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Reference: 

AML=acute myeloid leukemia; CI=confidence interval; HR=hazard ratio;
OS=overall survival.

24.7 MONTHS
with ONUREG®

(95% CI: 18.7, 30.5)

with PLACEBO
(95% CI: 11.7, 17.6)

HR 0.69 (95% CI: 0.55, 0.86; P=0.0009)2

14.8 MONTHSvs

Study design and survival outcomes: The ef cacy of ONUREG®  was evaluated in QUAZAR AML-001, a multicenter, randomized, double-blind, placebo-controlled, phase III 
study. Eligible patients were aged 55 years or older, had AML, and were within 4 months of achieving rst complete remission (CR) or complete remission with incomplete blood 
count recovery (CRi) with intensive induction chemotherapy with or without consolidation therapy. A total of 472 patients who were ineligible for hematopoietic stem cell transplant 
(HSCT) were randomized 1:1 to receive ONUREG®  300 mg (n=238) or placebo (n=234) orally on Days 1 to 14 of each 28-day treatment cycle. Ef acy was established on the basis 
of OS and relapse-free survival (RFS). The trial demonstrated a statistically signi cant improvement in OS for patients randomized to ONUREG® compared with placebo (24.7 months 
with ONUREG®  vs 14.8 months with placebo; HR: 0.69 [95% CI: 0.55, 0.86] P=0.0009). RFS was also signi cantly improved with ONUREG®  vs placebo (10.2 months vs 4.8 months, 
respectively; P<0.001).1,2 

ONUREG® provided ~10 months longer OS  
compared with placebo in patients with AML remission 

following induction therapy with or without consolidation1

See below for study design of the QUAZAR AML-001 trial, which evaluated the 
ef acy and safety of ONUREG® vs placebo as maintenance therapy in patients with 
AML in rst remission following induction therapy* with or without consolidation.

SEE AML TREATMENT IN A DIFFERENT LIGHT

FRONTLINE ORAL AML 
MAINTENANCE THERAPY PROVEN 
TO EXTEND OVERALL SURVIVAL1

 

1. Wei AH, Döhner H, Pocock C, et al. Oral Azacitidine Maintenance Therapy for Acute Myeloid Leukemia in First Remission. N Engl J Med. 
2020;383(26):2526-2537. 2. ONUREG® Hong Kong Prescribing Information July 2023
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ONUREG TABLETS 200MG
ONUREG TABLETS 300MG
ABBREVIATED PRESCRIBING INFORMATION

ACTIVE INGREDIENT: ONUREG (azacitidine) is supplied as film-coated tablets containing 
200 mg or 300 mg of azacitidine for oral use. 

INDICATIONS: ONUREG is indicated for continued treatment of adult patients with acute 
myeloid leukemia who achieved first complete remission (CR) or complete remission with 
incomplete blood count recovery (CRi) following intensive induction chemotherapy and are not 
able to complete intensive curative therapy.

DOSAGE AND ADMINISTRATION: The recommended dosage of ONUREG is 300 
mg orally once daily with or without food on Days 1 through 14 of each 28-day cycle. Continue 
ONUREG until disease progression or unacceptable toxicity. Administer an antiemetic 30 minutes 
prior to each dose of ONUREG for the first 2 cycles. Antiemetic prophylaxis may be omitted after 2 
cycles if there has been no nausea and vomiting. If the absolute neutrophil count (ANC) is less than 
0.5 Gi/L on Day 1 of a cycle, do not administer ONUREG. Delay the start of the cycle until the ANC 
is 0.5 Gi/L or more. ONUREG is a hazardous drug. Follow applicable special handling and disposal 
procedures. Monitor complete blood count every other week for the first 2 cycles and prior to the 
start of each cycle thereafter. Increase monitoring to every other week for the 2 cycles after any 
dose reduction for myelosuppression.

CONTRAINDICATIONS: ONUREG is contraindicated in patients with known severe 
hypersensitivity to azacitidine or its components.

