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List of Abbreviations 

 

Abbreviation Definition 
BCVA Best Corrected Visual Acuity 
BID Twice Daily 
CI Confidence Interval 
CSR Clinical Study Report 
ECD Endothelial Cell Density 
ETDRS Early Treatment Diabetic Retinopathy Study 

 

FAS Full-Analysis Set 
LOCF Last-Observation-Carried-Forward 
QID 4 Times Daily 
SAP Statistical Analysis Plan 
SD Standard Deviation   
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3. Appendix 1 – TLF shells
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<DIRECTORY PATH>PROGRAM NAME  Executed: DDMMMYYYY hh:mm  

Prog Notes: Continue with ‘Central ECD Value > Mean’ and . 
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DIRECTORY PATH>PROGRAM NAME  Executed: DDMMMYYYY hh:mm 

Programming note: Please show x-axis as Day 1 to Day 371. Please display y-axis label as ‘Probability 
of Achieving Intervention of Rescue Keratoplasty (%)’. 

Please display all treatment groups: K-321 QID, K-321 BID, Placebo 
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DIRECTORY PATH>PROGRAM NAME  Executed: DDMMMYYYY hh:mm 
 
Programming note: Please show x-axis according to the analysis visit. Please display y-axis label as 
‘Mean(+/-SD) Central Corneal ECD (cells/mm2) by Specular Microscopy’. 
Please display all treatment groups: K-321 QID, K-321 BID, Placebo 
Below the figure please include the N counts at each visit. 
Please include N counts for each treatment arm at the annotation. 
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Source Data: Table 14.2.1.48 
DIRECTORY PATH>PROGRAM NAME  Executed: DDMMMYYYY hh:mm  

Programming note: Please show x-axis according to the subgroups ‘1 < Central ECD Value <= Mean’, ‘Central 
ECD Value > Mean’ ‘and . Please display y-axis label as ‘BCVA by ETDRS Letter Score’. 
Please display ‘All Post-Baseline Visits’ in the first page, then start the second page with 
‘Baseline’, ‘Week X’… Each visit should be on a separate page.  

In each page please display all treatment groups: Total, K-321 QID, K-321 BID, Placebo 
In each page please include number of subjects under each treatment arm and subgroups under the plot. 
Please display the spearman correlation and p-value under the figure for each treatment group and 
total. 
  












