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Dear Mr. Oldham: 

The Office of Compliance and Biologics Quality of the Food and Drug Administration 
(FDA)‘s Center for Biologics Evaluation and Research has obtained information from 
your Internet website, httn://www.cancer-therapeuticscom, that reveals a serious 
regulatory problem involving Autologous Cancer Cell Vaccine (ACCV) and Tumor 
Derived Activated Cells (TDAC), which are commercially distributed by your firm. 

Your website recommends or suggests use of ACCV and TDAC for the treatment of . 
cancer. Specifically, the web page discussing AACV (httn:l/www.cancer- 
therapeuticscold- states that “using ACCV can enhance a patient’s immune 
system in attacking invading cancer cells . . . remaining after surgery, radiation and/or 
chemotherapy have failed.” Other examples of claims on that web page include the 
following: 

. “Can stimulate the patient’s immune system to attack invading cancer cells and 
has the potential to generate a clinical response.” 

0 “ACCV therapy can be considered for patients having a malignancy . . . ” 
l “Specific emphasis should be placed on melanoma and renal cell carcinoma.” 

That same web page makes it clear that ACCV is also a vaccine. ln addition to stating the 
product uame itself, which includes the word “vaccine,” the web page states that on 
average you produce “sufficient vaccine for 4- 10 injections.” Finally, the web page 
claims that ACCV works through its effect on a patient’s immune system, which is how 
vaccines function. The web page discussing TDAC (http://www.cancer- 
theraneutics.com/tdac.html) contains statements that are virtually identical to those set 
forth above for ACCV. 



L  

P a g e  2  - M r. O l d h a m  

C o n s e q u e n tly, th e  A C C V  a n d  T D A C  a re  (1)  i n tended  fo r  u s e  in  th e  d iagnos is ,  cure,  
m it igat ion, t reatment,  o r  p r e v e n tio n  o f d i sease  a n d  (2)  vacc ines  app l i cab le  to  th e  
p r e v e n tio n , t reatment,  o r  cu re  o f a  d isease.  They  are,  th e r e fore,  d rugs  u n d e r  sect ion 
201(g )  o f th e  Federa l  F o o d , D r u g , a n d  C o s m e tic A c t (FDCA),  2 1  U .S .C. 321(g) ,  a n d  
b io log ica l  p r o d u c ts u n d e r  sect ion 3 5  1  (i) o f th e  Pub l i c  Hea l th  Serv ice  A c t ( P H S A ) , 4 2  
U .S .C. 2 6 2 . 

O u r  records  d o  n o t s h o w  th a t approva l  h a s  b e e n  o b ta i n e d  fo r  A C C V  or  T D A C  for  th e  
t reatment  o f cancer .  

in t roduced into interstate c o m m e r c e  or  de l i ve red  fo r  in t roduct ion into interstate 
c o m m e r c e  wi thout  va l id  b io log ics  l i censes or  a p p r o v e d  n e w  d r u g  appl icat ions,  a n d  
wi thout  INDs, in  v io la t ion o f sect ion 505(a )  o f th e  F D C A , 2 1  U .S .C. 355(a) ,  a n d  sect ion 
3 5  1  (a)  o f th e  P H S A , 4 2  U .S .C. 262(a) .  U n d e r  th e  P H S A , a n  a p p r o v e d  n e w  d r u g  
app l ica t ion  is n o t requ i red  fo r  a  p r o d u c t cove red  by  a  va l id  b io log ics  l icense,  4 2  U .S .C. 
262( j ) .  

Y o u  shou ld  ta k e  p r o m p t ac t ion to  correct  th e s e  v io lat ions.  P lease  n o tify th is  o ffice in  
wr i t ing wi th in 1 5  work ing  days  o f receipt  o f th is  letter o f th e  s teps y o u  h a v e  ta k e n  or  wi l l  
ta k e  to  correct  th e  n o te d  v io la t ions a n d  to  p r e v e n t the i r  recurrence.  If th e  correct ive 
act ion(s)  c a n n o t b e  c o m p l e te d  wi th in 1 5  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  correct ion(s)  wi l l  b e  c o m p l e te d . Y o u r  response  shou ld  b e  s e n t 
to  th e  U .S . F o o d  a n d  D r u g  A d m inistrat ion, C e n ter  fo r  B io log ics  E v a l u a tio n  a n d  Research ,  
O ffice o f C o m p l i a n c e  a n d  B io log ics  Qual i ty ,  H F M - 6 1 0 , 1 4 0 1  Rockv i l le  P ike, S u i te  1 0 0  
N , Rockvi l le ,  M D  2 0 8 5 2 - 1 4 4 8 , A tte n tio n  M r. S te v e n  Masie l lo ,  Director,  O ffice o f 
C o m p l i a n c e  a n d  B io log ics  Qual i ty .  

Fa i lu re  to  p r o m p tly correct  th e s e  v io la t ions m a y  resul t  in  in i t iat ion o f regu la tory  ac t ion 
such  as  se izure  a n d /or  in junct ion wi thout  fur ther  n o tice. 

Th is  letter is n o t i n tended  to  b e  a n  a l l - inc lus ive rev iew o f your  w e b  si te or  o f your  
p r o d u c ts. It is your  responsib i l i ty  to  e n s u r e  th a t y o u  comp ly  wi th al l  app l i cab le  
r e q u i r e m e n ts o f th e  F D C A  a n d  th e  P H S A  a n d  F D A  i m p l e m e n tin g  regula t ions.  

Director  
O ffice o f C o m p l i a n c e  a n d  B io log ics  Qual i ty  
C e n ter  fo r  B io log ics  E v a l u a tio n  a n d  Research  


