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List of Abbreviations  
AE Adverse Event 

ANOVA Analysis of Variance 

  

BE Bioequivalence 

CI Confidence Interval 

CMH Cochran–Mantel–Haenszel Test 

IOP Intraocular Pressure 

ITT Intent- to-treat (population) 

LS Least squares 

MedDRA Medical Dictionary for Regulatory Activities 

OH Ocular Hypertension 

PD Protocol Deviation 

PP Per-Protocol (population) 

PV Protocol Violation 

SAE Serious Adverse Event 

SAP Statistical Analysis Plan  

TEAE Treatment-Emergent Adverse Event 

TESAE Treatment-Emergent Serious Adverse Event 

WHO Drug World Health Organization Drug Dictionary 
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between Test and Reference treatments with regard to severity and frequency of their adverse 
events will be statistically evaluated using Chi-Square or Fisher’s exact test to compare the 
proportions of subjects of the two treatment groups who report any TEAE. 

Treatment-Emergent Serious Adverse Events (TESAEs) will be discussed within the clinical 
study report. TEAEs, TESAEs and TEAEs that led to study treatment interrupted temporarily or 
study treatment discontinued permanently will be presented in data listings. 

All information pertaining to adverse events will be listed by subject, detailing verbatim term 
given by the investigator, preferred term, system organ class, start date, stop date, severity, 
outcome, action taken and formula relatedness. Separate listings will be created for Serious 
TEAEs and TEAEs leading to study formula discontinuation. 

Concomitant Medications and Vital Signs 
Concomitant medications will be coded using the WHO Drug Dictionary, version March 2021, 
and will be presented in data listings. All vital signs data will be displayed in listings.  

6 Appendices 

6.1 Handling of Missing or Incomplete Dates for Adverse Events and Concomitant 
Medications 

Adverse Events 
Handling of partial dates is only considered for the start date. An adverse event with a partial start 
date is considered treatment emergent if: 

- only the day is missing and the start month/year is the same or after the month/year of 
the first dose 

- the day and month are missing and the start year is the same or greater than the year of 
the first dose date 

- the start date is completely missing 

Concomitant Medications 
Handling of partial dates is only considered for the stop date. A medication with a partial stop 
date is considered concomitant if: 

- only the day is missing and the stop month/year is the same or after the month/year of 
the first dose 

- the day and month are missing and the stop year is the same or greater than the year of 
the first dose date 

- the stop date is completely missing or the medication is ongoing 
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