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‘, 1 W . John Diamond, M.D. ( ’ I , ’ 
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Chief Medical Officer ‘I 0 
InteMedica, LLC , ’ 

.----___ 
Suite B ‘I 
Reno, Nevada 89521. 

Dear Dr. Diamond: 

This is in response to your letter of March 29, 2005 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 InteMedica, 
LLC is making claims for three products through their product names, namely, 
Supporter Constipatilon Herbal, Supporter Diarrhea Herbal, and Supporter Irritable 
Bowel Herbal. ,’ . 

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, through inclusion of the terms “constipation,” “diarrhea,” and “irritable 
bowel n in the product names, suggest that they are intended to treat, prevent, or 
mitigate diseases, namely constipation, diarrhea, and irritable bowel syndrome. These 
claims do not meet the requirements of 21 U.S.C. 343(r)(6). These claims suggest that 
these products are intended for use as drug 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, HFD3 10, Montrose 
Metro II, 11919 Rockville Pike, Rockville, Maryland 20855. 
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, Please,contact us if we may be of further assistance. I 

1 Sin&ely yours, , , I \ 
, ’ 
1 ” \ I 

I : I 

Susan J. Walker, M.D. \ D irector ‘, 
I I ‘I, I I D ivision of D ietary Supplement Programs I ’ ‘I I 

I Oqce of Nutritional Products, Labeling 
and D ietary Supplements 

and Applied Nutrition 

Copies: 
FDA, Center fbr Drug Evaluation and Research, O ffice of Compliance, H ID-310 
FDA, O ffice of the Associate Commissioner for Regulatory Affairs, O ffice of 
Enforcement, HFC-200 
FDA, Denver D istrict O ffice, O ffice of Cbmpliance, HFR-SW240 



I I 8 8 
5436 Double R Blvd., Suite B 
Rem, Nevada 89521 

PhonE77!%!2-2257 
I Fax 7758!xL1069 

www.intemedica.com I 8’ 

I’ 
29 March 2005 

Office of Nutritional Products 
Labeling and Dietary Supplements @IFS-8 10) 

I Center for Food Safety and Applied Nutrition 
1, ( U.S. Food and Drug Administration, ,, ” ’ 5 100 Paint Branch Pkwy 

I College Park, MD 20740 I 

_____-- 
Pursuant to the requirements of section 403(r)(6)(21 U.S.C. 343(r)(6)) of the Federal Food, Drug and 
Cosmetic Act and in accordance with the requirements of 2 1 CFR 10 1.93, InteMedica, LLC provides 
notification for statements on dietary supplements as follows: 

Address of Distributor: 
InteMedica, LLC 
9436 Double R Blvd., Suite B 
Reno, NV 8952 1 

INTEMEDICA BRAND 

Name of Supplemenl: Name of Ingredient or Supplement that is 
Subject to the Claim 

Text of Claim 

Supporter Constipation 
Herbal 

Supporter Diarrhea Herbal 

Rehmannia Unprocessed Root Tuber (Sheng Di Supporter Constipation 
Huang), Chinese Rhubarb Root and Rhizome Herbal is a herbal 
(Da Huang), Bitter Grange Young Fruit (Zhi formulation designed 
Shi), Flax Seed (Linum usitatissimum) (Hu Ma to support healthy 
Ren), Peach Seed (Tao Ren), Sickle-pod Senna bowel function. 
Seed (Jue Ming Zi), Dong Quai Root (Dang 
Gui), Japanese Bush Cherry Seed (Yu Li Ren), 
Costus Root (Mu Xiang), Apricot Seed (Xing 
Ren), Fo-Ti Dried Root Tuber (He Shou Wu), 
Chinese Amomuin.Pruit (Sha Ren) 
Fragrant Angelica Root (Bai Zhi), Dolichos Supporter Diarrhea 
Seed (Semen Dolichoris Album) (Bai Bian Herbal is a herbal 
Dou), Poria Sclerotium (Fu Ling), Ginger Dried formulation designed 
Rhizome (Gan Jiang), Chinese Giant Hyssop to support healthy 
Aboveground Parts (Hue Xiang), Bai-Zhu bowel function. 
Atractylodes Rhizome (Bai Zhu), Magnolia 
Bark (Hou PO), Platycodon Root (Jie Geng), 
Tangerine Dried Rind of Mature Fruit (Chen Pi), 
Chinese Skullcap Root (Huang Qin), Perilla 
Leaf (Zi Su Ye), Sacred Lotus Seed (Lian Zi), 
Chinese Honey Baked Licorice Root 
(Glycyrrhiza uralensis) (Zhi Gan Cao), Jujube 
Fruit (Da Zao) 
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S u p p o r te r  I r r i table B o w e l  
He rba l  , 

