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discoloured, flatulence, food poisoning, frequent bowel movements, haematemesis, oral discomfort, vision blurred, lenticular
opacities, astigmatism, eye pain, lacrimation increased, retinal haemorrhage, retinal pigment epitheliopathy, visual acuity
reduced, visual impairment, visual acuity tests abnormal, blepharitis and keratoconjunctivitis sicca, cholestasis, hepatic lesion,
hepatitis, drug-induced liver injury, hyperhidrosis, pruritus generalised, urticaria, dermatosis, petechiae, cold sweat, erythema,
melanosis, pigmentation disorder, skin discolouration, skin exfoliation, muscular weakness, deep vein thrombosis, embolism,
hot flush, thrombophlebitis superficial, flushing, haematoma, rectosigmoid cancer, anaemia, anisocytosis, eosinophilia,
haemolytic anaemia, leukocytosis, myelocytosis, thrombocytopenia, haemoglobin increased, band neutrophil count increased,
haemoglobin decreased, myelocyte present, platelet count increased, white blood cell count decreased, hypersensitivity,
anorexia, hypokalaemia, decreased appetite, gout, hypocalcaemia, blood uric acid increased, sleep disorder, depression,
apathy, mood altered, tearfulness, hypoaesthesia, somnolence, migraine, tremor, balance disorder, dysaesthesia, hemiparesis,
migraine (with aura), neuropathy peripheral, peripheral sensory neuropathy, speech disorder, toxic neuropathy, vascular
headache, ear pain, vertigo, tachycardia, acute myocardial infarction, cardiovascular disorder, cyanosis, sinus tachycardia,
electrocardiogram QT prolonged, pulmonary embolism, pulmonary infarction, nasal discomfort, oropharyngeal blistering,
oropharyngeal pain, sinus disorder, sleep apnoea syndrome, renal failure, leukocyturia, lupus nephritis, nocturia, proteinuria,
blood urea increased, blood creatinine increased, urine protein/creatinine ratio increased, chest pain, feeling hot, vessel
puncture site haemorrhage, asthenia, feeling jittery, inflammation of wound, malaise, pyrexia, sensation of foreign body, blood
albumin increased, blood alkaline phosphatase increased, protein total increased, blood albumin decreased, pH urine
increased, sunburn. Pediatric ITP study population (1 to 17 years of age) - Additional ADRs Very common (≥10%):
Nasopharyngitis, upper respiratory tract infection, cough, abdominal pain, pyrexia. Common (≥1 to <10%): Rhinitis,
oropharyngeal pain, rhinorrhoea, toothache. HCV study population (REVOLADE in combination with antiviral
interferon and ribavirin therapy) Very common (≥10%): Anaemia, decreased appetite, headache, cough, diarrhoea,
nausea, hyperbilirubinaemia, pruritus, alopecia, myalgia, fatigue, pyrexia, chills, asthenia, oedema peripheral, influenza like
illness, insomnia. Common (≥1 to <10%): Lymphopenia, haemolytic anaemia, hyperglycaemia, abnormal loss of weight,
dizziness, disturbance in attention, dysgeusia, hepatic encephalopathy, lethargy, memory impairment, paraesthesia, cataract,
retinal exudates, dry eye, ocular icterus, retinal haemorrhage, dyspnoea, oropharyngeal pain, dyspnoea exertional, productive
cough, vomiting, ascites, abdominal pain, abdominal pain upper, dyspepsia, dry mouth, constipation, abdominal distension,
toothache, stomatitis, gastrooesophageal reflux disease, haemorrhoids, abdominal discomfort, gastritis, varices oesophageal,
aphthous stomatitis, oesophageal varices haemorrhage, hepatic failure, drug-induced liver injury, jaundice, portal vein
thrombosis, rash, dry skin, eczema, rash pruritic, erythema, hyperhidrosis, pruritus generalised, night sweats, skin lesion,
arthralgia, muscle spasms, back pain (including musculoskeletal chest pain), pain in extremity, musculoskeletal pain, bone
pain, irritability, pain, malaise, injection site reaction, non-cardiac chest pain, oedema, injection site rash, chest discomfort,
injection site pruritus, thromboembolic events (including portal vein thrombosis), urinary tract infection, upper respiratory
tract infection, bronchitis, nasopharyngitis, influenza, oral herpes, gastroenteritis, pharyngitis, hepatic neoplasm malignant,
depression, anxiety, sleep disorder, confusional state, agitation, vertigo, palpitations, weight decreased, white blood cell count
decreased, haemoglobin decreased, neutrophil count decreased, international normalised ratio (INR) increased, activated
partial thromboplastin time prolonged, blood glucose increased, blood albumin decreased, electrocardiogram QT prolonged.
