
Assessing your patients’
risk of febrile
neutropenia (FN)
every cycle

Important Safety Information
Contraindication
•  Neulasta® is contraindicated in patients with a history of serious allergic 

reactions to pegfilgrastim or filgrastim
•  Reactions have included anaphylaxis

Splenic Rupture
•  Splenic rupture, including fatal cases, can occur following the administration of 

Neulasta®

•  Evaluate for an enlarged or ruptured spleen in patients who report left upper 
abdominal or shoulder pain

Please see additional Important Safety Information on  
pages 12 to 14.



Evaluation for risk of FN 
following chemotherapy 
in adult patients with solid 
tumors and nonmyeloid 
malignancies

• Disease
• Chemotherapy regimen
 – High-dose therapy
 – Dose-dense therapy
 – Standard-dose therapy
• Patient risk factors
• Treatment intent
 (curative vs palliative)

Evaluation prior to first 
chemotherapy cycle†

Risk assessment‡ 
for FN§

Overall FN risk Prophylactic use 
of G-CSF for FN
Curative/Adjuvant or Palliative 

High
(> 20%)

Intermediate
(10%–20%)

Low
(< 10%)

G-CSF**,†† 
(category 1)

No G-CSFs

Consider G-CSF** 
based on patient

risk factors

National guidelines recommend 
assessing your patient’s risk of febrile 
neutropenia before every cycle1,2

NCCN Clinical Practice Guidelines in Oncology  
(NCCN Guidelines®) recommend:2,*

Important Safety Information

Acute Respiratory Distress Syndrome (ARDS)
•  ARDS has occurred in patients receiving Neulasta®

•  Evaluate patients who develop a fever and lung infiltrates or respiratory distress  
after receiving Neulasta®

• Discontinue Neulasta® in patients with ARDS

Serious Allergic Reactions
•  Serious allergic reactions, including anaphylaxis can occur in patients  

receiving Neulasta®

•  Majority of events occurred upon initial exposure and can recur within days  
after discontinuation of initial anti‐allergic treatment

•  Permanently discontinue Neulasta® in patients with serious allergic reactions 
Allergies to Acrylics
•  On‐body injector (OBI) for Neulasta® uses acrylic adhesives
•  Patients who are allergic to acrylic adhesives may have a significant reaction

Please see additional Important Safety  
Information on pages 12 to 14.

* Adapted with permission from the NCCN Clinical Practice Guidelines in Oncology (NCCN Guidelines®) 
for Myeloid Growth Factors V.1.2018. © 2018 National Comprehensive Cancer Network, Inc. All rights 
reserved. The NCCN Guidelines® and illustrations herein may not be reproduced in any form for any 
purpose without the express written permission of NCCN. To view the most recent and complete version  
of the NCCN Guidelines, go online to NCCN.org. The NCCN Guidelines are a work in progress that may 
be refined as often as new significant data becomes available. NCCN makes no warranties of any kind 
whatsoever regarding their content, use or application and disclaims any responsibility for their application 
or use in any way.

†  The NCCN Guidelines® for Myeloid Growth Factors were formulated in reference to adult patients.2
 ‡  There are many factors that need to be evaluated to determine a patient’s risk categorization; these include 
type of chemotherapy regimen and patient risk factors.2

§ FN is defined as fever: a single temperature ≥ 38.3°C orally or ≥ 38.0°C over 1 hour; and neutropenia:  
< 500 neutrophils/mcL or < 1,000 neutrophils/mcL and a predicted decline to ≤ 500 neutrophils/mcL  
over the next 48 hours.2

 ** There is category 1 evidence for G-CSFs for a reduction of risk of FN, hospitalization, and intravenous 
antibiotics during the course of therapy. There is category 2A evidence for G-CSFs for a reduction in 
infection-related mortality during the course of treatment.2

   ††  G-CSF refers to the following approved agents: filgrastim, filgrastim-sndz, tbo-filgrastim, and 
pegfilgrastim. Visit NCCN.org to view the full list of references.2