WARNINGS AND PRECAUTIONS: Risks of Substitution with Other Azacitidine 
Products: Due to substantial differences in the pharmacokinetic parameters, the recommended 
dose and schedule for ONUREG are different from those for the intravenous or subcutaneous 
azacitidine products. Do not substitute ONUREG for intravenous or subcutaneous azacitidine. 
Myelosuppression: Monitor complete blood counts and modify the dosage as recommended. 
Provide standard supportive care, including hematopoietic growth factors, if myelosuppression 
occurs. Increased Early Mortality in Patients with Myelodysplastic Syndromes: The safety and 
effectiveness of ONUREG for treatment of myelodysplastic syndromes have not been established. 
Treatment of patients with myelodysplastic syndromes with ONUREG is not recommended outside 
of controlled trials. Embryo-Fetal Toxicity: Based on the mechanism of action and findings in 
animals, ONUREG can cause fetal harm when administered to a pregnant woman. Advise 
pregnant women of the potential risk to a fetus. Advise females of reproductive potential to use 
effective contraception during treatment with ONUREG and for at least 6 months after the last 
dose. Advise males with female partners of reproductive potential to use effective contraception 
during treatment with ONUREG and for at least 3 months after the last dose.

ADVERSE REACTIONS: Serious adverse reactions occurred in 15% of patients who 

pneumonia (8%) and febrile neutropenia (7%). One fatal adverse reaction (sepsis) occurred in a 
patient who received ONUREG. Permanent discontinuation of ONUREG due to an adverse 

reaction occurred in 8% of patients. Adverse reactions which resulted in permanent discontinuation of 
ONUREG in > 1% of patients included nausea (2.1%), diarrhea (1.7%), and vomiting (1.3%). 
Interruptions of ONUREG due to an adverse reaction occurred in 35% of patients. Adverse reactions 
which required an interruption of ONUREG in > 5% of patients included neutropenia (20%), 
thrombocytopenia (8%), and nausea (6%). Dose reductions of ONUREG due to an adverse reaction 
occurred in 14% of patients. Adverse reactions which required a dose reduction in > 1% of patients 
included neutropenia (6%), diarrhea (3.4%), thrombocytopenia (1.7%), and nausea (1.7%). The most 

pneumonia, abdominal pain, arthralgia, decreased appetite, febrile neutropenia, dizziness, and pain in 
extremity. The following adverse reactions have been identified during postapproval use of 
intravenous or subcutaneous azacitidine: Hypersensitivity reaction, Interstitial lung disease, Tumor lysis 
syndrome, Sweet’s syndrome (acute febrile neutrophilic dermatosis), Necrotizing fasciitis (including 
fatal cases), Differentiation syndrome.

USE IN SPECIFIC POPULATIONS: Pregnancy: Based on its mechanism of action and 
findings in animals, ONUREG can cause fetal harm when administered to a pregnant woman. There 
are no available data on ONUREG use in pregnant women to evaluate for a drug-associated risk. 
Advise pregnant women of the potential risk to the fetus. Lactation: There are no data regarding the 
presence of azacitidine in human milk or the effects on the breastfed child or milk production. Because 
of the potential for serious adverse reactions in the breastfed child, advise women not to breastfeed 
during treatment with ONUREG and for 1 week after the last dose. Females and Males of Reproduc-
tive Potential: ONUREG can cause embryo-fetal harm when administered to pregnant women 
Pregnancy testing is recommended for females of reproductive potential before starting ONUREG. 
Advise females of reproductive potential to use effective contraception during treatment with 
ONUREG and for at least 6 months after the last dose. Advise males with female partners of 
reproductive potential to use effective contraception during treatment with ONUREG and for at least 
3 months after the last dose. Based on animal data, ONUREG may impair male or female fertility. 
Pediatric Use: The safety and effectiveness of ONUREG in pediatric patients have not been 
established. Geriatric Use: No overall differences in safety or effectiveness of ONUREG were observed 
between these patients and younger patients. Renal Impairment: Monitor patients with severe renal 
impairment more frequently for adverse reactions and modify the ONUREG dosage for adverse 
reactions. No dose adjustment of ONUREG is recommended for patients with mild to severe renal 
impairment. Hepatic Impairment: ONUREG has not been studied in patients with pre-existing severe 
hepatic impairment. A recommended dosage of ONUREG has not been established for patients with 
moderate hepatic impairment. No dose adjustment of ONUREG is recommended for patients with 
mild hepatic impairment.