Uncommon (≥0.1 to <1%): Dysuria. Refractory SAA study population Very common (≥10%): Headache, dizziness,
oropharyngeal pain, cough, dyspnoea, rhinorrhoea, nausea, diarrhoea, abdominal pain, transaminases increased, ecchymosis,
arthralgia, pain in extremity, muscle spasms, fatigue, dizziness, pyrexia, febrile neutropenia, insomnia. Common (≥1 to
<10%): Syncope, cataract, dry eye, eye pruritus, ocular icterus, vision blurred, visual impairment, vitreous floaters, epitaxis,
gingival bleeding, oral mucosal blistering, oral pain, vomiting, abdominal discomfort, abdominal pain, constipation,
abdominal distension, dysphagia, faeces discoloured, swollen tongue, gastrointestinal motility disorder, flatulence, blood
bilirubin increased (hyperbilirubinemia), jaundice, rash, petechiae, pruritus, urticaria, skin lesion, rash macular, back pain,
myalgia, bone pain, asthenia, oedema peripheral, chills, malaise, neutropenia, splenic infarction, anxiety, depression,
chromaturia, iron overload, decreased appetite, hypoglycaemia, increased appetite, blood creatine phosphokinase increased.
Definitive immunosuppressive therapy-naïve SAA population (first line SAA) – Additional ADRs that are not
previously reported in the refractory SAA study population Very common (≥10%): Alanine aminotransferase increased,
aspartate aminotransferase increased, blood bilirubin increased (including ocular icterus). Common (≥1 to <10%): Nausea,
diarrhoea, abdominal pain, rash, skin discolouration including hyperpigmentation. Interactions: ♦Cytochrome P450
substrates: No clinically significant interactions expected when concomitantly used with CYP450 substrates, inducers or
inhibitors. ♦Rosuvastatin: Concomitant use may require dose reduction of rosuvastatin and careful monitoring. Cautious use
of other OATP1B1 and BCRP substrates. ♦Lopinavir/ritonavir: Decrease in concentration of eltrombopag upon
co-administration with lopinavir/ritonavir (LPV/RTV). Caution when co-administration with lopinavir/ritonavir. Platelet count
should be closely monitored at least weekly for 2 to 3 weeks in order to ensure appropriate medical management of the dose
of eltrombopag when LPV/RTV therapy is initiated or discontinued. ♦Polyvalent cations (Chelation): Eltrombopag chelates
with polyvalent cations such as aluminium, calcium, iron, magnesium, selenium and zinc. REVOLADE should be taken at
least two hours before or four hours after any products such as antacids, dairy products and other products containing
polyvalent cations to avoid significant reduction in eltrombopag absorption. ♦Calcium interaction: Administration of a single
50 mg-dose of REVOLADE tablet with a standard high-calorie, high-fat breakfast that included dairy products, reduced
plasma eltrombopag AUC0-∞and Cmax. ♦Cyclosporine: Decreased exposure observed. Monitoring platelet count at least
weekly for 2 to 3 weeks with concomitant use. Potential need of dose increase based on platelet counts. Packs: 25mg and
50mg: 14’s and 28’s, not all pack size may be marketed. Legal classification: P1S1S3 Reference: TGA SEP 2019
(including 2017-PSB/GLC-0892-s, 2016-PSB/GLC-0848-s, 2016-PSB/GLC-0819-s, 1L SAA indication and
2019-PSB/GLC-1060-s)
Abbreviations: ITP, idiopathic thrombocytopenic purpura; SAA, severe aplastic anemia; TPO-RA, thrombopoietin receptor agonists
Reference: . Revolade Hong Kong Prescribing Information
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REVOLADE® Important note: Before prescribing, consult full prescribing information. Presentation: Film-coated
tablets containing eltrombopag olamine equivalent to 25mg or 50mg of eltrombopag. Indications: REVOLADE is indicated
