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WARNING LETTER 

VIA OVERNIGHT DELIVERY 

Advanced Sports Nutrition 
18 13 Cascade Avenue 
Hood River, Oregon 9703 1 

To Whom It May Concern: 

The Food and Drug Administration (FDA) has reviewed your web site at the address: 
http://www.a-s-n.com. This review shows what we believe to be violations of the Federal 
Food, Drug, and Cosmetic Act (the Act) in the labeling of your product Thermalean. You can 
find the Act and the dietary supplement labeling regulations through links on FDA’s Internet 
home page at: http://www.fda.gov. 

Under the Act, dietary supplement labeling may include claims about the supplement’s effect 
on the structure or a function of the human body. To be permissible under the Act, these 
“structure/function” claims must be truthful and may not be misleading. 

The labeling of Thermalean bears structure/function claims that include the following: 
“maintain lean muscle.” Based on the scientific data available to us, we do not believe that 
these claims are substantiated. If these claims do not have an adequate scientific basis, they 
are false or misleading and cause your product to be misbranded within the meaning of 
Sections 403(a)( 1) and 403(r)(6)(B) of the Act. Section 301(a) of the Act prohibits the 
introduction or delivery for introduction into interstate commerce of any food, including a 
dietary supplement, that is misbranded. Section 30 1 (k) of the Act prohibits the doing of any 
act with respect to a food, including a dietary supplement, if such act is done while such 
article is held for sale (whether or not the first sale) after shipment in interstate commerce and 
results in such article being misbranded. If you have data which you believe substantiates 
your claims, please share it with us within fifteen (15) working days of your receipt of this 
letter. 

In addition, except for health claims authorized by FDA, claims that a dietary supplement is 
intended to prevent, diagnose, mitigate, treat, or cure a disease (disease claims), may cause the 
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s u p p l e m e n t to  b e  a n  u n a p p r o v e d  n e w  d r u g . T h e  A c t proh ib i ts  th e  in t roduct ion o f u n a p p r o v e d  
n e w  d rugs  in to interstate c o m m e r c e . If y o u  a re  m a k i n g  d i sease  c la ims fo r  T h e r m a l e a n , p l ease  
b e  a w a r e  th a t th e s e  c la ims m a y  v io la te  th e  A c t a n d  sub jec t  y o u  o r  th e  p r o d u c ts to  regu la to ry  
ac t ion  wi thout  fu r ther  n o tice. 

Th is  letter is n o t a n  a l l - inc lus ive rev iew o f you r  w e b  si te a n d  th e  p r o d u c ts th a t you r  firm  
m a r k e ts. It is you r  responsib i l i ty  to  e n s u r e  th a t a l l  p r o d u c ts m a r k e te d  by  you r  firm  comp ly  
wi th th e  A c t a n d  its i m p l e m e n tin g  regu la t ions.  

T h e  A c t a u thor izes  th e  se izure  o f i l legal  p r o d u c ts a n d  in junct ions aga ins t  th e  m a n u facturers  
a n d  dist r ibutors o f th o s e  p r o d u c ts. Y o u  shou ld  ta k e  p r o m p t ac t ion  to  correct  a n y  v io la t ions 
i d e n tifie d  in  th is  letter. Fa i lu re  to  d o  so  m a y  resul t  in  e n fo r c e m e n t ac t ion  wi thout  fu r ther  
n o tice. 

P lease  adv ise  th is  o ffice, in  wr i t ing a n d  wi th in  fifte e n  work ing  days  o f receip t  o f th is  letter, as  
to  th e  speci f ic  s teps th a t y o u  h a v e  ta k e n  to  correct  a n y  v io la t ions a n d  to  assu re  th a t s imi lar  
v io la t ions d o  n o t occur .  If cor rect ive ac t ion  c a n n o t b e  c o m p l e te d  wi th fifte e n  work ing  days.  
state th e  r e a s o n  fo r  th e  de lay  a n d  th e  tim e  wi th in  wh ich  th e  cor rect ions wi l l  b e  m a d e . 

A n y  rep ly  shou ld  b e  s e n t to  th e  a tte n tio n  o f C o m p l i a n c e  O fficer Q u y e n  T ien  a t th e  a b o \p e  
address .  

S incere ly  y o u ~ 7 .5 , 

,j-A&s - -  

!J o s e p h  R . B a c a  
Director  
O ffice o f C o m p l i a n c e  
C e n te r  fo r  F o o d  S a fe ty 

a n d  A p p l i e d  N u tri t ion 


