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PID patient identification 

PK pharmacokinetics 

PP Per Protocol 

PVR post-void residual 

QoL Quality of life 

RBC red blood cell 

SAE serious adverse event 

SAP statistical analysis plan 

SD Standard deviation 

TEAE treatment-emergent adverse event 

WBC white blood cell 
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For patients that spontaneously abort the IP or ask the IP to be removed prior to the  Day 
14  post-IP insertion, a summary table of such events will be presented by treatment 
group and overall. 
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• For the analyses of TEAEs by treatment period, an event will be counted once in 
the particular period if the onset of this event begins during that corresponding 
period. 

• If an event occurs during the Treatment 1 period and continues to the Treatment 2 
period without increasing in severity, this event will be counted as an event during 
the Treatment 1 period but will not be counted again as an event in the Treatment 
2 period. 

• If an event occurs during the Treatment 1 period or earlier and continues to the 
Treatment 2 period and the severity increases to a grade that is greater than the 
maximum severity of the Treatment 1 period or the pre-treatment period or 
becomes serious in Treatment 2 period then the event will be counted as an event 
in the Treatment 2 period. 

For each treatment phase and for the overall treatment period the number and percentage 
of patients reporting TEAEs in each treatment group will be tabulated by descending 
percentage in any group, by system organ class and preferred term, and further 
categorized by severity and causal relationship to the study treatment. If more than 1 AE 
is coded to the same preferred term for the same patient, the patient will be counted only 
once for that preferred term using the greatest severity and strictest causality for the 
summarization by severity and causal relationship. All AE summary tables will be by 
treatment group and the overall safety population. 

The total number of TEAEs by severity and causal relationship to the study treatment will 
be summarized by treatment group. 

The number and percentage of patients who have Treatment emergent SAEs will be 
summarized by preferred term and treatment group. In addition, the incidence of 
treatment emergent SAEs that led to death will be summarized separately by preferred 
term for each treatment group. 

The number and percentage of patients in the Safety Population who have AEs leading to 
premature discontinuation of the study treatment will be summarized by preferred term 
and treatment. 

Pretreatment AEs are the AEs that occur after signing of the informed consent (IC) and 
prior to first dose of study medication. Such AEs will be presented in a patent listing.  
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If not stated otherwise, all by visit analysis will be using the visit windows specified 
above.  The target day for each treatment period is  referenced to days after first IP 
insertion within each treatment period. Treatment 1 Day 1 refers to the first IP insertion 
date while Treatment 2 Day 1 refers to the IP insertion date in Treatment 2 period. In 
contrast,  if the assessment date is before date of Treatment 1 IP insertion, the study day 
is calculated as follows: 

  assessment date – date of Treatment 1 IP insertion. 

 The visit window for each treatment period is defined as follows: 

[(target day of current visit + target day of previous visit)/2+1] to [(target day of current 
visit + target day of next visit)/2] 

If a patient has 2 or more visits within the same visit window, the last visit with a non-
missing value will be used for  the analysis. 

For laboratory and vital signs analysis, baseline refers to study baseline, i.e. the baseline 
information collected at the start of Study 201025-001.  
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Table 17.9–1. Examples of Coding Special Character Values for Clinical Laboratory 
Parameters 

Laboratory Test, 
SI Unit 

Possible Laboratory Results Coded Value for Analysis 

CHEMISTRY 

ALT, U/L < 5 5 

AST, U/L < 5 5 

Bilirubin, total, µmol/L < 2 2 

URINALYSIS 

Glucose, mmol/L 
= OR > 55, ≥ 55, > 0 Positive 

≤ 0, negative Negative 

pH 
> 8.0, ≥ 8.0 8.0 

≥ 8.5 8.5 

Protein 
= OR > 3.0, ≥ 3.0, > 0 Positive 

≤ 0 Negative 
ALT = alanine aminotransferase; AST = aspartate aminotransferase; SI = Le Système International d’Unités 
(International System of Units). 
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