DRUG INTERACTION STUDIES: Coadministration of omeprazole (a proton pump inhibitor) 
with ONUREG increased azacitidine AUC0-INF by 19% and had no effect on Cmax. Azacitidine does 
not inhibit CYP1A2, CYP2B6, CYP2C8, CYP2C9, CYP2C19, CYP2D6, CYP3A4, or CYP2E1 at clinically 
relevant concentrations. Azacitidine is not an inducer of CYP1A2, CYP2C19, or CYP3A. Azacitidine is 
not a substrate of P-glycoprotein (P-gp). Azacitidine does not inhibit P-gp, breast cancer resistance 
protein (BCRP), organic anion transporters (OAT) OAT1 and OAT3, organic anion transporting 
polypeptides (OATP) OATP1B1 and OATP1B3, or organic cation transporter (OCT) OCT2 at clinically 
relevant concentrations.

Please refer to the full prescribing information before prescribing. Prescribing information is available 
on request.
Date of revision of the text: July 2023
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* Intensive induction Chemotherapy

Presentation: 

rhinosinusitis with nasal polyposis (CRSwNP): As an add-on therapy with intranasal corticosteroids for the treatment of adults with severe CRSwNP for whom therapy with systemic corticosteroids and/or surgery do not provide adequate 

are intolerant to, or who are not candidates for conventional medicinal therapy. Dosage & Administration:

please refer to the full prescribing information. Contraindications: Hypersensitivity to dupilumab or any of the excipients. Precautions: Not be used to treat acute asthma symptoms, acute exacerbations, acute bronchospasm or status 

Sudden changes in vision or significant eye pain that does not settle warrant urgent review. Patients with comorbid asthma should not adjust or stop asthma treatments without consultation with physicians. Carefully monitor patients after 
discontinuation of dupilumab. Avoid using live and live attenuated vaccines concurrently with dupilumab. Patients should be brought up to date with immunisations before starting dupilumab. Drug Interactions:
vaccine and meningococcal polysaccharide vaccine were assessed. Patients receiving dupilumab may receive concurrent inactivated or non-live vaccinations. Pregnancy and lactation: Should be used during pregnancy only if potential 

of breast feeding for the child and benefit of therapy for the woman. Undesirable effects: Most common adverse reactions reported- injection site reactions, conjunctivitis, conjunctivitis allergic, arthralgia, oral herpes, eosinophilia and 
Preparation:

 Legal Classification: Full prescribing information is available upon request.

† Candidates for systemic therapy

^ Characterised by raised blood eosinophils and/or raised FeNO, who are inadequately controlled with medium to high dose ICS plus another medicinal product for maintenance treatment.
# For whom therapy with systemic corticosteroids and/or surgery do not provide adequate disease control.

References:
® Hong Kong Prescribing Information

Sanofi Hong Kong Limited
1/F & Section 212 on 2/F, AXA SOUTHSIDE,
38 WONG CHUK HANG ROAD, HONG KONG
http://www.sanofi.hk/
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DUPIXENT - your versatile biologic that targets �ve conditions3

Asthma

Chronic rhinosinusitis with nasal polyposis (CRSwNP)
• As an add-on therapy with intranasal corticosteroids for the 

treatment of adults with severe CRSwNP# 

Prurigo Nodularis (PN) 
• Moderate-to-severe PN in adults who are candidates for 

systemic therapy

Eosinophilic Esophagitis (EoE)
‡

One Target, Dual Action, Five Indications
DUPIXENT targets IL-4Ra with dual action on both IL-4 & 
IL-13 to reduce Type 2 in�ammation1,2

6+
years

Newly
approved

Newly
approved

Atopic Dermatitis (AD)
†

†6+
months

18+
years

18+
years

12+
years



6-monthly Injectable
 Therapy for Schizophrenia1,2

1,2

 

for your patients with the
 

FIRST & ONLY 
A NEW H   PE

   
 

 

