ONCASPAR® (pegaspargase):
A Component of a Multi-Agent
Chemotherapeutic Regimen for Patients
With Acute Lymphoblastic Leukemia (ALL)
An important Step to Foster Minimal Residual Disease (MRD) Negativity1

Selected Important Safety Information
The most common grade 3 and 4 adverse reactions with ONCASPAR (>5%)
included hypoalbuminemia, elevated transaminase, febrile neutropenia,
hypertriglyceridemia, hyperglycemia, bilirubin increased, pancreatitis,
abnormal clotting studies, embolic and thrombotic events, and hypersensitivity.
Warnings and Precautions
Anaphylaxis and Serious Hypersensitivity Reactions: Discontinue ONCASPAR in
patients with serious hypersensitivity reactions.
Thrombosis: Discontinue ONCASPAR in patients with serious thrombotic events.
Pancreatitis: Discontinue ONCASPAR in patients where pancreatitis is suspected.
Glucose Intolerance: Glucose intolerance can occur. Monitor serum Glucose.
Hemorrhage: Consider appropriate replacement therapy in patients with severe or
symptomatic coagulopathy.
Hepatotoxicity: In the event of serious liver toxicity, discontinue ONCASPAR.
Please see Important Safety Information on back page and accompanying
Full Prescribing Information.

• Minimal residual disease (MRD) refers to the presence of leukemic cells that are undetectable by
conventional morphology techniques that have a threshold sensitivity of about 5%, or 5 leukemic cells
out of 100 white blood cells2,3
• More sensitive methods for accurately measuring MRD include multiparameter flow cytometry (MFC),
real-time quantitative polymerase chain reaction (RT-PCR), and next-generation sequencing (NGS)2
• The threshold sensitivities of these methods range from 0.0001% to 0.01%, meaning that they
can detect as few as 1 aberrant molecule or cell out of 1,000,0002

MRD Has Been Shown to Be a Strong Prognostic Indicator in
Pediatric Acute Lymphoblastic Leukemia (ALL)4
Overall Survival According to MRD Level at End of Induction4
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• COG trial AALL0232 assessed the effect of MRD on the outcome of subjects with high-risk precursor
B-cell ALL aged 1 to 30 years (n=2914 randomized eligible participants).4 Age distribution ranged from
12 months to 30 years, with 33% 1 to 9 years old, 47% 10 to 15 years old, and 20% 16 to 30 years old,
including 2% age 21 years and older5

Selected Important Safety Information
The most common grade 3 and 4 adverse reactions with ONCASPAR (>5%) included hypoalbuminemia, elevated
transaminase, febrile neutropenia, hypertriglyceridemia, hyperglycemia, bilirubin increased, pancreatitis, abnormal
clotting studies, embolic and thrombotic events, and hypersensitivity.6

By Continuing on an ONCASPAR-Containing Regimen, 69% of
Patients With Positive MRD at the End of Induction Converted to 		
MRD Negativity by the End of Consolidation4
Conversion from MRD Positive to Negative Among Slow Early Responders by End of Consolidation4
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• Study AALL0232 assessed outcomes in patients aged 1 to 30 years with high-risk precursor B-cell ALL,
treated with ONCASPAR-containing regimens4
• 69% (129/186) of patients who were MRD positive at the end of induction on day 29 converted to MRD
negativity by the end of consolidation4
• Patients who converted from MRD positive to MRD negative by the end of consolidation had a more
favorable outcome, with a 79% 5-year disease-free survival (DFS) rate compared with 39% in patients
who remained MRD positive (P<0.0001)4

The current approved recommended doses of ONCASPAR are 2500 IU/m2 for patients ≤21 years
and 2000 IU/m2 for patients >21 years. The AALL0232 study used the same dose of 2500 IU/m2
across the age range.
Always refer to the approved prescribing information.

Indications and Usage
ONCASPAR (pegaspargase) is indicated as a component of a multi-agent chemotherapeutic regimen for the
treatment of pediatric and adult patients with:
• First-line acute lymphoblastic leukemia (ALL)
• ALL and hypersensitivity to native forms of L-asparaginase

Detailed Important Safety Information
CONTRAINDICATIONS
• History of serious hypersensitivity reactions,
including anaphylaxis, to ONCASPAR or to any 		
of the excipients.
• History of serious thrombosis with prior
L-asparaginase therapy.
• History of pancreatitis, including pancreatitis
related to prior L-asparaginase therapy.
• History of serious hemorrhagic events with prior
L-asparaginase therapy.
• Severe hepatic impairment.

WARNINGS and PRECAUTIONS
Anaphylaxis and Serious Hypersensitivity
Reactions: Anaphylaxis and serious hypersensitivity
reactions can occur. The risk of serious hypersensitivity
reactions is higher in patients with known
hypersensitivity to E. coli derived L-asparaginase
formulations. Observe patients for 1 hour after
administration in a setting with resuscitation equipment
and other agents necessary to treat anaphylaxis.
Discontinue ONCASPAR in patients with serious
hypersensitivity reactions.
Thrombosis: Serious thrombotic events, including
sagittal sinus thrombosis, can occur. Discontinue
ONCASPAR in patients with serious thrombotic events.

Pancreatitis: Pancreatitis can occur. Fatal outcomes
have been reported. Inform patients of the signs
and symptoms of pancreatitis. Discontinue ONCASPAR
in patients where pancreatitis is suspected. If pancreatitis
is confirmed, do not resume ONCASPAR.
Glucose Intolerance: Glucose intolerance can occur. In
some cases, glucose intolerance is irreversible. Monitor
serum glucose.
Hemorrhage: Increased prothrombin time, increased
partial thromboplastin time, and hypofibrinogenemia
can occur. Evaluate patients with signs and symptoms
of hemorrhage with coagulation parameters including
PT, PTT, and fibrinogen. Consider appropriate
replacement therapy in patients with severe or
symptomatic coagulopathy.
Hepatotoxicity: Hepatotoxicity and abnormal liver
function can occur. Evaluate bilirubin and transaminases
at least weekly during cycles of treatment through at
least 6 weeks after the last dose. In the event of serious
liver toxicity, discontinue ONCASPAR.

ADVERSE REACTIONS
The most common grade 3 and 4 adverse reactions
with ONCASPAR (>5%) included hypoalbuminemia,
elevated transaminase, febrile neutropenia,
hypertriglyceridemia, hyperglycemia, bilirubin increased,
pancreatitis, abnormal clotting studies, embolic and
thrombotic events, and hypersensitivity.

Please see the accompanying Full Prescribing Information
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