     G-CSF, granulocyte colony-stimulating factor; FN, febrile neutropenia; NCCN, National Comprehensive 
Cancer Network.
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HIGH RISK OF FN
Select chemotherapy regimens associated with a 

Breast cancer

Multiple myeloma

Non-Hodgkin’s lymphoma

Non–small cell lung cancer

Small cell lung cancer

Testicular cancer

Ovarian cancer

• AT (doxorubicin +   
   docetaxel) once every  
 3 weeks (Q3W)3,*
• Docetaxel Q3W4,†

• Carboplatin 
 + paclitaxel Q3W10,†

• TIP (paclitaxel +    
   ifosfamide + cisplatin)2

 • VeIP (vinblastine + ifosfamide 
    + cisplatin)2

 • VIP (etoposide + ifosfamide 
    + cisplatin)2

• Doxorubicin2

• Docetaxel2 • Topotecan2

• DT-PACE (dexamethasone + thalidomide +  
 cisplatin + doxorubicin + cyclophosphamide 
 + etoposide)2

• DT-PACE (dexamethasone + thalidomide +  
 cisplatin + doxorubicin + cyclophosphamide
 + etoposide) + bortezomib (VTD-PACE)2

• TC (docetaxel 
 + cyclophosphamide)2,6

• TCH (docetaxel
 + carboplatin  
 + trastuzumab)2

• TAC (docetaxel + 
 doxorubicin + 
 cyclophosphamide) 
 Q3W2,5

• Ifosfamide 
 + doxorubicin2

• Cyclophosphamide +
   doxorubicin +            
   etoposide11,*

• Topotecan2

• MAID (mesna + doxorubicin + ifosfamide 
 + dacarbazine)2

• BR (bendamustine 
 + rituximab)7,*
• CHOP ± R
 (cyclophosphamide 
 + doxorubicin 
 + vincristine 
 + predniso[lo]ne with
 or without rituximab)
 Q3W8,9,†

•  DHAP (dexamethasone 
 + cisplatin 
 + cytarabine)2

•  Dose-adjusted 
 EPOCH (etoposide 
 + prednisone 
 + vincristine
 + cyclophosphamide
 + doxorubicin)2

•  ESHAP (etoposide 
 + methylprednisolone 
 + cisplatin 
 + cytarabine)2

•  HyperCVAD
 (cyclophosphamide 
 + vincristine 
 + doxorubicin 
 + dexamethasone)2

•  HyperCVAD ± R
 (cyclophosphamide
 + vincristine 
 + doxorubicin  
 + dexamethasone
 + rituximab)2

•  ICE (ifosfamide
 + carboplatin 
 + etoposide)2

•  MINE (mesna 
 + ifosfamide 
 + mitoxantrone 
 + etoposide)2

Soft tissue sarcoma

Consider regimen-, patient-, and 
treatment-related risk factors

 *Select regimens not listed by the NCCN.2
†Select regimens listed by the NCCN as intermediate risk.2

Neulasta® is 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.
Do not administer Neulasta® between 14 days before and 24 hours after 
administration of chemotherapy.
The recommended dosage of Neulasta® is a single subcutaneous injection of 6 mg 
administered once per chemotherapy cycle.

Please see additional Important  
Safety Information on pages 12 to 14.
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INTERMEDIATE RISK OF FN
Select chemotherapy regimens associated with an 

Breast cancer

Cervical cancer

Non–small cell lung cancer

• AC (doxorubicin 
 + cyclophosphamide)
 + sequential docetaxel
      (taxane portion only)2,12

• Cisplatin + topotecan2 • Paclitaxel + cisplatin2 • Topotecan2

• Cisplatin + etoposide2 • Cisplatin + paclitaxel2

• Docetaxel + prednisone15,*

• Cisplatin + docetaxel2,13 • Carboplatin
 + docetaxel14,*

Ovarian cancer

• DCb (docetaxel + carboplatin)2

Prostate cancer

• Cabazitaxel2

Small cell lung cancer

• Carboplatin + etoposide2

Testicular cancer

• Etoposide + cisplatin2

Uterine sarcoma

• Docetaxel2

•  FEC (fluorouracil
 + epirubicin 
 + cyclophosphamide)   
 + sequential docetaxel2

