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Abbreviation Term 

SAE Serious Adverse Event 

SAP Statistical Analysis Plan 

SD Standard Deviation 

SDC Single-Dose Container 

SE Standard Error 

SOC System Organ Class 

SUSAR Suspected Unexpected Serious Adverse Reaction 

TEAE Treatment Emergent Adverse Event 

UD Unit Dose 

WHO-DD World Health Organization Drug Dictionary 
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5.5. Safety Analysis Set [SAF] 

The safety (SAF) analysis set will contain all patients who received at least one dose of study treatment. For 
analyses and displays based on SAF, patients will be classified according to treatment received.  

 
 

 

The safety set will be the primary population for safety analysis. 

6. GENERAL CONSIDERATIONS 

6.1. Reference Start Date and Study Day 

Reference start date is defined as the day of the first dose of study treatment (Day 1 is the day of the first dose of 
study treatment). 

Study day will be calculated from the reference start date and will be used to show start/end day of assessments and 
events. It will appear in every listing where an assessment date or event date appears. 

• If the date of the event is on or after the reference date, then:  
Study Day = (date of event – reference date) + 1.  

• If the date of the event is prior to the reference date, then:  
Study Day = (date of event – reference date). 

In the situation where the event date is partial or missing, the date, study day, and any corresponding durations will 
appear partial or missing in the listings. 

6.2. Baseline 

Unless otherwise specified, baseline is defined as the last non-missing measurement taken prior to or on date of first 
dose of study treatment, excluding measurements reported during washout period (i.e., from Screening visit through 
to the day prior to Randomization visit) for pre-treated patients. No imputation will be performed if baseline 
measurement is missing.  
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6.8. Common Calculations 

For quantitative measurements, absolute and percent change from baseline will be calculated as: 

• Absolute change = Test Value at Visit X – Baseline Value, 
• Percent change = (Absolute change / Baseline Value) *100. 

  

 

7. STATISTICAL CONSIDERATIONS 

7.1. Adjustments for Covariates and Factors to be Included in Analyses 

The following covariates and factors will be used in the analyses. For details of their inclusion in the models, see the 
specific analysis section. 

• Baseline IOP – continuous value, 
• Treatment (T4090 0.2%, T4090 0.3%, and Rhopressa®), 
• Visit (W2, W4, and W7). 

  

 
 

 

7.3. Missing Data 

Missing safety data will not be imputed unless described in the specific analysis section. Missing efficacy data will 
be handled as described in Section 16 of this SAP. 
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7.5. Multiple Comparisons/ Multiplicity 

Analyses will be performed to compare efficacy endpoints between treatment groups (each T4090 concentration 
versus Rhopressa® and both T4090 concentrations comparison). All analyses are considered as supportive and any 
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