Their story is our story
With every step we take toward better care, patients are leading the way

When prophylactic
antibiotics left too many
cancer patients vulnerable
to febrile neutropenia (FN)1

When going back to the
hospital for daily injections
became a burden for
some patients

G-CSF = granulocyte colony-stimulating factor;
FN = febrile neutropenia.

~ONE
MILLION
PATIENTS

When patients struggled
to return even once for
G-CSF, and wanted to
stay home

Today, when cancer
patients may face concerns
that make them feel
especially vulnerable

Neulasta® Onpro® is the #1 prescribed long-acting G-CSF
and has been prescribed to ~1 million patients2

Indication
Neulasta® (pegﬁlgrastim) and NEUPOGEN® (ﬁlgrastim) are indicated to decrease the incidence of infection‚ as manifested by febrile neutropenia‚ in patients with
nonmyeloid malignancies receiving myelosuppressive anti-cancer drugs associated with a clinically signiﬁcant incidence of febrile neutropenia.
Neulasta® is not indicated for the mobilization of peripheral blood progenitor cells for hematopoietic stem cell transplantation.
Important Safety Information
Contraindication
• Neulasta® or NEUPOGEN® are contraindicated in patients with a history of serious allergic reactions to
human granulocyte colony-stimulating factors (G-CSFs), such as pegﬁlgrastim or ﬁlgrastim
Please see the additional Important Safety Information and Full Prescribing Information.
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Based on real-world evidence, next-day Neulasta®
is the only G-CSF shown to help signiﬁcantly more
patients maintain their treatment plan.6

