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Dear Mr. Taylor: 

We inspected your firm, located at 2490 Ash Street, Vista, CA 92083-8424 between October 12 
and 18,200O and betvxen December 27 and 29,200l. We found that your products, identified 
below, are misbranded under section 403 of the Federal Food, Drug, and Cosmetic Act (the Act) 
and applicable food labeling regulations in Title 21, Code of Federal Regulations, Part 101 (21 
CFR 101) and adulterated under section 402(a)(2)(C) of the Act. We also determined that the 
product - is a drug under Section 201 (g)(l)@) of the Act. 

The following products are misbranded under 21 CFR 101.3(g) and sections 403(i)(l) and 
403(s)(2)(B) of the Act. The product labels do not include the mandatory statement of identity 
required for dietary supplements. Specifically, the term “dietary supplement” or a variation 
authorized by regulation must appear as part of the statement of identity. Use of the statement 
“as a dietary supplement”Yn the instructions for use, is not a suitable alternative to the statutory 
requirement that a dietary supplement be “labeled as a dietary supplement:” 
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The following products are misbranded under 21 CFR 101.36 and section 403(q)(5)(F) of the 
Act because the labels fail to bear nutrition labeling (“Supplement Facts” panel) and are not 
exempt from this requirement 

The following products are misbranded under 21 CFR 101.36 and section 403(q)(5)(F) of the 
Act because the nutrition labeling contain significant deviations in format or content from the 
requirements in the regulations: 

does not declare all of its constituent dietary ingredients). 
. 

The following pro@cts are misbranded under 21 CFR 101.36(b)(2) and section 403(q)(5)(F) of 
the Act because the nutrition labeling contains (b)(2) dietary ingredients that are not present or 
are present in amounts that can be declared as zero under 21 CFR 101.9(c): 

The following products are misbranded under 21 CFR 101.4 and section 403(i)(2) of the Act _ 
because they contain ingredients that are not declared on the label. Each of the products is --- -Y = 
contained in a capsule, but the capsule ingredients are not declared on the label: -- ^- 
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T h e  fo l low ing  p r o d u c ts a re  m isb randed  u n d e r  2 1  C F R  1 0 1 .4(h)  a n d  sect ion 403(s) (2) (C)  o f th e  
A c t b e c a u s e  th e y  c o n ta in  o n e  or  m o r e  b o tan ica l  o r  he rba l  d ie tary  ingred ien ts  or  extracts o f a n  
h e r b  or  b o tan ica l  a n d  th e  labe ls  d o  n o t i d e n tify th e  par t  o f e a c h  o f th e  p l a n ts f rom wh ich  th e  - 
d ie tary  ingred ien ts  a re  der ived:  

T h e  p r o d u c t is m isb randed  b e c a u s e  it 
bea rs  a n  N D C  n u m b e r  b u t th e  p r o d u c t is n o t reg is tered wi th F D A  as  a  d r u g  a n d , th e r e fore,  th e  
p resence  o f th is  labe l’sta tement  is fa l se  a n d  m is lead ing  u n d e r  sect ion 403(a)( l )  o f th e  A c t. 

a d u l te ra ted  u n d e r  sect ion 402(a) (2) (C)  o f th e  A c t b e c a u s e  th e y  c o n ta in  a  fo o d  a d d i t ive (stevia) 
th a t is u n s a fe  wi th in th e  m e a n i n g  o f sect ion 4 0 9  o f th e  A c t. U n d e r  th e  A C T , a n y  subs tance  
in tent ional ly  a d d e d  to  a  fo o d  m u s t b e  u s e d  in  acco rdance  wi th a  fo o d  a d d i t ive regu la t ion  un less  
th e  ingred ien t  is genera l l y  recogn ized  as  safe  ( G R A S )  a m o n g  qual i f ied  exper ts  fo r  its i n tended  
u s e  in  fo o d , o r  un less  s o m e  o the r  e x c e p tio n  to  th e  fo o d  a d d i t ive d e fin i t ion appl ies .  T h e  p resence  
o f a n  u n a p p r o v e d  fp o d  a d d i t ive causes  th e  fo o d  c o n ta in ing  th e  a d d i t ive to  b e  a d u l te ra ted  u n d e r  
sect ion (402(a) (2) (C)  o f th e  A c t. W e  a re  n o t a w a r e  o f a  bas is  fo r  conc lud ing  th a t s tev ia is G R A S  
for  u s e  in  fo o d  or  th a t a n y  o the r  e x c e p tio n  to  th e  fo o d  a d d i t ive d e fin i t ion appl ies .  A lth o u g h  
d ietary  ingred ien ts  a re  e x e m p te d  f rom th e  fo o d  a d d i t ive d e fini t ion; s tev ia is n o t l is ted in  th e  
“S u p p l e m e n t Facts” p a n e l  is a  d ie tary  ingred ien t  a n d  th e r e fo re  is n o t a  d ie tary  ingredient .  
Further,  F D A  h a s  n o t i ssued  a  fo o d  a d d i t ive regu la t ion  a u thor iz ing  th e  u s e  o f s tev ia in  fo o d . 
Therefore,  s tev ia is a n  u n a p p r o v e d  fo o d  a d d i t ive th a t is u n s a fe  wi th in th e  m e a n i n g  o f sect ion . 
4 0 9  o f th e  A c t, a n d  th e  p resence  o f s tev ia in  your  p r o d u c ts renders’th e m  a d u l terated.“. 

T h e  p r o d u c t’- &  - bears  th e  c la ims “inhib i ts  fa tty bu i l dup  in  th e  
h e a r t” a n d  “wil l  r e d u c e  chron ic  fa tig u e  a n d  s leep ing  d isorders .” T h e s e  c la ims a re  d i sease  c la ims 
u n d e r  2  1  C F R  1 0  1 .93(g )  a n d  c a u s e  B -b  to  b e  a  d r u g  as  d e fin e d  in  ->-  
sect ion 2 0  1  (g)( l)@ ) o f th e  A c t. Further,  b e c a u s e  w e  a re  u n a w a r e  o f a n y  ev idence  th a t th e  
p r o d u c t is genera l l y  recogn ized  as  safe  a n d  e ffect ive w h e n  u s e d  as  labe led ,  it is a  n e w  d r u g  u n d e r  
sect ion 201(p )  o f th e  A c t. U n d e r  sect ion 5 0 5  o f th e  A c t, a  n e w  d r u g  m a y  n o t b e  lega l ly  m a r k e te d  
in  th e  Un i ted  S ta tes  wi thout  a n  a p p r o v e d  N e w  D r u g  Appl ica t ion.  
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This letter is not intended to be an all-inclusive list of deficiencies in your labeling. It is your 
responsibility to ensure adherence to each requirement of the Act and regulations. You should 
review all of labeling for your products to assure that they comply with the Act and regulations. 
You can find the Act and 21 CFR through links in FDA’s home page at www.fda.aov. 

You should know these serious violations -of the law may result in FDA taking regulatory action 
without further notice to you. These actions include, but are not limited to, seizure and/or 
obtaining a court injunction against further marketing of your violative products, 

It is necessary for you to take action on this matter now. Please let this office know in writing 
within fifteen (15) working days from the date you receive this letter what steps you are taking to 
correct the problems. We also ask that you explain how you plan to prevent these violations 
from happening again. If you need more time, let us know why and when you expect to 
complete your corrections. 

Your written response should be directed to the attention of 

Thomas L. Sawyer 
Director, Compliance Branch 
Food and Drug Administration 
19900 MacArthur Blvd., Suite 300 
Irvine, CA 926 12 

Sincerely, 

Alonza E. Cruse 
District Director 


