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6.6 Early Termination Assessments 

Unscheduled early termination assessments will not be summarized unless the early termination 
visit falls on a scheduled visit. 

6.7 Unscheduled Visits 

Only scheduled post baseline values will be tabulated. Post baseline repeat / unscheduled 
assessments will not be summarized but will be listed in the relevant appendices to the CSR. 

6.8 Conventions 

6.8.1 Medical Coding 

Adverse events and medical history will be coded using the Medical Dictionary for Regulatory 
Activities (MedDRA) . Conditions will be assigned to a system organ class and 
preferred term based on the Investigator-reported verbatim term. 

Any medications taken (other than study drug) will be coded using the World Health Organization 
Drug Dictionary (WHO Drug)  Version. Medications (both prior and concomitant) 
will be assigned to an Anatomical Therapeutic Chemical (ATC) Level 4 drug classification and 
preferred name based on the medication name reported on the eCRF. 

6.8.2 Data Handling 

All clinical data programming will be performed using SAS® statistical software package 
  and based on Clinical Data Interchange 

Standards Consortium (CDISC) data standards. 
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Participant disposition, baseline characteristics, and demographics, will be presented by treatment 
group (including all PLN-74809) and overall. Other summaries will be presented by treatment 
group (including all PLN-74809) only. 

Treatment group labels will be displayed as follows: 

PLN-74809 
40 mg 

(N=XX) 

PLN-74809 
80 mg 

(N=XX) 

PLN-74809 
160 mg 
(N=XX) 

PLN-74809 
320 mg 
(N=XX) 

All 
PLN-74809 

(N=XX) 

 
Placebo 
(N=XX) 

 

Listings will be sorted in the following order, study part (Parts 1, 2, and 3), treatment group, 
participant number, parameter, and visit unless otherwise stated. All data for randomized 
participants will be listed. 

6.9 Participant Disposition 

The overall total of participants in the screened population will be summarized. The number of 
participants randomized will be summarized by treatment group and overall. 

Participant disposition will be summarized by treatment group and overall for the safety 
population, as follows: 

• The number of participants in each analysis population (Safety, PK, and PD). 
• The number of participants who complete the study drug. 
• The number of participants who discontinue the study drug and the reason for 

discontinuation of study drug. 
• The number of participants who complete the study. 
• The number of participants who withdraw from the study and the reason for withdrawal. 

 
6.10 Protocol Deviations 

Number of participants with protocol deviations will be presented by treatment group, category, 
and classification (critical, major, minor, and total) as well as listed. Percentages will be based on 
number of participants in the safety population. 

6.11 Pooled Placebo 

Participants in the placebo group will be pooled across study Parts for summaries and comparison 
to PLN-74809 treatment groups. 
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For biomarkers with at least 2 postbaseline scheduled assessments, LS Mean change from baseline 
will be presented as a line plot showing baseline (0) and the LS mean (±SE) concentration at each 
post-dose visit by treatment group for each parameter. 

 
 

 

 

 

 

 

 
 

6.19 Exploratory and Additional Analyses 

Exploratory analyses will be presented by treatment group for the safety population. Tabulations 
and figures will be presented overall  

6.19.1 Magnetic Resonance-based Liver Imaging 

MR-based liver imaging will be performed at screening and Week 12 (Parts 1, 2, and 3) and at 
Week 24 (Part 3 only). 

Descriptive statistics for observed values at baseline and postbaseline visits will be provided, along 
with the change from baseline to each postbaseline visit, tabulated by treatment group for the 
following endpoints: 

• Whole liver gadoxetate MRI relative enhancement (RE) 
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Descriptive statistics for observed values at baseline and postbaseline visits will be provided, along 
with the change from baseline to each postbaseline visit, tabulated by treatment group. 

A comparison of each parameter (PLN-74809 vs. placebo) will be performed. P-values will be 
derived from t-tests. 

 

 
 

Safety Analyses 
Safety analyses will be presented by the treatment received for the Safety Population. 

 
6.20 Adverse Events 

AE analyses will be presented by the actual treatment received for the Safety Population. 
 

AEs will be collected from the time of informed consent through completion of the participant's 
last study visit. 

A treatment-emergent adverse event (TEAE) is defined as: 

• Any AE that has an onset on or after the first dose of study drug through completion of the 
last study visit. 

• Any pre-existing AE that has worsened in severity on or after the first dose of study drug 
through completion of the last study visit. 

AEs occurring prior to first dose of study drug are considered non-treatment emergent and will be 
listed only. 

The Investigator will determine the relationship of the AE to treatment (related, not related). If an 
AE has missing relationship it is assumed to be related to the study drug for analysis purposes. 

Severity of the AE will be graded using the Common Terminology Criteria for Adverse Events 
(CTCAE) grading system (Version 5.0): Grade 1 (mild), Grade 2 (moderate), Grade 3 (severe), 
Grade 4 (life-threatening), Grade 5 (fatal). Grade 3 (severe) will be assumed for an AE with 
missing grade. 

An overall summary of AEs (number of participants with an event) will be presented by treatment 
group and overall, for the following: 

• TEAE 
 

  



































 

 



 

 