Important Safety Information
Contraindication
• Neulasta® (pegﬁlgrastim) or NEUPOGEN® (ﬁlgrastim) are contraindicated in patients with a history of serious allergic reactions to human
granulocyte colony-stimulating factors (G-CSFs), such as pegﬁlgrastim or ﬁlgrastim
Splenic Rupture
• Splenic rupture, including fatal cases, can occur following the administration of Neulasta® and NEUPOGEN®
• Evaluate for an enlarged or ruptured spleen in patients who report left upper abdominal or shoulder pain
Acute Respiratory Distress Syndrome (ARDS)
• ARDS has occurred in patients receiving Neulasta® and NEUPOGEN®
• Evaluate patients who develop a fever and lung inﬁltrates or respiratory distress after receiving Neulasta® or NEUPOGEN®
• Discontinue Neulasta® or NEUPOGEN® in patients with ARDS
Serious Allergic Reactions
• Serious allergic reactions, including anaphylaxis can occur in patients receiving Neulasta® and NEUPOGEN®
• Provide symptomatic treatment for allergic reactions
• Majority of events occurred upon initial exposure and can recur within days after discontinuation of initial anti-allergic treatment
• Permanently discontinue Neulasta® or NEUPOGEN® in patients with serious allergic reactions
Allergies to Acrylics
• On-body Injector for Neulasta® uses acrylic adhesives
• Patients who are allergic to acrylic adhesives may have a signiﬁcant reaction
Use in Patients with Sickle Cell Disorders
• In patients with sickle cell trait or disease, sickle cell crisis, in some cases fatal, can occur in patients receiving Neulasta® and NEUPOGEN®.
Discontinue if sickle cell crisis occurs.
Glomerulonephritis
• Has occurred in patients receiving NEUPOGEN® and Neulasta®
• Diagnoses based on azotemia, hematuria, proteinuria, and renal biopsy
®
®
• Generally, events
resolved
after
dose
reduction
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• If suspected, evaluate for cause and if cause is likely, consider dose-reduction or interruption of Neulasta® or NEUPOGEN®
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Glomerulonephritis
• Has occurred in patients receiving NEUPOGEN® and Neulasta®
• Diagnoses based on azotemia, hematuria, proteinuria, and renal biopsy
• Generally, events resolved after dose reduction or discontinuation of NEUPOGEN® and Neulasta®
• If suspected, evaluate for cause and if cause is likely, consider dose-reduction or interruption of Neulasta® or NEUPOGEN®
Capillary Leak Syndrome (CLS)
• CLS has been reported after G-CSF administration, including NEUPOGEN® and Neulasta®
• Characterized by hypotension, hypoalbuminemia, edema, and hemoconcentration
• Episodes vary in frequency, severity, and may be life-threatening if treatment is delayed
• Patients with symptoms should be closely monitored and receive standard symptomatic treatment, which may include intensive care
Thrombocytopenia
• Thrombocytopenia has been reported in patients who received NEUPOGEN® and pegﬁlgrastim
• Monitor platelet counts
Leukocytosis
• White blood cell counts of ≥ 100,000/mm3 have been observed in patients who received NEUPOGEN® and Neulasta®
• Monitor CBCs during Neulasta® therapy and at least twice weekly for NEUPOGEN®
• Adjust NEUPOGEN® dosing as clinically indicated to help mitigate risk of leukocytosis
• Dosages of NEUPOGEN® that increase the absolute neutrophil count (ANC) beyond 10‚000/mm3 may not result in any additional clinical beneﬁt
• Discontinuation of NEUPOGEN® therapy usually resulted in a 50% decrease in circulating neutrophils within 1 to 2 days‚ with a return to
pretreatment levels in 1 to 7 days
Cutaneous Vasculitis
• Moderate or severe cases of cutaneous vasculitis have been reported in patients treated with NEUPOGEN®
• Most reports involved patients with severe chronic neutropenia on long-term NEUPOGEN® therapy
• Hold NEUPOGEN® therapy in patients with cutaneous vasculitis
• NEUPOGEN® dose may be reduced when the symptoms resolve and ANC has decreased
Potential Eﬀect on Malignant Cells
• G-CSF receptor has been found on tumor cell lines
• The possibility that NEUPOGEN® or Neulasta® acts as a growth factor for any tumor type, including myeloid malignancies and myelodysplasia,
cannot be excluded
Myelodysplastic Syndrome (MDS) and Acute Myeloid Leukemia (AML)
Patients with Severe Chronic Neutropenia
• Conﬁrm the diagnosis of SCN before initiating NEUPOGEN® therapy
• MDS and AML have been reported to occur in the natural history of congenital neutropenia without cytokine therapy
• Cytogenetic abnormalities, transformation to MDS, and AML have also been observed in patients treated with NEUPOGEN® for SCN
• Based on available data including a postmarketing surveillance study, the risk of developing MDS and AML appears to be conﬁned to the subset
of patients with congenital neutropenia.
• Abnormal cytogenetics and MDS have been associated with the eventual development of myeloid leukemia
• The eﬀect of NEUPOGEN® on the development of abnormal cytogenetics and the eﬀect of continued NEUPOGEN® administration in patients
with abnormal cytogenetics or MDS are unknown. Monitor patients for signs and symptoms of MDS/AML in these settings.
• If a patient with SCN develops abnormal cytogenetics or myelodysplasia‚ the risks and beneﬁts of continuing NEUPOGEN® should be carefully
considered
Patients with Breast and Lung Cancer
• MDS and AML have been associated with the use of NEUPOGEN® and Neulasta® in conjunction with chemotherapy and/or radiotherapy in
patients with breast and lung cancer. Monitor patients for signs and symptoms of MDS/AML in these settings.
Simultaneous Use with Chemotherapy and Radiation Therapy Not Recommended
• Safety and eﬃcacy of NEUPOGEN® given simultaneously with cytotoxic chemotherapy and radiation have not been established
• Do not use NEUPOGEN® 24 hours before or after cytotoxic chemotherapy
• Avoid simultaneous use of NEUPOGEN® with chemotherapy and radiation
Nuclear Imaging
• Increased hematopoietic activity of the bone marrow has been associated with transient positive bone-imaging changes have been seen in
patients taking Neulasta® or NEUPOGEN®.
• Consider when interpreting bone-imaging results
Potential Device Failures
• Missed or partial doses have been reported in patients receiving pegﬁlgrastim via the on-body injector (OBI) due to the device not performing as
intended
• In the event of a missed or partial dose, patients may be at increased risk of events such as neutropenia, febrile neutropenia and/or infection
than if the dose had been correctly delivered
• Instruct patients to notify their healthcare professional immediately in order to determine the need for a replacement dose if they suspect that
the device may not have performed as intended
Aortitis
• Aortitis has been reported in patients receiving Neulasta® and NEUPOGEN®. It may occur as early as the ﬁrst week after start of therapy.
• Manifestations may include generalized signs and symptoms such as fever, abdominal pain, malaise, back pain, and increased inﬂammatory
markers (e.g., c-reactive protein and white blood cell count).
• Consider aortitis in patients who develop these signs and symptoms without known etiology. Discontinue Neulasta® and NEUPOGEN® if aortitis
is suspected.
Most common adverse reactions in patients taking NEUPOGEN®
• Anemia, constipation, diarrhea, oral pain, vomiting, asthenia, malaise, peripheral edema, decreased hemoglobin, decreased appetite,
oropharyngeal pain, and alopecia
Most common adverse reactions in patients taking Neulasta®
• Bone pain
• Pain in extremity

