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St u d y c e nt e r( s)  

P arti ci p a nts r e c ei v e d st u d y tr e at m e nt at 8 c e nt ers i n 4 c o u ntri es w orl d wi d e.  

P u bli c ati o ns  

At t h e ti m e of writi n g t his r e p ort, t h e f oll o wi n g p u bli c ati o ns h a v e b e e n p u blis h e d: 

I m bi m b o M, H oll e b e c q u e A, It ali a n o A, M c K e a n M, M a c ar ull a T, C ast a n o n E, et al. I P H 5 2 0 1 

as m o n ot h er a p y or i n c o m bi n ati o n wit h  dur v al u m a b ( D) i n a d v a n c e d s oli d t u m o urs. A n n als of 

O n c ol o g y 2 0 2 2; 1 6 (s u p pl _ 1): 1 0 0 1 0 4. 

P o w d erl y J, B e n d ell J C, C ar n eir o B A, It ali a n o A, M a c ar ull a M er c a d e T, C ast a n o n Al v ar e z E, 

et al. A p h as e I, first -i n- h u m a n, m ulti c e nt er, o p e n-l a b el, d os e-es c al ati o n st u d y of I P H 5 2 0 1 as 

m o n ot h er a p y or i n c o m bi n ati o n wit h d ur v al u m a b ± ol e cl u m a b i n a d v a n c e d s oli d t u m o urs. 

A n n als of O n c ol o g y 2 0 2 0; 3 1 (s u p pl _ 4): S 7 2 8- 2 9. 
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T a r g et p o p ul ati o n a n d s a m pl e si z e  

T h e st u d y p o p ul ati o n i n cl u d e d a d ult p arti ci p a nts, ≥ 1 8 y e ars of a g e, wit h hist ol o gi c all y or 

c yt ol o gi c all y c o nfir m e d a d v a n c e d s oli d t u m ors (i n cl u di n g  a n d 

) t h at w er e r efr a ct or y t o st a n d ar d t h er a p y or f or w hi c h n o 

st a n d ar d t h er a p y e xists.  

T h e st u d y w as pl a n n e d t o c o nsist of 3 s e p ar at e d os e- es c al ati o n p arts:  

•  P art 1: I n t h e I P H 5 2 0 1 m o n ot h er a p y d os e- es c al ati o n p art, p arti ci p a nts wit h a d v a n c e d 
s oli d t u m ors w er e t o r e c ei v e 1 of 4 pl a n n e d d os e l e v els of I P H 5 2 0 1 (  

) vi a  o n D a y 1 t h e n e v er y 3 w e e ks ( Q 3 W). 

•  P art 2: I n t h e I P H 5 2 0 1 pl us d ur v al u m a b c o m b i n ati o n t h er a p y d os e- es c al ati o n p art, 
p arti ci p a nts wit h a d v a n c e d s oli d t u m ors w er e t o r e c ei v e 1 of 3 d os e l e v els of I P H 5 2 0 1 
( ) a n d  d ur v al u m a b vi a   o n D a y 1 t h e n Q 3 W. 

•  P art 3: I n t h e I P H 5 2 0 1 pl us d ur v al u m a b a n d ol e cl u m a b c o m bi n ati o n t h er a p y 
d os e- es c al ati o n p art, p arti ci p a nts wit h w er e 
t o r e c ei v e 1 of 3 d os e l e v els of I P H 5 2 0 1 ( ),  d ur v al u m a b, a n d 

 ol e cl u m a b vi a   Q 3 W, all dr u gs a d mi nist er e d o n D a y 1. 

 
T h e st u d y w as d esi g n e d t o e nr oll a m a xi m u m of  i n t h e d os e-es c al ati o n p h as e 

a n d a d diti o n al p arti ci p a nts m a y h a v e b e e n e nr oll e d if a d diti o n al d os e l e v els or tr e at m e nt 

s c h e d ul es w er e t o b e e x pl or e d.  

 

 

I n v esti g ati o n al p r o d u ct a n d c o m p a r at o r(s): d os a g e, m o d e of a d mi nist r ati o n a n d b at c h 
n u m b e rs  

R ef er t o A p p e n di x 1 6. 1. 6 f or bat c h n u m b ers us e d i n t his st u d y. 
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D u r ati o n of t r e at m e nt  

 

 

 

St atisti c al m et h o ds  

R ef er t o  A p p e n di x 1 6. 1. 1 f or t h e Cli ni c al St u d y Pr ot o c ol a n d  r ef er t o A p p e n di x 1 6. 1. 9 f or t h e 

St atisti c al A n al ysis Pl a n .  

