
 Study period 
 

 Enrolment Allocation Post-allocation Close-out 

TIMEPOINT** -t1 0 t1 t2 t3 tx 

ENROLMENT:       

Eligibility screen X      

Informed consent X      

Demographics information X      

Allocation  X     

INTERVENTIONS:       

[Nanomicelle-Vitamins]    
   

  
   

[Standard Vitamins]       

ASSESSMENTS:       

[Vitamin A(Blood)]  X    X 

[Vitamin D(Blood)]  X    X 

[Vitamin E(Blood)]  X    X 

[Vitamin K(Blood)] 
  X    X 

[PT(Blood)]  X    X 

[PTT(Blood)]  X    X 

[Cholesterol(Blood)]  X    X 

[LDL(Blood)]  X    X 

[Anthropometrics 
(BMIZscore)]  X    X 

[Quality Of Life(CFQ)]  X    X 

[Disease Severity 
(Shwachman Score)]  X    X 

Nutritional Recommendation  X     

Adverse Events   X X X  

 
Table 2. Schedule of enrolment, intervention, and assessment based in the Standard Protocol Items Recommendations for Interventional Trials 
(SPIRIT) guideline. 