for the treatment of: ♦paediatric patients with chronic immune thrombocytopaenia (ITP) who have failed other treatments and
either (a) need an increased platelet concentration for a planned procedure or (b) are at a high risk of bleeding; ♦adult patients
with chronic ITP who have had an inadequate response or are intolerant to corticosteroids and immunoglobulins; ♦
thrombocytopenia in adult patients with chronic hepatitis C to allow the initiation and maintenance of interferon-based
therapy; ♦severe aplastic anaemia (SAA) in combination with standard immunosuppressive therapy for the first-line treatment
of adult and paediatric patients 2 years and older; ♦adult patients with SAA who have had an insufficient response to
immunosuppressive therapy. Dosage and administration: ♦REVOLADE dosing regimens must be individualised based
on the patient’s platelet counts. In most patients, measurable elevations in platelet counts take 1-2 weeks. ♦Chronic ITP (adults
and paediatric patients aged 6 to 17 years): The recommended starting dose is 50mg once daily, for patients of Asian ancestry,
REVOLADE should be initiated at a reduced dose of 25mg once daily. Chronic ITP (paediatric patients aged 1 to 5 years): The
recommended starting dose is 25mg once daily. A lower starting dose (12.5mg) followed by up-titration can be administered
on a case-per-case basis after assessing the risk/benefit. ♦Chronic hepatitis C associated thrombocytopenia (adults): initiate
REVOLADE at a dose of 25mg once daily. No dose adjustment is required in chronic HCV patients of Asian ancestry. ♦
First-line severe aplastic anaemia (adult and adolescent patients aged 12 to 17 years): The recommended initial dose of
REVOLADE is 150mg once daily for 6 months, for patients of Asian ancestry, REVOLADE should be initiated at a dose of
75mg once daily for 6 months. First-line severe aplastic anaemia (paediatric patients aged 6 to 11 years): The recommended
initial dose of REVOLADE is 75mg once daily for 6 months, for patients of Asian ancestry, REVOLADE should be initiated
at a dose of 37.5mg once daily for 6 months. First-line severe aplastic anaemia (paediatric patients aged 2 to 5 years): The
recommended initial dose of REVOLADE is 2.5mg/kg once daily for 6 months, for patients of Asian ancestry, REVOLADE
should be initiated at a dose of 1.2mg/kg once daily for 6 months. ♦Refractory Severe Aplastic Anaemia (adult): Initiate
REVOLADE at a dose of 50mg once daily, for patients of East Asian ancestry, REVOLADE should be initiated at a dose of
25 mg once daily. Special populations (all indications): ♦Elderly: No clinically significant differences in efficacy and
safety. ♦Paediatric patients: The safety and efficacy of REVOLADE have not been established in paediatric patients with ITP
younger than 1 year of age, chronic HCV, refractory SAA, and definitive immunosuppressive therapy-naïve SAA younger than
2 years of age. ♦Hepatic Impairment: Caution, close monitoring, starting dose 25 mg once daily (ITP, chronic HCV, severe
aplastic anaemia). Should not be used unless the expected benefit outweighs the identified risk of portal venous thrombosis.
The risk of thromboembolic events (TEEs) has beenfound. First-line SAA: Dose adjustments to be determined on clinical
judgement, tolerability, and liver function. ♦Renal Impairment: Caution and close monitoring. Contraindications:
Hypersensitivity to eltrombopag olamine or any excipients. Warnings and precautions: ♦Hepatotoxicity: Can cause
hepatobiliary laboratory abnormalities, severe hepatotoxicity and potentially fatal liver injury. ALT, AST, and bilirubin
measurement prior to initiation, every 2 weeks during dose adjustment and monthly following establishment of stable dose.
