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Updated definition of location of disease 

Added a footnote for definition of S1P. 

Added prior advanced therapy exposure and prior 
advanced and biologic therapy failure. 

Updated prior therapy exposure and failure 

  Table AMBZ.6.4. Updated language for daily diary time window 
calculation. 
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3. Analysis Sets 
Analysis sets are defined in Table AMBZ.3.1 along with the planned analysis for each set. For both 
analysis sets, participants will be analyzed according to their assigned treatment unless otherwise 
specified. 
Table AMBZ.3.1. Analysis sets 

Population Description 
Full Analysis 
Set (FAS) 

Definition: All participants who are assigned to treatment and receive at least 1 
(partial or complete) dose of study treatment (regardless of whether the participant 
does not receive the correct treatment, or otherwise does not follow the protocol). 
Purpose: Used for efficacy and health outcomes analysis 

Safety Analysis 
Set 

 Definition: All participants who are assigned to treatment and receive at least 1 
(partial or complete) dose of study treatment (regardless of whether the participant 
does not receive the correct treatment, or otherwise does not follow the protocol). 
 Purpose: Used for safety-related analysis 
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4. Statistical Analyses 
4.1. General Considerations 
Statistical analysis of this study will be the responsibility of Eli Lilly and Company (hereafter Lilly) or 
its designee. The statistical analyses will be performed using SAS® Version 9.4 or higher. The 
version of the Medical Dictionary for Regulatory Activities (MedDRA®) will be 24.0 or higher. 
Any change to the data analysis methods in the protocol will require an amendment only if it changes 
a principal feature of the protocol. Additional exploratory analyses of the data will be conducted as 
deemed appropriate. Not all displays and analyses described in this SAP will necessarily be included 
in the clinical study report (CSR). Not all displays will necessarily be created as a “static” display. 
Some displays may be incorporated as interactive display tools instead of or in addition to a static 
display. 
4.1.1. Analysis Methods 
When reported, descriptive statistics will include the number of participants; mean, standard 
deviation, median, minimum, first and third quartile, and maximum for continuous measures; 
frequency counts and percentages for categorical measures; and estimate and 95% confidence 
intervals (CI) for correlation coefficients. 
4.1.2. Definition of Baseline 
For efficacy and health outcomes analysis, baseline refers to the values or observations collected prior 
to or on the day of the initiation of study treatment in Study AMBZ, unless otherwise specified. 
The baseline for variables collected as part of the daily diary (including the patient-reported outcomes 
components of the Modified Mayo Score, stool frequency (SF) and rectal bleeding (RB) subscores) 
will be calculated from valid daily diary entries obtained prior to baseline endoscopy preparation (see 
Appendix 6). The baseline endoscopy component of the Mayo Score will use the endoscopic 
appearance of the mucosa at the AMBZ screening endoscopy. For other efficacy and health outcome 
assessments, baseline is defined as the last non-missing assessment recorded on or prior to the date of 
the first study drug administration at Visit 2 (Week 0) in Study AMBZ. 
Baseline for safety analysis is described in the Section 4.6.2 and Section 4.6.3. 
Change from baseline will be calculated as the visit value of interest minus the baseline value. If a 
baseline value or the value at the visit is missing for a particular variable, then the change from 
baseline is defined as missing. 
4.1.3. Definition of Study Period Time Interval 
Table AMBZ.4.1 displays a list of study periods along with the definition of which participants will 
be considered to have entered the study period and when the individuals start and end the study period 
(refer to Appendix 6 for additional details on study visits and study weeks). See Section 10.12 of 
protocol for more details about Continued Access Period (CAP). 
To calculate the length of any time interval or time period in this study the following formula will be 
used: 

Length of interval (days) = End Date - Interval Start Date + 1 
To convert any time length from days to years, the following formula will be used: 

Length of interval (years) = Length of interval (days)/365.25 
To convert any time length from days to weeks, the following formula will be used: 
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Variable 
Continuous 
Summary Categorical Summary Subgroup 

Analysisa 

Geographic Region 
No North America, Europe  
No North America, East Europe, West Europe  X 
No By Country (listed in other documents)   

Height (cm) Yes None  

Weight (kg) Yes <80 kg, ≥80 kg  
<100 kg, ≥100 kg  

BMIc Yes 

Underweight (<18.5 kg/m2), Normal 
(≥18.5 and <25 kg/m2), Overweight (≥25 
and <30 kg/m2), Obese (≥30 and <40 
kg/m2), Extreme obese (≥40 kg/m2) 

 

Prior UC Therapies 
Prior corticosteroidd failuree No Failed, Not failed  
Prior immunomodulatorf failuree No Failed, Not failed  
Prior JAK inhibitorh exposure No Ever, Never  
Prior JAK inhibitorh failuree No Failed, Not failed  
Prior biologic agents exposure No Ever, Never  

Prior biologic agents failure No Failed, Not failed  
Number of prior biologic agentsg 
used No 0, 1, 2, 3, >3  

Number of failede biologic 
agentsg No 0, 1, 2, 3, >3  

Number of prior JAK inhibitorh 
used No 0, 1, 2  

Number of failede JAK inhibitorh No 0, 1, 2   

Prior advancedi therapy exposure No Ever, Never  

Prior advancedi therapy failure No Failed, Not failed   X 
Number of prior advanced i 
therapy used No 0, 1, 2, 3, >3  

Number of failed advanced i 
therapy No 0, 1, 2, 3, >3  

Prior S1P therapyn exposure e  No Ever, Never  

Prior S1P therapy n failure e No Failed, Not Failed  
Baseline UC Therapies 
Baseline Corticosteroid usej No Yes, No X 
Baseline Prednisone equivalent 
dose Yes None  
Baseline Budesonide MMXk No Yes, No  
Baseline Beclomethasone 
dipropionate No Yes, No  
Baseline Oral Aminosalicylatesl 
dose Yes None  
Baseline immunomodulator usej No Yes, No  
Baseline Antidiarrheals/ 
Antispasmodics use No Yes, No  
Baseline Disease Characteristics 

Duration of UCm Yes 
<1 year, ≥1 to <3 years, ≥3 year to <7 years, 
≥7 years  

Age at Diagnosis of UCb Yes <6, ≥6 to <10 year, ≥10 to <17 years, ≥17  
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