
Progress Report: Sri Lanka Clinical Trials Registry
SLCTR registration number: SLCTR/2019/037
Scientific title of trial: Efficacy and Safety of Eltrombopag to correct thrombocytopenia in moderate to severe dengue patients – a Phase II Randomized Clinical Controlled Trial
Date of commencement (enrolment of first participant):

Progression:   6 months 

1 year

        2 years 
      3 years   


At completion √
1. Baseline data

Any changes to the trial design/ methodology/ protocol after commencement: None
Any changes to trial outcomes after commencement: None
2. Current status

Recruitment status: recruitment complete and follow up complete
Number assessed for eligibility: 123
Number recruited and allocated/randomized: 109
Number allocated/randomized to each intervention/arm (please edit as relevant):
Arm 1: Group 1 (25mg/d Eltrombopag):
36
Arm 2: Group 2 (50mg/d Eltrombopag):
37
Arm 3: Group 3 (No Eltrombopag): 
36

Losses/exclusions after allocation/randomization (please edit as relevant):

Arm 1: Group 1 (25mg/d Eltrombopag):
3

Arm 2: Group 2 (50mg/d Eltrombopag):
2

Arm 3: Group 3 (No Eltrombopag): 
3

3. Trial output 
Date of trial completion (“last patient, last visit”): Dec 1, 2019     
Final sample size: 101
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Summary of Final data (if available):
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EFFICACY RESULTS: 


PLT count increased significantly for group 1 (25mg/d) and 2 (50mg/d) compared to control.


The proportion of the recovered patients were higher in group 1 (91%, OR:8.33, 95% CI: 2.11 to 32.80, p-value: 0.0024), and group 2 (91%, OR: 8.89, 95% CI: 2.26 to 34.89, p-value: 0.0017) in comparison to group 3 (55%) at day 7.





SAFETY RESULTS: 


In group 2 (50mg/D), 40% patients showed elevated SGOT and 27% patients showed elevated SGPT from baseline at day 4 compared to group 1 (25mg/D) and group 3.


Three patients of group 1 and seven patients of group 2 had PLT count above the upper normal limit (450×109/L) at day 7.


25 mg/D appears to be safer than 50 mg/D. 





CONCLUSION:


Both doses of eltrombopag (25 mg/d and 50mg/d) were equally efficacious in correcting thrombocytopenia in dengue patients. 


Administration of 25mg/D eltrombopag was safer than 50mg/d in dengue patients.  
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