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1 Synopsis

Protocol Title: A Single-Center, Randomized, Controlled, Masked Clinical Trial to Evaluate the 
Efficacy of OC-01 Nasal Spray on Goblet Cell and Meibomian Gland Stimulation 
(The IMPERIAL Study)

Protocol Number: OPP-005

Investigational Product: OC-01 (varenicline) Nasal Spray:
1.2 mg/mL

Study Objective: The objective of this study is to evaluate the safety and effectiveness of OC-01 Nasal 
Spray as compared to placebo in simulating Goblet Cell and Meibomian Gland
function in adult subjects with DED.

Treatment Assignment 45 subjects will be randomized in a 2:1 ratio to the two treatment groups.
1.2 mg/mL
Placebo (vehicle)

Subjects who passed screening at Visit 1 will be randomized and administered study 
drug in office at Visit 2.

Sample Size and Power The sample size for this study is not based on statistical power considerations.

Safety Endpoint Safety Endpoint:
Adverse Events

Analysis Populations The safety population will include all randomized subjects who received study drug. 
Analysis on the safety population will group subjects according to the treatment 
actually received.
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2 Abbreviations

AE adverse event

CRF case report form
DED dry eye disease
FDA Food and Drug Administration
HIPAA Health Information Portability and Accountability Act
IB Investigator’s Brochure
ICF informed consent form
IRB institutional review board
mg Milligram
mL Milliliter
SAE serious adverse event
SAP Statistical Analysis Plan
SD Standard deviation
TEAE treatment-emergent adverse event
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3 Introduction

This statistical analysis plan (SAP) contains the detailed technical specifications for the 
safety data only described in the OPP-005 protocol Amendment #4 (26 March 2019). 

The reviewer can refer to the study protocol and the case report form (CRF) for details of 
study design, conduct and data collection. Specifications of tables and data listings are 
contained in a separate document.

The objective of this SAP is to evaluate the safety of OC-01 (varenicline) Nasal Spray as 
compared to placebo on incidence of treatment-emergent adverse event (TEAE) in adult 
participants with dry eye disease (DED).

If the analyses described in the protocols differ from those in this SAP, the methods of the 
SAP prevail.

4 Study Objective

The objective of this study is to evaluate the safety and effectiveness of OC-01 Nasal Spray 
as compared to placebo in simulating Goblet Cell and Meibomian Gland function in adult 
subjects with DED.

5 Study Design

Protocol OPP-005 is a Phase 2, single-center, randomized, masked, placebo-controlled study 
designed to evaluate the safety of OC-01 Nasal Spray as compared to in adult participants 
with DED. Approximately 45 subjects at least 18 years of age with a physicians’ diagnosis of 
dry eye disease and meeting all other study eligibility criteria will be randomized to receive 
an application of OC-01 or placebo at a single visit.

Appendix 1 describes the detailed study visits, measurements, and dosing information.

6 Sample Size Determination and Power Calculation

The sample size for this study is not based on statistical power considerations. The study
will randomize approximately 45 subjects in a 2:1 ratio to the two treatment groups. It is
expected that approximately 30 subjects will be enrolled in the investigational treatment arm 
and 15 subjects will be enrolled in the placebo arm. It is expected that all 45 subjects will be 
enrolled.

7 Statistical Analysis
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