10 LESS INJECTIONS Each Year
vs 1-monthly dosing regimen1,4

92.5 ONE-YEAR Relapse Free Rate
With NO NEW SAFETY Signals
vs 3-monthly dosing regimen3*

*INVEGA HAFYERA® compared with INVEGA TRINZA®3

References: 1. INVEGA HAFYERA® Hong Kong Prescribing Information P01. 2. Janssen Announces U.S. FDA Approval 
of INVEGA HAFYERA™ (6-month paliperidone palmitate), First and Only Twice-Yearly Treatment for Adults with 
Schizophrenia. 2021. Available at:
https://www.jnj.com/media-center/press-releases/janssen-announces-u-s-fda-approval- of invega-hafyera-6-month-paliperi-
done-palmitate-first-and-only-twice-yearly-treatment-for-adults-with-schizophrenia. 3. Najarian D et al. Int J Neuropsycho-
pharmacol 2022:25; 238–251. 4. INVEGA SUSTENNA® Hong Kong Prescribing Information P11.
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Johnson & Johnson (Hong Kong) Ltd
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For Healthcare Professionals Use Only
For INVEGA HAFYERA® abbreviated prescribing 
information, please scan the QR code.
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Reference: 

AML=acute myeloid leukemia; CI=confidence interval; HR=hazard ratio;
OS=overall survival.

24.7 MONTHS
with ONUREG®

(95% CI: 18.7, 30.5)

with PLACEBO
(95% CI: 11.7, 17.6)

HR 0.69 (95% CI: 0.55, 0.86; P=0.0009)2

14.8 MONTHSvs

Study design and survival outcomes: The ef cacy of ONUREG®  was evaluated in QUAZAR AML-001, a multicenter, randomized, double-blind, placebo-controlled, phase III 
study. Eligible patients were aged 55 years or older, had AML, and were within 4 months of achieving rst complete remission (CR) or complete remission with incomplete blood 
count recovery (CRi) with intensive induction chemotherapy with or without consolidation therapy. A total of 472 patients who were ineligible for hematopoietic stem cell transplant 
(HSCT) were randomized 1:1 to receive ONUREG®  300 mg (n=238) or placebo (n=234) orally on Days 1 to 14 of each 28-day treatment cycle. Ef acy was established on the basis 
of OS and relapse-free survival (RFS). The trial demonstrated a statistically signi cant improvement in OS for patients randomized to ONUREG® compared with placebo (24.7 months 
with ONUREG®  vs 14.8 months with placebo; HR: 0.69 [95% CI: 0.55, 0.86] P=0.0009). RFS was also signi cantly improved with ONUREG®  vs placebo (10.2 months vs 4.8 months, 
respectively; P<0.001).1,2 

ONUREG® provided ~10 months longer OS  
compared with placebo in patients with AML remission 

following induction therapy with or without consolidation1

See below for study design of the QUAZAR AML-001 trial, which evaluated the 
ef acy and safety of ONUREG® vs placebo as maintenance therapy in patients with 
AML in rst remission following induction therapy* with or without consolidation.

SEE AML TREATMENT IN A DIFFERENT LIGHT

FRONTLINE ORAL AML 
MAINTENANCE THERAPY PROVEN 
TO EXTEND OVERALL SURVIVAL1

 

1. Wei AH, Döhner H, Pocock C, et al. Oral Azacitidine Maintenance Therapy for Acute Myeloid Leukemia in First Remission. N Engl J Med. 
2020;383(26):2526-2537. 2. ONUREG® Hong Kong Prescribing Information July 2023
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ONUREG TABLETS 200MG
ONUREG TABLETS 300MG
ABBREVIATED PRESCRIBING INFORMATION

ACTIVE INGREDIENT: ONUREG (azacitidine) is supplied as film-coated tablets containing 
200 mg or 300 mg of azacitidine for oral use. 

INDICATIONS: ONUREG is indicated for continued treatment of adult patients with acute 
myeloid leukemia who achieved first complete remission (CR) or complete remission with 
incomplete blood count recovery (CRi) following intensive induction chemotherapy and are not 
able to complete intensive curative therapy.

