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1. INTRODUCTION

2. OBJECTIVES

3. OVERALL STUDY DESIGN
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Figure 1 Study Schematic
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6. STUDY ENDPOINTS

7. STUDY POPULATIONS

Per-Protocol (PP) Populations
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Modified Intent-to-Treat (mITT) Population

Safety Populations

8. STATISTICAL ANALYSIS METHODS

p
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8.1 Baseline Characteristics

8.1.1 Subject Disposition

8.1.2 Demographic and Other Baseline Characteristics
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FEV1 Baseline.

Calculation of FEV1 AUC0-12.

Calculation of Baseline-adjusted Pre-dose FEV1 at End of Treatment.
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8.3.2 Vital Signs

8.3.3 Pregnancy Test

8.3.4 Clinical Laboratory Testing 

8.3.5 12-Lead ECG



STATISTICAL ANALYSIS PLAN

Fluticasone Propionate and Salmeterol Inhalation Powder                 Protocol No.  71736001

8.3.6 Physical Exam 

8.4 Multiple Comparisons

8.5 Methods for Handling Missing Data 

8.6 Interim Analyses 

8.7 Changes to the Protocol Defined Statistical Analysis Plan 
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9. TABLE, LISTING AND FIGURE SHELLS
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Appendix A: Outline of Statistical Analysis Method using SAS PROC GLM
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Appendix B: TABLE AND  LISTING SHELLS


































































































