
FEATURE
Should COVID-19 Vaccinations Be 

Required for Health Care Professionals?

ONCOLOGY NURSE CHAMPION
The Value of the Oncology Nurse 

Christina Kirk, MSN, RN, AOCNP

Adapting to Be What the Patient Needs  
Amelia Mercer, BSN, RN, CBCN, OCN

Also Inside

Clinical Insights

Breast Cancer and RCC

EDUCATIONAL 
ACTIVITY 

Clinical Insights  
& Nurse Perspectives

(certified for 0.5 contact hour)

OCTOBER 2021 • V.15 • N.5

OncNursingNews.com

EDITION

NURSES CAN

Fear, Anxiety
in Pediatric Patients  

With Cancer



11545794 SGZ US Phase1 ASCO JA OncNurseNews_QUEEN M3FR
Date:
Client:
Product:
Client Code:
WF Issue #
Releasing as:
Final Size:
Finishing:
Gutter:
Colors:

Producer:
AD:
AE:
QC:
Production:
Digital Artist:
FR Spellcheck:

5-18-2021 4:32 PM
SANOFI
SANOFI/GENZYME
MAT-US-2103401-v1.0
8972769
PDFx1A
20" x 12"
None
None
4/c process

Leah Wise/Studio Express
Cait Anderson
Mikasa Modi
None
Erin Brennan
©YIP
None

Job info

Team

Special Instructions

Minion Pro (Regular), Barlow Condensed (Me-
dium, SemiBold, Bold), Barlow (Medium, Bold, 
SemiBold, ExtraBold, SemiBold Italic)

Fonts Images

Inks

PREPARED BY

Additional Information

Additional Comments for Sizing

webcargo approved file to erin.brennan@fcb.com

Oncology Live and Oncology Nursing News

None Cyan,  Magenta,  Yellow,  Black

SANO_A071283_4C.tif (CMYK; 300 ppi; 100%; 
67.4MB), Sanofi_Genzyme_KO.ai (61.8%; 
883KB), QR Code - Journal Ad Spread.tif (Gray; 
2068 ppi; 58%; 64KB)

Scale: 1" = 1"

Bleed
Trim/Flat
Live/Safety

20.25" w x 12.25" h  20.25" w x 12.25" h
20" w x 12" h  20" w x 12" h
19" w x 11" h  19" w x 11" h 

Path: PrePress:Sanofi:11545794:11545794_SGZ_US_Phase1_ASCO_JA_OncNurseNews_M3FR.indd

PDFX1A _

IN ER+/HER2- METASTATIC BREAST CANCER (mBC)

In ER+/HER2– mBC, the ER pathways are involved in tumor progression 
and treatment escape mechanisms that enable endocrine resistance.1,2,4,5

To strengthen the fi ght against resistance, could 
advancements in ER antagonism and degradation 
help decrease the ER pathway’s downstream effects?

CAN IMPROVING ER ANTAGONISM AND
DEGRADATION UNLOCK A BRIGHTER FUTURE?

Complex mechanisms of estrogen receptor (ER) signaling 
have been associated with tumor growth.1-3

References: 1. Haque MM, Desai KV. Pathways to endocrine therapy resistance in breast cancer. Front Endocrinol. 2019;10:573. 2. Roy SS, Vadlamudi RK. Role of estrogen 
receptor signaling in breast cancer metastasis. Int J Breast Cancer. 2012. doi:10:1155/2012/654698 3. Jeffreys SA, Powter B, Balakrishnar B, et al. Endocrine resistance in 
breast cancer: the role of estrogen receptor stability. Cells. 2020;9(9):2077. doi:10.3390/cells9092077 4. McDonnell DP, Wardell SE. The molecular mechanisms underlying the 
pharmacological actions of ER modulators: implications for new drug discovery in breast cancer. Curr Opin Pharmacol. 2010;10(6):620-628. 5. Osborne CK, Schiff R. Mechanisms 
of endocrine resistance in breast cancer. Annu Rev Med. 2011;62:233-247. 
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Fall Into Better Health  
and Financial Practices

As the air turns crisper and we move into autumn, it is important to remember to 
take care of both our physical health and our mental well-being. Although the flu 
shot might not be in the forefront of everybody’s mind this season, it remains vital 

that oncology nurses continue to receive their regular immunizations to keep themselves 
and their patients healthy and strong. Our Nurse’s Note addresses the importance of vacci-
nations for oncology nurses, and our feature story examines the ethical considerations of 
mandating the COVID-19 vaccine in health care spaces. 

With the change of weather and holidays right around the corner, saving and spending 
become more top of mind. Our Medical Economics® section offers insight into the holistic 
approach of applying positive psychology to financial planning to discover your unique 
blueprint for well-being in life.  

As always, our Medical World News® section keeps you up-to-date on the most relevant 
FDA approvals in oncology treatment. In this issue, we highlight belumosudil (Rezurock) 
and dostarlimab-gxly (Jemperli). In addition, in our Clinical Insights section, read about 
the latest updates in renal cell carcinoma and the importance of personalized screenings in 
breast cancer. 

As oncology care continues to become more complex, the value of a nurse practitioner 
certificate increases. Transitioning from RN to NP, however, can be difficult. In this issue’s 
APP column, Oncology Nursing News® takes a look at the hematology/oncology nurse prac-
titioner fellowship at Sylvester Comprehensive Cancer Center and how advanced practice 
fellowship programs help provide the training that new nurse practitioners need to excel. 

Amid seemingly endless change, one thing remains constant: the oncology nurse’s dedi-
cation to patients. In this issue, we recognize the accomplishments of 2 extraordinary 
nurses in our Oncology Nurse Champion section: Christina Kirk, MSN, RN, AOCNP, of UCI 
Health Chao Family Comprehensive Cancer Center, and Amelia Mercer, BSN, RN, CBCN, 
OCN, of Rush University Cancer Center. 

And finally, our cover story offers strategies that pediatric oncology nurses can use to 
help reduce fear and anxiety in children and adolescents with cancer. From explaining 
certain procedures involving medical equipment like a stethoscope to using play therapy or 
meditation techniques to calm emotions, oncology nurses play a pivotal role in anticipating 
and reducing stressors for this patient population. 

As always, thank you for your service—and for reading. 

Mike Hennessy Sr
Chairman and Founder

MJH Life Sciences™
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Should the Oncology Nurse Get Vaccinated? 

COVID-19 vaccines are one strategy 
to address morbidity and reduce the 
current public health crisis.1 These 

vaccines are designed to elicit an immune 
response to detect infections through utiliza-
tion of T lymphocytes and antibodies. Although 
vaccines are not a cure, they do provide specific 
protection that the normal immune system 
alone cannot offer without prior exposure to 
specific viruses. 

The accelerated production of the COVID-19 
vaccine was necessary given the rising incidence 
of COVID-19 infections, but certain challenges 
were associated with its development, including 
the exclusion of select populations such as 
children, pregnant women, and those receiving 
treatment for cancer in clinical trials. 

In comparison, the influenza vaccine, also 
known as the flu shot, has been approved 
since the mid-1940s. Despite its longevity, 
only 60% of individuals in the United States 
receive an influenza vaccination each year.2 
Many hospitals even resort to universal 
masking during influenza season without 
validated evidence to prove its efficacy.3 The 
overall relative risk reduction of influenza 
infection for those vaccinated is 59%, 
followed by an absolute risk reduction of 
1.4%.4 Vaccination mandates among 
health care workers are intended to 
reduce overall incidence rates; the 
other intended benefit is to reduce 
transmission to patients.  

Given these limitations, there is currently a 
lack of trust in the vaccines even among health 
care workers. This phenomenon is widely 
known as vaccine hesitancy. Some choose to 
delay receiving the COVID-19 vaccine because 
of the lack of full FDA approval, and others 
have concerns regarding its efficacy. Some 
choose to delay due to concern surrounding 
adverse events. Other factors that influence 
decision-making include knowledge of vaccine 
recommendations, peer support, and the 
opinions and guidance from respected sources. 

Health care workers who are vaccinated 
are more likely to recommend the vaccine to 
coworkers, patients, and families. In fact, it is 
widely known that health care workers possess 
confidence in vaccines in general when they 
have knowledge of a vaccine’s efficacy and 
safety.5 It is also known that when a vaccine 
is offered free of charge and easily accessible 
and when educational activities increase 
knowledge acquisition, adherence to mandates 
increases accordingly. 

As health care providers and essential 
workers, we remain the most trusted 
profession. We, therefore, have a responsibility 
to our patients to be examples that influence 
vaccination decisions. Despite societal 
influences and vaccine-specific issues, we 
have a moral obligation to educate ourselves 
on the COVID-19 vaccines and the flu vaccine. 
We must be able to defend false claims that 
impact others making informed decisions 
regarding vaccination. It is also important 
that we educate patients and families 
and be truthful about potential vaccine 
limitations. Ultimately, we have a duty to 
dispel myths, fears, and inaccuracies. 

References are available on OncNursingNews.com. 

 

Stephanie L. Jackson, DNP, RN,  
BMTCN, MSN, AOCNS

Co Editor in Chief 
Oncology Nursing News ®
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how the COVID-19 pandemic is 
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With the ongoing threat of chemotherapy-
induced neutropenia (CIN), the COVID-19 
pandemic is making oncologists and their 
care teams revisit their approach as they 
use aggressive regimens to treat their 
patients with cancer. Along with this, current 
treatment guidelines are now recommending 
the expanded prophylactic use of granulocyte-
colony stimulating factors (G-CSFs) to 
intermediate-risk cancer patients as well.1

When your patients are left unprotected, 
particularly in Cycle 1,2 CIN may lead to life-
threatening events, such as fever, infection, 
and hospitalization3–severely disrupting 
the predictability of your treatment plan. 
These chemotherapy delays and decreases 
can ultimately impact outcomes and decrease 
overall survival.4-6

References: 1. National Comprehensive Cancer Center. NCCN hematopoietic growth factors. Short-term recommendations specific to issues 
with COVID-19 (SARS-CoV-2). NCCN.org. Accessed August 20, 2020. 2. Cheng C, Gallagher EM, Yeh, J-Y, et al. Rates of febrile neutropenia with 
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cncr.11882. 4. Centers for Disease Control and Prevention. Information for health care providers. Preventing infections in cancer patients. Centers 
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Medical World News® is now virtual.

Scan the QR code or visit MedicalWorldNews.com  
to watch the 24-hour broadcast.

FDA Green Lights Belumosudil for Chronic GVDH
The agency has approved the drug for the treatment of patients 12 years and older  
with cGVHD following failure of at least 2 prior lines of therapy.
By Kristi Rosa

Belumosudil (Rezurock) has received 
approval from the FDA for the treatment 
of adult and pediatric patients 12 

years and older with chronic graft-versus-host 
(cGVHD) disease after failure of at least 2 prior 
lines of systemic therapy.1

The regulatory decision is based on safety 
and efficacy data from the phase 3 ROCKstar 
trial (NCT03640481), which showed that the 
agent elicited an overall response rate of 75% 
(95% CI, 63%-85%) through cycle 7 day 1 of 
treatment; 6% of patients achieved a complete 
response, and a total of 69% experienced a 
partial response.

“[Belumosudil] represents a new treatment 
paradigm for thousands of cGVHD patients, 
including those with difficult-to-treat 
manifestations like fibrosis,” Corey Cutler, MD, 
MPH, FRCPC, associate professor of medicine at 
Harvard Medical School and medical director of 
the Adult Stem Cell Transplantation Program at 
Dana-Farber Cancer Institute, both in Boston, 
Massachusetts, stated in a press release.1 
“[Belumosudil] has shown robust and durable 
responses across the spectrum of cGVHD and 
is safe and well tolerated, allowing patients to 
stay on therapy and achieve meaningful benefit 
from treatment.”

The open-label, multicenter trial enrolled 
patients with cGVHD who had previously 
received 2 to 5 lines of systemic therapy. A total 
of 65 patients received treatment with oral 
belumosudil at a once-daily dose of 200 mg.

The median time from diagnosis of cGVHD 
was 25.3 months, and 48% of patients had 4 or 
more organs involved. Notably, participants had 
received a median of 3 prior lines of systemic 
therapy, and 78% were refractory to the last 
therapy they had received.

Additional data from the trial indicated 
that the median time to first response with 
belumosudil was 1.8 months and that 62% 
of those who responded to the agent did not 
need new systemic therapy for at least 1 year 
after their response. The median duration of 
response was 1.9 months.

Investigators also reported clinically 
meaningful improvements from baseline in the 
Lee Symptom Scale score in 52% of patients 
through cycle 7 day 1 of treatment with the drug.

“Patients receiving [belumosudil] reported 
significant improvements in chronic GVHD 
symptoms, showing that not only did treatment 
result in organ responses, but it also made 
people feel better. This is so important for a 

chronic disease with a high symptom burden,” 
Stephanie Lee, MD, MPH, professor at the Fred 
Hutchinson Cancer Research Center and the 
University of Washington School of Medicine 
and research director of the Long-Term 
Follow-Up Program at Fred Hutchinson, Seattle, 
Washington, said in the release.1

Regarding safety, belumosudil was 
found to be well tolerated, and toxicities 
proved to be consistent with what had 
been expected in patients with advanced 
cGVHD who were receiving corticosteroids 
and/or other immunosuppressants. 

References are available on OncNursingNews.com. 
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FDA Grants Accelerated Approval to Dostarlimab-gxly 
for dMMR Recurrent/Advanced Solid Tumors
The regulatory decision is based on findings from collective data  
on tumor response rate and durability of response.
By Lindsay Fischer

The FDA recently granted accelerated 
approval to dostarlimab-gxly (Jemperli) 
for the treatment of adult patients with 

mismatch repair–deficient (dMMR) recurrent 
or advanced solid tumors that have progressed 
on or following previous treatment and have no 
satisfactory alternative treatment options.

“Dostarlimab is an important new treatment 
option for [these] patients....” Jubilee Brown, 
MD, professor of gynecologic oncology at 
Atrium Health’s Levine Cancer Institute in 
Charlotte, North Carolina, and a GARNET study 
investigator, said in a news release.1 “As we 
saw in the GARNET trial, of those patients who 
respond to treatment with dostarlimab, nearly 
all continued to respond for 6 months or longer.”

The regulatory decision is based on 
findings from collective data from the dMMR 
endometrial cancer cohort (A1) and the dMMR 
solid-tumor nonendometrial cancer cohort 
(F) of the ongoing phase 1 GARNET trial 
(NCT02715284), the results of which represent 
the largest data set to assess anti–PD-1 as 

a monotherapy treatment in women with 
endometrial cancer.

The data showed that objective response 
rate (ORR) was 41.6% (95% CI, 34.9%-
48.6%) among the 209 patients with dMMR 
solid tumors, including endometrial and 
nonendometrial solid tumors. In addition, the 
data showed a partial response rate of 32.5% 
and a median duration of response (DOR) of 
34.7 months (range, 2.6-35.8+), with 95.4% of 
patients maintaining a response for 6 months 
or longer. The ORR among the 106 patients 
with dMMR solid tumor nonendometrial 
cancer treated with dostarlimab was 38.7% 
(95% CI, 29.4%-48.6%).

Patients were administered 500 mg of 
dostarlimab once every 3 weeks for 4 cycles 
and then 1000 mg once every 6 weeks until 
disease progression or unacceptable toxicity.

The most commonly reported adverse events 
(AEs) were fatigue/asthenia (42%), anemia 
(30%), diarrhea (25%), and nausea (22%).  The 
most common grade 3 or 4 AEs were anemia, 

fatigue, asthenia, increased transaminases, 
sepsis, and acute kidney injury. Investigators 
also noted grade 3 and 4 laboratory 
abnormalities such as increased alkaline 
phosphatase, decreased sodium, decreased 
lymphocyte, and decreased albumin levels.

In April 2021, the FDA granted dostarlimab 
an accelerated approval for the treatment 
of adult patients with dMMR recurrent or 
advanced endometrial cancer, as determined 
by an FDA-approved test, who have progressed 
on or following prior treatment with a 
platinum-containing regimen.