DOSAGE AND ADMINISTRATION: The recommended dosage of ONUREG is 300 
mg orally once daily with or without food on Days 1 through 14 of each 28-day cycle. Continue 
ONUREG until disease progression or unacceptable toxicity. Administer an antiemetic 30 minutes 
prior to each dose of ONUREG for the first 2 cycles. Antiemetic prophylaxis may be omitted after 2 
cycles if there has been no nausea and vomiting. If the absolute neutrophil count (ANC) is less than 
0.5 Gi/L on Day 1 of a cycle, do not administer ONUREG. Delay the start of the cycle until the ANC 
is 0.5 Gi/L or more. ONUREG is a hazardous drug. Follow applicable special handling and disposal 
procedures. Monitor complete blood count every other week for the first 2 cycles and prior to the 
start of each cycle thereafter. Increase monitoring to every other week for the 2 cycles after any 
dose reduction for myelosuppression.

CONTRAINDICATIONS: ONUREG is contraindicated in patients with known severe 
hypersensitivity to azacitidine or its components.

WARNINGS AND PRECAUTIONS: Risks of Substitution with Other Azacitidine 
Products: Due to substantial differences in the pharmacokinetic parameters, the recommended 
dose and schedule for ONUREG are different from those for the intravenous or subcutaneous 
azacitidine products. Do not substitute ONUREG for intravenous or subcutaneous azacitidine. 
Myelosuppression: Monitor complete blood counts and modify the dosage as recommended. 
Provide standard supportive care, including hematopoietic growth factors, if myelosuppression 
occurs. Increased Early Mortality in Patients with Myelodysplastic Syndromes: The safety and 
effectiveness of ONUREG for treatment of myelodysplastic syndromes have not been established. 
Treatment of patients with myelodysplastic syndromes with ONUREG is not recommended outside 
of controlled trials. Embryo-Fetal Toxicity: Based on the mechanism of action and findings in 
animals, ONUREG can cause fetal harm when administered to a pregnant woman. Advise 
pregnant women of the potential risk to a fetus. Advise females of reproductive potential to use 
effective contraception during treatment with ONUREG and for at least 6 months after the last 
dose. Advise males with female partners of reproductive potential to use effective contraception 
during treatment with ONUREG and for at least 3 months after the last dose.

ADVERSE REACTIONS: Serious adverse reactions occurred in 15% of patients who 

pneumonia (8%) and febrile neutropenia (7%). One fatal adverse reaction (sepsis) occurred in a 
patient who received ONUREG. Permanent discontinuation of ONUREG due to an adverse 

reaction occurred in 8% of patients. Adverse reactions which resulted in permanent discontinuation of 
ONUREG in > 1% of patients included nausea (2.1%), diarrhea (1.7%), and vomiting (1.3%). 
Interruptions of ONUREG due to an adverse reaction occurred in 35% of patients. Adverse reactions 
which required an interruption of ONUREG in > 5% of patients included neutropenia (20%), 
thrombocytopenia (8%), and nausea (6%). Dose reductions of ONUREG due to an adverse reaction 
occurred in 14% of patients. Adverse reactions which required a dose reduction in > 1% of patients 
included neutropenia (6%), diarrhea (3.4%), thrombocytopenia (1.7%), and nausea (1.7%). The most 

pneumonia, abdominal pain, arthralgia, decreased appetite, febrile neutropenia, dizziness, and pain in 
extremity. The following adverse reactions have been identified during postapproval use of 
intravenous or subcutaneous azacitidine: Hypersensitivity reaction, Interstitial lung disease, Tumor lysis 
syndrome, Sweet’s syndrome (acute febrile neutrophilic dermatosis), Necrotizing fasciitis (including 
fatal cases), Differentiation syndrome.

