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1. INTRODUCTION 

This Statistical Analysis Plan describes the planned analyses and reporting for part 2 of  the 
clinical trial protocol AMTX100-AD-01, conducted by Amytrx Therapeutics, Inc.. The 
reader of this Statistical Analysis Plan (SAP) is encouraged to review the complete protocol 
and amendments as this plan contains only a limited overview of protocol information.  
The main objectives of this plan are to provide details pertaining to statistical methodology, 
data conventions, and processes used for the analysis of data from this trial.  
The format and content of this SAP are structured to provide sufficient detail to meet the 
requirements specified by the International Council on Harmonization (ICH) E9: Guidance 
on Statistical Principles in Clinical Trials.  All work planned and presented in this Statistical 
Analysis Plan will follow the ethical guidelines published by the American Statistical 
Association (ASA). 
The following documents were reviewed in preparation of this Statistical Analysis Plan: 
• Final protocol Version 4.0/ 12 Jul 2023 
• ASA Ethical Guidelines for Statistical Practice (2016) 
• The Royal Statistical Society: Code of Conduct (2014) 
• ICH Guidance on the Structure and Content of Clinical Study Reports (ICH E3, 1996) 
• ICH Guidance on the Structure and Content of Clinical Study Reports (ICH E3(R1), 

2013) 
• ICH Guidance on the Statistical Principles for Clinical Trials (ICH E9, 1998) 
• ICH Guidance on the Statistical Principles for Clinical Trials (ICH E9(R1), 2017) 

2. PROTOCOL DESIGN 

2.1 Design Overview 

This is an adaptive, Phase I/II study in 2 parts: Part 1 (Maximum Tolerable Dose (MTD) 
Finding by maximum percentage of BSA treated) and Part 2 (evaluating efficacy of 
AMTX-100 CF3 1.1% w/w versus placebo (vehicle)). The Part 1 of the study has been 
completed.  

Phase II (Part 2) Study Design 

Phase II (Part 2) of this study is a multi-center, double-blind, randomized, vehicle-
controlled study of the safety and efficacy of topically applied AMTX-100 CF3 in adult 
patients with Mild to Moderate AD. Sixty (60) subjects will be enrolled in two groups of 
AMTX-100 CF3 1.1% w/w and placebo (vehicle). The subjects will be randomized in a 
1:1 ratio, thus thirty (30) subjects will be randomized to Group A (AMTX-100 CF3 1.1% 
w/w) and thirty (30) subjects will be randomized to Group B (placebo (vehicle 0% w/w)). 
Each enrolled subject, after screening and randomization, will receive AMTX-100 CF3 
1.1% w/w or placebo (vehicle) to be applied twice daily to all treatable AD lesions 
regardless of whether the AD lesions become clinically clear or not (excluding the scalp, 
face, eyes, eyelids, hands, palms, feet, groin, genitals or in the axillae) for 28 consecutive 
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2.7.4 Safety Assessments 

• Incidence of Treatment-Emergent Adverse Events (TEAE) 
• Incidence of withdrawals from the study due to TEAEs 
• Changes from baseline in study treatment application site reaction assessment 
• Changes and shifts in laboratory measurements over time 
• Changes in vital signs over time 

3. SAMPLE SIZE DETERMINATION, STATISTICAL POWER, AND 
SIGNIFICANCE LEVEL 

The sample size of 60 subjects for Phase II of this study is selected on the basis of clinical 
judgment and not based on statistical power calculation. The number of subjects is deemed 
adequate to provide clinically meaningful results consistent with study objectives. 
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5. PRIMARY HYPOTHESIS TO BE TESTED 

There is no formal hypothesis testing for this study as the study is a Phase II evaluation and 
is not intended to be hypothesis generating. The study is not powered to reliably yield 
statistically significant conclusions. 

6. ANALYSIS POPULATIONS  
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7.4 Multicenter Clinical Trials  

This is a multi-center clinical trial.  

  

 
 

  

 
 

 

7.7 Subgroups  

There is no prespecified subgroup analysis for this study. Subgroup analysis may be 
conducted as needed. 
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7.8 Standard Calculations  

 

  

 

 
 

  

 

 
 

  

 

  

 

 

 

 
 

 

  
 

 

8. STATISTICAL METHODS 

All statistical analyses will be performed using SAS® for Windows, version 9.4 or later. 
All data collected during this study will be presented in subject data listings.  
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8.1 Summarizing Disposition and Baseline Data  

8.1.1 Subject Disposition and Withdrawals 

There will be a detailed accounting of all subjects who sign an informed consent to 
participate in this trial. The following will be summarized by treatment group:   

  
  
  
   
  
   

  
   

 
 

 
   

8.1.2 Protocol Deviations 

Protocol deviations for all randomized subjects will be listed as by-subject listing and 
summarized descriptively.  

8.1.3 Demographics and Baseline Characteristics 

Demographics and baseline characteristics (including age, race, gender, weight, height, 
BMI, BSA, disease characteristics etc.) will be presented as by-subject listing and 
summarized by treatment group for the Safety population. See Section 7.1 for baseline 
definition. 

8.1.4 Medical History 

Medical history results will be provided as by-subject listings.  

8.1.5 Prior and Concomitant Medications 

Prior medication is defined as any medications with an end date prior to the first treatment 
date. 
All prior and concomitant medications recorded in the case report form will be listed and 
coded to matching Anatomic Therapeutic Classification codes using the most recent 
version of WHO Drug dictionary, and summarized by treatment group and by the number 
and percentage of subjects taking each medication for the Safety population.  
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8.3.3 Vital Signs 

Vital sign assessments are performed in order to characterize basic body function. The 
parameters collected in this study are: total body surface area (BSA), systolic BP (mmHg), 
diastolic BP (mmHg), temperature (0C), heart rate (bpm), respiratory rate (bpm).  All vital 
sign results will be listed as by-subject listing. 
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8.3.4 Electrocardiogram (ECGs) 

The ECG parameters include ventricular rate (beats per minute), PR interval (msec), QRS 
interval (msec), QT interval (msec), and QTc interval (msec). All ECG results will be listed 
as by-subject listing. 
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8.3.5 Urine Pregnancy Test 

All data from Urine Pregnancy test will be presented as a by-subject listing.  

8.3.6 Physical Exam 

All data from physical exam will be presented as a by-subject listing.  

8.3.7 Application Site Reaction Assessments  

All data from Application Site Reaction Assessments will be presented as a by-subject 
listing and/or summarized.  
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10.2 Planned Summary Tables  
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