








































                         
Confidential 

OPHTHOTECH – OPH1004 – SAP – V1.0 – FINAL – 21MAR2017                      Page 20 of 34 
 

Descriptive tables will be used for the supportive endpoints based on observed data (i.e. missing 
data will not be imputed for the supportive endpoints).  

7.5 QUALITY OF LIFE ANALYSES 

The VFQ-25 will be administered at Baseline (Day 1), Month 3, 6, 9, 12, 18, and 24. Based on the 
VFQ-25 and the scoring rules, the 12 VFQ-25 sub-scales and the composite score will be 
generated, computed and used in the QOL analyses (See Appendix 2). 

Of the 12 VFQ-25 sub-scales, 4 are considered of interest in this trial: 

x Near vision activities 

x Distance vision activities 

x Dependency 

x Role difficulties 

The composite score will be used as an overall measure of vision-targeted health related quality of 
life. 

7.5.1 Descriptive Summaries by Visit 

The change in score from baseline will be analyzed as continuous variables. The composite score 
and the scores of each sub-scale at Baseline and the changes from Baseline will be summarized 
descriptively by visit and by treatment group using the observed cases (missing values will not be 
imputed).   

The proportions (%) of subjects gaining/losing ≥ 10 points in score for the 4 pre-specified sub-
scales, as well as the Composite score, will be tabulated by visit and by treatment group using the 
observed cases (missing values will not be imputed).  

Change in mean score from Baseline over time will be plotted by visit and by treatment group.  

No inferential treatment comparisons will be performed for QOL data. 
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