Discontinuation if ALT is ≥3 x ULN in patients with normal liver function, or ≥3 x baseline (or >5 x ULN, whichever is the
lower) in patients with elevations in transaminases before treatment and if progressive, persistent for ≥4 weeks, accompanied
by increased direct bilirubin, or accompanied by symptomatic liver injury/evidence for hepatic decompensation. Cautious
administration to patients with hepatic disease. First-line setting of SAA: increases in ALT levels managed as detailed in the
full prescribing information. Lower starting dose in ITP and refractory SAA patients with hepatic impairment. ♦Hepatic
decompensation in patients with chronic HCV (concomitant use with interferons): Chronic HCV patients with cirrhosis
may be at risk for hepatic decompensation, some with fatal outcomes, when receiving alpha interferon therapy. Greater risk in
patients with albumin levels ≤35g/L or with MELD score ≥10 at baseline. Close monitoring of such patients for signs and
symptoms of hepatic decompensation. Treatment stop if discontinuation of antiviral therapy. ♦Thrombotic/thromboembolic
complications: Cautious use in patients with risk factors for thromboembolism. Monitoring of platelet counts and potentially
dose reduction or discontinuation if platelet count exceeds target level. Not indicated for the treatment of thrombocytopenia in
patients with chronic liver disease undergoing invasive procedures. ♦QT/QTc prolongation: A QTc study in healthy
volunteers dosed 150mg eltrombopag per day did not show a clinically significant effect on cardiac repolarisation. QTc
interval prolongation has been reported in clinical studies of patients with ITP and thrombocytopenic patients with HCV. The
clinical significance of these QTc prolongation events is unknown. ♦Loss of response to eltrombopag: A loss of response or
failure to maintain a platelet response with eltrombopag treatment within the recommended dosing range should prompt a
search for causative factors, including an increased bone marrow reticulin. ♦Bleeding following discontinuation of
REVOLADE: Following discontinuation in ITP and HCV, platelet counts returned to baseline levels within 2 weeks in the
majority of patients. Increased bleeding risk; bleeding in some cases. Monitoring weekly for 4 weeks following
discontinuation. ♦Risk of bone marrow fibrosis: May increase the risk for development or progression of reticulin fibres
within the bone marrow. Closely examine peripheral blood smear prior to initiation of eltrombopag. Following identification
of a stable dose of REVOLADE, perform FBC with white blood cell count (WBC) differential monthly. Biennial bone marrow
examinations are recommended until the clinical significance of such findings can be elucidated. ♦Cytogenic abnormalities:
Cytogenetic abnormalities may occur. ♦Malignancies and progression of malignancies: Theoretical concern of stimulation
of progression of existing hematological malignancies such as myelodysplastic syndrome (MDS) by TPO-R agonists.
Effectiveness and safety not established for treatment of thrombocytopenia due to MDS. Not to be used outside of clinical
studies for treatment of thrombocytopenia due to MDS. ♦Cataracts: Routine monitoring is recommended. ♦Interference
with serological testing: Potential to interfere with some laboratory tests. Serum discoloration and interference with total
bilirubin/creatinine testing reported. Re-testing using another method may help in determining the validity of the result. ♦
Photosensitivity: Phototoxic and photoclastogenic in vitro. A potential risk of photoallergy cannot be ruled out. Use in
pregnancy: The effect of REVOLADE on human pregnancy is unknown. REVOLADE should not be used during pregnancy
unless the expected benefit clearly out-weighs the potential risk to the foetus. Use in lactation: REVOLADE is not
recommended for nursing mothers unless the expected benefit justifies the potential risk to the infant. Adverse drug
reactions: Adult ITP study population Very common (≥10%): Diarrhoea, nausea, increased alanine aminotransferase,
back pain. Common (≥1 to <10%): Pharyngitis, vomiting, dry eye, cataract, increased aspartate aminotransferase,
hyperbilirubinaemia, hepatic function abnormal, alopecia, rash, musculoskeletal pain (including musculoskeletal chest pain),
muscle spasm, myalgia, bone pain, thromboembolic events, thrombotic microangiopathy with acute renal failure, paraesthesia,
menorrhagia. Uncommon (≥0.1 to <1%): Urinary tract infection, influenza, oral herpes, pneumonia, sinusitis, tonsillitis,