Please see full Prescribing Information for Neulasta® and NEUPOGEN®.
NEUPOGEN® is administered by subcutaneous injection, short intravenous infusion (15 to 30 minutes)‚ or continuous intravenous infusion.
• Preﬁlled Syringe: Injection: 300 mcg/0.5 mL in a single-dose preﬁlled syringe; Injection: 480 mcg/0.8 mL in a single-dose preﬁlled syringe
Neulasta® is administered by subcutaneous injection.
• Injection: 6 mg/0.6 mL in a single-dose preﬁlled syringe for manual use only.
• Injection: 6 mg/0.6 mL in a single-dose preﬁlled syringe co-packaged with the on-body injector (OBI) for Neulasta® (Neulasta® Onpro® kit).
Special Instructions for the On-body Injector (OBI) for Neulasta®
A healthcare provider must ﬁll the on-body injector (OBI) with Neulasta® using the co-packaged preﬁlled syringe and then apply the OBI to the
patient’s skin (abdomen or back of arm). The back of the arm may only be used if there is a caregiver available to monitor the status of the OBI.
Approximately 27 hours after the OBI is applied to the patient’s skin, Neulasta® will be delivered over approximately 45 minutes. A healthcare
provider may initiate administration with the OBI on the same day as the administration of cytotoxic chemotherapy, as long as the OBI delivers
Neulasta® no less than 24 hours after the administration of cytotoxic chemotherapy.
The preﬁlled syringe co-packaged in the Neulasta® Onpro® kit contains additional solution to compensate for liquid loss during delivery through
the OBI. If this syringe is used for manual subcutaneous injection, the patient will receive an overdose. If the preﬁlled syringe for manual use is
used with the OBI, the patient may receive less than the recommended dose.
Do not use the OBI to deliver any other drug product except the Neulasta® preﬁlled syringe co-packaged with the OBI. Use of the OBI has not been
studied in pediatric patients.
The OBI should be applied to intact, non-irritated skin on the arm or abdomen.
A missed dose could occur due to an OBI failure or leakage. Instruct patients using the OBI to notify their healthcare professional immediately in
order to determine the need for a replacement dose of pegﬁlgrastim if they suspect that the device may not have performed as intended. If the
patient misses a dose, a new dose should be administered by single preﬁlled syringe for manual use as soon as possible after detection.
Review the Patient Information and Patient Instructions for Use with the patient and provide the instructions to the patient.
Refer to the Healthcare Provider Instructions for Use for the OBI for full administration information.
For any OBI problems, call Amgen at 1-800-772-6436 or 1-844-MYNEULASTA (1-844-696-3852).
References: 1. Smith TJ, et al. J Clin Oncol. 2015;33(28):3199-3212. 2. Data on ﬁle, Amgen; [1]; 2020. 3. NEUPOGEN® (ﬁlgrastim) Prescribing
Information, Amgen. 4. Neulasta® (pegﬁlgrastim) Prescribing Information, Amgen. 5. Vogel CL, et al. J Clin Oncol. 2005;23(6):1178-1184. 6. Data on
ﬁle, Amgen; [2]; 2020.
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HIGHLIGHTS OF PRESCRIBING INFORMATION
These highlights do not include all the information needed to use
NEULASTA safely and effectively. See full prescribing information for
NEULASTA.
NEULASTA® (pegfilgrastim) injection, for subcutaneous use
Initial U.S. Approval: 2002
---------------------------RECENT MAJOR CHANGES--------------------------Warnings and Precautions, Thrombocytopenia (5.8)
01/2021
Warnings and Precautions, Myelodysplastic Syndrome (MDS) and Acute
Myeloid Leukemia (AML) (5.11)
01/2021
----------------------------INDICATIONS AND USAGE--------------------------Neulasta is a leukocyte growth factor indicated to