 That approval was based on findings from 
cohort A1, which included 71 patients with 
dMMR endometrial cancer.

Dostarlimab is also currently being 
evaluated as an earlier-line treatment 
and in combination with other therapies 
to treat cancers besides endometrial. 

References are available on OncNursingNews.com. 
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The Value of the Oncology Nurse
“It’s a privilege. I feel very honored to be helping patients.”

By Lindsay Fischer

A privilege. This is how Christina Kirk, 
MSN, RN, AOCNP, describes the past 20 
years as an oncology nurse. Nursing, 

however, was not her first career. She had 
worked as a nurse’s aide in oncology for many 
years before deciding to go to nursing school. 
In the 20 years since becoming a registered 
nurse, Kirk has worked as a hospital oncology 
nurse, participated in oncology nurse research, 
and currently works as a nurse practitioner at 
UCI Health Chao Family Comprehensive Cancer 
Center in Orange, California.

The Importance of Clinical Trials
Kirk chose her current position because she 
wanted to work with clinical trials. Passionate 
about academic research, Kirk believes that the 
opportunity to participate in clinical trials is 
very important for patients. Her background 
in academic medicine is recognized—and 
appreciated—by her UCI Health coworker, 
Susan O’Brien, MD.

“Christina has a firm grasp of not only the 
treatments for these malignancies but of the 
evolution of therapies and major advances 
in small molecules,” said O’Brien. “More 
importantly, she has a wonderful way of 
explaining treatments to patients, which 
describes not only the expected efficacy, but the 
drug [adverse] effects. She does this in a very 
clear and straightforward way that makes it 
easy for patients to grasp.”

Kirk noted that part of what drew her to 
clinical trials is that they do not discriminate. 
“We take all patients, regardless of education 
level or their familiarity with health care,”    
she said.

One of the biggest daily challenges in her 
role is teaching people how the trials work 
and ensuring patients understand that they 
are not “guinea pigs”—that, rather, they have 
the opportunity to participate and receive a 
treatment option that may be the best therapy 
available to them. 

She noted how important it is for both the 
patient and their family to understand how 
these trials work. “A lot of times, the patients 
are very stressed, and they’re relying on their 
family members to take in that information 

or help them process it,” Kirk said, explaining 
that she considers it the oncology nurse’s 
responsibility to talk with patients and answer 
their questions so that they can make informed, 
educated decisions. Kirk does not want a patient 
to say “No, I’m not going to do this” simply 
because they don’t understand the process. 

The Power of Understanding 
Kirk shared that some of her patients have 
written to her over the years. One patient even 
wrote her a note saying, “Thank you for never 
making me feel stupid.”

This was a powerful moment in her career. 
It emphasized that when confronted with such 
complex concepts and medical jargon, patients 
often feel overwhelmed and inept. The ability 
to help patients feel educated enough to make 
their own informed decisions and navigate their 
cancer journey with confidence has been both a 
moving and rewarding aspect of her career. 

Kirk also emphasized the importance of 
meeting a patient “where they are.” As she 
explained, sometimes a patient has a third-
grade education level or only knows English as 
a second language, so it is important to find a 
way to effectively engage those patients, as well 
as the patient with advanced degrees and their 
own vision regarding their treatment. Every 
patient comes from a different background 
and has a different perspective, so having the 
ability to adapt to meet each patient’s needs 
is, according to Kirk, how an oncology nurse 
can truly determine the level of excellence in 
supportive care. 

“Christina is always ready to go the extra 
mile, and it is not uncommon to have patients 
who have an acute issue just show up in the 

clinic without an appointment because they 
know Christina will always squeeze them in to 
give them all the support they need,” O’Brien 
explained. “She has intervened on patient 
denials and spent long amounts of time to get 
the patients the treatment they need. She is also 
always looking out for their psychological needs 
and provides a great deal of support herself.  
   “She worked every day through the pandemic 
and was always there for the patients during 
that difficult time. She is a real hero to me.”

A Holistic Approach
In Kirk’s view, the goal is to provide patients 
with both the care and the knowledge they 
need. For example, she noted the importance 
of explaining a symptom management plan 
with patients. Lots of treatments have adverse 
events, so explaining to a patient that there 
is a plan in place to address those symptoms 
and ease suffering is an important aspect in 
alleviating stress. 

She also noted the importance of ensuring 
patients are taking their medicine. If the 
oncology nurse has frank, open conversations 
with their patients about topics such as drug 
costs and medication fears, it can help empower 
the patient to navigate their journey without 
added anxiety. The rapport between nurses and 
patients is critical. 

Kirk’s message to fellow oncology nurses is 
this: “Between the education, the knowledge, 
and the experience, there is such a value in 
what we provide,” she said. 

“Oncology nurses should know that they are 
very valuable and remember that the role they 
play is very important. At the end of the day, it 
is a privilege.” 

CHRISTINA KIRK,  
MSN, RN, AOCNP
UCI Health Chao Family 
Comprehensive Cancer Center
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Adapting to Be What the Patient Needs
“When you’re donning that gown to go into a room, you’re donning exactly  
what that patient needs you to be.”

By Lindsay Fischer

Amelia Mercer, BSN, RN, CBCN, OCN, 
knew she wanted to work in oncology 
when she cared for a patient with 

cancer in her first role as a nurse. 
Impressed with the level of knowledge, 

skill, and patience that it required to help this 
patient and his family, Mercer recognized that 
this profession was what she wanted for her 
career. Nearly a decade later, with experience 
working both inpatient and outpatient settings; 
across hematology, solid tumor, and palliative 
care; and as the current nurse navigator for the 
breast team at Rush University Cancer Center in 
Chicago, Illinois, Mercer embodies the meaning 
of “oncology nurse champion.”

“Amelia is an amazing nurse and a true 
champion for patients,” said Ruta D. Rao, MD, 
medical director of Rush University Cancer 
Center. “My patients comment daily on the 
incredible support she gives them, for whatever 
their needs and questions are.” 

Time Management and Teamwork
Time management is one of the greatest 
challenges that Mercer faces in her role as a 
nurse navigator, she said. Her job is done entirely 
by phone, which means there is always a queue 
of patients requiring her assistance. Without 
seeing these patients face to face, Mercer 
prioritizes tasks by asking herself, “What do you 
need to do first? [Is one task] more urgent than 
another? Can this wait for an hour or 2 or even 
be pushed off till tomorrow? Does it need to be 
acted on right now?”

Moreover, part of her motto is that she never 
hesitates to reach out to her team as needed. 

“I want to be able to give the patient the best 
knowledge….I always have people that I can 
turn to because I’m not going to ever know 
everything. That interdisciplinary team is truly 
what allows me to provide the best possible 
care for the patient,” said Mercer. 

“She is a true team player,” Rao noted 
about Mercer. “She delivers outstanding care 
to the patient by working with the patient, 
[the] family, and the interdisciplinary team, 
including other medical professionals, as well as 
social workers, psychologists, and therapists.”

Adapting to New Roles
Mercer understands that cancer care is 
extremely complex and that a cancer diagnosis, 
even if a patient goes into active remission 
or shows no evidence of disease, represents a 
burden that will stay with patients their entire 
life. She is, therefore, always working to find 
better ways to help provide that much-needed 
comprehensive care. 

Currently, she is enrolled in the Adult-
Gerontology Primary Care Nurse Practitioner 
Doctor of Nursing Practice program at Rush 
University, with an anticipated graduation date 
of fall 2022. She shared that a coworker who 
is a nurse practitioner and oncology nurse at 
Rush inspired her by being a role model for 
how the knowledge acquired through a nurse 
practitioner certification can be applied in the 
oncology setting. 

“It is always neat to just apply the knowledge 
directly as I learn and relearn things with 
refined understanding. I feel better equipped 
to educate my patients with what I know and 
feel as I am learning alongside them throughout 
their clinical course,” said Mercer.

Be What Patients Need
Mercer adjusts her supportive approach in 
response to the patient’s specific needs. 

“When I used to work on the inpatient side, 
I worked at a hospital [where] we donned 
protective equipment every time we went into 
a patient’s room….We just treated everyone as 
if they were infectious to protect everybody. 
And I remember kind of making the analogy 
[that] when you’re donning that gown to go 
into a room, you’re donning exactly what that 

patient needs you to be....So at the end of that 
patient encounter, you’re literally taking off that 
gown—you’re taking off what they have needed 
you to be, you wash your hands, you go to the 
next room, and you don the next persona and 
kind of emotional state that that next patient 
and those family members need you to be. It is 
very personal.”

Even in her current role as a nurse 
navigator—which is 100% phone work—Mercer 
still manages to adapt her supportive approach 
around what patients need. “I’m having to 
gather a lot of that information over the phone, 
and I’m kind of gently easing my way into those 
conversations to figure out what is it that they 
need from me....[I]s it that humor? Or is it the 
sarcasm, you know, which I can turn on and am 
pretty good at. [Or], sometimes they just need it 
to be serious and more educational. I think that 
the ability to kind of take all of those different 
[needs] on is a big piece of oncology care.”

The Importance of Self-Care  
Mercer advised oncology nurses to remember to 
also take care of themselves. 

“Vacations, long breaks, [and] time you can 
give yourself [to] recharge your own battery 
[are] only going to make you stronger and 
better...and able to give more,” Mercer said. 
“And I know for us in the oncology field, it’s 
really hard to push that stop button because 
there’s always a need out there. But to be able 
to keep going for these patients, it is vitally 
important that we actually stop and give 
ourselves a chance to breathe and to focus on 
our own health and energy and restoration so 
that we can come back for more.” 

AMELIA MERCER, 
BSN, RN, CBCN, OCN
Rush University Cancer Center
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COSELA™ (trilaciclib) helps 
protect hematopoietic 
stem and progenitor cells 
(HSPCs), the source of 
blood cell lineages

INDICATION
COSELA is indicated to decrease the incidence of chemotherapy-induced myelosuppression in adult patients when administered prior 
to a platinum/etoposide-containing regimen or topotecan-containing regimen for extensive-stage small cell lung cancer (ES-SCLC).

* COSELA was evaluated in 3 randomized, double-blind, placebo-controlled clinical studies. The Pivotal Study (Study 1) evaluated COSELA or placebo 
administered prior to treatment with E/P/A in 107 patients with newly diagnosed ES-SCLC not previously treated with chemotherapy. In this study, COSELA 
significantly reduced the primary endpoints of incidence (adjusted relative risk [aRR] 0.038 [95% CI, 0.008, 0.195], P<0.0001) and duration in Cycle 1 (mean 
difference -3.6 [95% CI, -4.9, -2.3], P<0.0001) of severe neutropenia and significantly decreased the rate of all-cause chemotherapy dose reductions (aRR 
0.242 [95% CI, 0.079, 0.742). The incidence of Grade 3/4 anemia was 19% and 28% (aRR 0.663 [95% CI, 0.336, 1.310]) and RBC transfusions on/after 5 weeks 
were 13% and 21% (aRR 0.642 [95% CI, 0.294, 1.404) with and without COSELA, respectfully.

Reference: COSELA (trilaciclib). Prescribing Information. G1 Therapeutics, Inc; 02/2021.

G1 Therapeutics™ and the G1 Therapeutics logo, COSELA™ and the COSELA logo are trademarks of G1 Therapeutics, Inc.
©2021 G1 Therapeutics, Inc. All rights reserved. US-2000037 03/2021

To report suspected adverse reactions, contact G1 Therapeutics at 1-800-790-G1TX 
or FDA at 1-800-FDA-1088 or www.fda.gov/medwatch. 
This information is not comprehensive. Please see the Brief Summary of Prescribing 
Information on the adjacent page.

SPARE THE MARROW. SPEAR THE TUMOR.
COSELA HELPS PROTECT AGAINST MYELOSUPPRESSION, WHILE CHEMOTHERAPY TARGETS CANCER CELLS

NEW to decrease the incidence of chemotherapy-induced 
myelosuppression in patients when administered prior to a platinum/
etoposide-containing regimen or topotecan-containing regimen

FOR EXTENSIVE-STAGE 
SMALL CELL LUNG 
CANCER (ES-SCLC)

PROACTIVELY HELP PROTECT AGAINST MULTIPLE MYELOSUPPRESSIVE CONSEQUENCES 
WITH THE FIRST AND ONLY MYELOPROTECTION THERAPY
The Pivotal Study (Study 1) compared an etoposide/carboplatin + atezolizumab (E/P/A) regimen with 
COSELA vs without COSELA*

SELECT IMPORTANT SAFETY INFORMATION
CONTRAINDICATION
•  COSELA is contraindicated in patients with a history of serious 

hypersensitivity reactions to trilaciclib.

WARNINGS AND PRECAUTIONS
Injection-Site Reactions, Including Phlebitis 
and Thrombophlebitis
•  COSELA administration can cause injection-site reactions, including 

phlebitis and thrombophlebitis, which occurred in 56 (21%) of 
272 patients receiving COSELA in clinical trials, including Grade 2 
(10%) and Grade 3 (0.4%) adverse reactions. Monitor patients for 
signs and symptoms of injection-site reactions, including infusion-
site pain and erythema during infusion. For mild (Grade 1) to 
moderate (Grade 2) injection-site reactions, flush line/cannula with 
at least 20 mL of sterile 0.9% Sodium Chloride Injection, USP or 5% 
Dextrose Injection, USP after end of infusion. For severe (Grade 3) 
or life-threatening (Grade 4) injection-site reactions, stop infusion 
and permanently discontinue COSELA. Injection-site reactions led 
to discontinuation of treatment in 3 (1%) of the 272 patients.

Acute Drug Hypersensitivity Reactions
•  COSELA administration can cause acute drug hypersensitivity 

reactions, which occurred in 16 (6%) of 272 patients receiving 
COSELA in clinical trials, including Grade 2 reactions (2%). Monitor 
patients for signs and symptoms of acute drug hypersensitivity 
reactions. For moderate (Grade 2) acute drug hypersensitivity 

reactions, stop infusion and hold COSELA until the adverse reaction 
recovers to Grade ≤1. For severe (Grade 3) or life-threatening 
(Grade 4) acute drug hypersensitivity reactions, stop infusion and 
permanently discontinue COSELA.

Interstitial Lung Disease/Pneumonitis
•  Severe, life-threatening, or fatal interstitial lung disease (ILD) and/or 

pneumonitis can occur in patients treated with cyclin-dependent 
kinases (CDK)4/6 inhibitors, including COSELA, with which it 
occurred in 1 (0.4%) of 272 patients receiving COSELA in clinical 
trials. Monitor patients for pulmonary symptoms of ILD/pneumonitis. 
For recurrent moderate (Grade 2) ILD/pneumonitis, and severe 
(Grade 3) or life-threatening (Grade 4) ILD/pneumonitis, permanently 
discontinue COSELA. 

Embryo-Fetal Toxicity
•  Based on its mechanism of action, COSELA can cause fetal harm 

when administered to a pregnant woman. Females of reproductive 
potential should use an effective method of contraception during 
treatment with COSELA and for at least 3 weeks after the final dose.

ADVERSE REACTIONS
•  The most common adverse reactions (≥10%) were fatigue, 

hypocalcemia, hypokalemia, hypophosphatemia, aspartate 
aminotransferase increased, headache, and pneumonia.

FDA BREAKTHROUGH THERAPY DESIGNATION

VISIT COSELA.COM FOR MORE DETAILS
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aminotransferase increased, headache, and pneumonia.
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VISIT COSELA.COM FOR MORE DETAILS



K
Job Number: 00660
Revision Nm: 0
Date: 03/04/2021

220-60643   PG 3

COSELA™ (trilaciclib) for injection, for intravenous use
Initial U.S. Approval: 2021

BRIEF SUMMARY OF PRESCRIBING INFORMATION
INDICATIONS AND USAGE
COSELA is indicated to decrease the incidence of chemotherapy-induced myelosuppression in adult 
patients when administered prior to a platinum/etoposide-containing regimen or topotecan-containing 
regimen for extensive-stage small cell lung cancer (ES-SCLC).

