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16.1.9 Documentation of Statistical Methods

This section contains the following document: 

Statistical Analysis Plan (SAP) version 1.0 dated 18 Jun 2018 
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This document contains confidential information regarding above clinical study conducted by Asahi 
Kasei Pharma America Corporation. Upon acceptance of this document, the Investigator and Institution 
agrees to maintain the information as confidential and limit the access to any such information to only 
those persons who are under, the Investigator or Institution direct control and, will be engaged in 
employing such information for the purpose of conducting the study. At no time shall such information be 
available and employed for any other purposes without   prior written approval of Asahi Kasei Pharma 
America Corporation. This document is prepared in accordance with the ICH E6 Guidance for Good 
Clinical Practice. 

Page 2



Page 3



Table of Contents

Page 4



Page 5



Page 6



Page 7



Page 8



Page 9



o
o
o

Page 10



Page 11



analyzed record 

analyzed record

Page 12



plbARTa

plbARTo

MMH
MMH

Page 13



Page 14



Page 15



plbARTa

plbARTo

MMH
MMH

Page 16



Page 17



Page 18



Page 19



Page 20



o

o

Page 21



Page 22



Page 23



Page 24



Page 25



Page 26



Page 27



Page 28



ART Plb

Page 29



Biometrics

Statistical Methods in Medical Research

Biometrics

Epidemiologic Reviews

Page 30



Adverse Events 

Prior and Concomitant Medications 

Page 31



Blood count 

Blood Chemistry 

Page 32