•  Paclitaxel Q3W2

• AC (doxorubicin 
 + cyclophosphamide) 
 + sequential docetaxel 
      (taxane portion only)
 + trastuzumab2

Consider regimen-, patient-, and 
treatment-related risk factors (cont’d)

* Select regimens not listed by the NCCN.2

Important Safety Information

Use in Patients With Sickle Cell Disorders
•  In patients with sickle cell trait or disease, severe and sometimes fatal sickle cell 

crises can occur in patients receiving Neulasta®

• Discontinue Neulasta® if sickle cell crisis occurs
Glomerulonephritis
• Has occured in patients receiving Neulasta®

• Diagnoses based on azotemia, hematuria, proteinuria, and renal biopsy
• Generally events resolved after dose reduction or discontinuation of Neulasta®

•  If suspected, evaluate for cause and if cause is likely, consider dose‐reduction  
or interruption of Neulasta®

Please see additional Important Safety Information on pages 12 to 14.

Neulasta® is 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.
Do not administer Neulasta® between 14 days before and 24 hours after 
administration of chemotherapy.
The recommended dosage of Neulasta® is a single subcutaneous injection of  
6 mg administered once per chemotherapy cycle.
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If your patient is on an intermediate-risk
regimen and has 1 or more risk factors, 
consider pegfilgrastim (Neulasta® or 
Neulasta® Onpro®)2

Even one of these select risk factors can increase risk:2,*
• Baseline cytopenias1,2,16,17

• Poor performance status (ECOG≥2)1,2,18,19

• Age ≥ 65 years1,2

• COPD20,†

• Chronic immunosuppression in the post-transplant setting, including  
organ transplant2

• Liver disease1,2,20

• Renal disease1,2,16

• Cardiovascular disease1,20,†

• Diabetes20,21,†

• Prior chemotherapy1,2,21

• Prior radiotherapy1,2

• Poor nutritional status1,†

• Decreased serum albumin19,22,†

• Open wounds/recent surgery1,2

• Active infections1,22,†

• HIV1,2

• Metastatic1,†

• Elevated lactate dehydrogenase16,19,22,†

* The patient risk factors included here have been identified through published 
literature and clinical guidelines. This list is not exhaustive. There may be other risk 
factors that apply based on available research and the clinical judgment of the 
treating physicians.

†Risk factors not listed by the NCCN.2

COPD, chronic obstructive pulmonary disease; CSF, colony-stimulating factor; FN, febrile neutropenia;
HIV, human immunodeficiency virus; NCCN, National Comprehensive Cancer Network; Q3W, once  
every 3 weeks.

According to the American Society of Clinical Oncology  
(ASCO) and the NCCN Guidelines®:  
Evaluate the risk of FN and administer primary CSF 
prophylaxis in first and subsequent cycles  
for patients at > 20% risk1,2

Important Safety Information
Leukocytosis
•  Increased white blood cell counts of 100 x 109/L have been observed
•  Monitoring of complete blood count (CBC) during pegfilgrastim therapy  

is recommended 
Thrombocytopenia
•  Thrombocytopenia has been reported in patients receiving pegfilgrastim. 

Monitor platelet counts.

Please see additional Important  
Safety Information on pages 12 to 14.
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Chemo regimen/agents