DOSAGE AND ADMINISTRATION
Recommended Dosage
The recommended dose of COSELA is 240 mg/m2 per dose. Administer as a 30-minute intravenous 
infusion completed within 4 hours prior to the start of chemotherapy on each day chemotherapy  
is administered.
The interval between doses of COSELA on sequential days should not be greater than 28 hours.
Missed Treatment Session(s)
If the COSELA dose is missed, discontinue chemotherapy on the day the COSELA dose was missed. 
Consider resuming both COSELA and chemotherapy on the next scheduled day for chemotherapy.
Discontinuation of Treatment
If COSELA is discontinued, wait 96 hours from the last dose of COSELA before resumption  
of chemotherapy only.
Dose Modification for Adverse Reactions
Withhold, discontinue, or alter the administration of COSELA to manage adverse reactions as described 
in Table 1 [see Warnings and Precautions (5)].
Table 1: Recommended Actions for Adverse Reactions

Adverse 
Reaction

Severity Grade* Recommended Action

Injection site 
reactions 
including 
phlebitis and 
thrombophlebitis

Grade 1: Tenderness with or 
without symptoms (e.g., warmth, 
erythema, itching)

Interrupt or slow infusion of COSELA. If 0.9% 
Sodium Chloride Injection, USP is being used 
as a diluent/flush, consider changing to  
5% Dextrose Injection, USP as appropriate  
for subsequent infusions.

Grade 2: Pain; lipodystrophy; 
edema; phlebitis

Interrupt infusion of COSELA. If pain not 
severe, follow instructions for Grade 1. 
Otherwise, stop infusion in extremity and 
rotate site of infusion to site in alternative 
extremity. If 0.9% Sodium Chloride Injection, 
USP is being used as a diluent/flush, consider 
changing to 5% Dextrose Injection, USP as 
appropriate for subsequent infusions. Central 
access may also be considered.

Grade 3: Ulceration or necrosis; 
severe tissue damage; operative 
intervention indicated.
Grade 4: Life-threatening 
consequences; urgent 
interventions indicated.

Stop infusion and permanently  
discontinue COSELA.

Acute drug 
hypersensitivity 
reactions

Grade 2: Moderate; minimal, 
local or noninvasive intervention 
indicated; limiting Activities of 
Daily Living (ADL).

Stop infusion and hold COSELA until recovery 
to Grade ≤1 or baseline, then consider 
resuming COSELA. If Grade 2 recurs, 
permanently discontinue COSELA.

Grade 3: Severe or medically 
significant but not immediately 
life-threatening; hospitalization 
or prolongation of hospitalization 
indicated; disabling; limiting 
self-care ADL.
OR
Grade 4: Life-threatening 
consequences; urgent 
intervention indicated.

Permanently discontinue COSELA.

Interstitial  
lung disease/
pneumonitis

Grade 2 (symptomatic) Hold COSELA until recovery to Grade ≤1 or 
baseline, then consider resuming COSELA.
If Grade 2 recurs, permanently discontinue 
COSELA.

Grades 3: Severe symptoms; 
limiting self-care ADL;  
oxygen indicated.
OR 
Grade 4: Life-threatening 
respiratory compromise; urgent 
intervention indicated (e.g., 
tracheotomy or intubation)

Permanently discontinue COSELA.

Other toxicities

Grade 3: Severe or medically 
significant but not immediately 
life-threatening; hospitalization 
or prolongation of hospitalization 
indicated; disabling; limiting 
self-care ADL.

Hold COSELA until recovery to Grade ≤1 or 
baseline, then consider resuming COSELA. 
If Grade 3 recurs, permanently discontinue 
COSELA. 

Grade 4: Life-threatening 
consequences; urgent 
intervention indicated.

Permanently discontinue COSELA.

*National Cancer Institute – Common Terminology for Adverse Events (NCI-CTCAE) Version 4.03x

CONTRAINDICATIONS 
COSELA is contraindicated in patients with a history of serious hypersensitivity reactions to trilaciclib. 
Reactions have included anaphylaxis [see Warnings and Precautions (5.2)].

WARNINGS AND PRECAUTIONS
Injection-Site Reactions, Including Phlebitis and Thrombophlebitis
COSELA administration can cause injection-site reactions, including phlebitis and thrombophlebitis. 
Injection-site reactions, including phlebitis and thrombophlebitis, occurred in 56 (21%) of 272 patients 
receiving COSELA in clinical trials, including Grade 2 (10%) and Grade 3 (0.4%) adverse reactions (ARs). 
The median time to onset from start of COSELA was 15 days (range 1 to 542) and from the preceding 
dose of COSELA was 1 day (1 to 15). The median duration was 1 day (range 1 to 151 for the resolved 
cases). Injection-site reactions, including phlebitis and thrombophlebitis, resolved in 49 (88%) of the 
56 patients and led to discontinuation of treatment in 3 (1%) of the 272 patients.
Monitor patients for signs and symptoms of injection-site reactions, phlebitis, and thrombophlebitis, 
including infusion-site pain and erythema during infusion. For mild (Grade 1) to moderate (Grade 2) 
injection-site reactions, flush line/cannula with at least 20 mL of sterile 0.9% Sodium Chloride Injection, 
USP or 5% Dextrose Injection, USP after end of infusion. For severe (Grade 3) or life-threatening (Grade 4) 
injection-site reactions, stop infusion and permanently discontinue COSELA [see Dosage and 
Administration (2.2)].
Acute Drug Hypersensitivity Reaction
COSELA administration can cause acute drug hypersensitivity reactions, including facial edema and 
urticaria. Acute drug hypersensitivity reactions occurred in 16 (6%) of 272 patients receiving COSELA in 
clinical trials, including Grade 2 reactions (2%). One patient experienced a Grade 2 anaphylactic reaction 
4 days after receiving COSELA, which resolved with epinephrine, and treatment with COSELA was 
continued. The median time to onset from start of COSELA was 77 days (range 2 to 256) and from the 
preceding dose of COSELA was 1 day (range 1 to 28). The median duration was 6 days (range 1 to 69 for 
the resolved cases). Acute drug hypersensitivity reactions resolved in 12 (75%) of the 16 patients.
Monitor patients for signs and symptoms of acute drug hypersensitivity reactions including facial, eye, 
and tongue edema, urticaria, pruritus, and anaphylactic reactions. For moderate (Grade 2) acute drug  

hypersensitivity reactions, stop infusion and hold COSELA until the adverse reaction recovers to Grade ≤1. 
For severe (Grade 3) or life-threatening (Grade 4) acute drug hypersensitivity reactions, stop infusion and 
permanently discontinue COSELA [see Dosage and Administration (2.2)].
Interstitial Lung Disease/Pneumonitis
Severe, life-threatening, or fatal interstitial lung disease (ILD) and/or pneumonitis can occur in patients 
treated with cyclin-dependent kinases (CDK)4/6 inhibitors, the same drug class as COSELA. ILD/
pneumonitis occurred in 1 (0.4%) of 272 patients receiving COSELA in clinical trials. The adverse reaction 
was Grade 3 and reported 2 months after discontinuing COSELA, in a patient receiving a confounding 
medication. The adverse reaction did not resolve.
Monitor patients for pulmonary symptoms indicative of ILD/pneumonitis such as cough, dyspnea, and 
hypoxia. For recurrent moderate (Grade 2) ILD/pneumonitis, permanently discontinue COSELA. For severe 
(Grade 3) or life-threatening (Grade 4) ILD/pneumonitis, permanently discontinue COSELA [see Dosage 
and Administration (2.2)].
Embryo-Fetal Toxicity
Based on its mechanism of action, COSELA can cause fetal harm when administered to a pregnant 
woman. Females of reproductive potential should use an effective method of contraception during 
treatment with COSELA and for at least 3 weeks after the final dose [see Use in Specific Populations  
(8.1, 8.3)].

ADVERSE REACTIONS
The following clinically significant adverse reactions are described elsewhere in the label:
• Injection-Site Reactions, including phlebitis and thrombophlebitis [see Warnings and Precautions (5.1)]
• Acute Drug Hypersensitivity Reactions [see Warnings and Precautions (5.2)]
• ILD/Pneumonitis [see Warnings and Precautions (5.3)]
Clinical Trials Experience
Because clinical trials are conducted under widely varying conditions, adverse reaction rates observed in 
the clinical trials of a drug cannot be directly compared with rates in the clinical trials of another drug and 
may not reflect the rates observed in clinical practice.
The safety of COSELA was evaluated in Studies 1, 2, and 3 [see Clinical Studies (14)]. Patients received 
COSELA 240 mg/m2 by 30-minute intravenous infusion prior to chemotherapy on each chemotherapy 
day. The data described in this section reflect exposure to COSELA among 240 patients (122 patients in 
the trilaciclib group and 118 patients in the placebo group) being treated for extensive stage-small cell 
lung cancer (ES-SCLC) in 3 randomized, double-blind, placebo-controlled trials: 32 patients with 
treatment naïve ES-SCLC received carboplatin (AUC 5 Day 1) + etoposide (100 mg/m2 Days 1-3) every 
21 days; 58 received carboplatin (AUC 5 Day 1) + etoposide (100 mg/m2 Days 1-3) every 21 days + 
atezolizumab (1200 mg on Day 1) every 21 days; 32 patients with previously treated ES-SCLC received 
topotecan (1.5 mg/m2 Days 1-5) every 21 days.
Study 1: COSELA Prior to Etoposide, Carboplatin, and Atezolizumab (E/P/A)
Patients with newly diagnosed ES-SCLC not previously treated with chemotherapy
Study 1 (G1T28-05; NCT03041311) was an international, randomized (1:1), double-blind, placebo-
controlled study of COSELA or placebo administered prior to treatment with etoposide, carboplatin, and 
atezolizumab (E/P/A) for patients with newly diagnosed ES-SCLC not previously treated with 
chemotherapy. The data presented below are for the 105 patients who received study treatment.
Eighty-five percent of patients receiving COSELA and 91% receiving placebo completed 4 cycles  
of induction therapy.
Study 2: COSELA Prior to Etoposide and Carboplatin (E/P)
Patients with newly diagnosed ES-SCLC not previously treated with chemotherapy
Study 2 (G1T28-02; NCT02499770) was an international, randomized (1:1), double-blind, placebo-
controlled study of COSELA or placebo administered prior to treatment with etoposide and carboplatin 
(E/P) for patients with newly diagnosed ES-SCLC not previously treated with chemotherapy. The data 
presented below are for the 75 patients who received study treatment.
Seventy-six percent of patients in the COSELA group and 87% of patients in the placebo group completed 
at least 4 cycles of therapy. The median duration of treatment was 6 cycles in each treatment group.
Study 3: COSELA Prior to Topotecan
Patients with ES-SCLC previously treated with chemotherapy
Study 3 (G1T28-03; NCT02514447) was an international, randomized (2:1), double-blind, placebo-
controlled study of COSELA or placebo administered prior to treatment with topotecan for patients with 
ES-SCLC previously treated with chemotherapy. The data presented below are for the 60 patients who 
received study treatment with the 1.5 mg/m2 dose of topotecan.
Thirty-eight percent of patients receiving COSELA and 29% of patients receiving placebo completed 5 or 
more cycles of therapy. The median duration of treatment was 3 cycles in each treatment group.
Integrated Safety Analysis
The adverse reaction summary presented in Table 3 are pooled safety results from Studies 1, 2, and 3. 
The patients included in the pooling are those randomized patients that received at least 1 dose of 
COSELA (122 patients) or placebo (118 patients).
Seventy-one percent of patients receiving COSELA and 78% of patients receiving placebo completed at 
least 4 cycles of therapy. The median duration of treatment was the same (4 cycles) for patients receiving 
COSELA and placebo.
Serious adverse reactions occurred in 30% of patients receiving COSELA. Serious adverse reactions 
reported in >3% of patients who received COSELA included respiratory failure, hemorrhage,   
and thrombosis.
Permanent discontinuation due to an adverse reaction occurred in 9% of patients who received COSELA. 
Adverse reactions leading to permanent discontinuation of any study treatment for patients receiving 
COSELA included pneumonia (2%), asthenia (2%), injection-site reaction, thrombocytopenia, 
cerebrovascular accident, ischemic stroke, infusion-related reaction, respiratory failure, and myositis 
(<1% each).
Fatal adverse reactions were observed in 5% of patients receiving COSELA. Fatal adverse reactions for 
patients receiving COSELA included pneumonia (2%), respiratory failure (2%), acute respiratory failure 
(<1%), hemoptysis (<1%), and cerebrovascular accident (<1%).
Infusion interruptions due to an adverse reaction occurred in 4.1% of patients who received COSELA.
The most common adverse reactions (≥10%) were fatigue, hypocalcemia, hypokalemia, 
hypophosphatemia, aspartate aminotransferase increased, headache, and pneumonia. The most 
frequently reported Grade ≥3 adverse reaction (≥5%) in patients receiving COSELA occurring at the same 
or higher incidence than in patients receiving placebo was hypophosphatemia.
The most common adverse reactions reported in at least 5% of patients receiving COSELA with a ≥2% 
higher incidence compared to patients receiving placebo are shown in Table 3.
Table 3: Adverse Reactions in ≥5% Patients with SCLC Receiving COSELA (with ≥2% Higher 
Incidence in COSELA Compared to Placebo)

Adverse Reaction COSELA (N=122) Placebo (N=118)

All Gradesa (%) Grade ≥3 (%) All Gradesa (%) Grade ≥3 (%)

Fatigue 34 3 27 2

Hypocalcemiab 24 <1 21 <1

Hypokalemiac 22 6 18 3

Hypophosphatemiad 21 7 16 2

Aspartate aminotransferase 
increasede

17 <1 14 <1

Headache 13 0 9 0

Pneumonia 10 7 8 7

Rash 9 <1 6 0

Infusion-related reaction 8 0 2 0

Edema peripheral 7 0 4 <1

Abdominal pain upper 7 0 3 0

Thrombosis 7 3 2 2

Hyperglycemia 6 2 3 0

aGraded per NCI CTCAE v4.03x
b Hypocalcemia=calcium decreased (lab) or treatment-emergent adverse event (TEAE) preferred  
term ‘Hypocalcemia’

c Hypokalemia=potassium decreased (lab) or TEAE preferred terms ‘Hypokalemia,’ ‘Blood  
potassium decreased’

d Hypophosphatemia=phosphate decreased (lab) or TEAE preferred terms ‘Hypophosphatemia,’ ‘Blood 
phosphorus decreased’

e Aspartate aminotransferase increased=aspartate aminotransferase increased (lab) or TEAE preferred 
term ‘Blood aspartate aminotransferase increased’
Grade 3/4 hematological adverse reactions occurring in patients treated with COSELA and placebo 
included neutropenia (32% and 69%), febrile neutropenia (3% and 9%), anemia (16% and 34%), 
thrombocytopenia (18% and 33%), leukopenia (4% and 17%), and lymphopenia (<1% and <1%), 
respectively.

DRUG INTERACTIONS
Effect of COSELA on Other Drugs, Certain OCT2, MATE1, and MATE 2K Substrates
COSELA is an inhibitor of OCT2, MATE1, and MATE-2K. Co-administration of COSELA may increase the 
concentration or net accumulation of OCT2, MATE1, and MATE-2K substrates in the kidney (e.g., 
dofetilide, dalfampridine, and cisplatin) [see Clinical Pharmacology (12.3)].
Refer to the prescribing information for these concomitant medications for assessing the benefit and risk  
of concomitant use of COSELA.
Table 4: Potentially Significant Drug Interactions with COSELA

Drugs Recommendations Comments
Dofetilide The potential benefits of taking 

COSELA concurrently with 
dofetilide should be considered 
against the risk of QT interval 
prolongation.

Increased dofetilide blood levels may occur in 
patients who are also receiving COSELA. Increased 
plasma concentrations of dofetilide may cause 
serious ventricular arrhythmias associated with QT 
interval prolongation, including torsade de pointes.

Dalfampridine The potential benefits of taking 
COSELA concurrently with 
dalfampridine should be 
considered against the risk  
of seizures in these patients.

Increased dalfampridine blood levels may occur in 
patients who are also receiving COSELA. Elevated 
levels of dalfampridine increase the risk of seizure. 

