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TOOL.ST.101-01.02 Statistical Analysis Plan Template 

CONFIDENTIAL 

4.1.1 Schedule of Visits and Assessments 

The schedule of assessments can be found in Section 1.3 of the protocol. 

4.1.2 Method of Assigning Subjects to Treatment Groups 

On Day 1, participants will be assigned a unique number (randomization number) in ascending 
numerical order at the study site. The randomization number encodes the participant’s 
assignment to one of the seven (7) arms of the study, according to the randomization schedule 
generated prior to the study by the Sponsor. Each participant will be dispensed blinded study 
intervention, labeled with his/her unique randomization number, throughout the study. 

4.1.3 Blinding 

Participants enrolled in the trial, investigators and their staff involved in protocol procedures or 
who are involved in data collection, data entry and data analysis will be blinded to the identity of 
the treatments until the database is locked. The study monitor will conduct product 
accountability after database lock. To preserve blinding, participants will be blindfolded during 
administration of study medication. Study drug will be dispensed by an unblinded study team 
member based on the randomization schedule. That team member may have no other role in the 
study conduct and may not reveal the study drug’s identity to any members of the blinded study 
team. 

Sponsor will supply study medication in bulk containers. Selection of the proper dose for an 
individual participant will be performed by an unblinded study team member using the provided 
randomization schedule. The unblinded study team member will withdraw the appropriate study 
medication from the bulk container and transfer it to a dispensing cup. All study interventions 
must be administered as 2 tablets per participant. Some study interventions require the addition 
of a placebo tablet. The unblinded study team member will then bring the study medication to 
the treatment room where it will be dispensed to the participant by the study team member. The 
unblinded study team member should have no other responsibilities in the study.  

5. EFFICACY AND SAFETY ENDPOINTS

5.1 Efficacy Endpoints 

5.1.1 Primary Efficacy Endpoints 

The primary efficacy endpoint is the Sum of Pain Intensity Difference over 8 hours (SPID0-8). 

5.1.2 Secondary Efficacy Endpoints 

The secondary efficacy endpoints are as follows: 
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