HIGH RISK OF FN
BREAST CANCER

TAC Q3W
Cyclophosphamide23

Nadir range (days) 0 2 4 6 8 10 12 14 16 18 20 22 24 26 28

Doxorubicin24

Docetaxel23

TCH
Docetaxel23

Carboplatin23

Trastuzumab23

Chemo regimen/agents

NON-HODGKIN'S LYMPHOMA

CHOP ± R Q3W
Cyclophosphamide23

Nadir range (days) 0 2 4 6 8 10 12 14 16 18 20 22 24 26 28

Doxorubicin24

Vincristine27

Predniso[lo]ne23,*

Rituximab26

Chemo regimen/agents

SMALL CELL LUNG CANCER

Topotecan
Topotecan27

Nadir range (days) 0 2 4 6 8 10 12 14 16 18 20 22 24 26 28

N/A

TC Q3W
Docetaxel23

Cyclophosphamide23

BR
Bendamustine25

Rituximab26

Carboplatin23

Paclitaxel23

N/A*
Late-onset neutropenia†

Late-onset neutropenia†

Chemo regimen/agents
NON–SMALL CELL LUNG CANCER

Carboplatin + paclitaxel Q3W
Nadir range (days) 0 2 4 6 8 10 12 14 16 18 20 22 24 26 28

Select chemotherapy regimens associated with a 

Neutrophil nadirs can be unpredictable
and vary by chemotherapy agent

 *Not an antineoplastic agent.27

† Rituximab has been associated with late-onset neutropenia (defined as occurring at least 60 days after  
the last treatment). In a retrospective evaluation of patients with diffuse large B-cell lymphoma receiving 
CHOP-R, the median time to neutrophil nadir (absolute neutrophil count [ANC] = 0.66 x 109/L) was  
129 days. Late-onset neutropenia occurred 76 to 192 days after the completion of rituximab and the 
duration of neutropenia ranged from 8 to 16 days.

Important Safety Information

Capillary Leak Syndrome (CLS)
•  CLS has been reported after G‐CSF administration, including 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
Please see additional Important Safety Information on pages 12 to 14.
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Chemo regimen/agents

BREAST CANCER

AC + sequential docetaxel

Cyclophosphamide23

Nadir range (days) 0 2 4 6 8 10 12 14 16 18 20 22 24 26 28

Doxorubicin24

Docetaxel23

Chemo regimen/agents
NON–SMALL CELL LUNG CANCER

Cisplatin + docetaxel
Cisplatin28

Nadir range (days) 0 2 4 6 8 10 12 14 16 18 20 22 24 26 28

Docetaxel23

Chemo regimen/agents

SMALL CELL LUNG CANCER

Carboplatin + etoposide
Carboplatin23

Etoposide29

Nadir range (days) 0 2 4 6 8 10 12 14 16 18 20 22 24 26 28

Cisplatin28

Etoposide29

Carboplatin23

Docetaxel23

N/A*

Cisplatin + etoposide

INTERMEDIATE RISK OF FN
Select chemotherapy regimens associated with an 

Carboplatin + docetaxel

Chemo regimen/agents

PROSTATE CANCER

Docetaxel + prednisone
Docetaxel23

Nadir range (days) 0 2 4 6 8 10 12 14 16 18 20 22 24 26 28

Prednisone23

Cabazitaxel30

Cabazitaxel

Carboplatin + docetaxel

Important Safety Information

Potential for Tumor Growth Stimulatory Effects on Malignant Cells
• G-CSF receptor has been found on tumor cell lines
•  The possibility that pegfilgrastim acts as a growth factor for any tumor type, 

including myeloid malignancies and myelodysplasia, diseases for which Neulasta® 
is not approved, cannot be excluded

† In pivotal phase 3 trial, the incidence of febrile neutropenia in Neulasta-treated patients as compared to 
placebo was 1% to 17%, respectively.4 

FN, febrile neutropenia; Q3W, once every 3 weeks.

 *Not an antineoplastic agent.27

Exact nadirs vary based on patient and 
treatment factors, but you can help reduce  
FN risk in every cycle4,23,31,†

Please see additional Important  
Safety Information on pages 12 to 14.
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Febrile neutropenia–
related hospitalization

1%

14%

93%
reduction

94%
reduction

17%

1%

Febrile neutropenia

Drive
to clinic

In 
office

Drive
home

Choose Neulasta® Onpro® to help ensure 
next-day Neulasta® delivery32,33

Important Safety Information
Myelodysplastic Syndrome (MDS) and Acute Myeloid Leukemia (AML)  
in Patients with Breast and Lung Cancer
•  MDS and AML have been associated with the use of 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.