St u d y p o p ul ati o n  

A t ot al of 7 5 p arti ci p a nts w er e e nr oll e d (si g n e d i nf or m e d c o ns e nt) at 8 st u d y c e nt ers a cr oss 

4 c o u ntri es. Of t h es e 7 5 p arti ci p a nts, 1 8 w er e s cr e e n f ail ur es a n d di d n ot r e c ei v e tr e at m e nt. 

A m o n g t h e r e m ai ni n g 5 7 p arti ci p a nts, 3 8 w er e assi g n e d t o I P H 5 2 0 1 m o n ot h er a p y, a n d 

1 9 w er e assi g n e d t o I P H 5 2 0 1 i n c o m bi n ati o n wit h d ur v al u m a b a n d r e c ei v e d tr e at m e nt. T h e 

m ost c o m m o n r e as o n f or dis c o nti n u ati o n of b ot h I P H 5 2 0 1 a n d d ur v al u m a b w as c o nfir m e d P D 

( 9 3. 0 % of p arti ci p a nts tr e at e d wit h I P H 5 2 0 1 m o n ot h er a p y a n d 8 9. 5 % of p arti ci p a nts tr e at e d 

wit h I P H 5 2 0 1 i n c o m bi n ati o n wit h d ur v al u m a b). T h e m ost c o m m o n e n d of st u d y st at us w as 

d e at h, i n 4 0 ( 7 0. 2 %) p arti ci p a nts; 3 8 of t h es e d e at hs w er e d u e t o dis e as e u n d er i n v esti g ati o n. 

S u m m a r y of effi c a c y r es ults  

O v er all, n o r es p o ns e w as s e e n i n p arti ci p a nts tr e at e d wit h eit h er I P H 5 2 0 1 m o n ot h er a p y or 

I P H 5 2 0 1 i n c o m bi n ati o n wit h d ur v al u m a b, h o w e v er 2 3/ 5 7 p arti ci p a nts ( 4 0. 4 %) h a d a b est 

o v er all r es p o ns e of st a bl e dis e as e. A t ot al of 1 8/ 3 8 p arti ci p a nts tr e at e d wit h I P H 5 2 0 1 

m o n ot h er a p y h a d a b est o v er all r es p o ns e ( B o R ) of st a bl e dis e as e ( S D ) a n d 5/ 1 9 p arti ci p a nts 

tr e at e d wit h I P H 5 2 0 1 i n c o m bi n ati o n wit h d ur v al u m a b h a d a B o R of S D. 

S u m m a r y of p h a r m a c o ki n eti c r es ults  

P h ar m a c o ki n eti c d at a will b e pr es e nt e d i n a C li ni c al St u d y R e p ort ( C S R)  A d d e n d u m.  

S u m m a r y of s af et y r es ults  

D uri n g t h e st u d y, n o m a xi m u m t ol er at e d d os e ( M T D ) w as d e cl ar e d; o n e p ati e nt i n t h e 

c o m bi n ati o n c o h ort e x p eri e n c e d a d os e-li miti n g t o xi cit y at a d os e of  I P H 5 2 0 1 

(I P H 5 2 0 1  i n c o m bi n ati o n wit h d ur v al u m a b  Q 3 W). T h e hi g h est 

pr ot o c ol- d efi n e d d os e ( H P D D ) of  I V Q 3 W w as r e a c h e d f or b ot h I P H 5 2 0 1 

m o n ot h er a p y a n d i n c o m bi n ati o n wit h d ur v al u m a b (  Q 3 W). T his H P D D h as b e e n 

c arri e d f or w ar d i nt o t h e o n g oi n g P h as e II st u d y wit h I P H 5 2 0 1. 

O v er all, t h e m e di a n d ur ati o n of e x p os ur e t o I P H 5 2 0 1 w as 9. 2 9 w e e ks (r a n g e: 3. 0 t o 

6 6. 1 w e e ks) a n d o v er all, t h e m e di a n d ur ati o n of e x p os ur e t o d ur v al u m a b w as 8. 7 1 w e e ks 
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