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Background

• Immune thrombocytopenia (ITP): autoimmune disorder with low platelet counts (<100 x 109/L) and increased bleeding risks (Onkopedia

ITP guideline, 2021)

• The first-line therapy: corticosteroids (prednisone, prednisolone, dexamethasone ) in addition to intravenous immune γ-globulin (IVIG) 

(Onkopedia ITP guideline, 2021). Less then 25 to 30 % of patients will sustain responses and will relapse within the first year, most 

commonly during steroid taper or shortly after discontinuation (Cooper 2017). 

• Eltrombopag MoA: an oral, small-molecule, non-peptide thrombopoietin receptor agonist (TPO-RA) that increases hematopoiesis by 

inducing proliferation and differentiation of early bone marrow progenitor cells leading to increased platelet production (Erickson-Miller et 

al., 2010, Sun et al., 2012). 

• Eltrombopag is approved in Europe for the treatment of thrombocytopenia, from 6 months following diagnosis, in patients with primary ITP 

who are refractory to other treatments (e.g., corticosteroids, immunoglobulins). 

• Aim: There is insufficient data on safety and efficacy of TPO-RAs in newly diagnosed ITP patients. The unmet clinical need and the 

potential of eltrombopag to improve the treatment outcome when added to steroids in addition to the potential to induce a sustained 

response off treatment serve as the basis for clinical investigation of eltrombopag in first-line ITP. 
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Objectives

Primary Objectives:
To compare the ability of eltrombopag in combination with a short course of dexamethasone versus a defined 
course of dexamethasone to induce a sustained response off treatment at 52 weeks

Secondary Objectives:
• To compare the ability of eltrombopag in combination with a short course of dexamethasone to induce overall 

response (OR) after treatment discontinuation at Week 52 versus a defined course of dexamethasone

• To assess the duration of sustained response off treatment

• To compare the ability of eltrombopag in combination with a short course of dexamethasone to induce a 
sustained response off treatment at Week 78 versus a defined course of dexamethasone.

• To evaluate patient-oriented outcomes for health-related quality of life

Exploratory Objective:
• To assess the immunomodulatory effects of eltrombopag and dexamethasone  
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Patient Population

Key Inclusion criteria:
• Patients ≥ 18 years old
• Newly diagnosed primary ITP-patients (time from diagnosis within 3 months)
• Platelet count < 30 x 109/L at screening and a need for treatment

Key Exclusion criteria: 
• Previous history of treatment for ITP 

• Note: Patients in need of immediate treatment for thrombocytopenia while diagnosis / eligibility are being 
determined may receive treatment with any ITP-directed therapy for a maximum of 3 days within 7 days 
before randomization 

• Patients with diagnosis of secondary thrombocytopenia
• Patients who have life threatening bleeding complications per investigator discretion
• Patients with a history of thromboembolic events or known risk factors for thromboembolism 
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Study Design
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Tapering Schedule of Eltrombopag
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Exploratory Analyses: 
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Investigator sites in Germany

• Conclusion: This trial will evaluate the potential of eltrombopag in combination with steroids to increase the rate of sustained 
response off treatment in comparison to steroids alone in patients with previously untreated primary ITP. 
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The study is currently recruiting patients 
and expected to be completed by 2022.

Clinical trial lead
Initiated centers
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