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

Please see additional Important Safety Information on pages 12 to 14.

patients reported feeling tired, fatigued, drained, 
and exhausted after receiving chemotherapy34,*

Neulasta® administered the day after chemotherapy reduced the incidence 
of FN and FN-related hospitalization4

 * Data from interviews with Neulasta® treatment-experienced oncology patients (N=227, PFS n=150, 
Neulasta® Onpro® n=77) conducted in November 2016 (Study Design 2).34

† Total time spent in the office, including wait time and time spent traveling for a return visit for G-CSF 
injection, was reported by respondents in a prospective cohort study of 598 adult patients with ESBC. 
33.5% (~1/3rd) of patients drove themselves to the clinic; 64.5% (~2/3rd) of patients had a companion 
drive to the clinic. Patients included those treated with daily-dose filgrastim and those receiving once-per-
cycle pegfilgrastim injections. On average, patients spend 1.73 hours per clinic visit for a G-CSF injection.35

‡ FN = temperature ≥ 38.2ºC and ANC < 0.5 x 109/L.  
 
ESBC, early-stage breast cancer, ANC, absolute neutrophil count; G-CSF, granulocyte colony-stimulating 
factor; FN, febrile neutropenia; NCCN, National Comprehensive Cancer Network; PFS, prefilled syringe.

See page 15 for full study designs.

Traveling for injections the day after 
chemotherapy is time-consuming for patients 
and caregivers35,†

Phase 3, multicenter, multinational, double-blind, placebo-controlled trial of patients 
with breast cancer (Neulasta® or placebo) receiving 100 mg/m2 docetaxel once every 
3 weeks (Q3W) for up to 4 cycles. The key endpoint was the percentage of patients 
who developed FN.‡ A key secondary endpoint was the incidence of hospitalization 
(Study Design 1).4

9 10OUT 
OF

• Patients and caregivers may need to make several  
arrangements for a next-day G-CSF treatment

Nearly 2/3 of patients had a companion  
drive them to the clinic35
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SAME DAY†

Higher FN Risk
DAYS 2–5

Higher FN Risk

NEXT DAY

Lower
FN

Risk
SAME DAY†

Higher FN Risk
DAYS 2–5

Higher FN Risk

NEXT DAY

Lower
FN

Risk

Retrospective cohort analysis based on health care 
claims from IMS PharMetrics Plus™ and Truven Health 
Analytics MarketScan® Commercial and Medicare 
Supplemental Databases. The collective data include 
health care claims from private US health plans, covering 
over 30 million persons and over 200,000 cycles of 
chemotherapy annually between July 1, 2010, and 
September 30, 2015 (Study Design 3).36

Do not administer Neulasta® between 14 days 
before and 24 hours after administration  
of chemotherapy.32

 FN rate for day after chemotherapy vs all 
other days of Neulasta® administration  
was 2.53% and 3.04%, respectively36

Febrile neutropenia risk increases when 
Neulasta® is not administered the day 
after chemotherapy4,36

* 18% is the increase in relative risk comparing days other than the day after 
chemotherapy to the day after chemotherapy. Relative risk was estimated using 
generalized estimating equations to account for correlation among repeated 
measures for the same subject, and adjusted using backward selection of patient, 
cancer, and treatment characteristics.36

NCCN Guidelines® state that, based on clinical trial data, pegfilgrastim 
(Neulasta®) should be administered the day after chemotherapy  
(category 1 recommendation)2

Please see additional Important  
Safety Information on pages 12 to 14.

18%
increased risk of FN when Neulasta® was 
administered on days other than the day  
after chemotherapy 36,*

Neulasta® Onpro® is designed to deliver 27 hours after application in  
accordance with labeling32

of Neulasta® cycles were administered on 
days other than the day after chemotherapy36 23%

The study included over 200,000 Neulasta® cycles from 2 patient databases.
Over 90% of patients were ≤ 65 years of age.

