
Connie
NCT03775434







AOBiome Therapeutics                              Page 4 of 19 
Protocol No. ADB244-002 April 8, 2019 
IQVIA Biotech No. BZA46494                                                                                             SAP version 1.0 

List of Abbreviations and Definitions of Terms 

Abbreviation Definition 
ADaM Analysis dataset model 
AE Adverse event 
ATC Anatomical Therapeutic Chemical Classification System 
BMI Body mass index 
BSA Body surface area 
EASI Eczema Area Severity Index 
eCRF Electronic Case Report Form 
EOS End of study 
ETV Early termination visit 
ITT Intent To Treat 
vIGA-AD Validated Investigator Global Assessment for Atopic Dermatitis 
IP Investigational product 
MedDRA Medical Dictionary for Regulatory Activities 
POEM Patient Oriented Eczema Measure 
PP Per protocol 
PT Preferred Term 
SAE Serious adverse event 
SAP Statistical analysis plan 
SD Standard deviation 
SDTM Study data tabulation model 
SOC System Organ Class 
TEAE Treatment-emergent adverse event 
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12. DATA CONVENTIONS FOR ANALYSIS 

12.1 General Statistical Principles 

All observed and derived variables (e.g., change from baseline, percentage change from baseline, 
response status) used in the summaries of analyses will be presented in by-cohort and by-subject 
listings. Descriptive statistics will be used to provide an overview of the efficacy and safety 
results. For categorical parameters, the number and percentage of subjects in each category will 
be presented. The denominator for percentage will be based on the number of subjects 
appropriate for the purpose of analysis. For continuous parameters, descriptive statistics will 
include number of subjects (n), mean, standard deviation (SD), median, minimum (min), and 
maximum (max). 

12.2 Study Day 

Day 1 is defined as the date of first study drug application. Study day is calculated relative to the 
date of Day 1. 

12.3 Baseline and Change from Baseline 

Baseline value is defined as the last non-missing value prior to the first dose of study drug. 
Change from baseline is defined as: post-baseline value – baseline value.   

12.4 Analysis Visit Window 

Where applicable, all efficacy and safety data will be analyzed according to the nominal study 
visits, for Baseline/Day 1, Day 7, Day 14, Day 21, Day 28 (excluding ETV), and EOS (including 
Day 28 and ETV).  

13. STATISTICAL EVALUATION  

13.1 Subject Disposition 

The number and percentage of subjects screened, enrolled, included in each analysis population, 
completing the study, withdrawing from the study (together with the reasons for withdrawal), 
and subjects excluded from PP population (together with the reasons for exclusion) will be 
summarized using frequencies and percentages by Cohort and overall. A by-cohort and by-
subject listing will be presented for all subject enrollment and disposition. Screen failures will 
also be presented in by-cohort and by-subject listings.  
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17. OUTLINE OF PROPOSED TABLES, LISTINGS AND FIGURES 
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