


 

 

CONFIDENTIAL 
 

  
LIBERTY 360 Data Analysis Plan  Page 2 
 
 

TABLE OF CONTENTS 

1 TITLE PAGE.............................................................................................................................. 1 

2 INTRODUCTION ...................................................................................................................... 3 

3 LIBERTY STUDY DESIGN ...................................................................................................... 4 

3.1 Study Objectives ............................................................................................................ 4 

3.2 Patient Selection ............................................................................................................. 4 

3.3 Sample Size.................................................................................................................... 4 

  

  

  

  

  

5 DATA ANALYSIS ..................................................................................................................... 6 

5.1 Procedure and Long-Term Clinical and Economic Outcomes (Study Objective #1) ......... 7 

5.1.1. Endpoint 1: Procedural and Lesion Success ................................................... 7 

5.1.2. Endpoint 2: Rate of Major Adverse Events (MAEs) ...................................... 7 

  

  

  

  

  

5.3 Analysis Conventions ..................................................................................................... 9 

5.3.1. Definition of Baseline Value ....................................................................... 10 

5.3.2. Analysis Intervals ........................................................................................ 10 

  

  

  

  

  

  

5.5 Patient Demographics and Baseline Characteristics ...................................................... 11 

 
 



 

 

CONFIDENTIAL 
 

  
LIBERTY 360 Data Analysis Plan  Page 3 
 
 

2 INTRODUCTION 
 

The Data Analysis Plan (DAP) is designed to pre-define analysis and assist in the analysis of the data 
collected in LIBERTY study.  This plan includes a description of the study objectives and endpoints 
listed in the LIBERTY study protocol .  This DAP should be read in conjunction with 
the study protocol and electronic Case Report Forms (eCRF).  This version of the plan has been 
developed with respect to the LIBERTY 360 protocol .  Any changes to the protocol or 
eCRFs may necessitate updates to the DAP.   

 




