†  Do not administer Neulasta® the same day as chemotherapy.32 

 

ANC, absolute neutrophil count; CHOP-R, cyclophosphamide + doxorubicin + vincristine + prednisone + 
rituximab; CI, confidence interval; FN, febrile neutropenia; NCCN, National Comprehensive Cancer  
Network; NHL, non-Hodgkin’s lymphoma. 
 
 See page 15 for full study designs.

9



Support, Simplified

EXPERTISE
At the forefront of modern biotechnology for more than 35 years38,40

State-of-the-art, next-generation manufacturing

COMPREHENSIVE SUPPORT
Neulasta FIRST STEP™ Program 

Amgen Assist 360™:  Tools, information, 
and support for Amgen products 
• Benefit verification
• Amgen reimbursement specialists 
• Patient resource guide 

Amgen Safety Net Foundation 
• A nonprofit foundation providing Amgen products 
 at no cost to qualifying patients 

COMMITMENT
Zero supply shortages in the last decade37

More than 250 quality checks to ensure consistency of product38,39 

The Neulasta FIRST STEP™ program can help your eligible 
commercially insured patients reduce out-of-pocket costs 
for Neulasta®.
To enroll your practice in the Neulasta FIRST STEP™ 
program, please call 1-888-65-STEP1 (1-888-657-8371).
This program is not open to patients receiving 
prescription reimbursement under any federal, state, 
or government-funded healthcare program, such as 
Medicare, Medicare Advantage, Medicare Part D, Medicaid, 
Medigap, Veterans Affairs (VA), the Department of 
Defense (DoD) or TRICARE® or where otherwise 
prohibited by law. 

•

•

•

Amgen: Unwavering dedication to  
every patient, every time 

Important Safety Information
Aortitis 
•  Aortitis has been reported in patients receiving Neulasta®. 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® if aortitis is suspected

Nuclear Imaging 
•  Increased hematopoietic activity of the bone marrow in response to growth 

factor therapy has been associated with transient positive bone imaging 
changes. This should be considered when interpreting bone imaging results 

Please see additional Important Safety Information on pages 12 to 14.

Government-insured patients (including Medicare)
Patients can be referred to independent nonprofit patient assistance programs that may be able to help 
patients afford the co-pay costs for their medicine.*

* Provided through independent nonprofit assistance programs; program eligibility is based on the nonprofit’s 
criteria. Amgen has no control over these programs and provides referrals as a courtesy only.
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Enhancements to Neulasta® Onpro®

February 1991

January 2002

December 2014

November 2016

Enhancements to Neulasta® Onpro®

February 1991

January 2002

December 2014

November 2016

Enhancements to Neulasta® Onpro®

February 1991

January 2002

December 2014

November 2016

Enhancements to Neulasta® Onpro®

February 1991

January 2002

December 2014

November 2016

Committed to access and affordability  
for patients

 *Data based on Decision Resources Group Remittance Database of 124,287 commercial, medical, and pharmacy 
claims identified between January 1, 2016, and December 31, 2016. Claims included in this analysis were 
categorized according to patient OOP costs for Neulasta® or Neulasta® Onpro®. Based on typical practices,  
one claim was assumed to represent a single dose of Neulasta® PFS or Neulasta® Onpro®.41

 †Patients may need to return if there are concerns that they have received a partial or missed dose of 
Neulasta® with the On-body injector.32 

FN, febrile neutropenia. G-CSF, granulocyte colony-stimulating factor. PFS, prefilled syringe.

Neulasta® Onpro® has the same broad nationwide coverage as the PFS

Neulasta® Onpro® is available at no extra cost beyond that of the PFS

3 decades of G-CSF innovation with patients in mind

88%
of commercially insured patients pay  
$0 out-of-pocket (OOP) costs per dose  
of Neulasta® Onpro®41,*

of Medicare Part B lives42

and

of commercial benefit lives covered43

100 %

99 %

February 1991 
The first biologic approved to reduce the 
incidence of chemotherapy-induced FN

January 2002 
Enabled patients to receive just 1 Neulasta®  
injection instead of 10 to 1144,45,*

