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Learn about their treatment experiences

Meet two patients you 
may see in your practice

Steve and Mary are patients with AML who 
have achieved first CR or CRi following 

intensive induction chemotherapy

AML, acute myeloid leukemia; CR, complete remission; CRi, complete remission with incomplete blood count recovery.

Patients are hypothetical, based on the characteristics of patients from the pivotal trial.
Treatment decisions should be made by healthcare professionals.

STEVE MARY

Please see Important Safety Information and full Prescribing Information for ONUREG® (azacitidine) tablets. 

https://packageinserts.bms.com/pi/pi_onureg.pdf
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Steve is a patient with AML who achieved CR following intensive induction 
therapy and consolidation, but decided not to move forward with transplant

Meet Steve

AEs, adverse events; ANC, absolute neutrophil count; BM, bone marrow; ECOG PS, Eastern Cooperative 
Oncology Group performance status; HGB, hemoglobin; PLT, platelet; WBC, white blood cell.

FRONTLINE TREATMENT

•   Induction therapy: 7+3 cytarabine-
daunorubicin. Achieved a CR after 1 cycle

•   Consolidation therapy: 2 cycles 
of high-dose cytarabine

•   AEs from induction and consolidation 
therapy resolved

TRANSPLANT STATUS

•   Patient is a candidate for 
transplant, but declined due 
to lack of caregiver support 
and personal preference

CONTINUE

DIAGNOSIS

•   De novo AML classified as AML 
not otherwise specified

•   Intermediate cytogenetic risk* 
with no actionable mutations

* Based on European LeukemiaNet (ELN)
cytogenetic risk stratification categories.

1 2 3

AML patient with 
no comorbidities

ECOG PS 1, 
ambulatory

Limited caregiver 
support system

Age 65

LAB VALUES AT DIAGNOSIS
HGB 5.1 g/dL

ANC 3 Gi/L

WBC 27 Gi/L

PLT 22 Gi/L

BM blasts 33%

LAB VALUES AFTER CR
HGB 10 g/dL

ANC 2.0 Gi/L

WBC 4.3 Gi/L

PLT 110 Gi/L

BM BLASTS 1%
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What was the next step in Steve’s AML treatment experience?

Steve’s AML treatment experience

AML 
diagnosis

Induction chemotherapy 
(standard 7+3)

Remained  in CR for 
4 months

Consolidation 
therapy

Declined to proceed 
to transplant 

ONUREG®

Meet Steve
AML patient with 
no comorbidities

ECOG PS 1, 
ambulatory

Limited caregiver 
support system

Age 65

Please see Important Safety Information and full Prescribing Information for ONUREG®. 

Steve started taking ONUREG® at home for 
continued AML treatment after achieving 
first remission.
He takes one ONUREG® 300 mg tablet orally, once daily 
2 weeks on and 2 weeks off of each 28-day treatment cycle.
His doctor also prescribed antiemetic prophylaxis to 
mitigate potential GI adverse events.

GI, gastrointestinal.

https://packageinserts.bms.com/pi/pi_onureg.pdf
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Mary is a patient with AML who achieved CRi following intensive 
induction therapy, but is not eligible for consolidation or transplant

Meet Mary
AML patient with comorbidities: 
Mild hypertension, controlled

ECOG PS 1, 
mobility impaired

Age 70

FRONTLINE TREATMENT

•   Induction therapy: 1 cycle of 7+3 
cytarabine-idarubicin

 —  Achieved CRi after 1 cycle of induction
 —   Developed cardiac complications 

during induction
•   Consolidation therapy: Did not receive 

consolidation due to complications during 
induction therapy

TRANSPLANT STATUS

•   Patient is not a candidate 
for transplant due to cardiac 
complications developed 
during frontline treatment

CONTINUE

DIAGNOSIS

•   De novo AML classified as AML 
not otherwise specified

•   Intermediate cytogenetic risk* 
with no actionable mutations

* Based on European LeukemiaNet (ELN) 
cytogenetic risk stratification categories.