respiratory tract infection, dry mouth, abdominal pain, glossodynia, mouth haemorrhage, abdominal tenderness, faeces
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discoloured, flatulence, food poisoning, frequent bowel movements, haematemesis, oral discomfort, vision blurred, lenticular
opacities, astigmatism, eye pain, lacrimation increased, retinal haemorrhage, retinal pigment epitheliopathy, visual acuity
reduced, visual impairment, visual acuity tests abnormal, blepharitis and keratoconjunctivitis sicca, cholestasis, hepatic lesion,
hepatitis, drug-induced liver injury, hyperhidrosis, pruritus generalised, urticaria, dermatosis, petechiae, cold sweat, erythema,
melanosis, pigmentation disorder, skin discolouration, skin exfoliation, muscular weakness, deep vein thrombosis, embolism,
hot flush, thrombophlebitis superficial, flushing, haematoma, rectosigmoid cancer, anaemia, anisocytosis, eosinophilia,
haemolytic anaemia, leukocytosis, myelocytosis, thrombocytopenia, haemoglobin increased, band neutrophil count increased,
haemoglobin decreased, myelocyte present, platelet count increased, white blood cell count decreased, hypersensitivity,
anorexia, hypokalaemia, decreased appetite, gout, hypocalcaemia, blood uric acid increased, sleep disorder, depression,
apathy, mood altered, tearfulness, hypoaesthesia, somnolence, migraine, tremor, balance disorder, dysaesthesia, hemiparesis,
migraine (with aura), neuropathy peripheral, peripheral sensory neuropathy, speech disorder, toxic neuropathy, vascular
headache, ear pain, vertigo, tachycardia, acute myocardial infarction, cardiovascular disorder, cyanosis, sinus tachycardia,
electrocardiogram QT prolonged, pulmonary embolism, pulmonary infarction, nasal discomfort, oropharyngeal blistering,
oropharyngeal pain, sinus disorder, sleep apnoea syndrome, renal failure, leukocyturia, lupus nephritis, nocturia, proteinuria,
blood urea increased, blood creatinine increased, urine protein/creatinine ratio increased, chest pain, feeling hot, vessel
puncture site haemorrhage, asthenia, feeling jittery, inflammation of wound, malaise, pyrexia, sensation of foreign body, blood
albumin increased, blood alkaline phosphatase increased, protein total increased, blood albumin decreased, pH urine
increased, sunburn. Pediatric ITP study population (1 to 17 years of age) - Additional ADRs Very common (≥10%):
Nasopharyngitis, upper respiratory tract infection, cough, abdominal pain, pyrexia. Common (≥1 to <10%): Rhinitis,
oropharyngeal pain, rhinorrhoea, toothache. HCV study population (REVOLADE in combination with antiviral
interferon and ribavirin therapy) Very common (≥10%): Anaemia, decreased appetite, headache, cough, diarrhoea,
nausea, hyperbilirubinaemia, pruritus, alopecia, myalgia, fatigue, pyrexia, chills, asthenia, oedema peripheral, influenza like
illness, insomnia. Common (≥1 to <10%): Lymphopenia, haemolytic anaemia, hyperglycaemia, abnormal loss of weight,
dizziness, disturbance in attention, dysgeusia, hepatic encephalopathy, lethargy, memory impairment, paraesthesia, cataract,
retinal exudates, dry eye, ocular icterus, retinal haemorrhage, dyspnoea, oropharyngeal pain, dyspnoea exertional, productive
cough, vomiting, ascites, abdominal pain, abdominal pain upper, dyspepsia, dry mouth, constipation, abdominal distension,
toothache, stomatitis, gastrooesophageal reflux disease, haemorrhoids, abdominal discomfort, gastritis, varices oesophageal,
aphthous stomatitis, oesophageal varices haemorrhage, hepatic failure, drug-induced liver injury, jaundice, portal vein
thrombosis, rash, dry skin, eczema, rash pruritic, erythema, hyperhidrosis, pruritus generalised, night sweats, skin lesion,
arthralgia, muscle spasms, back pain (including musculoskeletal chest pain), pain in extremity, musculoskeletal pain, bone
pain, irritability, pain, malaise, injection site reaction, non-cardiac chest pain, oedema, injection site rash, chest discomfort,
injection site pruritus, thromboembolic events (including portal vein thrombosis), urinary tract infection, upper respiratory
tract infection, bronchitis, nasopharyngitis, influenza, oral herpes, gastroenteritis, pharyngitis, hepatic neoplasm malignant,
depression, anxiety, sleep disorder, confusional state, agitation, vertigo, palpitations, weight decreased, white blood cell count
decreased, haemoglobin decreased, neutrophil count decreased, international normalised ratio (INR) increased, activated
partial thromboplastin time prolonged, blood glucose increased, blood albumin decreased, electrocardiogram QT prolonged.
