
PPD



NIS Protocol A8081057//PFI-ALK-2015-01                           Statistical Analysis Plan 
_____________________________________________________________________ 
 

PFIZER CONFIDENTIAL 
 

Page 2 of 26 
 

 

CONTENTS 
 

1 AMENDMENTS TO PREVIOUS VERSIONS ...................................................3 

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

2.1 STUDY DESIGN................................................................................................6 
2.1.1 Study population ........................................................................................7 

2.2 STUDY OBJECTIVES .........................................................................................8 

3 HYPOTHESIS AND DISCUSSION ROLE ........................................................8 

3.1 STATISTICAL HYPOTHESES...............................................................................8 
3.2 STATISTICAL DECISION RULES..........................................................................9 

4 ANALYSIS POPULATIONS ..............................................................................9 

4.1 FULL ANALYSIS SET ........................................................................................9 
4.2 SAFETY ANALYSIS...........................................................................................9 
4.3 OTHER ANALYSES ...........................................................................................9 
4.4 SUBGROUPS....................................................................................................9 

5 OBJECTIVES AND VARIABLES ...................................................................11 

5.1 EFFICACY/EFFECTIVENESS OBJECTIVES...........................................................11 
5.2 SAFETY OBJECTIVES......................................................................................11 
5.3 OTHER OBJECTIVES: ......................................................................................12 
5.4 COVARIATES ................................................................................................12 

6 MANAGEMENT OF MISSING VALUES .......................................................12 

7 METHODOLOGY AND STATISTICAL ANALYSIS .....................................12 

7.1 STATISTICAL METHODS .................................................................................12 
7.2 STATISTICAL ANALYSIS .................................................................................13 

7.2.1 Descriptive analysis .................................................................................13 
7.2.2 Efficacy analysis ......................................................................................21 
7.2.3 Safety analysis .........................................................................................22 
7.2.4 Other study analyses ................................................................................23 

8 REFERENCES ..................................................................................................25 



PPD



PPD



PPD



PPD



PPD



PPD



PPD



PPD



PPD



PPD



PPD



PPD



PPD



PPD



PPD



PPD



PPD



PPD



PPD



PPD



PPD



PPD



PPD

http://globocan.iarc.fr/


10.

 

PPD

http://www.ema.europa.eu/docs/es_ES/document_library/EPAR_-
http://www.ema.europa.eu/docs/es_ES/document_library/EPAR_-

	1 AMENDMENTS TO PREVIOUS VERSIONS
	2 INTRODUCTION
	2.1 Study design
	2.1.1 Study population

	2.2 Study objectives

	3 HYPOTHESIS AND DISCUSSION ROLE
	3.1 Statistical hypotheses
	3.2 Statistical decision rules

	4 ANALYSIS POPULATIONS
	4.1 Full analysis set
	4.2 Safety analysis
	4.3 Other analyses
	4.4 Subgroups

	5 OBJECTIVES AND VARIABLES
	5.1 Efficacy/effectiveness objectives
	5.2 Safety objectives
	5.3 Other objectives:
	5.4 Covariates

	6 MANAGEMENT OF MISSING VALUES
	7 METHODOLOGY AND STATISTICAL ANALYSIS
	7.1 Statistical methods
	7.2 Statistical analysis
	7.2.1 Descriptive analysis
	7.2.2 Efficacy analysis
	7.2.3 Safety analysis
	7.2.4 Other study analyses


	8 REFERENCES



