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Statistical Analysis Plan  

1 Purpose of Statistical Analysis Plan 
The purpose of the statistical analysis plan is to describe in detail all the data, statistical methods, 
and summary tables required to implement the statistical analysis of Clinical Study Protocol PAD-
NY-22-05  

In the event the protocol is further amended and that amendment has no impact on the statistical 
analysis methodology, this SAP will not require an amendment.  

This SAP has been developed and finalized prior to database lock of the clinical database for 
Protocol PAD-NY-22-05. 

2 Study Objectives 
To compare the safety and efficacy of Padagis’s Roflumilast Cream 0.3% to Arcutis 
Biotherapeutics, Inc’s Zoryve™ (Roflumilast Cream 0.3%) Cream and demonstrate the superior 
efficacy of the two active treatments to a vehicle in the treatment of plaque psoriasis. 

3 Study Design and Sample Size 

3.1 Study Design 
To exploring the above objectives, the study will be conducted as a double-blind, randomized, 
parallel-group, vehicle-controlled, multicenter trial.   

Each subject will be randomly assigned to one of the following treatment groups :  

(1) Test: Roflumilast Cream 0.3%, Padagis  
  

(2) Reference: Zoryve™ Cream 0.3%, Arcutis Biotherapeutics, Inc.,  
 

(3) Vehicle of test product, Padagis  
 

Subjects will be admitted into the study only after written informed consent has been obtained 
and all of the inclusion and none of the exclusion criteria have been met. Male and female 
subjects, 12 to 75 years of age, inclusive, with moderate plaque psoriasis (score of 3) on the 
Investigator’s Global Assessment (IGA), BSA between 2%-20%, and moderate (score of 3) for 
plaque elevation at the Target (most severe) Lesion will be eligible for enrollment. 
Randomization will be performed according to a computer-generated randomization scheme 
where the treatment group designation has been assigned to the subject number.  The treatment 
designation will remain blinded until the final database is closed.  An independent third party 
will hold the randomization code throughout the study. Randomized subjects will apply  

 study medication to the designated treatment area and rub the cream completely on 
the skin until the cream is no longer visible once daily for 56 days.   
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6 Appendices 

6.1 Handling of Missing or Incomplete Dates for Adverse Events and Concomitant 
Medications 

Adverse Events 
Handling of partial dates is only considered for the start date. An adverse event with a partial 
start date is considered treatment emergent if: 

- only the day is missing and the start month/year is the same or after the month/year of 
the first dose 

- the day and month are missing and the start year is the same or greater than the year of 
the first dose date 

- the start date is completely missing 

Concomitant Medications 
Handling of partial dates is only considered for the stop date. A medication with a partial stop 
date is considered concomitant if: 

- only the day is missing and the stop month/year is the same or after the month/year of 
the first dose 

- the day and month are missing and the stop year is the same or greater than the year of 
the first dose date 

- the stop date is completely missing or the medication is ongoing 

6.2 Summary of Assessments 

The schedule of visits and procedures to be conducted at each visit are summarized in the 
Schedule of Study Procedures. 
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