Cisplatin Closely monitor for 
nephrotoxicity. 

Concurrent treatment with COSELA may increase 
the exposure and alter the net accumulation of 
cisplatin in the kidney, which may associate with 
dose-related nephrotoxicity. 

USE IN SPECIFIC POPULATIONS
Pregnancy
Risk Summary
Based on the mechanism of action, COSELA can cause fetal harm when administered to a pregnant 
woman [see Clinical Pharmacology (12)]. There are no available human or animal data on COSELA use to 
evaluate for a drug-associated risk of major birth defects, miscarriage or adverse maternal or fetal 
outcomes. Advise pregnant women of the potential risk to a fetus.
The background risk of major birth defects and miscarriage for the indicated population is unknown. All 
pregnancies have a background risk of birth defect, loss, or other adverse outcomes. However, the 
background risk of major birth defects is 2% to 4% and of miscarriage is 15% to 20% of clinically 
recognized pregnancies in the United States general population.
Lactation
Risk Summary
There are no data on the presence of trilaciclib in either human or animal milk, the effects on the 
breastfed child or the effects on milk production. Because of the potential for serious adverse reactions 
in breastfed children, advise lactating women to not breastfeed while taking COSELA and for at least 
3 weeks after the last dose.
Females and Males of Reproductive Potential
Pregnancy Testing
Based on its mechanism of action, COSELA can cause fetal harm if administered to a pregnant woman 
[see Use in Specific Populations (8.1)]. Pregnancy testing is recommended for females of reproductive 
potential prior to initiating COSELA.
Contraception
COSELA can cause fetal harm when administered to pregnant women [see Use in Specific Populations 
(8.1)]. Advise female patients of reproductive potential to use effective contraception during treatment 
with COSELA and for at least 3 weeks after the final dose.
Infertility
No studies have been performed in humans to evaluate the effects of COSELA on fertility in either sex.
Based on animal toxicology studies, COSELA may impair fertility in females of reproductive potential [see 
Nonclinical Toxicology (13.1)].
Pediatric Use
Safety and effectiveness in pediatric patients have not been established.
Geriatric Use
In the pooled efficacy dataset from Studies 1, 2 and 3, 46% of 123 patients randomized to COSELA  
were ≥65 years of age, and 49% of 119 patients randomized to placebo were ≥65 years of age. No  
overall differences in safety or effectiveness of COSELA were observed between these patients and 
younger patients.
Hepatic Impairment
Use of COSELA is not recommended in patients with moderate or severe hepatic impairment. No dosage 
adjustment is recommended for patients with mild hepatic impairment (total bilirubin ≤ upper limit of 
normal [ULN] and aspartate aminotransferase [AST] > ULN, or total bilirubin >1.0 to 1.5 × ULN, irrespective 
of AST). The pharmacokinetics of COSELA have not been studied in patients with moderate or severe 
hepatic impairment (total bilirubin >1.5 × ULN, irrespective of AST) [see Clinical Pharmacology (12.3)]. 

PATIENT COUNSELING INFORMATION
Injection Site Reactions, Including Phlebitis and Thrombophlebitis
Inform patients of the signs and symptoms of injection-site reactions, including phlebitis and 
thrombophlebitis. Advise patients to contact their healthcare provider immediately for signs and 
symptoms of injection-site reactions, including phlebitis and thrombophlebitis [see Warnings and 
Precautions (5.1)].
Acute Drug Hypersensitivity Reactions
Advise patients to contact their healthcare provider immediately for signs and symptoms of acute drug 
hypersensitivity reactions, including facial, eye, and tongue edema, urticaria, pruritis, and anaphylactic 
reactions [see Warnings and Precautions (5.2)].
Interstitial Lung Disease/Pneumonitis
Advise patients to immediately report new or worsening respiratory symptoms [see Warnings and 
Precautions (5.3) and Dosage and Administration (2.2)].
Embryo-Fetal Toxicity
Advise females of reproductive potential of the potential risk to a fetus and to inform their healthcare 
provider of a known or suspected pregnancy [see Use in Specific Populations (8.1)].
Advise females of reproductive potential to use effective contraception during treatment with COSELA 
and for at least 3 weeks after the final dose [see Use in Specific Populations (8.1, 8.3)].
Lactation
Advise women not to breastfeed during treatment with COSELA and for at least 3 weeks after the final 
dose of COSELA [see Use in Specific Populations (8.2)].
Drug Interactions
Advise patients to inform their health care providers of all concomitant medications, including prescription 
medicines, over-the-counter drugs, vitamins, and herbal products [see Drug Interactions (7)].
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NURSES CAN

Fear, Anxiety
in Pediatric Patients  

With Cancer

Anticipating these 
stressors and 
implementing 

specific strategies 
can help ease 

the distress and 
vulnerability that  

children and  
adolescents feel. 

By Leah Lawrence

 OncNursingNews.com  |  15



COVER STORY

16  |  Oncology Nursing News® October 2021 

Receiving a cancer diagnosis is likely to 
cause some level of fear or anxiety in 
children and adolescents old enough 

to understand the situation.
“One of the things that can cause fear 

is just being in a new place with a lot of 
new people and faces,” explained Amy R. 
Newman, PhD, RN, CPNP-PC, assistant 
professor at Marquette University College of 
Nursing in Milwaukee, Wisconsin. “A lot of 
children’s hospitals have come a long way in 
making the physical environment more child 
friendly, but it can still be overwhelming.”

Pediatric patients with cancer are dealing 
with all these new things in addition to the 
vulnerability that comes with not feeling well. 

Fear and anxiety can present differently 
depending on the age of the child, Newman 
noted. Nurses also must consider the patient’s 
developmental stage and whether there 
is developmental delay or other sensory 
processing disorders. 

Younger school-age children may cry or 
refuse to comply with different things asked 
of them, and they may be clingier to their 
parents, Newman said. Older children may 
refuse to engage or interact with members of 
the health care team. 

Anxiety may also present as difficulty 
thinking or concentrating, irritability, 
increased heart rate or fast breathing, 
increased need for reassurance, headaches, 
loss of appetite, or upset stomach, constipa-
tion, or diarrhea.1 

Fear and anxiety may increase as pediatric 
patients are presented with more new infor-
mation, people, and environments, Newman 
explained, noting that having too much infor-
mation given at once may also increase fear 
and anxiety. In addition, loud, agitated, or 
anxious health care staff could increase those 
feelings in a patient. 

Strategies to Reduce Fear
Oncology nurses can play an important role 
in anticipating these stressors and reducing 
fear and anxiety for their patients. 

Newman said that one of the most 
important things a nurse can do is maintain 
a calm and friendly demeanor, regardless of 
how the patient is acting. 

“Maintain a calm presence and don’t 
allow yourself to get rattled when things are 
not going as smoothly as you would like,” 
Newman advised. “I encourage nurses to really 
engage their patients. Ask them questions 

about what grade they are in or 
what they like to do.”

Aurélie Weinstein, PhD, MA, 
APC, a development psychol-
ogist and child and family 
therapist at Atlanta Center 
for Wellness and an assistant 
professor in the Department 
of Psychological Science at 
Kennesaw State University in 
Georgia, echoed this advice, 
adding that nurses can also 
directly ask patients what their 
fears and concerns are. 

“When we deny our 
emotions, they often become 
bigger,” Weinstein said. “The 
more we feel like someone 
understands, the more that fear 
starts to decrease.”

Weinstein and colleagues 
conducted a study exploring 
which psychological interven-
tions nurses felt were most 
effective for addressing fear during medical 
treatment. They found 3 strategies to be effec-
tive2: educating children by explaining the 
procedure; providing emotional support to 
children by listening, answering their worries, 
or holding their hands; and distracting chil-
dren through passive and active forms.

For young children, Newman said that 
nurses can help explain certain procedures 
involving medical equipment like a stethoscope 
or blood pressure cuff by showing it to patients 
and inviting them to touch it or try it out.

“These little gestures can help prepare 
them as best you can,” Newman said. 

Distraction can also be an effective 
approach. One study looked at the use of 
patient-selected distractors on pain, fear, and 
distress during port access or venipuncture. 
Patients could select from several items such 
as bubbles, virtual-reality glasses, or handheld 
video games. Patients who participated in 
the distraction had significantly less fear and 
distress as reported by the nurse and a trend 
toward less fear as rated by the patient.3

In addition, Verna L. Hendricks-Ferguson, 
PhD, RN, FPCN, FAAN, the Irene Riddle 
Endowed Chair at Trudy Busch Valentine 
School of Nursing at Saint Louis University 
in Missouri, and colleagues have used art 
as an outlet for pediatric patients to express 
fear and anxiety or as a method of distrac-
tion. In one case study, she employed an ©
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Amy R. Newman, PhD, RN, CPNP-PC

art-making project that converted a patient’s 
meaningful family picture into a paint-by-
number canvas to provide a fun activity for 
the child to focus on.4

“It is important to provide patients with 
tools to express themselves, especially 
patients that are school-aged or older,” 
Hendricks-Ferguson said. “For younger chil-
dren, play therapy or music therapy may be 
helpful tools.”

Newman also stressed the importance of 
engaging the child or adolescent directly. 

“Oftentimes we get caught up talking to 
the parents, and the children are still in the 
room, hearing things,” Newman said. “We 
should be intentional about talking to the 
child and explaining what is happening and 
what is going to happen. This allows them to 
be prepared and not surprised.”

Having End-of-Life Discussions
Coping with fear and anxiety might be partic-
ularly difficult when pediatric patients are 
faced with end-of-life discussions. 

Nurses play an important role in these 
discussions, Hendricks-Ferguson said, but 
may have different comfort levels with 
addressing these sensitive topics. 

Hendricks-Ferguson and colleagues 
conducted a qualitative-descriptive study 
exploring the palliative care/end-of-life 
communication perspectives of a small group 
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Aurélie Weinstein, PhD, MA, APC

of novice pediatric oncology nurses. The 
study established several themes from its 
group discussions, including that the nurses 
felt they lacked effective communication 
skills and experience to openly discuss some 
end-of-life issues, how initiating these conver-
sations was difficult, and the importance of 
being mentored in these situations.5 

“The more experienced nurse oftentimes 
feels more comfortable exploring where a child 
is at in these situations, whereas a nurse that 
has less than 1 year of experience is more likely 
to rely on mentors,” Hendricks-Ferguson said.

She noted that studies are lacking on effec-
tive tools for decreasing fear and anxiety 
in pediatric patients with cancer facing end 
of life. One recent randomized clinical trial 
study examined the effect of a legacy making 
intervention—an action aimed at being 
remembered—on quality of life among chil-
dren with advanced cancer. The intervention 
directed children to create digital storyboards 
about themselves and upload photos, video, 
and music. Although the results were not 
statistically significant, children who partic-
ipated in the legacy-making intervention 
experienced small effects in child procedural 
anxiety and perceived physical appearance 
compared with a wait-list control group.6 

“This is a pioneering area of research, 
and we need to do more work like this,” 
Hendricks-Ferguson said. 

She recently published results of a pilot 
study examining the effects of COMPLETE, 
a communication plan designed to improve 
end-of-life outcomes via earlier hospice 
enrollment and reduced pain and suffering 
among children with cancer at the end of 
life.7 COMPLETE involves a series of conver-
sations including a pediatric oncologist and 
registered nurse dyad working collaboratively 
to guide discussions about goals of care, 
using conversation guides and visual aids 
that begin at diagnosis. 

Hendricks-Ferguson noted that it is diffi-
cult to conduct studies with pediatric patients 
during end-of-life care because parents are 
often very protective of their children, even 
adolescents. For that reason, a lot of strate-
gies employed in the day-to-day practice of 
medicine are those that nurses have heard 
about anecdotally or established themselves 
after years of experience. 

Meditation Techniques to Reduce 
Fear, Anxiety 
Guided imagery, deep-breathing exercises, 
and mindfulness activities are other strate-
gies to consider.

For example, Newman has seen procedural 
anxiety in pediatric patients, like those diag-
nosed with acute lymphoblastic leukemia, 
who require a lot of procedures, specifically 
lumbar punctures. 

“Even just anticipating those procedures, 
kids can get anxious,” Newman said, noting 
that she has observed nurses “use guided 
imagery to calm patients down and get 
through procedures.”

Hendricks-Ferguson has witnessed nurses 
effectively use deep-breathing techniques or 
mindfulness activities to help patients get 
through painful procedures. “These are  
2 techniques that most nurses, even if they 
did not have much experience, will probably 
get mentored on by senior nurses,” she said. 

Weinstein also mentioned witnessing  
effective use of deep-breathing exercises. 

“These can include things like blowing 
bubbles or blowing out a candle,” Weinstein 
said. “When our body is experiencing fear, 
it tenses. Deep breathing helps to relax the 
body. If our body is relaxed, our mind will 
also relax.”

Weinstein emphasized that although 
nurses play a vital role in easing the fear and 
anxiety of pediatric patients, they also func-
tion as part of a greater team. Integrating 
child life specialists and psychologists can 
be helpful, and including the child’s parents 
or guardians is equally important.

“Nurses are not facing this alone,”  
Weinstein said. 

References are available on OncNursingNews.com. 

Verna L. Hendricks-Ferguson, PhD, RN, FPCN, FAAN
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to Address Racial Disparities in 
Breast Cancer Outcomes
“We want to make sure we can provide the right treatment  
for the right patient at the right time,” said Olufunmilayo I.  
Olopade, MD, FACP.
By Jason Harris

Smarter screening” strategies may play 
a crucial role in helping Latina and 
Black women survive breast cancer at 

the same rates as their White counterparts, 
according to a presenter at the 5th Annual School 
of Nursing Oncology™  virtual conference, held 
August 6 to 7, 2021.1

During her keynote speech, Olufunmilayo I. 
Olopade, MD, FACP, American Cancer Society 
clinical research professor and director of the 
University of Chicago’s Center for Clinical Cancer 
Genetics and Global Health, in Illinois, stressed 
the need to better understand how breast cancer 
affects Latina and Black women to improve their 
survival outcomes following treatment.

“We want to make sure we can provide the 
right treatment for the right patient at the 
right time,” explained Olopade. She told the 
attendees that screening has been an effec-
tive tool for reducing breast cancer deaths. 
However, her research shows that although 
Black women in and around the Chicago area 
undergo screening at rates higher than the 
national average, they still have poorer survival 
outcomes than White women—even though the 
2 groups achieve pathologic complete responses 
at similar rates.

Over time, Olopade said, results of genomic 
assays have revealed that that breast cancer is 
not merely a single disease. Furthermore, she 
has concluded that screening for early detection 
of breast cancer should no longer be age based.

 “‘Everyone starts screening at 40,’ [but] there 
are some women who would have had breast 
cancer that would have the potential to kill them 
before they ever get that first mammogram. 
That’s why we’re going away from talking about 
age-based screening to begin to say, ‘Let us 
personalize screening. Let us all figure out what 
exactly we are at risk for. Are we at risk for a 
‘cheetah’ type of cancer? Or are we at risk for a 
‘snail’ type of cancer that grows very slowly?’”

Olopade has studied patterns of 
inherited breast cancer in women in Nigeria, 

Cameroon, Uganda, and Brazil, as well as among 
Black women in the United States. Those data, 
along with findings from the 12 US popula-
tion-based studies in the CARRIERS consortium, 
which included 32,247 women with breast 
cancer and 32,544 controls, show that BRCA1, 
BRCA2, and PALB2 are the most important genes 
for assessing breast cancer risk in Black and 
Latina women.2

“We cannot use a one-size-fits-all 
[approach] and then say, ‘Oh, but you 
know, BRCA1 and BRCA2 are not important.’ 
They are important. It all depends on your 
population,” she said. Determining a patient’s 
individual risk is challenging, in part because 
Black women tend to be underrepresented in 
clinical trials in the United States and abroad, 
but genomic testing for precision risk assessment 
will help transform cancer care, Olopade said.