1 2 3

LAB VALUES AT DIAGNOSIS
HGB 7.6 g/dL

ANC 0.7 Gi/L

WBC 18 Gi/L

PLT 29 Gi/L

BM blasts 37%

LAB VALUES AFTER CRi
HGB 10.5 g/dL

ANC 0.75 Gi/L

WBC 6.5 Gi/L

PLT 115 Gi/L

BM blasts 3%

ANC, absolute neutrophil count; BM, bone marrow; ECOG PS, Eastern Cooperative Oncology 
Group performance status; HGB, hemoglobin; PLT, platelet; WBC, white blood cell.
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What was the next step in Mary’s AML treatment experience?

Mary’s AML treatment experience

AML 
diagnosis

Induction chemotherapy 
(standard 7+3)

CRi Deemed not eligible for 
consolidation or transplant

ONUREG®

Please see Important Safety Information and full Prescribing Information for ONUREG®. 

Meet Mary
AML patient with comorbidities: 
Mild hypertension, controlled

ECOG PS 1, 
mobility impaired

Age 70

Mary started taking ONUREG® at home 
for continued AML treatment after achieving 
first remission.
She takes one ONUREG® 300 mg tablet orally, once daily 
2 weeks on and 2 weeks off of each 28-day treatment 
cycle. Her doctor also prescribed antiemetic prophylaxis 
to mitigate potential GI adverse events.

GI, gastrointestinal.

https://packageinserts.bms.com/pi/pi_onureg.pdf


INDICATION 
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.
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. Treatment 
of patients using intravenous or subcutaneous azacitidine at the 
recommended dosage of ONUREG® may result in a fatal adverse reaction. 
Treatment with ONUREG® at the doses recommended for intravenous 
or subcutaneous azacitidine may not be effective. Do not substitute 
ONUREG® for intravenous or subcutaneous azacitidine.
Myelosuppression 
New or worsening Grade 3 or 4 neutropenia and thrombocytopenia 
occurred in 49% and 22% of patients who received ONUREG®. Febrile 
neutropenia occurred in 12%. A dose reduction was required for 7% 
and 2% of patients due to neutropenia and thrombocytopenia. Less 
than 1% of patients discontinued ONUREG® due to either neutropenia 
or thrombocytopenia. 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 (MDS) 
In AZA-MDS-003, 216 patients with red blood cell transfusion-dependent 
anemia and thrombocytopenia due to MDS were randomized to ONUREG® 
or placebo. 107 received a median of 5 cycles of ONUREG® 300 mg daily 
for 21 days of a 28-day cycle. Enrollment was discontinued early due to 

a higher incidence of early fatal and/or serious adverse reactions in 
the ONUREG® arm compared with placebo. The most frequent fatal 
adverse reaction was sepsis. Safety and effectiveness of ONUREG® for 
MDS have not been established. Treatment of MDS with ONUREG® is 
not recommended outside of controlled trials.
Embryo-Fetal Toxicity 
ONUREG® can cause fetal harm when administered to a pregnant 
woman. Azacitidine caused fetal death and anomalies in pregnant 
rats via a single intraperitoneal dose less than the recommended 
human daily dose of oral azacitidine on a mg/m2 basis. 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 received 
ONUREG®. Serious adverse reactions in ≥2% included pneumonia 
(8%) and febrile neutropenia (7%). One fatal adverse reaction (sepsis) 
occurred in a patient who received ONUREG®.
Most common (≥10%) adverse reactions with ONUREG® vs placebo 
were nausea (65%, 24%), vomiting (60%, 10%), diarrhea (50%, 21%), 
fatigue/asthenia (44%, 25%), constipation (39%, 24%), pneumonia 
(27%, 17%), abdominal pain (22%, 13%), arthralgia (14%, 10%), 
decreased appetite (13%, 6%), febrile neutropenia (12%, 8%), dizziness 
(11%, 9%), pain in extremity (11%, 5%).
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.
Please see full Prescribing Information for ONUREG®. 
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Learn more at ONUREGpro.com

INDICATION
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.

SELECTED IMPORTANT SAFETY INFORMATION
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. Treatment of patients using intravenous or subcutaneous azacitidine at the recommended dosage of 
ONUREG® may result in a fatal adverse reaction. Treatment with ONUREG® at the doses recommended for intravenous or subcutaneous azacitidine may 
not be effective. Do not substitute ONUREG® for intravenous or subcutaneous azacitidine.

Can continued treatment with ONUREG® help 
your adult patients with AML in first remission?

https://packageinserts.bms.com/pi/pi_onureg.pdf
https://www.onuregpro.com