Uncommon (≥0.1 to <1%): Dysuria. Refractory SAA study population Very common (≥10%): Headache, dizziness,
oropharyngeal pain, cough, dyspnoea, rhinorrhoea, nausea, diarrhoea, abdominal pain, transaminases increased, ecchymosis,
arthralgia, pain in extremity, muscle spasms, fatigue, dizziness, pyrexia, febrile neutropenia, insomnia. Common (≥1 to
<10%): Syncope, cataract, dry eye, eye pruritus, ocular icterus, vision blurred, visual impairment, vitreous floaters, epitaxis,
gingival bleeding, oral mucosal blistering, oral pain, vomiting, abdominal discomfort, abdominal pain, constipation,
abdominal distension, dysphagia, faeces discoloured, swollen tongue, gastrointestinal motility disorder, flatulence, blood
bilirubin increased (hyperbilirubinemia), jaundice, rash, petechiae, pruritus, urticaria, skin lesion, rash macular, back pain,
myalgia, bone pain, asthenia, oedema peripheral, chills, malaise, neutropenia, splenic infarction, anxiety, depression,
chromaturia, iron overload, decreased appetite, hypoglycaemia, increased appetite, blood creatine phosphokinase increased.
Definitive immunosuppressive therapy-naïve SAA population (first line SAA) – Additional ADRs that are not
previously reported in the refractory SAA study population Very common (≥10%): Alanine aminotransferase increased,
aspartate aminotransferase increased, blood bilirubin increased (including ocular icterus). Common (≥1 to <10%): Nausea,
diarrhoea, abdominal pain, rash, skin discolouration including hyperpigmentation. Interactions: ♦Cytochrome P450
substrates: No clinically significant interactions expected when concomitantly used with CYP450 substrates, inducers or
inhibitors. ♦Rosuvastatin: Concomitant use may require dose reduction of rosuvastatin and careful monitoring. Cautious use
of other OATP1B1 and BCRP substrates. ♦Lopinavir/ritonavir: Decrease in concentration of eltrombopag upon
co-administration with lopinavir/ritonavir (LPV/RTV). Caution when co-administration with lopinavir/ritonavir. Platelet count
should be closely monitored at least weekly for 2 to 3 weeks in order to ensure appropriate medical management of the dose
of eltrombopag when LPV/RTV therapy is initiated or discontinued. ♦Polyvalent cations (Chelation): Eltrombopag chelates
with polyvalent cations such as aluminium, calcium, iron, magnesium, selenium and zinc. REVOLADE should be taken at
least two hours before or four hours after any products such as antacids, dairy products and other products containing
polyvalent cations to avoid significant reduction in eltrombopag absorption. ♦Calcium interaction: Administration of a single
50 mg-dose of REVOLADE tablet with a standard high-calorie, high-fat breakfast that included dairy products, reduced
plasma eltrombopag AUC0-∞and Cmax. ♦Cyclosporine: Decreased exposure observed. Monitoring platelet count at least
weekly for 2 to 3 weeks with concomitant use. Potential need of dose increase based on platelet counts. Packs: 25mg and
50mg: 14’s and 28’s, not all pack size may be marketed. Legal classification: P1S1S3 Reference: TGA SEP 2019
(including 2017-PSB/GLC-0892-s, 2016-PSB/GLC-0848-s, 2016-PSB/GLC-0819-s, 1L SAA indication and
2019-PSB/GLC-1060-s)
Abbreviations: ITP, idiopathic thrombocytopenic purpura; SAA, severe aplastic anemia; TPO-RA, thrombopoietin receptor agonists
Reference: . Revolade Hong Kong Prescribing Information
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REVOLADE® Important note: Before prescribing, consult full prescribing information. Presentation: Film-coated
tablets containing eltrombopag olamine equivalent to 25mg or 50mg of eltrombopag. Indications: REVOLADE is indicated