I 

S u p p o r te r  S o o th i n g  B o w e l  +  
He rba l  * 

I , 

C o d o n o p s i s  R o o t ( D a n g  S h e @ , C h i n e s e  Y a m  
R h i z o m e  ( S h a n  Y a o ) , Ba i -Zhu  A tracty lodes 
p h i z o m e  (Ba i  Z h u ) , G inge r  F resh’R h i z o m e  
( S n e n g  J iang) ,  P o ,r ia Sc le ro t ium (Fti L i ng ) , 
A $ r a g a l u s  R o o t ( H u a n g  Q i), P s e u d o s te l la r ia  
R o o t T u b e r  (Ta i  Zi  S b e n ) , C o & s  R o o t ( M u  
X iang ) , Do l ichos  S e e d  ( S e m e n  Dol ichor is  
A l b u m )  (Ba i  B ian  D o u ) , B itte r  O r a n g e  M a tu r e  
Frui t  (Zh i  K e ) , C h i n e s e  A m o m u m  Frui t  ( S h a  
R e n ) , M a g n o l i a  Ba rk  @ IO U  P O ) , Ju j ube  Frui t  ( D a  
Z a o ) , C h i n e s e  G ian i  Hyssdp  A b o v e g r o i m d  P a r ts 
@ h o  X iang ) , T a n g e r i n e  Dr ied  R ind  o f 
M a tu r e  Frui t  ( C h e n  P i), Per i l la  L e a f (Zi  S u  Y e ) , 
C h i n e &  H o n e y  B a k e d  L icor ice  R o o t 
(Glycyr rh iza ura lens is )  (Zh i  G a n  C a o )  
Y i n - C h e n  W o r m w o o d  Y o u n g  S h o o t (Y in  C h e n ) , 
B a i -Zhu  A tracty lodes R h i z o m e  (Ba i  Z h u ) , 

M a g n o l i a  Ba rk  ( H o u  P O ) , P o r i a  Sc le io t ium (Fu  
L i ng ) , B u p l e u r u m  R o o t (Cha i  H u ) , 
P h e l l o d e n d r o n  Ba rk  ( H u a n g  B a i), C h i n e s e  G iant  
Hyssop  A b o v e g r o u n d  P a r ts ( H u e  X iang ) , G inge r  
P r e p a r e d  R h i z o m e  ( P a o  J iang) ,  C h i n e s e  H o n e y  
B a k e d  L icor ice  R o o t (Glycyr rh iza ura lens is )  
(Zh i  G a n  C a o ) , C h i n e s e  A s h  S te m  Ba rk  ( Q i n  
P i), C h i n e s e  P u lsati l la R o o t (Ba i  T o u  W e n g ) , 
Costus R o o t ( M u  X iang ) , C h i n e s e  P e o n y  R o o t 
wi thout  Ba rk  (Ba i  S h a o  Y a o ) , C o p tis R h i z o m e  
( H u a n g  L ian ) , S i ler  R o o t ( F a n g  F e n g ) , 
T a n g e r i n e  Dr ied  R ind  o f M a tu r e  Frui t  ( C h e n  P i), 
‘F r a g r a n t Ange l i ca  R o o t (Ba i  Zh i )  
C h i n e s e  P e o n y  R o o t wi thout  Ba rk  (Ba i  S h a o  
Y a o ) , L igus t i&m W a llichii R h i z o m e  ( C h u a n  
X iong ) , B u p l e u r u m  R o o t (Cha i  H u ) , B itte r  
O r a n g e  M a tu r e  Frui t  (Zh i  K e ) , P o r i a  Sc le ro t ium 
(Fu  L i ng ) , Coryda l is  Y a n h u s u o  T u b e r  ( Y a n  H u  
S u o ) , C h h e s e  S a lvia R o o t a n d  R h i z o m e  ( D a n  
S h e n ) , T a n g e r i n e  Dr ied  R ind  o f M a tu r e  Frui t  
( C h e n  P i), Ju j ube  S e e d s  ( S u a n  Z a o  R e n ) , 
P s e u d o s te l la r ia  R o o t T u b e r  (Ta i  Zi  S h e n ) , 
C h i n e s e  H o n e y  B a k e d  L icor ice  R o o t 
IG lycyrrhiza ura lens is )  (Zh i  G a n  C a o )  

S u p p o r te r  Ind i ges tio n  
He rba l  is a  h e r b a l  
fo r m u l a tio n  d e s i g n e d  
to  s u p p o r t a  h e a l thy  
d igest ive system t 

S u p p o r te r  I r r i table 
B o w e l  He rba l  is a  

-  
d e s i g n e d  to  s u p p o r t a  
h e a l thy  b o w e l . 

S u p p o r te r  S o o th i n g  
B o w e l  He rba l  is a  
h e r b a l  fo r m u l a tio n  
d e s i g n e d  to  s u p p o r t a  
h e a l thy  b o w e l . 

T H E  U N D E R S IG N E D  CERTIF IES T H A T  T H E  I N F O R M A T I O N  C O N T A INED IN THIS N O T ICE 
IS  C O M P L E T E  A N D  A C C U R A T E  A N D  T H A T  INTEMEDICA,  L L C  H A S  S U B S T A N T IA T I O N  
T H A T  T H E  S T A T E M E N T S  C O N T A INED H E R E IN A R E  T R U T H F U L  A N D  N O T  M IS L E A D ING. 

Respec tful ly yours,  

W . J o &  D i a m o n d , M D  
Ch ie f M e d ical O fEce r  
In te M e d ica, L L C  