USE IN SPECIFIC POPULATIONS: Pregnancy: Based on its mechanism of action and 
findings in animals, ONUREG can cause fetal harm when administered to a pregnant woman. There 
are no available data on ONUREG use in pregnant women to evaluate for a drug-associated risk. 
Advise pregnant women of the potential risk to the fetus. Lactation: There are no data regarding the 
presence of azacitidine in human milk or the effects on the breastfed child or milk production. Because 
of the potential for serious adverse reactions in the breastfed child, advise women not to breastfeed 
during treatment with ONUREG and for 1 week after the last dose. Females and Males of Reproduc-
tive Potential: ONUREG can cause embryo-fetal harm when administered to pregnant women 
Pregnancy testing is recommended for females of reproductive potential before starting ONUREG. 
Advise females of reproductive potential to use effective contraception during treatment with 
ONUREG and for at least 6 months after the last dose. Advise males with female partners of 
reproductive potential to use effective contraception during treatment with ONUREG and for at least 
3 months after the last dose. Based on animal data, ONUREG may impair male or female fertility. 
Pediatric Use: The safety and effectiveness of ONUREG in pediatric patients have not been 
established. Geriatric Use: No overall differences in safety or effectiveness of ONUREG were observed 
between these patients and younger patients. Renal Impairment: Monitor patients with severe renal 
impairment more frequently for adverse reactions and modify the ONUREG dosage for adverse 
reactions. No dose adjustment of ONUREG is recommended for patients with mild to severe renal 
impairment. Hepatic Impairment: ONUREG has not been studied in patients with pre-existing severe 
hepatic impairment. A recommended dosage of ONUREG has not been established for patients with 
moderate hepatic impairment. No dose adjustment of ONUREG is recommended for patients with 
mild hepatic impairment.

DRUG INTERACTION STUDIES: Coadministration of omeprazole (a proton pump inhibitor) 
with ONUREG increased azacitidine AUC0-INF by 19% and had no effect on Cmax. Azacitidine does 
not inhibit CYP1A2, CYP2B6, CYP2C8, CYP2C9, CYP2C19, CYP2D6, CYP3A4, or CYP2E1 at clinically 
relevant concentrations. Azacitidine is not an inducer of CYP1A2, CYP2C19, or CYP3A. Azacitidine is 
not a substrate of P-glycoprotein (P-gp). Azacitidine does not inhibit P-gp, breast cancer resistance 
protein (BCRP), organic anion transporters (OAT) OAT1 and OAT3, organic anion transporting 
polypeptides (OATP) OATP1B1 and OATP1B3, or organic cation transporter (OCT) OCT2 at clinically 
relevant concentrations.

Please refer to the full prescribing information before prescribing. Prescribing information is available 
on request.
Date of revision of the text: July 2023
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Presentation: 

rhinosinusitis with nasal polyposis (CRSwNP): As an add-on therapy with intranasal corticosteroids for the treatment of adults with severe CRSwNP for whom therapy with systemic corticosteroids and/or surgery do not provide adequate 

are intolerant to, or who are not candidates for conventional medicinal therapy. Dosage & Administration:

please refer to the full prescribing information. Contraindications: Hypersensitivity to dupilumab or any of the excipients. Precautions: Not be used to treat acute asthma symptoms, acute exacerbations, acute bronchospasm or status 

Sudden changes in vision or significant eye pain that does not settle warrant urgent review. Patients with comorbid asthma should not adjust or stop asthma treatments without consultation with physicians. Carefully monitor patients after 
discontinuation of dupilumab. Avoid using live and live attenuated vaccines concurrently with dupilumab. Patients should be brought up to date with immunisations before starting dupilumab. Drug Interactions:
vaccine and meningococcal polysaccharide vaccine were assessed. Patients receiving dupilumab may receive concurrent inactivated or non-live vaccinations. Pregnancy and lactation: Should be used during pregnancy only if potential 

of breast feeding for the child and benefit of therapy for the woman. Undesirable effects: Most common adverse reactions reported- injection site reactions, conjunctivitis, conjunctivitis allergic, arthralgia, oral herpes, eosinophilia and 
Preparation:

 Legal Classification: Full prescribing information is available upon request.

† Candidates for systemic therapy

^ Characterised by raised blood eosinophils and/or raised FeNO, who are inadequately controlled with medium to high dose ICS plus another medicinal product for maintenance treatment.
# For whom therapy with systemic corticosteroids and/or surgery do not provide adequate disease control.
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DUPIXENT - your versatile biologic that targets �ve conditions3

Asthma

Chronic rhinosinusitis with nasal polyposis (CRSwNP)
• As an add-on therapy with intranasal corticosteroids for the 

treatment of adults with severe CRSwNP# 

Prurigo Nodularis (PN) 
• Moderate-to-severe PN in adults who are candidates for 

systemic therapy

Eosinophilic Esophagitis (EoE)
‡

One Target, Dual Action, Five Indications
DUPIXENT targets IL-4Ra with dual action on both IL-4 & 
IL-13 to reduce Type 2 in�ammation1,2
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