This is where investigators can improve 
outcomes, she continued. Physicians can calcu-
late a polygenic risk score (PRS) for an indi-
vidual based on the presence or absence of risk 
variants in multiple cancer predisposition genes 
identified in large genome-wide association 
studies. Each risk variant has limited predictive 
power by itself, but the combined effect of the 
large number of variants in a PRS allows popu-
lation risk stratification, or the assignment of 
patients to different categories of breast cancer 
risk. PRSs can provide better insight than tradi-
tional risk models, especially in these popula-
tions. Olopade described a new breast cancer 
risk model that was developed specifically for 
Black and Brown women; the strength of its 
predictive power is relative to the proportion of 
African ancestry in a patient’s DNA.

We’re talking about deescalating—not just 
using more and more treatment. [Similarly,] 
we have to deescalate in what we’re doing for 
early detection. We have to use innovations.” 

References are available on OncNursingNews.com. 
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Checkpoint Inhibitor/TKI Combos in the Frontline 
Setting Improve Outcomes in Renal Cell Carcinoma
Recently approved combination therapies have contributed to significantly improved  
survival rates in renal cell carcinoma.
By Gina Mauro

The evolution of checkpoint blockade and 
VEGF tyrosine kinase inhibitors (TKIs), 
as well as the regulatory approval of 

combination therapies involving these inhibitors, 
has led to a significant improvement in outcomes 
for patients with renal cell carcinoma (RCC).1

“[We see that] there is a definitive role in 
having dual therapy,” said Laura S. Wood, MSN, 
RN, OCN, renal cancer research coordinator at 
Cleveland Clinic Taussig Cancer Center, in Ohio, 
during a presentation at the 5th Annual School 
of Nursing OncologyTM conference, held August 
6 to 7, 2021. “We’re seeing a number of new 
combinations with PD-1/PD-L1 inhibitors plus 
1 of our TKIs, so the story continues as far as 
the evolution of our therapies. And this is what 
will account for improvements in response rate, 
progression-free survival [PFS], and overall 
survival [OS].”

The shifted balance of treatment toward 
anticancer immunity with combination strate-
gies involving PD-1/PD-L1, often paired with 
VEGF inhibitors, has been demonstrated by 
the results of several pivotal clinical trials 
that have led to improved outcomes in RCC: 
CheckMate 214 (NCT02231749), KEYNOTE-
426 (NCT02853331), CheckMate 9ER 
(NCT03141177), and CLEAR (NCT02811861).

Pivotal Phase 3 Trials in RCC
CHECKMATE 214
The phase 3 CheckMate 214 trial was the basis 
for the April 2018 FDA approval of nivolumab 
(Opdivo)/ipilimumab (Yervoy) as first-line treat-
ment for patients with intermediate- and poor-
risk RCC.2

In the trial, patients with advanced clear 
cell RCC were randomized to receive 3 mg/kg 
nivolumab plus 1 mg/kg ipilimumab or sunitinib 
(Sutent) monotherapy as first-line treatment. 
At a median follow-up of 55 months, the combi-
nation led to a 31% reduction in risk of death 
compared with sunitinib in the intent-to-treat 
population.3 Specifically, median OS was not 
reached with nivolumab/ipilimumab and was 
38.4 months with sunitinib (HR, 0.69; 95% CI, 
0.59-0.81).

The median PFS, however, was 12.2 months and 
12.3 months, respectively (HR, 0.89; 95% CI, 0.76-
1.05). The overall response rates (ORRs) were 39% 
and 32% (P = .0134), and the complete response 
(CR) rates were 11% vs 3%, respectively. In 
patients with intermediate- and poor-risk disease, 
OS was also superior in the nivolumab/ipilimumab 
group (48.1 months) compared with sunitinib 
(26.6 months; HR, 0.65; 95% CI, 0.54-0.78).

KEYNOTE-426
Pembrolizumab (Keytruda) and axitinib (Inlyta) 
combination therapy was tested up front in 
the phase 3, open-label KEYNOTE-426 trial, in 
which treatment-naïve patients with advanced 
clear cell RCC were randomized to receive the 
PD-1/VEGF TKI combination or sunitinib.

Extended follow-up (median, 30.6 months) 
results showed that median OS was not reached 
with pembrolizumab/axitinib compared with 
35.7 months with sunitinib (HR, 0.68; 95% CI, 
0.55-0.85; P = .0003).4 Additionally, the median 
PFS was 15.4 months and 11.1 months, respec-
tively (HR, 0.71; 95% CI, 0.60-0.84; P < .0001). 
The combination elicited a 60% ORR, whereas 
sunitinib’s ORR was 40% (P < .0001), and the 
CR rates were 9% and 3%, respectively.

Based on earlier data from KEYNOTE-426, 
the FDA approved pembrolizumab and axitinib 
in the up-front setting for patients with RCC in 
April 2019.5

CHECKMATE 9ER
In the international phase 3 CheckMate 9ER 
trial, investigators evaluated nivolumab plus 
cabozantinib (Cabometyx) compared with suni-
tinib in the frontline setting for patients with 
advanced clear cell RCC.

At a median follow-up of 23.5 months, median 
OS with the combination was not reached vs 
29.5 months with sunitinib (HR, 0.66; 95% 
CI, 0.50-0.87; P = .0034), and the median PFS 
was doubled at 17.0 months vs 8.3 months with 
sunitinib (HR, 0.52; 95% CI, 0.43-0.64; P < 
.0001).6 The ORRs were 55% and 27% with 
nivolumab/cabozantinib and sunitinib and the 
CR rates were 9% vs 4%, respectively.

The FDA approved nivolumab plus cabozan-
tinib in this setting in January 2021 based on 
earlier phase 3 CheckMate 9ER data.7 Nivolumab 
is administered via a 30-minute intravenous 
infusion at a recommended dose of either  
240 mg every 2 weeks or 480 mg every 4 weeks. 
Combined with oral cabozantinib at 40 mg once 
daily without food, the regimen is taken until 
either progressive disease or intolerable toxicity.

CLEAR
The phase 3 CLEAR trial compared lenvatinib 
(Lenvima) plus pembrolizumab vs sunitinib for 
the frontline treatment of RCC. Efficacy data 
were presented at the 2021 ASCO Genitourinary 
Cancers Symposium.8,9 

At a median follow-up of 27 months, pembroli-
zumab/lenvatinib had a 34% reduction in risk 
of death compared with sunitinib; median OS 
was not reached in either arm (HR, 0.66; 95% 
CI, 0.49-0.88; P = .005). The median PFS was 
23.9 months and 9.2 months, respectively (HR, 
0.39; 95% CI, 0.32-0.49; P < .0001); the ORRs 
were 71% vs 36% (OR; 4.35, 95% CI, 3.16-5.97; 
P < .0001), and the CR rates were 16% vs 4%, 
respectively. In addition, investigators tested the 
efficacy and safety of lenvatinib plus everolimus 
(Afinitor) vs sunitinib in this setting in a sepa-
rate cohort. The data showed statistically signif-
icant improvements in PFS and ORR, but not in 
OS (HR, 1.15; 95% CI, 0.88-1.50; P = .2975).

Based on the CLEAR findings, the FDA 
approved the lenvatinib/pembrolizumab combi-
nation as a frontline treatment for patients with 
advanced RCC. 

“What’s important to note is that even though 
[this combination] has one of the shorter 
overall durations of evaluation [to date], [it 
has a] 71% overall response rate and 16% 
complete response rate in just 27 months of 
follow-up for patients on active treatment,” 
Wood explained. “We’re continuing to see 
improvements in combinations and improve-
ments in outcomes for these regimens.” 

References are available on OncNursingNews.com. 
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Should COVID-19 Vaccinations Be Required  
for Health Care Professionals?
By Ellen Tichich, MFA, MSN, RN, NPD-BC

In a June 12 ruling, a US district judge in 
Texas rejected a lawsuit filed by 117 Houston 
Methodist Hospital employees after they were 

placed on unpaid leave for refusing the hospital-
mandated COVID-19 vaccination.1 The judge, in 
support of the hospital, cited a 1905 US Supreme 
Court case that ruled a Massachusetts mandate 
requiring residents be vaccinated against 
smallpox was justified to protect public health. 

The Texas case, recent FDA approval of the 
Pfizer vaccine, and emergence of the Delta 
variant have all helped pave the way for health 
care organizations throughout the country to 
require proof of COVID-19 vaccination as a 
condition of employment. 

Many states are now requiring COVID-19 
vaccination for state employees and facili-
ties, and hospitals, colleges, and industries 
around the country are rapidly following suit.2 
Employees are expected to be fully vaccinated or 
obtain an exemption by an established deadline 
to avoid job termination. Although some orga-
nizations, in lieu of vaccination, offer regular 
testing or other interventions for reluctant 
employees, others do not. 

In May, Montana Governor Greg Gianforte 
signed House Bill 702 into law; with certain 
exceptions and exemptions, it protects an 
individual’s vaccination status, prohibits 
employers from requiring disclosure of status, 
and bars vaccination mandates and pass-
ports.3 Shortly thereafter, Arizona Governor 
Doug Ducey signed Executive Order 2021-18, 
which prohibits vaccine mandates and requires 

employers to pay out earned sick time for 
employees affected by COVID-19.4 

With no national consensus in place, state and 
local governments, businesses, corporations, 
and health care organizations are left to adopt 
or adapt CDC recommendations, develop their 
own policies based on unique factors, or take 
a wait-and-see approach. Yet, as the pandemic 
continues its scourge across the globe and the 
push for vaccination (and booster shots) intensi-
fies, implications of requiring (or not requiring) 
health care professionals to get vaccinated 
against COVID-19 warrant attention. 

Vaccine Mandates
To further explore this issue, Oncology Nursing 
News® recently spoke with Arthur Caplan PhD, 
the Drs William F. and Virginia Connolly Mitty 
Professor of Bioethics in the Department of 
Population Health and founding director of the 
Division of Medical Ethics at NYU Grossman 
School of Medicine in New York, New York. 
When asked about his perspective on the vaccine 
mandates, Caplan said, “Although information 
and persuasion worked for many and incentives 
worked for a few, we still have a huge number of 
Americans unvaccinated.” He added, “We can’t 
afford to do that in a plague.”

Caplan believes mandates are needed to bring 
about the kind of coverage to not only get the 
health system out of the woods in terms of being 
overburdened with patients, but also to try to 
control the emergence of new variants in the US.

Yet health care workers who followed the 

rules, wore masks, and received their vaccina-
tions are now told they must mask up, could still 
get infected, and could even transmit the virus 
to others. 

Caplan says he understands the frustration 
resulting from mixed messaging. “The experts 
did not understand what the vaccine would 
do, which has led to doubt,” he said. “They still 
don’t know where the virus came from.” He 
wants health care workers to remember that the 
vaccine doesn’t kill the virus but that it works 
pretty well to keep people alive. 

By the Numbers
Although he doesn’t deny the existence of 
reasons to be resistant about getting the 
COVID-19 vaccine—such as its effect on fertility 
or lack of long-term information or data—Caplan 
says he believes the vaccines are safe.

However, the Year 1 COVID-19 Impact 
Assessment survey conducted by the American 
Nurses Foundation concluded that only 48% 
of respondents had received both doses of a 
COVID-19 vaccine. Of the 30% of nurse respon-
dents who reported that they had not received 
the vaccine, 34% reported that they intended 
to receive the vaccine in the near future, 28% 
reported that they did not intend to receive the 
vaccine, and 25% were still undecided.5 

For nurses who were undecided or not in 
favor of receiving the vaccine, 66% cited a fear 
of short- or long-term adverse effects as their 
primary reason. Other common responses were 
a fear that vaccine development occurred too 
quickly and that not enough information was 
made available regarding safety, adverse effects, 
and administration.

Noting that vaccination opposition in general 
has been around a long time, Caplan wants 
health care workers to keep in mind that “while 
we are throwing out vaccines because so many 
won’t take them, people around the world are 
waiting. People who would love to have them.” 

References are available on OncNursingNews.com. 

Ellen Rice Tichich, MFA, MSN, RN, NPD-BC, 
is a freelance health writer and certified nursing 
professional development practitioner. 

“Although information and 
persuasion worked for many and 

incentives worked for a few, we still 
have a huge number of Americans 

unvaccinated”

—Arthur Caplan, PhD, Drs William F. and Virginia Connolly Mitty 
Professor of Bioethics, NYU Grossman School of Medicine



APP Page

 OncNursingNews.com  |  21

©
 m

as
t3

r /
 S

to
ck

.A
do

be
.c

om

Advanced Practice Fellowships Prepare  
Recent Graduates for Success in Oncology 
The Oncology Nurse Practitioner Fellowship at Sylvester Comprehensive Cancer Center  
exposes fellows to the gamut of oncology care and teaches the skills they need to succeed.

By Lindsay Fischer

The Hematology/Oncology Nurse 
Practitioner Fellowship at Sylvester 
Comprehensive Cancer Center in Miami, 

Florida, demonstrates how advanced practice 
fellowship programs prepare new graduates 
for success in oncology. The program, which 
is accredited with distinction by the American 
Nurses Credentialing Center through the 
Practice Transition Accreditation Program,1 
rotates fellows through the different subspecial-
ties of oncology across a 52-week period. These 
rotations include breast, gastrointestinal, hema-
tology, stem cell, inpatient, and outpatient, as 
well as support services, such as the social work 
team and palliative care. 

In addition, fellows are required to complete 
a quality improvement project and present their 
findings. The program initially began with 
the objective of improving retention rates of 
employees. In the 5 years since the fellowship 
began, Sylvester has successfully retained 
100% of their fellows; each graduated fellow 
continues to work at Sylvester today. 

“I can say that it was definitely one of the 
best career decisions I have made...and that 
it opened a lot of doors for me,” said Amber 
Thomassen, APRN-BC, AOCNP, in an interview 
with Oncology Nursing News®. Thomassen, 
advanced practice supervisor of clinical 
operations, was the first fellow to graduate 
from the program in 2017. Today, Thomassen 
oversees the current fellows both as direct 
supervisor and as a mentor. 

She reminisced about how the fellowship 
transformed her own career goals. “At first, I 
thought I wanted to work with solid tumors, 
but because of my experience with the 
fellowship, I got to experience the hematology 
side of things and participate in research in 
hematology clinical trials. I knew it existed, 
but [before the fellowship], I really had no 
experience there. Right now, I do phase 1 
research with hematology patients, so I kind of 
found that whole niche through the fellowship,” 
Thomassen said.

A Mentorship Experience
Fellows are given a timeline with specific 
competencies they are required to meet, and 
they check in with their supervisor biweekly 
to both ensure that these competencies are 
being met in accordance with the timelines 
and maintain an open line of communication 
between the program coordinators and the 
nurses. Additionally, the program always has at 
least 2 fellows and pairs current and graduated 
fellows together, so the fellows always have a 
support system they can turn to with questions. 

“That is the difference between the 
fellowship versus going out into real practice,” 
said Jessica MacIntyre, APRN, NP-C, AOCNP, 
executive director of clinical operations at 
Sylvester Comprehensive Cancer Center. 
“A lot of people fear saying that they don’t 
know something [or] saying that they need 
help, especially if you’re talking to a clinician 
colleague…so we develop that mentorship over 
time, and they develop bonds together.”

Advice for Prospective Applicants
“You need to be flexible,” Thomassen and 
MacIntyre said. Because there are frequent 
rotations and schedules will change, nurses 
applying to the program must have the capability 

to perform while they learn a myriad of topics, 
meet many new personalities, and handle 
the emotional and mental components that 
accompany advanced practice oncology care. 

In addition, the program prefers nurses 
that have recently graduated with their nurse 
practitioner degree. Not only is it difficult to 
complete the fellowship and attend school 
simultaneously, but the fellowship also seeks to 
provide a strong foundation for which the nurse 
can build their career. The ideal candidate is a 
nurse who is truly passionate about oncology 
and seeks to be an advocate for change within 
the area of medicine. 

“It is a great opportunity for any institution 
to showcase the value of the advanced practice 
role and the value that nurse practitioners 
are going to be having in oncology, knowing 
that we do need to train because oncology is 
becoming more and more complex,” MacIntyre 
said. “As we evolve more and as we find all 
these new technologies and all these new 
drugs, you will need more experienced people. 
It is going to be more difficult to transition to a 
nurse practitioner without that background.” 

