
A Study of the Safety of an Experimental Drug Combined with Temozolomide
and Radiation in Individuals with Malignant Brain Tumors.
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R i s k s A s s o ci a te d  wit h B o r te z o mi b:  

 

 

 

 

 

 

 

 

 

 

 

 

 



 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 

 

u s u all y  d o e s  n ot  c a u s e  ill n e s s,  b ut  c a u s e s  di s e a s e  w h e n  a  p er s o n’ s  i m m u n e  r e s p o n s e  

 

 

 

R e p ro d u c ti v e R i s k s:  

  



your partner’s permission to collect  information about her pregnancy and the health of the baby.   

Risks of Blood Sampling:

Other Side Effects:



 



 

 





  



B Y  SI G N IN G T H I S F O R M ,  I W IL L IN G L Y A G R E E T O  P A R T IC I PA T E  I N  T H E R E S E A R C H  IT  
D E S C R IB E S. 

   

 

 

a n g e s.   T h e c o nt a ct  i nf or m ati o n i s i n t hi s i nf or m e d c o n s e nt  f or m u n d er  “I d e ntifi c ati o n 
of I n v e sti g at or s”.  
 

 

 

 

D at e ( m u st b e t h e s a m e a s s u bj e ct’ s)



A p p e n d i x A:  P ot e nt i al R i s k s an d  D i s co m f or ts f or S ta n d ar d  of  C ar e 
 

Si d e E ffe c ts A s s o ci a te d  W it h T e m o z o lo mi d e : 

 
 
 
 
 

 

 

 
 
 

 
 
 
 
 
 
 
 
 
 
 

 
 
 
 
 
 

R i s k fro m R a d i atio n  T h er a p y :



Risks of MRI:

 
 
 
  



APPENDIX B:  STUDY CALENDAR 
 

Evaluation during the Radiation therapy:  

Procedures 
Prior to

Treatment Every Week 
Every 2-

Week 
Every 4-

Week 
At week

6 
(a)
(a)

(a)
(a)

(b)

(c)

(d)
(e)

(f)

 
 

Evaluation to be Obtained During  Bortezomib and Temozolomide after Radiation 
Procedures Day 1 Day 21

 
 

(b)  
(g)  

 
 

(a)
(b)
(c)
(d)
(e) –
(f)
(g)