for the treatment of: ♦paediatric patients with chronic immune thrombocytopaenia (ITP) who have failed other treatments and
either (a) need an increased platelet concentration for a planned procedure or (b) are at a high risk of bleeding; ♦adult patients
with chronic ITP who have had an inadequate response or are intolerant to corticosteroids and immunoglobulins; ♦
thrombocytopenia in adult patients with chronic hepatitis C to allow the initiation and maintenance of interferon-based
therapy; ♦severe aplastic anaemia (SAA) in combination with standard immunosuppressive therapy for the first-line treatment
of adult and paediatric patients 2 years and older; ♦adult patients with SAA who have had an insufficient response to
immunosuppressive therapy. Dosage and administration: ♦REVOLADE dosing regimens must be individualised based
on the patient’s platelet counts. In most patients, measurable elevations in platelet counts take 1-2 weeks. ♦Chronic ITP (adults
and paediatric patients aged 6 to 17 years): The recommended starting dose is 50mg once daily, for patients of Asian ancestry,
REVOLADE should be initiated at a reduced dose of 25mg once daily. Chronic ITP (paediatric patients aged 1 to 5 years): The
recommended starting dose is 25mg once daily. A lower starting dose (12.5mg) followed by up-titration can be administered
on a case-per-case basis after assessing the risk/benefit. ♦Chronic hepatitis C associated thrombocytopenia (adults): initiate
REVOLADE at a dose of 25mg once daily. No dose adjustment is required in chronic HCV patients of Asian ancestry. ♦
First-line severe aplastic anaemia (adult and adolescent patients aged 12 to 17 years): The recommended initial dose of
REVOLADE is 150mg once daily for 6 months, for patients of Asian ancestry, REVOLADE should be initiated at a dose of
75mg once daily for 6 months. First-line severe aplastic anaemia (paediatric patients aged 6 to 11 years): The recommended
initial dose of REVOLADE is 75mg once daily for 6 months, for patients of Asian ancestry, REVOLADE should be initiated
at a dose of 37.5mg once daily for 6 months. First-line severe aplastic anaemia (paediatric patients aged 2 to 5 years): The
recommended initial dose of REVOLADE is 2.5mg/kg once daily for 6 months, for patients of Asian ancestry, REVOLADE
should be initiated at a dose of 1.2mg/kg once daily for 6 months. ♦Refractory Severe Aplastic Anaemia (adult): Initiate
REVOLADE at a dose of 50mg once daily, for patients of East Asian ancestry, REVOLADE should be initiated at a dose of
25 mg once daily. Special populations (all indications): ♦Elderly: No clinically significant differences in efficacy and
safety. ♦Paediatric patients: The safety and efficacy of REVOLADE have not been established in paediatric patients with ITP
younger than 1 year of age, chronic HCV, refractory SAA, and definitive immunosuppressive therapy-naïve SAA younger than
2 years of age. ♦Hepatic Impairment: Caution, close monitoring, starting dose 25 mg once daily (ITP, chronic HCV, severe
aplastic anaemia). Should not be used unless the expected benefit outweighs the identified risk of portal venous thrombosis.
The risk of thromboembolic events (TEEs) has beenfound. First-line SAA: Dose adjustments to be determined on clinical
judgement, tolerability, and liver function. ♦Renal Impairment: Caution and close monitoring. Contraindications:
Hypersensitivity to eltrombopag olamine or any excipients. Warnings and precautions: ♦Hepatotoxicity: Can cause
hepatobiliary laboratory abnormalities, severe hepatotoxicity and potentially fatal liver injury. ALT, AST, and bilirubin
measurement prior to initiation, every 2 weeks during dose adjustment and monthly following establishment of stable dose.