References are available on OncNursingNews.com. 
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The first and only FDA-approved treatment, in combination with 5-FU/LV, for metastatic 
pancreatic cancer after gemcitabine-based therapy, proven to extend overall survival (OS)1

IN POST-GEMCITABINE 
METASTATIC PANCREATIC CANCER

INDICATION
ONIVYDE® (irinotecan liposome injection) is indicated, in combination with fluorouracil (5-FU) and leucovorin (LV), for the treatment of patients with metastatic 
adenocarcinoma of the pancreas after disease progression following gemcitabine-based therapy.
Limitation of Use: ONIVYDE is not indicated as a single agent for the treatment of patients with metastatic adenocarcinoma of the pancreas.
IMPORTANT SAFETY INFORMATION

WARNING: SEVERE NEUTROPENIA and SEVERE DIARRHEA
Fatal neutropenic sepsis occurred in 0.8% of patients receiving ONIVYDE. Severe or life-threatening neutropenic fever or sepsis occurred in 3% and severe 
or life-threatening neutropenia occurred in 20% of patients receiving ONIVYDE in combination with 5-FU and LV. Withhold ONIVYDE for absolute 
neutrophil count below 1500/mm3 or neutropenic fever. Monitor blood cell counts periodically during treatment.
Severe diarrhea occurred in 13% of patients receiving ONIVYDE in combination with 5-FU/LV. Do not administer ONIVYDE to patients with bowel 
obstruction. Withhold ONIVYDE for diarrhea of Grade 2–4 severity. Administer loperamide for late diarrhea of any severity. Administer atropine, if not 
contraindicated, for early diarrhea of any severity.

CONTRAINDICATION
ONIVYDE is contraindicated in patients who have experienced a severe 
hypersensitivity reaction to ONIVYDE or irinotecan HCl.
WARNINGS AND PRECAUTIONS
Severe Neutropenia
ONIVYDE can cause severe or life-threatening neutropenia and fatal 
neutropenic sepsis. In a clinical study, the incidence of fatal neutropenic sepsis 
was 0.8% among patients receiving ONIVYDE, occurring in 1/117 patients 
in the ONIVYDE + 5-FU/LV arm and 1/147 patients receiving ONIVYDE 
as a single agent. Severe or life-threatening neutropenia occurred in 20% of 
patients receiving ONIVYDE + 5-FU/LV vs 2% of patients receiving 5-FU/
LV. Grade 3/4 neutropenic fever/neutropenic sepsis occurred in 3% of patients 
receiving ONIVYDE + 5-FU/LV, and did not occur in patients receiving 5-FU/
LV. In patients receiving ONIVYDE + 5-FU/LV, the incidence of Grade 3/4 
neutropenia was higher among Asian (18/33 [55%]) vs White patients (13/73 
[18%]). Neutropenic fever/neutropenic sepsis was reported in 6% of Asian vs 1% 
of White patients.
Severe Diarrhea
ONIVYDE can cause severe and life-threatening diarrhea. Do not administer 
ONIVYDE to patients with bowel obstruction. Severe and life-threatening  
late-onset (onset >24 hours after chemotherapy) and early-onset diarrhea (onset 
≤24 hours after chemotherapy, sometimes with other symptoms of cholinergic 
reaction) were observed. An individual patient may experience both early- and 
late-onset diarrhea. 
In a clinical study, Grade 3/4 diarrhea occurred in 13% of patients receiving 
ONIVYDE + 5-FU/LV vs 4% receiving 5-FU/LV. Grade 3/4 late-onset diarrhea 
occurred in 9% of patients receiving ONIVYDE + 5-FU/LV vs 4% in patients 

receiving 5-FU/LV; the incidences of early-onset diarrhea were 3% and no 
Grade 3/4 incidences, respectively. Of patients receiving ONIVYDE + 5-FU/LV, 
34% received loperamide for late-onset diarrhea and 26% received atropine for 
early-onset diarrhea.
Interstitial Lung Disease (ILD)
Irinotecan HCl can cause severe and fatal ILD. Withhold ONIVYDE in patients 
with new or progressive dyspnea, cough, and fever, pending diagnostic evaluation. 
Discontinue ONIVYDE in patients with a confirmed diagnosis of ILD.
Severe Hypersensitivity Reactions
Irinotecan HCl can cause severe hypersensitivity reactions, including anaphylactic 
reactions. Permanently discontinue ONIVYDE in patients who experience a 
severe hypersensitivity reaction.
Embryo-Fetal Toxicity
Based on animal data with irinotecan HCl and the mechanism of action of 
ONIVYDE, ONIVYDE 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 and for 1 month after 
ONIVYDE treatment.
ADVERSE REACTIONS
• The most common (≥20%) adverse reactions in which patients receiving 

ONIVYDE + 5-FU/LV experienced a ≥5% higher incidence of any Grade vs the 
5-FU/LV arm, were diarrhea (any 59%, 26%; severe 13%, 4%) (early diarrhea 
[any 30%, 15%; severe 3%, 0%], late diarrhea [any 43%, 17%; severe 9%, 4%]), 
fatigue/asthenia (any 56%, 43%; severe 21%, 10%), vomiting (any 52%, 26%; 

* Liposomal irinotecan + 5-FU/LV is the only Category 1 National Comprehensive 
Cancer Network® (NCCN®) chemotherapy recommendation for patients with post-
gemcitabine metastatic pancreatic cancer with good performance status and disease 
progression.2 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.

†  NAPOLI-1 was a global, phase 3, randomized, open-label, multicenter trial in 
patients (N=417) with metastatic adenocarcinoma of the pancreas whose disease 

had progressed following gemcitabine-based therapy. Patients were initially 
randomized to receive ONIVYDE® (100 mg/m2 every 3 weeks) or 5-FU/LV. After  
63 patients were enrolled, a third arm, ONIVYDE® (70 mg/m2 every 2 weeks) 
+ 5-FU/LV, was added. Treatment was continued until disease progression or 
unacceptable toxicity. The primary endpoint was median OS. Additional efficacy 
endpoints were progression-free survival and objective response rate.1,4

References: 1. ONIVYDE® [package insert]. Basking Ridge, NJ. Ipsen Biopharmaceuticals, Inc.; 
2017. 2. Referenced with permission from the NCCN Clinical Practice Guidelines in Oncology 
(NCCN Guidelines®) for Pancreatic Adenocarcinoma V.3.2017. © National Comprehensive Cancer 
Network, Inc. 2017. All rights reserved. Accessed November 2, 2017. To view the most recent and 
complete version of the guideline, go online to NCCN.org. NATIONAL COMPREHENSIVE 

CANCER NETWORK®, NCCN®, NCCN GUIDELINES®, and all other NCCN Content are 
trademarks owned by the National Comprehensive Cancer Network, Inc. 3. Data on file #1. Basking 
Ridge, NJ. Ipsen Biopharmaceuticals, Inc.; 2015. 4. Wang-Gillam A, Li C-P, Bodoky G, et al. Lancet. 
2016;387:545-557. 
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severe 11%, 3%), nausea (any 51%, 34%; severe 8%, 4%), decreased appetite 
(any 44%, 32%; severe 4%, 2%), stomatitis (any 32%, 12%; severe 4%, 1%), 
pyrexia (any 23%, 11%; severe 2%, 1%).

• Of less common (<20%) adverse reactions, patients receiving ONIVYDE 
+ 5-FU/LV who experienced Grade 3/4 adverse reactions at a ≥2% higher 
incidence of Grade 3/4 toxicity vs the 5-FU/LV arm, respectively, were sepsis 
(3%, 1%), neutropenic fever/neutropenic sepsis (3%, 0%), gastroenteritis (3%, 
0%), intravenous catheter-related infection (3%, 0%), weight loss (2%, 0%), 
and dehydration (4%, 2%).

• The laboratory abnormalities in which patients receiving ONIVYDE +  
5-FU/LV experienced a ≥5% higher incidence vs the 5-FU/LV arm, were 
anemia (any 97%, 86%; severe 6%, 5%), lymphopenia (any 81%, 75%; severe 
27%, 17%), neutropenia (any 52%, 6%; severe 20%, 2%), thrombocytopenia 
(any 41%, 33%; severe 2%, 0%), increased alanine aminotransferase (any 
51%, 37%; severe 6%, 1%), hypoalbuminemia (any 43%, 30%; severe 2%, 
0%), hypomagnesemia (any 35%, 21%; severe 0%, 0%), hypokalemia (any 
32%, 19%; severe 2%, 2%), hypocalcemia (any 32%, 20%; severe 1%, 0%), 
hypophosphatemia (any 29%, 18%; severe 4%, 1%), hyponatremia (any 27%, 
12%; severe 5%, 3%), increased creatinine (any 18%, 13%; severe 0%, 0%). 

• ONIVYDE can cause cholinergic reactions manifesting as rhinitis, increased 
salivation, flushing, bradycardia, miosis, lacrimation, diaphoresis, and intestinal 
hyperperistalsis with abdominal cramping and early-onset diarrhea. Grade 
1/2 cholinergic symptoms other than early diarrhea occurred in 12 (4.5%) 
ONIVYDE-treated patients.

• Infusion reactions, consisting of rash, urticaria, periorbital edema, or pruritus, 
occurring on the day of ONIVYDE administration were reported in 3% of 
patients receiving ONIVYDE or ONIVYDE + 5-FU/LV.

• The most common serious adverse reactions (≥2%) of ONIVYDE were 
diarrhea, vomiting, neutropenic fever or neutropenic sepsis, nausea, pyrexia, 
sepsis, dehydration, septic shock, pneumonia, acute renal failure,  
and thrombocytopenia.

DRUG INTERACTIONS
Avoid the use of strong CYP3A4 inducers, if possible, and substitute  
non-enzyme–inducing therapies ≥2 weeks prior to initiation of ONIVYDE.  
Avoid the use of strong CYP3A4 or UGT1A1 inhibitors, if possible, and 
discontinue strong CYP3A4 inhibitors ≥1 week prior to starting therapy.
USE IN SPECIFIC POPULATIONS
Pregnancy and Reproductive Potential
Advise pregnant women of the potential risk to a fetus. Advise males with female 
partners of reproductive potential to use effective contraception during and for  
4 months after ONIVYDE treatment.
Lactation
Advise nursing women not to breastfeed during and for 1 month after  
ONIVYDE treatment.
Pediatric
Safety and effectiveness of ONIVYDE have not been established in  
pediatric patients.
DOSAGE AND ADMINISTRATION
The recommended dose of ONIVYDE is 70 mg/m2 intravenous (IV) infusion 
over 90 minutes every 2 weeks, administered prior to LV and 5-FU. The 
recommended starting dose of ONIVYDE in patients known to be homozygous 
for the UGT1A1*28 allele is 50 mg/m2 administered by IV infusion over   
90 minutes. There is no recommended dose of ONIVYDE for patients with 
serum bilirubin above the upper limit of normal. Premedicate with a corticosteroid 
and an anti-emetic 30 minutes prior to ONIVYDE. Withhold ONIVYDE for 
Grade 3/4 adverse reactions. Resume ONIVYDE with reduced dose once 
adverse reaction recovered to ≤Grade 1. Discontinue ONIVYDE in patients who 
experience a severe hypersensitivity reaction and in patients with a confirmed 
diagnosis of ILD.
Do not substitute ONIVYDE for other drugs containing irinotecan HCl.

ONIVYDE®: RECOMMENDED &  
FDA-APPROVED BASED ON EVIDENCE

THE ONLY CATEGORY 1 
NCCN® CHEMOTHERAPY 
RECOMMENDATION IN POST-
GEMCITABINE METASTATIC 
PANCREATIC CANCER2*

FDA-APPROVED FOR METASTATIC 
PANCREATIC CANCER AFTER 
GEMCITABINE1

•  Proven in combination with 5-FU/LV in NAPOLI-1—the largest 
phase 3 trial† in patients with metastatic pancreatic cancer with 
disease progression after gemcitabine-based therapy3,4

Please see additional Important Safety Information throughout and Brief Summary of Full Prescribing Information, including 
Boxed Warning, on adjacent pages.

©2018 Ipsen Biopharmaceuticals, Inc. All rights reserved.
ONIVYDE is a registered trademark of Ipsen Biopharm Ltd.
All other trademarks are the property of their respective owners.
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FIGHT ON
THE EVIDENCE TO

with  ONIV YDE ®

The first and only FDA-approved treatment, in combination with 5-FU/LV, for metastatic 
pancreatic cancer after gemcitabine-based therapy, proven to extend overall survival (OS)1

IN POST-GEMCITABINE 
METASTATIC PANCREATIC CANCER

INDICATION
ONIVYDE® (irinotecan liposome injection) is indicated, in combination with fluorouracil (5-FU) and leucovorin (LV), for the treatment of patients with metastatic 
adenocarcinoma of the pancreas after disease progression following gemcitabine-based therapy.
Limitation of Use: ONIVYDE is not indicated as a single agent for the treatment of patients with metastatic adenocarcinoma of the pancreas.
IMPORTANT SAFETY INFORMATION

WARNING: SEVERE NEUTROPENIA and SEVERE DIARRHEA
Fatal neutropenic sepsis occurred in 0.8% of patients receiving ONIVYDE. Severe or life-threatening neutropenic fever or sepsis occurred in 3% and severe 
or life-threatening neutropenia occurred in 20% of patients receiving ONIVYDE in combination with 5-FU and LV. Withhold ONIVYDE for absolute 
neutrophil count below 1500/mm3 or neutropenic fever. Monitor blood cell counts periodically during treatment.
Severe diarrhea occurred in 13% of patients receiving ONIVYDE in combination with 5-FU/LV. Do not administer ONIVYDE to patients with bowel 
obstruction. Withhold ONIVYDE for diarrhea of Grade 2–4 severity. Administer loperamide for late diarrhea of any severity. Administer atropine, if not 
contraindicated, for early diarrhea of any severity.

CONTRAINDICATION
ONIVYDE is contraindicated in patients who have experienced a severe 
hypersensitivity reaction to ONIVYDE or irinotecan HCl.
WARNINGS AND PRECAUTIONS
Severe Neutropenia
ONIVYDE can cause severe or life-threatening neutropenia and fatal 
neutropenic sepsis. In a clinical study, the incidence of fatal neutropenic sepsis 
was 0.8% among patients receiving ONIVYDE, occurring in 1/117 patients 
in the ONIVYDE + 5-FU/LV arm and 1/147 patients receiving ONIVYDE 
as a single agent. Severe or life-threatening neutropenia occurred in 20% of 
patients receiving ONIVYDE + 5-FU/LV vs 2% of patients receiving 5-FU/
LV. Grade 3/4 neutropenic fever/neutropenic sepsis occurred in 3% of patients 
receiving ONIVYDE + 5-FU/LV, and did not occur in patients receiving 5-FU/
LV. In patients receiving ONIVYDE + 5-FU/LV, the incidence of Grade 3/4 
neutropenia was higher among Asian (18/33 [55%]) vs White patients (13/73 
[18%]). Neutropenic fever/neutropenic sepsis was reported in 6% of Asian vs 1% 
of White patients.
Severe Diarrhea
ONIVYDE can cause severe and life-threatening diarrhea. Do not administer 
ONIVYDE to patients with bowel obstruction. Severe and life-threatening  
late-onset (onset >24 hours after chemotherapy) and early-onset diarrhea (onset 
≤24 hours after chemotherapy, sometimes with other symptoms of cholinergic 
reaction) were observed. An individual patient may experience both early- and 
late-onset diarrhea. 
In a clinical study, Grade 3/4 diarrhea occurred in 13% of patients receiving 
ONIVYDE + 5-FU/LV vs 4% receiving 5-FU/LV. Grade 3/4 late-onset diarrhea 
occurred in 9% of patients receiving ONIVYDE + 5-FU/LV vs 4% in patients 

receiving 5-FU/LV; the incidences of early-onset diarrhea were 3% and no 
Grade 3/4 incidences, respectively. Of patients receiving ONIVYDE + 5-FU/LV, 
34% received loperamide for late-onset diarrhea and 26% received atropine for 
early-onset diarrhea.
Interstitial Lung Disease (ILD)
Irinotecan HCl can cause severe and fatal ILD. Withhold ONIVYDE in patients 
with new or progressive dyspnea, cough, and fever, pending diagnostic evaluation. 
Discontinue ONIVYDE in patients with a confirmed diagnosis of ILD.
Severe Hypersensitivity Reactions
Irinotecan HCl can cause severe hypersensitivity reactions, including anaphylactic 
reactions. Permanently discontinue ONIVYDE in patients who experience a 
severe hypersensitivity reaction.
Embryo-Fetal Toxicity
Based on animal data with irinotecan HCl and the mechanism of action of 
ONIVYDE, ONIVYDE 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 and for 1 month after 
ONIVYDE treatment.
ADVERSE REACTIONS
• The most common (≥20%) adverse reactions in which patients receiving 

ONIVYDE + 5-FU/LV experienced a ≥5% higher incidence of any Grade vs the 
5-FU/LV arm, were diarrhea (any 59%, 26%; severe 13%, 4%) (early diarrhea 
[any 30%, 15%; severe 3%, 0%], late diarrhea [any 43%, 17%; severe 9%, 4%]), 
fatigue/asthenia (any 56%, 43%; severe 21%, 10%), vomiting (any 52%, 26%; 

* Liposomal irinotecan + 5-FU/LV is the only Category 1 National Comprehensive 
Cancer Network® (NCCN®) chemotherapy recommendation for patients with post-
gemcitabine metastatic pancreatic cancer with good performance status and disease 
progression.2 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.

