
 STUDY PERIOD 

 Enrolment Allocation Post-allocation Close-out 

TIMEPOINT -t1 0 Intervention 16 weeks 24 weeks 

ENROLMENT:   
 

  
Eligibility screen X     

Informed consent  X     

Allocation  X    

INTERVENTIONS:      

Intervention group   X   

Control group      

ASSESSMENTS:      

Background variables  X    

Primary outome measure  X  X X 

Secondary outcome measures  X  X X 
 

 
 
 