December 2014 
Redefined the patient experience by giving 
them an opportunity to not return to the office 
just for their Neulasta® shot, the day after 
chemotherapy†

November 2016 
Designed to improve ease of use for healthcare 
providers
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Important Safety Information

Contraindication 
•  Neulasta® is contraindicated in patients with a history of serious allergic reactions 

to pegfilgrastim or filgrastim

• Reactions have included anaphylaxis

Splenic Rupture 
•  Splenic rupture, including fatal cases, can occur following the administration of 

Neulasta®

•  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® 

•  Evaluate patients who develop a fever and lung infiltrates or respiratory distress 
after receiving Neulasta® 

• Discontinue Neulasta® in patients with ARDS

Serious Allergic Reactions 
•  Serious allergic reactions, including anaphylaxis can occur in patients receiving 

Neulasta® 

•  Majority of events occurred upon initial exposure and can recur within days after 
discontinuation of initial anti‐allergic treatment

• Permanently discontinue Neulasta® in patients with serious allergic reactions

Allergies to Acrylics 
• On‐body injector (OBI) 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, severe and sometimes fatal sickle cell 

crises can occur in patients receiving Neulasta®

• Discontinue Neulasta® if sickle cell crisis occurs

Glomerulonephritis 
• Has occurred in patients receiving Neulasta®

• Diagnoses based on azotemia, hematuria, proteinuria, and renal biopsy

•  Generally events resolved after dose reduction or discontinuation of Neulasta®

•  If suspected, evaluate for cause and if cause is likely, consider dose‐reduction or 
interruption of Neulasta®

Leukocytosis
• Increased white blood cell counts of 100 x 109/L have been observed
•  Monitoring of complete blood count (CBC) during pegfilgrastim therapy  

is recommended

Thrombocytopenia
•  Thrombocytopenia has been reported in patients receiving pegfilgrastim.  

Monitor platelet counts.

Capillary Leak Syndrome (CLS)
• CLS has been reported after G‐CSF administration, including 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

Potential for Tumor Growth Stimulatory Effects on Malignant Cells
• G-CSF receptor has been found on tumor cell lines

•  The possibility that pegfilgrastim acts as a growth factor for any tumor type, 
including myeloid malignancies and myelodysplasia,  
diseases for which Neulasta® is not approved,  
cannot be excluded
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Myelodysplastic Syndrome (MDS) and Acute Myeloid Leukemia (AML)  
in Patients with Breast and Lung Cancer 
•  MDS and AML have been associated with the use of 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.

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®. 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® if aortitis is suspected

Nuclear Imaging
•  Increased hematopoietic activity of the bone marrow in response to growth factor 

therapy has been associated with transient positive bone imaging changes. This 
should be considered when interpreting bone imaging results

• Pain in extremity

Most common adverse reactions 
• Bone pain

• Pain in extremity

Please see Neulasta® full Prescribing Information.

Neulasta® Injection: 6 mg/0.6 mL in a single-dose prefilled syringe for manual  
use only.

Neulasta® 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).

Important Safety Information (cont’d)
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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).
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PAGE 8: Study Design 1
Phase 3, multicenter, multinational, double-blind, placebo-controlled trial of patients with 
breast cancer (Neulasta® [n=463] or placebo [n=465]) receiving 100 mg/m2 docetaxel Q3W 
for up to 4 cycles. The key endpoint was the percentage of patients who developed FN* 
(Neulasta® 1% versus placebo 17%, P < 0.001). Also, secondary endpoints were lower 
for Neulasta®-treated patients as compared to placebo-treated patients (the incidence of 
hospitalization [1% versus 14%] and IV anti-infective use [2% versus 10%] respectively).4

PAGE 8: Study Design 2
Data from interviews with Neulasta® treatment-experienced oncology patients (N=227, 
prefilled syringe [PFS] n=150, Neulasta® Onpro® n=77) conducted in November 2016. All 
patients in the study were asked to list one-word adjectives or short phrases that best 
described how they felt after receiving chemotherapy. 86% of patients surveyed recalled 
feeling tired, fatigued, drained, and exhausted after receiving chemotherapy.34