Discontinuation if ALT is ≥3 x ULN in patients with normal liver function, or ≥3 x baseline (or >5 x ULN, whichever is the
lower) in patients with elevations in transaminases before treatment and if progressive, persistent for ≥4 weeks, accompanied
by increased direct bilirubin, or accompanied by symptomatic liver injury/evidence for hepatic decompensation. Cautious
administration to patients with hepatic disease. First-line setting of SAA: increases in ALT levels managed as detailed in the
full prescribing information. Lower starting dose in ITP and refractory SAA patients with hepatic impairment. ♦Hepatic
decompensation in patients with chronic HCV (concomitant use with interferons): Chronic HCV patients with cirrhosis
may be at risk for hepatic decompensation, some with fatal outcomes, when receiving alpha interferon therapy. Greater risk in
patients with albumin levels ≤35g/L or with MELD score ≥10 at baseline. Close monitoring of such patients for signs and
symptoms of hepatic decompensation. Treatment stop if discontinuation of antiviral therapy. ♦Thrombotic/thromboembolic
complications: Cautious use in patients with risk factors for thromboembolism. Monitoring of platelet counts and potentially
dose reduction or discontinuation if platelet count exceeds target level. Not indicated for the treatment of thrombocytopenia in
patients with chronic liver disease undergoing invasive procedures. ♦QT/QTc prolongation: A QTc study in healthy
volunteers dosed 150mg eltrombopag per day did not show a clinically significant effect on cardiac repolarisation. QTc
interval prolongation has been reported in clinical studies of patients with ITP and thrombocytopenic patients with HCV. The
clinical significance of these QTc prolongation events is unknown. ♦Loss of response to eltrombopag: A loss of response or
failure to maintain a platelet response with eltrombopag treatment within the recommended dosing range should prompt a
search for causative factors, including an increased bone marrow reticulin. ♦Bleeding following discontinuation of
REVOLADE: Following discontinuation in ITP and HCV, platelet counts returned to baseline levels within 2 weeks in the
majority of patients. Increased bleeding risk; bleeding in some cases. Monitoring weekly for 4 weeks following
discontinuation. ♦Risk of bone marrow fibrosis: May increase the risk for development or progression of reticulin fibres
within the bone marrow. Closely examine peripheral blood smear prior to initiation of eltrombopag. Following identification
of a stable dose of REVOLADE, perform FBC with white blood cell count (WBC) differential monthly. Biennial bone marrow
examinations are recommended until the clinical significance of such findings can be elucidated. ♦Cytogenic abnormalities:
Cytogenetic abnormalities may occur. ♦Malignancies and progression of malignancies: Theoretical concern of stimulation
of progression of existing hematological malignancies such as myelodysplastic syndrome (MDS) by TPO-R agonists.
Effectiveness and safety not established for treatment of thrombocytopenia due to MDS. Not to be used outside of clinical
studies for treatment of thrombocytopenia due to MDS. ♦Cataracts: Routine monitoring is recommended. ♦Interference
with serological testing: Potential to interfere with some laboratory tests. Serum discoloration and interference with total
bilirubin/creatinine testing reported. Re-testing using another method may help in determining the validity of the result. ♦
Photosensitivity: Phototoxic and photoclastogenic in vitro. A potential risk of photoallergy cannot be ruled out. Use in
pregnancy: The effect of REVOLADE on human pregnancy is unknown. REVOLADE should not be used during pregnancy
unless the expected benefit clearly out-weighs the potential risk to the foetus. Use in lactation: REVOLADE is not
recommended for nursing mothers unless the expected benefit justifies the potential risk to the infant. Adverse drug
reactions: Adult ITP study population Very common (≥10%): Diarrhoea, nausea, increased alanine aminotransferase,
back pain. Common (≥1 to <10%): Pharyngitis, vomiting, dry eye, cataract, increased aspartate aminotransferase,
hyperbilirubinaemia, hepatic function abnormal, alopecia, rash, musculoskeletal pain (including musculoskeletal chest pain),
muscle spasm, myalgia, bone pain, thromboembolic events, thrombotic microangiopathy with acute renal failure, paraesthesia,
menorrhagia. Uncommon (≥0.1 to <1%): Urinary tract infection, influenza, oral herpes, pneumonia, sinusitis, tonsillitis,
respiratory tract infection, dry mouth, abdominal pain, glossodynia, mouth haemorrhage, abdominal tenderness, faeces