†  NAPOLI-1 was a global, phase 3, randomized, open-label, multicenter trial in 
patients (N=417) with metastatic adenocarcinoma of the pancreas whose disease 

had progressed following gemcitabine-based therapy. Patients were initially 
randomized to receive ONIVYDE® (100 mg/m2 every 3 weeks) or 5-FU/LV. After  
63 patients were enrolled, a third arm, ONIVYDE® (70 mg/m2 every 2 weeks) 
+ 5-FU/LV, was added. Treatment was continued until disease progression or 
unacceptable toxicity. The primary endpoint was median OS. Additional efficacy 
endpoints were progression-free survival and objective response rate.1,4

References: 1. ONIVYDE® [package insert]. Basking Ridge, NJ. Ipsen Biopharmaceuticals, Inc.; 
2017. 2. Referenced with permission from the NCCN Clinical Practice Guidelines in Oncology 
(NCCN Guidelines®) for Pancreatic Adenocarcinoma V.3.2017. © National Comprehensive Cancer 
Network, Inc. 2017. All rights reserved. Accessed November 2, 2017. To view the most recent and 
complete version of the guideline, go online to NCCN.org. NATIONAL COMPREHENSIVE 

CANCER NETWORK®, NCCN®, NCCN GUIDELINES®, and all other NCCN Content are 
trademarks owned by the National Comprehensive Cancer Network, Inc. 3. Data on file #1. Basking 
Ridge, NJ. Ipsen Biopharmaceuticals, Inc.; 2015. 4. Wang-Gillam A, Li C-P, Bodoky G, et al. Lancet. 
2016;387:545-557. 
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severe 11%, 3%), nausea (any 51%, 34%; severe 8%, 4%), decreased appetite 
(any 44%, 32%; severe 4%, 2%), stomatitis (any 32%, 12%; severe 4%, 1%), 
pyrexia (any 23%, 11%; severe 2%, 1%).

• Of less common (<20%) adverse reactions, patients receiving ONIVYDE 
+ 5-FU/LV who experienced Grade 3/4 adverse reactions at a ≥2% higher 
incidence of Grade 3/4 toxicity vs the 5-FU/LV arm, respectively, were sepsis 
(3%, 1%), neutropenic fever/neutropenic sepsis (3%, 0%), gastroenteritis (3%, 
0%), intravenous catheter-related infection (3%, 0%), weight loss (2%, 0%), 
and dehydration (4%, 2%).

• The laboratory abnormalities in which patients receiving ONIVYDE +  
5-FU/LV experienced a ≥5% higher incidence vs the 5-FU/LV arm, were 
anemia (any 97%, 86%; severe 6%, 5%), lymphopenia (any 81%, 75%; severe 
27%, 17%), neutropenia (any 52%, 6%; severe 20%, 2%), thrombocytopenia 
(any 41%, 33%; severe 2%, 0%), increased alanine aminotransferase (any 
51%, 37%; severe 6%, 1%), hypoalbuminemia (any 43%, 30%; severe 2%, 
0%), hypomagnesemia (any 35%, 21%; severe 0%, 0%), hypokalemia (any 
32%, 19%; severe 2%, 2%), hypocalcemia (any 32%, 20%; severe 1%, 0%), 
hypophosphatemia (any 29%, 18%; severe 4%, 1%), hyponatremia (any 27%, 
12%; severe 5%, 3%), increased creatinine (any 18%, 13%; severe 0%, 0%). 

• ONIVYDE can cause cholinergic reactions manifesting as rhinitis, increased 
salivation, flushing, bradycardia, miosis, lacrimation, diaphoresis, and intestinal 
hyperperistalsis with abdominal cramping and early-onset diarrhea. Grade 
1/2 cholinergic symptoms other than early diarrhea occurred in 12 (4.5%) 
ONIVYDE-treated patients.

• Infusion reactions, consisting of rash, urticaria, periorbital edema, or pruritus, 
occurring on the day of ONIVYDE administration were reported in 3% of 
patients receiving ONIVYDE or ONIVYDE + 5-FU/LV.

• The most common serious adverse reactions (≥2%) of ONIVYDE were 
diarrhea, vomiting, neutropenic fever or neutropenic sepsis, nausea, pyrexia, 
sepsis, dehydration, septic shock, pneumonia, acute renal failure,  
and thrombocytopenia.

DRUG INTERACTIONS
Avoid the use of strong CYP3A4 inducers, if possible, and substitute  
non-enzyme–inducing therapies ≥2 weeks prior to initiation of ONIVYDE.  
Avoid the use of strong CYP3A4 or UGT1A1 inhibitors, if possible, and 
discontinue strong CYP3A4 inhibitors ≥1 week prior to starting therapy.
USE IN SPECIFIC POPULATIONS
Pregnancy and Reproductive Potential
Advise pregnant women of the potential risk to a fetus. Advise males with female 
partners of reproductive potential to use effective contraception during and for  
4 months after ONIVYDE treatment.
Lactation
Advise nursing women not to breastfeed during and for 1 month after  
ONIVYDE treatment.
Pediatric
Safety and effectiveness of ONIVYDE have not been established in  
pediatric patients.
DOSAGE AND ADMINISTRATION
The recommended dose of ONIVYDE is 70 mg/m2 intravenous (IV) infusion 
over 90 minutes every 2 weeks, administered prior to LV and 5-FU. The 
recommended starting dose of ONIVYDE in patients known to be homozygous 
for the UGT1A1*28 allele is 50 mg/m2 administered by IV infusion over   
90 minutes. There is no recommended dose of ONIVYDE for patients with 
serum bilirubin above the upper limit of normal. Premedicate with a corticosteroid 
and an anti-emetic 30 minutes prior to ONIVYDE. Withhold ONIVYDE for 
Grade 3/4 adverse reactions. Resume ONIVYDE with reduced dose once 
adverse reaction recovered to ≤Grade 1. Discontinue ONIVYDE in patients who 
experience a severe hypersensitivity reaction and in patients with a confirmed 
diagnosis of ILD.
Do not substitute ONIVYDE for other drugs containing irinotecan HCl.

ONIVYDE®: RECOMMENDED &  
FDA-APPROVED BASED ON EVIDENCE

THE ONLY CATEGORY 1 
NCCN® CHEMOTHERAPY 
RECOMMENDATION IN POST-
GEMCITABINE METASTATIC 
PANCREATIC CANCER2*

FDA-APPROVED FOR METASTATIC 
PANCREATIC CANCER AFTER 
GEMCITABINE1

•  Proven in combination with 5-FU/LV in NAPOLI-1—the largest 
phase 3 trial† in patients with metastatic pancreatic cancer with 
disease progression after gemcitabine-based therapy3,4

Please see additional Important Safety Information throughout and Brief Summary of Full Prescribing Information, including 
Boxed Warning, on adjacent pages.

©2018 Ipsen Biopharmaceuticals, Inc. All rights reserved.
ONIVYDE is a registered trademark of Ipsen Biopharm Ltd.
All other trademarks are the property of their respective owners.
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ONIVYDE® (irinotecan liposome injection) for intravenous use  
Initial U.S. Approval: 1996 
 
BRIEF SUMMARY: refer to full Prescribing Information for 
complete product information. 
 
1. INDICATIONS AND USAGE 
ONIVYDE® is indicated, in combination with 5-FU/LV, for the treatment of 
patients with metastatic adenocarcinoma of the pancreas after disease 
progression following gemcitabine-based therapy. 
Limitation of Use: ONIVYDE® is not indicated as a single agent for the 
treatment of patients with metastatic adenocarcinoma of the pancreas 
(see Clinical Studies, 14). 
 

WARNING: SEVERE NEUTROPENIA and SEVERE DIARRHEA 
Fatal neutropenic sepsis occurred in 0.8% of patients receiving 
ONIVYDE®. Severe or life-threatening neutropenic fever or sepsis 
occurred in 3% and severe or life-threatening neutropenia occurred in 
20% of patients receiving ONIVYDE® in combination with fluorouracil (5-
FU) and leucovorin (LV). Withhold ONIVYDE® for absolute neutrophil 
count below 1500/mm3 or neutropenic fever. Monitor blood cell counts 
periodically during treatment. (see Dosing and Administration 2.2, 5.1) 
Severe diarrhea occurred in 13% of patients receiving ONIVYDE®/5-
FU/LV. Do not administer ONIVYDE® to patients with bowel obstruction. 
Withhold ONIVYDE® for diarrhea of Grade 2–4 severity. Administer 
loperamide for late diarrhea of any severity. Administer atropine, if not 
contraindicated, for early diarrhea of any severity. (see Dosing and 
Administration 2.2, see Warnings and Precautions 5.2) 
 
 
4 CONTRAINDICATIONS 
ONIVYDE® is contraindicated in patients who have experienced a severe 
hypersensitivity reaction to ONIVYDE® or irinotecan HCl. 
 
5 WARNINGS AND PRECAUTIONS 
5.1 Severe Neutropenia: ONIVYDE® can cause severe or life-threatening 
neutropenia and fatal neutropenic sepsis. In Study 1, the incidence of 
fatal neutropenic sepsis was 0.8% among patients receiving ONIVYDE®, 
occurring in 1/117 patients in the ONIVYDE®/5-FU/LV arm and 1/147 
patients receiving single-agent ONIVYDE®. Severe or life-threatening 
neutropenia occurred in 20% of patients receiving ONIVYDE®/5-FU/LV 
compared to 2% of patients receiving fluorouracil/leucovorin alone (5-
FU/LV). Grade 3/4 neutropenic fever/neutropenic sepsis occurred in 3% 
of patients receiving ONIVYDE®/5-FU/LV, and did not occur in patients 
receiving 5-FU/LV. 
In patients receiving ONIVYDE®/5-FU/LV, the incidence of Grade 3/4 
neutropenia was higher among Asian patients (18/33 [55%]) vs White 
patients (13/73 [18%]). Neutropenic fever/neutropenic sepsis was 
reported in 6% of Asian patients vs 1% of White patients (see Clinical 
Pharmacology, 12.3). 
Monitor complete blood cell counts on Days 1 and 8 of every cycle and 
more frequently if clinically indicated. Withhold ONIVYDE® if the absolute 
neutrophil count (ANC) is below 1500/mm3 or if neutropenic fever occurs. 
Resume ONIVYDE® when the ANC is 1500/mm3 or above. Reduce 
ONIVYDE® dose for Grade 3–4 neutropenia or neutropenic fever following 
recovery in subsequent cycles (see Dosage and Administration, 2.2). 
5.2 Severe Diarrhea: ONIVYDE® can cause severe and life-threatening 
diarrhea. Do not administer ONIVYDE® to patients with bowel 
obstruction. 
Severe or life-threatening diarrhea followed one of two patterns: late-
onset diarrhea (onset ˃24 hours following chemotherapy) and early-onset 
diarrhea (onset ≤24 hours of chemotherapy, sometimes occurring with 
other symptoms of cholinergic reaction) (see Cholinergic Reactions, 6.1). 
An individual patient may experience both early- and late-onset diarrhea. 
In Study 1, Grade 3 or 4 diarrhea occurred in 13% receiving ONIVYDE®/5-
FU/LV vs 4% receiving 5-FU/LV. The incidence of Grade 3 or 4 late-onset 
diarrhea was 9% in patients receiving ONIVYDE®/5-FU/LV vs 4% in 
patients receiving 5-FU/LV. The incidence of Grade 3 or 4 early-onset 

diarrhea was 3% in patients receiving ONIVYDE®/5-FU/LV vs none in 
patients receiving 5-FU/LV. Of patients receiving ONIVYDE®/5-FU/LV in 
Study 1, 34% received loperamide for late-onset diarrhea and 26% 
received atropine for early-onset diarrhea. Withhold ONIVYDE® for Grade 
2–4 diarrhea. Initiate loperamide for late-onset diarrhea of any severity. 
Administer IV or subcutaneous atropine 0.25–1 mg (unless clinically 
contraindicated) for early-onset diarrhea of any severity. Following 
recovery to Grade 1 diarrhea, resume ONIVYDE® at a reduced dose (see 
Dosage and Administration, 2.2). 
5.3 Interstitial Lung Disease (ILD): Irinotecan HCl can cause severe and 
fatal ILD. Withhold ONIVYDE® in patients with new or progressive 
dyspnea, cough, and fever, pending diagnostic evaluation. Discontinue 
ONIVYDE® in patients with a confirmed diagnosis of ILD. 
5.4 Severe Hypersensitivity Reaction: Irinotecan HCl can cause severe 
hypersensitivity reactions, including anaphylactic reactions. Permanently 
discontinue ONIVYDE® in patients who experience a severe 
hypersensitivity reaction. 
5.5 Embryo-Fetal Toxicity: Based on animal data with irinotecan HCl and 
the mechanism of action of ONIVYDE®, ONIVYDE® can cause fetal harm 
when administered to a pregnant woman. Embryotoxicity and 
teratogenicity were observed following treatment with irinotecan HCl, at 
doses resulting in irinotecan exposures lower than those achieved with 
ONIVYDE® 70 mg/m2 in humans, administered to pregnant rats and 
rabbits during organogenesis. Advise pregnant women of the potential 
risk to a fetus. Advise females of reproductive potential to use effective 
contraception during treatment with ONIVYDE® and for 1 month 
following the final dose (see Use in Specific Populations, 8.1, 8.3; Clinical 
Pharmacology, 12.1). 
 