PAGE 9: Study Design 3
Retrospective cohort analysis based on healthcare claims IMS PharMetrics Plus™ and Truven 
Health Analytics MarketScan® Commercial and Medicare Supplemental Database. The 
collective data include healthcare claims from private US health plans, covering over 30 
million persons annually. The data included all patients ≥ 18 years who, between July 1, 
2010, and September 30, 2015, initiated ≥ 1 course of myelosuppressive chemotherapy for 
a primary solid tumor or NHL. All patients who received a selected chemotherapy regimen 
with a risk of FN and peg lgrastim prophylaxis in ≥ 1 cycles of chemotherapy were selected 
for inclusion in the study population. FN requiring inpatient care was identified based on 
an inpatient admission with a diagnosis (principal or secondary) of neutropenia, fever, or 
infection using lCD-9 and ICD-10 codes. FN requiring outpatient care only was ascertained 
based on an encounter in the outpatient setting with a diagnosis of neutropenia, fever, or 
infection and—on the same date—code for IV administration of antimicrobial therapy.  
18% is the increase in relative risk comparing administration on day 1 (the day after the last 
day of chemotherapy) to other days including day 0 (the last day of chemo administration) 
and days 2-5 (after the last day of chemo administration) estimated using GEE, to account 
for correlation among repeated measures for the same subject, and adjusted using 
backward selection of patient, cancer, and treatment characteristics.36

PAGE 16: Study Design 4
2016 data from interviews with oncology patients who have had experience with Neulasta® 
(N=227, PFS n=150, Neulasta® Onpro® n=77). Patients who had received Neulasta® via 
Neulasta® Onpro® were asked to answer the question: Based on your personal experience 
getting your Neulasta® with Neulasta® Onpro®, if your doctor said you needed to use 
Neulasta® again in the future, would you request getting it with Neulasta® Onpro® again?34 

 *FN = temperature ≥ 38.2°C and ANC < 0.5 x 109/L. 

FN, febrile neutropenia; PFS, prefilled syringe.

Study designs



Consider what Neulasta® Onpro® can offer 
patients and practices

Important Safety Information
Contraindication
•  Neulasta® is contraindicated in patients with a history of serious allergic reactions 

to pegfilgrastim or filgrastim
• Reactions have included anaphylaxis
Splenic Rupture
•  Splenic rupture, including fatal cases, can occur following the administration of 

Neulasta®

•  Evaluate for an enlarged or ruptured spleen in patients who report left upper 
abdominal or shoulder pain

Please see additional Important Safety Information on pages 12 to 14.

© 2021 Amgen Inc. All rights reserved.  
USA-003-80806

9 of 10 patients report feeling fatigued the day 
after chemo. Provides option to automatically 
deliver G-CSF at home33,34,*

May eliminate the time patients and caregivers  
spend traveling for G-CSF appointments35

Fewer next-day injection appointments35

Designed for automatic next-day delivery of  
pegfilgrastim (Neulasta®) treatment in accordance 
with guidelines and labeling32,*

Would be chosen again by 95% of patients  
if they needed Neulasta® again34,†

Is the product of 3 decades of innovation and 
commitment to enhancing patient experience39,40,‡

Appropriate for patients who don’t want to wear 
a device46

Suitable for patients who prefer to receive G-CSF 
in their doctor’s office46

G-CSF support through the nadir44

Neulasta® Onpro® Prefilled Syringe

  * Incomplete doses have been reported with Neulasta® Onpro® due to the device not performing as intended.  
This may increase risk of neutropenia, febrile neutropenia and/or infection.32

† 2016 data from interviews with oncology patients who have had experience with Neulasta® (N=227, PFS 
n=150, Neulasta® Onpro® n=77). Patients who had received Neulasta® via Neulasta® Onpro® were asked  
to answer a survey (Study Design 4).34

‡ NEUPOGEN® was approved 1991; Neulasta® Onpro® was approved 2014.47,48

 See page 15 for full study designs. 


