& Contraindiiedinhiihbloodpressure. Donott&eifyouareprqnantornu&ng. Forother 
amtraindiionsandcautions,pleaseconsuityourhea)thcarepra-. KeepoutofreacJld 
children. 

I Anns Tuck, Executive vice-President and General Manager of Aboca USA, certify that all the ir&m@ion pmsented and 
containedinthisnoticeisw~~~andacarate,andthatAbocaU smementistllltmland 
not misleadii. 
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