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1. Introduction 
The purpose of this statistical analysis plan (SAP) is to describe the planned analyses and reporting for 

protocol TRS-009, version 3.0 dated 25JAN2021. 

This SAP is being written with due consideration of the recommendations outlined in the most recent 

International Conference on Harmonisation (ICH) E9 Guideline entitled Guidance for Industry: Statistical 

Principles for Clinical Trials and the most recent ICH E3 Guideline entitled Guidance for Industry: Structure 

and Content of Clinical Study Reports. 

This SAP describes the data that will be analyzed and the subject characteristics, efficacy, and safety 

assessments that will be evaluated. This SAP provides details of the specific statistical methods that will 

be used. The statistical analysis methods presented in this document will supersede the statistical analysis 

methods described in the clinical protocol. If additional analyses are required to supplement the planned 

analyses described in this SAP, they may be completed and will be identified in the clinical study report. 

2. Study Objectives 
The objective of this study is to demonstrate the safety and efficacy of lotilaner ophthalmic solution(TP-03), 

0.25% compared to its vehicle as a cure of mild to severe Demodex blepharitis. 

The secondary objectives of this study are: 

• To demonstrate the efficacy of TP-03, 0.25%, to eradicate Demodex mites from the eyelid margin; 

and  

• To demonstrate the efficacy of TP-03, 0.25%, to eliminate collarettes and erythema from the eyelid 

margin. 

 

 

  

2.1 Primary Endpoint  
The primary efficacy endpoint is the proportion of subjects cured based on their collarette score of 0 at Day 

43 of the upper eyelid of the analysis eye. The primary safety endpoint is assessment of treatment-related 

adverse effects.  

2.2 Secondary Endpoints 
The secondary efficacy endpoints include the following: 

• Proportion of subjects with their Demodex mites eradicated, mite density of 0 at Day 43 in the 

analysis eye 

• Proportion of subjects cured based on a composite of collarette score (0) and erythema cure/score 

(0) of the upper eyelid of the analysis eye at Day 43 
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Table 2. Schedule of Visits and Assessments 












































