
Official Title: Prevention of Mortality With Long-Term Administration of Human
Albumin in Subjects With Decompensated Cirrhosis and Ascites

NCT Number: NCT03451292

Document Date: Statistical Analysis Plan, Version 2: 09-Sep-2024



Signed by:  Reason:  Date / Time (UTC):  
  
  
   
   
   
   
   
   
   
   
   
   
   
   
   
   
   
   
   
   

 
 

 Completion of the signature block below signifies the review and approval of this document.  

09-Sep-2024 09:30:37
05-Sep-2024 14:27:23

Owner

05-Sep-2024 13:43:45

1 
of

 5
2

 

  

Ef
fe

ct
iv

e 
D

at
e 

Pa
ge

 

 
St

at
us

 
 

Ve
rs

io
n 

 
N

um
be

r 

  
 

B
io

sc
ie

nc
e 

In
du

st
ria

l G
ro

up
 

BI
G-

CL
-S

P-
00

03
19

2.
0

09
-S

ep
-2

02
4

IG
16

01
 S

tat
ist

ica
l A

na
lys

is 
Pl

an
Ef

fec
tiv

e



STATISTICAL ANALYSIS PLAN (SAP)

IG1601

Study Title: Prevention of Mortality with Long-Term Administration of 
Human Albumin in Subjects with Decompensated Cirrhosis 
and Ascites

Development Phase: 3

SAP Version: Version 2.0

SAP Effective Date: The effective date of the document is the last date of approval 
of the document

Protocol Version: IG1601 Amendment 5/Version 6 Dated 24SEP2020

Author:                     Grifols
                                    

2 
of

 5
2

 

  

Ef
fe

ct
iv

e 
D

at
e 

Pa
ge

 

 
St

at
us

 
 

Ve
rs

io
n 

 
N

um
be

r 

  
 

B
io

sc
ie

nc
e 

In
du

st
ria

l G
ro

up
 

BI
G-

CL
-S

P-
00

03
19

2.
0

09
-S

ep
-2

02
4

IG
16

01
 S

tat
ist

ica
l A

na
lys

is 
Pl

an
Ef

fec
tiv

e








































































