Decrease the incidence of infection, as manifested by febrile
neutropenia, in patients with non-myeloid malignancies receiving
myelosuppressive anti-cancer drugs associated with a clinically
significant incidence of febrile neutropenia. (1.1)

Increase survival in patients acutely exposed to myelosuppressive doses
of radiation (Hematopoietic Subsyndrome of Acute Radiation
Syndrome). (1.2)
Limitations of Use
Neulasta is not indicated for the mobilization of peripheral blood progenitor
cells for hematopoietic stem cell transplantation.
----------------------DOSAGE AND ADMINISTRATION----------------------
Patients with cancer receiving myelosuppressive chemotherapy
o
6 mg administered subcutaneously once per chemotherapy cycle.
(2.1)
o
Do not administer between 14 days before and 24 hours after
administration of cytotoxic chemotherapy. (2.1)
o
Use weight based dosing for pediatric patients weighing less than
45 kg; refer to Table 1. (2.3)

Patients acutely exposed to myelosuppressive doses of radiation
o
Two doses, 6 mg each, administered subcutaneously one week
apart. Administer the first dose as soon as possible after suspected
or confirmed exposure to myelosuppressive doses of radiation, and
a second dose one week after. (2.2)
o
Use weight based dosing for pediatric patients weighing less than
45 kg; refer to Table 1. (2.3)
---------------------DOSAGE FORMS AND STRENGTHS---------------------
Injection: 6 mg/0.6 mL solution in a single-dose prefilled syringe for
manual use only. (3)



Injection: 6 mg/0.6 mL solution in a single-dose prefilled syringe
co-packaged with the on-body injector for Neulasta. (3)

-------------------------------CONTRAINDICATIONS ---------------------------Patients with a history of serious allergic reactions to human granulocyte
colony-stimulating factors such as pegfilgrastim or filgrastim. (4)
-----------------------WARNINGS AND PRECAUTIONS-----------------------
Fatal splenic rupture: Evaluate patients who report left upper abdominal
or shoulder pain for an enlarged spleen or splenic rupture. (5.1)

Acute respiratory distress syndrome (ARDS): Evaluate patients who
develop fever, lung infiltrates, or respiratory distress. Discontinue
Neulasta in patients with ARDS. (5.2)

Serious allergic reactions, including anaphylaxis: Permanently
discontinue Neulasta in patients with serious allergic reactions. (5.3)

The on-body injector for Neulasta uses acrylic adhesive. For patients
who have reactions to acrylic adhesives, use of this product may result in
a significant reaction. (5.4)

Fatal sickle cell crises: Discontinue Neulasta if sickle cell crisis occurs.
(5.5)

Glomerulonephritis: Evaluate and consider dose-reduction or
interruption of Neulasta if causality is likely. (5.6)

Thrombocytopenia: Monitor platelet counts. (5.8)

Myelodysplastic Syndrome (MDS) and Acute Myeloid Leukemia
(AML): Monitor patients with breast and lung cancer using Neulasta in
conjunction with chemotherapy and/or radiotherapy for signs and
symptoms of MDS/AML. (5.11)

Potential device failures: Instruct patients to notify their healthcare
provider if they suspect the on-body injector may not have performed as
intended. (5.12)
------------------------------ADVERSE REACTIONS------------------------------Most common adverse reactions (≥ 5% difference in incidence compared to
placebo) are bone pain and pain in extremity. (6.1)
To report SUSPECTED ADVERSE REACTIONS, contact Amgen Inc. at
1-800-77-AMGEN (1-800-772-6436) or FDA at 1-800-FDA-1088 or
www.fda.gov/medwatch.
See 17 for PATIENT COUNSELING INFORMATION and
FDA-approved patient labeling
Revised: 02/2021
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