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Pr ot o c ol C 5 2 4 1 0 1 2  (P F -0 7 9 2 3 5 6 8 ) St atisti c al A n al y sis Pl a n  

 

D M B 0 2 -G S O P -R F 0 2 7. 0 St atisti c al A n al ysis Pl a n T e m pl at e  3 1 -J a n -2 0 2 2  
P FI Z E R  C O N FI D E N TI A L   

T M F D o c I D: 9 8. 0 3  
P a g e 4 of 1 7  

N O T E :  It ali ciz e d t e xt wit hi n t his d o c u m e nt h as b e e n t a k e n v er b ati m fr o m t h e Pr ot o c ol. 

1.  V E R S I O N  HI S T O R Y  

T a bl e 1.  S u m m a r y of C h a n g es   

V e rsi o n / 
D at e  

Ass o ci at e d 
P r ot o c ol 

A m e n d m e nt  

R ati o n al e  S p e cifi c C h a n g es  

1 /  
1 9  M a y 2 0 2 3   

Ori gi n al  
2 3  F e b  2 0 2 3  

N/ A  N/ A  

 

2.  I N T R O D U C T I O N  

P F - 0 7 9 2 3 5 6 8 (sis u n at o vir) is b ei n g d e v el o p e d t o a ct as a hi g hl y p ot e nt, s el e cti v e, or all y 
a v ail a bl e a g e nt t o tr e at a n d pr e v e nt R S V i nf e cti o n. P F - 0 7 9 2 3 5 6 8 is a n i n hi bit or of   

 t h at is c urr e ntl y b ei n g i n v esti g at e d f or t h e tr e at m e nt of 
R S V i nf e cti o n.  
 
T h e pri m ar y p ur p os e of t his st u d y is t o c h ar a ct eriz e t h e eff e ct of v ar yi n g d e gr e es of HI o n t h e 
pl as m a P K of P F- 0 7 9 2 3 5 6 8 f oll o wi n g a d mi nistr ati o n of a si n gl e or al d os e of P F- 0 7 9 2 3 5 6 8. 

T his st atisti c al a n al ysis pl a n ( S A P ) pr o vi d es t h e d et ail e d m et h o d ol o g y f or s u m m ar y a n d 
st atisti c al a n al ys es of t h e d at a c oll e ct e d i n St u d y C 5 2 4 1 0 1 2. 

2. 1.  M o difi c ati o n s t o t h e A n al ysis Pl a n D es c ri b e d  i n t h e P r ot o c ol 

N o n e. 
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Pr ot o c ol C 5 2 4 1 0 1 2  (P F -0 7 9 2 3 5 6 8 ) St atisti c al A n al y sis Pl a n  

 

D M B 0 2 -G S O P -R F 0 2 7. 0 St atisti c al A n al ysis Pl a n T e m pl at e  3 1 -J a n -2 0 2 2  
P FI Z E R  C O N FI D E N TI A L   

T M F D o c I D: 9 8. 0 3  
P a g e 5 of 1 7  

2. 2.  St u d y O bj e cti v es  a n d E n d p oi nts  

O bj e cti v es  E n d p oi nts  

Pri m ar y:  Pri m ar y:  

•  T o c o m p ar e t h e P K of P F -0 7 9 2 3 5 6 8 
f oll o wi n g a d mi nistr ati o n of a si n gl e or al 
d os e i n a d ult p arti ci p a nts wit h v ar yi n g 
d e gr e es of HI r el ati v e t o a g e- a n d b o d y 
w ei g ht -m at c h e d p arti ci p a nts wit h o ut HI.  

•  Pl as m a: C m a x ,  A U Cl ast o r A U C i nf*, as d at a 
p er mit.  

S e c o n d ar y:  S e c o n d ar y:  

•  T o e v al u at e t h e s af et y a n d t ol er a bilit y of a 
si n gl e or al d os e of P F- 0 7 9 2 3 5 6 8 w h e n 
a d mi nist er e d t o a d ult p arti ci p a nts wit h 
v ar yi n g d e gr e es of HI a n d i n a g e- a n d 
b o d y w ei g ht- m at c h e d p arti ci p a nts wit h o ut 
HI.  

•  Ass ess m e nt of T E A Es, cli ni c al l a b or at or y 
a b n or m aliti es, V S, E C G p ar a m et ers. 

Ot h er:  Ot h er:  

•  T o c o m p ar e a d diti o n al P K p ar a m et ers of 
P F - 0 7 9 2 3 5 6 8 f oll o wi n g a d mi nistr ati o n of 
a si n gl e or al d os e i n a d ult p arti ci p a nts 
wit h v ar yi n g d e gr e es of HI a n d i n a g e- 
a n d b o d y w ei g ht- m at c h e d p arti ci p a nts 
wit h o ut HI.  

•  Pl as m a: C L/ F, V z/ F, Tm a x  a n d t 1/ 2  a s d at a 
p er mit.  

* A U C l ast will b e t r e at e d a s p ri m ar y e n d p oi nts if d at a d o n ot p er mit r o b u st esti m ati o n of A U C i nf, ot h er wi s e t h e y will b e 
tr e at e d a s t erti a r y e n d p oi nts. 

 

2. 3.  St u d y D esi g n  

T his is a n o p e n -l a b el, si n gl e-d os e, p ar all el -gr o u p, m ulti c e nt er st u d y t o i n v esti g at e t h e eff e ct of 
v ar yi n g d e gr e es of h e p ati c f u n cti o n o n t h e pl as m a  P K of P F -0 7 9 2 3 5 6 8 aft er a si n gl e, or al 

m g d os e  a d mi nist er e d i n t h e f e d st at e (st a n d ar d br e a kf ast). A t ot al of a p pr o xi m at el y 2 8-
3 4 p arti c i p a nts wit h v ar yi n g d e gr e es of h e p ati c f u n cti o n will b e a d mi nist er e d as a si n gl e, or al 

m g d os e of P F- 0 7 9 2 3 5 6 8 i n t h e f e d st at e as s h o w n i n T a bl e 2. 
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