
DEC 27 

Dear Dr. lvheeler: 

This is in respunse tu yuur letter ufl>cscember 5,2OQI ta the Food and Dung 
A~~s~a~~~~ (IDA) ~UXSWII~ to 21 USE, 343(r)(6) (section 4~~(r)(6) of the Federal 
Food, Drug, and Cosmetic Act (the Act)). Your subrnissioxl states that Vita tibe 
Systems, Inc. is making the following claims, a-mong others, foi the folfowhg pr&ucb: 

Y.&eat a wide array of eye dkorders sus;h ti cataracts md retinopathy” 

2 1 W3.C. 343(r)(6) makes clear that a s$atement included in labeling under the a~~~~~ 
of aat section may not him to diagnose, mitigate? treat, CUE, ur prevent a sptxific 
disease or class of diseases. The statements -that you are maEEing for these prodxzcts 
suggest that t$ey are intended to treat, prewnt, cxre, or mitigate diseases. Thesti: ctiitinns 
do not meet the recpirements of 21 US.C. 343(r)(6). se claims suggest that these 
products are intended for use as &gs within tk meaning of 21. USC. 32l(g)(~)~)~ anaC 
that they are subject to regulation ZaJnder the drug pr~isions of the Act. If you intend to 
make claims ofthis bagel you should contact FDA% CeRter for Drug Evai.uation and 
Research (CD~R), Office of Compliance, I-JFD-3 IO,7520 Standish Place, Rc&vi~~e, 
Marykind 20855, 





Dear Sir or Madam: 

I 

Vita CI#R Systems, Inc., 480 South Hully Street, Denver, CO 8U246 I(“V3sI), a packager 
and disttibutur ufdie~~ supplements, hereby nutifles the E’DA that it has made certain 
st~c~r~~uc~uu ~at~m~~ts ~~~~~~~ its products, sume whbh were first marketed 
pursuant to the statements in the last 30 days and uthers af whkh will be marktied 
purnu3nt to the statements in the near future. 

1 have encbsed eopies of labels fur the Cubes marketed by VX The st~~~~~uu 
daims for the primary s~~~~~rn~~ts are cantabed in the very brief des~~~~~~s included 
on the labels. (At some po’mt these primary ~p~~ern~~ts -will abo be marketed in bottles 
md buxes; 1 will send dung the labeling claims as SQOIZ as they are prepared.) I also 
endose verbatim copies of the language on tie battles and boxes in the spe&by be and 
copies of the labels fur the protein shakes and eIeGtro@e puwder. The fab& an the 
spe&&y Iine boxes and but&s are currently under study and review and may be revised. 
(The revSons will be forwarded when made.) Further, a V35 Product tide, whi& my 
be given to consumers at the time they nxzive th& Cubes or speciahy products and akc~ 
curtains st~c~~~~~i~~ daims, is e&osed. Lastly, I inchxde Cube and ~~~p~erne~t 
descxjptiuns 0x1 utxr website which recently went on.be and abws consumers to purchase 
pruducts fiorn the company thro the zlse of email. 





aJOINT’ HEALTH CZARE 



c  

* tI!iin kgo  C lear  was  d e v & p e d  to  a id  in  m e n ta l  clarity a n d  acu i ty w h ich c a n  
inc rease  a m ’s ab i Iity tc3  focus  o n  ~ ~ ~ ~ ~ tit~ ~ ~  ta c o  a n d  s p e c + fk tasks 

* G inkgo  B kba  has  b e e n  u s e d  in  C h in~sc  m e d ic ine fo r  over  S Q O Q  years  
a n d  is be l i eved  to  improve  th e  flo w  o fb l o u d  a n d  o x y g e n  to  th e  b a i n , 
inc reas ing  a le r tness  a n d  m e n ta l  r e ~ p ~ ~ s ~ v e ~ e ~ s  w h i le m a in ta in ing  h e a l thy  
b l o o d  v~se l  to n e . 

F D A  Discla im x 

* M R 3 ’s c a r n p u u n d s  h a v e  b e e n  l cnown  tu  h e tp  th e  b o d y ’s abi l i ty to recover  
a n d  r e p &  so fi tissu e  m o r e  qu i& ly  

* P 4 E W s p rop r ie tary  b l e n d  he lps  suppo r t th e  body’s abi l i ty ta  res to re  th e  
n a tu ra l  b a k m c e  o f n u ttie n ts in  th e  marb les  

* IkX R ?  h e l g ~  to  m m trakze  th e  lactic ac id  bu i l d -up  in  th e  m u s 4 e  

“’ 4 . E n d u r e  M a x  - S ta m ina  a n d  I$ n d u r a n c e  



2. 



.*. . 
I-- 

adults  axed chikke~. Ma-de of a fruit and vegtible base, (no sugar or apex, 
tbes c  wafix s  also inc lude; Cafe which help the body us@ imu&n, a hormone that 
tramfers blood sugar 39fucose) to the cetts, wbwe it is  bumed as fk4. W ith emmgh 
Choke the body uses insulin effic iently  and is  abfe to maktaiu normal blood 
sugar 1eYels . 

9. .@re Heat -  Soft T issue Sm 

Healin& HEAT! h is  not ~~~0~ for spurt injuries  and chronic  joint paix x  to occur 
in indiv iduals  who train hard am3 lead a highly active lifes tyb. Bosw&ic  Acid, 
Cayeme md Tuxeti~ are used in this  ~~~pe~o~~e~ natural fonmlaticm of Pure 
Heat. These key ~gr~e~~ my help to inmease bkmd fiow to the: z tm of need and 
emxwage the body% uatural ability  to allev iate pain md e&ame he&zg. Pure Heat 
is  the remIt uf extensk~ ressmh at V3S to provide natwal CUX-2 fib&m actions, 
which h;tve btm 