6 ADVERSE REACTIONS 
The following adverse drug reactions are discussed in greater detail in 
other sections of the label: 
• Severe Neutropenia (see Warnings and Precautions, 5.1; Boxed 

Warning) 
• Severe Diarrhea (see Warnings and Precautions, 5.2; Boxed Warning) 
• Interstitial Lung Disease (see Warnings and Precautions, 5.3) 
• Severe Hypersensitivity Reactions (see Warnings and Precautions, 5.4) 
6.1 Clinical Trials Experience 
The safety data described below are derived from patients with 
metastatic adenocarcinoma of the pancreas previously treated with 
gemcitabine-based therapy who received any part of protocol-specified 
therapy in Study 1, an international, randomized, active-controlled, open-
label trial. Protocol-specified therapy consisted of ONIVYDE® 70 mg/m2 
with LV 400 mg/m2 and 5-FU 2400 mg/m2 over 46 hours every 2 weeks 
(ONIVYDE®/5-FU/LV; n=117), ONIVYDE® 100 mg/m2 every 3 weeks 
(n=147), or LV 200 mg/m2 and 5-FU 2000 mg/m2 over 24 hours weekly for 
4 weeks followed by 2 week rest (5-FU/LV; n=134) (see Clinical Studies, 
14). Serum bilirubin within the institutional normal range, albumin ≥3 
g/dL, and Karnofsky Performance Status (KPS) ≥70 were required for 
study entry. The median duration of exposure was 9 weeks in the 
ONIVYDE®/5-FU/LV arm, 9 weeks in the ONIVYDE® monotherapy arm and 
6 weeks in the 5-FU/LV arm. 
The most common adverse reactions (≥20%) of ONIVYDE® were diarrhea, 
fatigue/asthenia, vomiting, nausea, decreased appetite, stomatitis, and 
pyrexia. The most common, severe laboratory abnormalities (≥10%, 
Grade 3 or 4) were lymphopenia and neutropenia. The most common 
serious adverse reactions (≥2%) of ONIVYDE® were diarrhea, vomiting, 
neutropenic fever or neutropenic sepsis, nausea, pyrexia, sepsis, 
dehydration, septic shock, pneumonia, acute renal failure, and 
thrombocytopenia. 
Adverse reactions led to permanent discontinuation of ONIVYDE® in 11% 
of patients receiving ONIVYDE®/5-FU/LV; the most frequent adverse 
reactions resulting in discontinuation of ONIVYDE® were diarrhea, 
vomiting, and sepsis. Dose reductions of ONIVYDE® for adverse reactions 
occurred in 33% of patients receiving ONIVYDE®/5-FU/LV; the most 
frequent adverse reactions requiring dose reductions were neutropenia, 
diarrhea, nausea, and anemia. ONIVYDE® was withheld or delayed for 
adverse reactions in 62% of patients receiving ONIVYDE®/5-FU/LV; the 
most frequent adverse reactions requiring interruption or delays were 
neutropenia, diarrhea, fatigue, vomiting, and thrombocytopenia. 

 
 
Table 2: Adverse Reactions with Higher Incidence (≥5% Difference for  
Grades 1–4* or ≥2% Difference for Grades 3 and 4) in the ONIVYDE®/5-
FU/LV Arm 

Adverse Reaction 

ONIVYDE®/5-
FU/LV n=117 

 
 
 

n=117 

5-FU/LV 
n=134 

Grades 
1–4 (%) 

Grades  
3–4 (%) 

Grades 
1–4 (%) 

Grades  
3–4 (%) 

Gastrointestinal disorders 
Diarrhea 59 13 26 4 
    Early diarrhea† 30 3 15 0 
    Late diarrhea‡ 43 9 17 4 
Vomiting 52 11 26 3 
Nausea 51 8 34 4 
Stomatitis§ 32 4 12 1 
Infections and infestations 38 17 15 10 
Sepsis 4 3 2 1 
Neutropenic fever/neutropenic 
sepsis♠  

3 3 1 0 

Gastroenteritis 3 3 0 0 
Intravenous catheter-related infection 3 3 0 0 

General disorders and administration site conditions 
Fatigue/asthenia 56 21 43 10 
Pyrexia 23 2 11 1 
Metabolism and nutrition disorders 
Decreased appetite 44 4 32 2 
Weight loss 17 2 7 0 
Dehydration 8 4 7 2 
Skin and subcutaneous tissue disorders 
Alopecia 14 1 5 0 

*NCI CTCAE v4.0. 
†Early diarrhea: onset ≤24 hours of ONIVYDE® administration. 
‡Late diarrhea: onset >1 day after ONIVYDE® administration. 
§Includes stomatitis, aphthous stomatitis, mouth ulceration, mucosal 
inflammation. 
♠Includes febrile neutropenia. 
Cholinergic Reactions: ONIVYDE® can cause cholinergic reactions 
manifesting as rhinitis, increased salivation, flushing, bradycardia, miosis, 
lacrimation, diaphoresis, and intestinal hyperperistalsis with abdominal 
cramping and early-onset diarrhea. In Study 1, Grade 1 or 2 cholinergic 
symptoms other than early diarrhea occurred in 12 (4.5%) ONIVYDE®-
treated patients. Six of these 12 patients received atropine and in 1 of the 
6 patients, atropine was administered for cholinergic symptoms other 
than diarrhea. 
Infusion Reactions: Infusion reactions, consisting of rash, urticaria, 
periorbital edema, or pruritus, occurring on the day of ONIVYDE® 
administration, were reported in 3% of patients receiving ONIVYDE® or 
ONIVYDE®/5-FU/LV. 
 
The following laboratory abnormalities were reported (NCI CTCAE v4.0, 
worst grade shown) with higher incidence (≥5% difference Grades 1–4 
[any] or ≥5% difference Grades 3–4 [severe] according to NCI CTCAE 
v4.0) for patients receiving ONIVYDE/5-FU/LV (n=117) vs 5-FU/LV 
(n=134). Percentages were based on the number of patients with a 
baseline and at least 1 post-baseline measurement. Hematology: anemia 
(any 97%, 86%; severe 6%, 5%), lymphopenia (any 81%, 75%; severe 27%, 
17%), neutropenia (any 52%, 6%; severe 20%, 2%), thrombocytopenia 
(any 41%, 33%; severe 2%, 0%). Hepatic: increased alanine 
aminotransferase (any 51%, 37%; severe 6%, 1%), hypoalbuminemia (any 
43%, 30%; severe 2%, 0%). Metabolic: hypomagnesemia (any 35%, 21%; 
severe 0%, 0%), hypokalemia (any 32%, 19%; severe 2%, 2%), 
hypocalcemia (any 32%, 20%; severe 1%, 0%), hypophosphatemia (any 
29%, 18%; severe 4%, 1%), hyponatremia (any 27%, 12%; severe 5%, 3%). 
Renal: increased creatinine (any 18%, 13%; severe 0%, 0%). 
 

 
 
 
7 DRUG INTERACTIONS 
7.1 Strong CYP3A4 Inducers: Following administration of non-liposomal 
irinotecan (ie, irinotecan HCl), exposure to irinotecan or its active 
metabolite, SN-38, is substantially reduced in adult and pediatric patients 
concomitantly receiving the CYP3A4 enzyme-inducing anticonvulsants 
phenytoin and strong CYP3A4 inducers. Avoid the use of strong CYP3A4 
inducers (eg, rifampin, phenytoin, carbamazepine, rifabutin, rifapentine, 
phenobarbital, St. John's wort) if possible. Substitute non-enzyme 
inducing therapies ≥2 weeks prior to initiation of ONIVYDE® therapy (see 
Clinical Pharmacology, 12.3). 
7.2 Strong CYP3A4 or UGT1A1 Inhibitors: Following administration of 
non-liposomal irinotecan (ie, irinotecan HCl), patients receiving 
concomitant ketoconazole, a CYP3A4 and UGT1A1 inhibitor, have 
increased exposure to irinotecan and its active metabolite SN-38. Co-
administration of ONIVYDE® with other inhibitors of CYP3A4 (eg, 
clarithromycin, indinavir, itraconazole, lopinavir, nefazodone, nelfinavir, 
ritonavir, saquinavir, telaprevir, voriconazole) or UGT1A1 (eg, atazanavir, 
gemfibrozil, indinavir) may increase systemic exposure to irinotecan or 
SN-38. Avoid the use of strong CYP3A4 or UGT1A1 inhibitors if possible. 
Discontinue strong CYP3A4 inhibitors ≥1 week prior to starting ONIVYDE® 
therapy (see Clinical Pharmacology, 12.3). 
 
8 USE IN SPECIFIC POPULATIONS 
8.1 Pregnancy, Risk Summary: Based on animal data with irinotecan HCl 
and the mechanism of action of ONIVYDE®, ONIVYDE® can cause fetal 
harm when administered to a pregnant woman (see Clinical 
Pharmacology, 12.1). There are no available data in pregnant women. 
Embryotoxicity and teratogenicity were observed following treatment 
with irinotecan HCl, at doses resulting in irinotecan exposures lower than 
those achieved with ONIVYDE® 70 mg/m2 in humans, administered to 
pregnant rats and rabbits during organogenesis (see Data in the full 
Prescribing Information). Advise pregnant women of the potential risk to 
a fetus. 
8.2 Lactation, Risk Summary: There is no information regarding the 
presence of irinotecan liposome, irinotecan, or SN-38 (an active 
metabolite of irinotecan) in human milk, or the effects on the breastfed 
infant or on milk production. Irinotecan is present in rat milk (see Data in 
the full Prescribing Information). 
Because of the potential for serious adverse reactions in breastfed infants 
from ONIVYDE®, advise a nursing woman not to breastfeed during 
treatment with ONIVYDE® and for 1 month after the final dose.  
8.3 Females and Males of Reproductive Potential, Contraception, 
Females: ONIVYDE® can cause fetal harm when administered to a 
pregnant woman (see Use in Specific Populations, 8.1). Advise females of 
reproductive potential to use effective contraception during treatment 
with ONIVYDE® and for 1 month after the final dose. Males: Because of 
the potential for genotoxicity, advise males with female partners of 
reproductive potential to use condoms during treatment with ONIVYDE® 
and for 4 months after the final dose (see Nonclinical Toxicology, 13.1). 
8.4 Pediatric Use: Safety and effectiveness of ONIVYDE® have not been 
established in pediatric patients. 
8.5 Geriatric Use: Of the 264 patients who received single-agent 
ONIVYDE® or ONIVYDE®/5-FU/LV in Study 1, 49% were ≥65 years old and 
13% were ≥75 years old. No overall differences in safety and effectiveness 
were observed between these patients and younger patients. 
 
10 OVERDOSAGE 
There are no treatment interventions known to be effective for 
management of overdosage of ONIVYDE®. 
 
 
Distributed by Ipsen Biopharmaceuticals, Inc. Basking Ridge, NJ 07920 
ONIVYDE is a registered trademark of Ipsen Biopharm Limited 
©2017 Ipsen Biopharmaceuticals, Inc.    August 2017  
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ONIVYDE® (irinotecan liposome injection) for intravenous use  
Initial U.S. Approval: 1996 
 
BRIEF SUMMARY: refer to full Prescribing Information for 
complete product information. 
 
1. INDICATIONS AND USAGE 
ONIVYDE® is indicated, in combination with 5-FU/LV, for the treatment of 
patients with metastatic adenocarcinoma of the pancreas after disease 
progression following gemcitabine-based therapy. 
Limitation of Use: ONIVYDE® is not indicated as a single agent for the 
treatment of patients with metastatic adenocarcinoma of the pancreas 
(see Clinical Studies, 14). 
 

WARNING: SEVERE NEUTROPENIA and SEVERE DIARRHEA 
Fatal neutropenic sepsis occurred in 0.8% of patients receiving 
ONIVYDE®. Severe or life-threatening neutropenic fever or sepsis 
occurred in 3% and severe or life-threatening neutropenia occurred in 
20% of patients receiving ONIVYDE® in combination with fluorouracil (5-
FU) and leucovorin (LV). Withhold ONIVYDE® for absolute neutrophil 
count below 1500/mm3 or neutropenic fever. Monitor blood cell counts 
periodically during treatment. (see Dosing and Administration 2.2, 5.1) 
Severe diarrhea occurred in 13% of patients receiving ONIVYDE®/5-
FU/LV. Do not administer ONIVYDE® to patients with bowel obstruction. 
Withhold ONIVYDE® for diarrhea of Grade 2–4 severity. Administer 
loperamide for late diarrhea of any severity. Administer atropine, if not 
contraindicated, for early diarrhea of any severity. (see Dosing and 
Administration 2.2, see Warnings and Precautions 5.2) 
 
 
4 CONTRAINDICATIONS 
ONIVYDE® is contraindicated in patients who have experienced a severe 
hypersensitivity reaction to ONIVYDE® or irinotecan HCl. 
 
5 WARNINGS AND PRECAUTIONS 
5.1 Severe Neutropenia: ONIVYDE® can cause severe or life-threatening 
neutropenia and fatal neutropenic sepsis. In Study 1, the incidence of 
fatal neutropenic sepsis was 0.8% among patients receiving ONIVYDE®, 
occurring in 1/117 patients in the ONIVYDE®/5-FU/LV arm and 1/147 
patients receiving single-agent ONIVYDE®. Severe or life-threatening 
neutropenia occurred in 20% of patients receiving ONIVYDE®/5-FU/LV 
compared to 2% of patients receiving fluorouracil/leucovorin alone (5-
FU/LV). Grade 3/4 neutropenic fever/neutropenic sepsis occurred in 3% 
of patients receiving ONIVYDE®/5-FU/LV, and did not occur in patients 
receiving 5-FU/LV. 
In patients receiving ONIVYDE®/5-FU/LV, the incidence of Grade 3/4 
neutropenia was higher among Asian patients (18/33 [55%]) vs White 
patients (13/73 [18%]). Neutropenic fever/neutropenic sepsis was 
reported in 6% of Asian patients vs 1% of White patients (see Clinical 
Pharmacology, 12.3). 
Monitor complete blood cell counts on Days 1 and 8 of every cycle and 
more frequently if clinically indicated. Withhold ONIVYDE® if the absolute 
neutrophil count (ANC) is below 1500/mm3 or if neutropenic fever occurs. 
Resume ONIVYDE® when the ANC is 1500/mm3 or above. Reduce 
ONIVYDE® dose for Grade 3–4 neutropenia or neutropenic fever following 
recovery in subsequent cycles (see Dosage and Administration, 2.2). 
5.2 Severe Diarrhea: ONIVYDE® can cause severe and life-threatening 
diarrhea. Do not administer ONIVYDE® to patients with bowel 
obstruction. 
Severe or life-threatening diarrhea followed one of two patterns: late-
onset diarrhea (onset ˃24 hours following chemotherapy) and early-onset 
diarrhea (onset ≤24 hours of chemotherapy, sometimes occurring with 
other symptoms of cholinergic reaction) (see Cholinergic Reactions, 6.1). 
An individual patient may experience both early- and late-onset diarrhea. 
In Study 1, Grade 3 or 4 diarrhea occurred in 13% receiving ONIVYDE®/5-
FU/LV vs 4% receiving 5-FU/LV. The incidence of Grade 3 or 4 late-onset 
diarrhea was 9% in patients receiving ONIVYDE®/5-FU/LV vs 4% in 
patients receiving 5-FU/LV. The incidence of Grade 3 or 4 early-onset 

diarrhea was 3% in patients receiving ONIVYDE®/5-FU/LV vs none in 
patients receiving 5-FU/LV. Of patients receiving ONIVYDE®/5-FU/LV in 
Study 1, 34% received loperamide for late-onset diarrhea and 26% 
received atropine for early-onset diarrhea. Withhold ONIVYDE® for Grade 
2–4 diarrhea. Initiate loperamide for late-onset diarrhea of any severity. 
Administer IV or subcutaneous atropine 0.25–1 mg (unless clinically 
contraindicated) for early-onset diarrhea of any severity. Following 
recovery to Grade 1 diarrhea, resume ONIVYDE® at a reduced dose (see 
Dosage and Administration, 2.2). 
5.3 Interstitial Lung Disease (ILD): Irinotecan HCl can cause severe and 
fatal ILD. Withhold ONIVYDE® in patients with new or progressive 
dyspnea, cough, and fever, pending diagnostic evaluation. Discontinue 
ONIVYDE® in patients with a confirmed diagnosis of ILD. 
5.4 Severe Hypersensitivity Reaction: Irinotecan HCl can cause severe 
hypersensitivity reactions, including anaphylactic reactions. Permanently 
discontinue ONIVYDE® in patients who experience a severe 
hypersensitivity reaction. 
5.5 Embryo-Fetal Toxicity: Based on animal data with irinotecan HCl and 
the mechanism of action of ONIVYDE®, ONIVYDE® can cause fetal harm 
when administered to a pregnant woman. Embryotoxicity and 
teratogenicity were observed following treatment with irinotecan HCl, at 
doses resulting in irinotecan exposures lower than those achieved with 
ONIVYDE® 70 mg/m2 in humans, administered to pregnant rats and 
rabbits during organogenesis. Advise pregnant women of the potential 
risk to a fetus. Advise females of reproductive potential to use effective 
contraception during treatment with ONIVYDE® and for 1 month 
following the final dose (see Use in Specific Populations, 8.1, 8.3; Clinical 
Pharmacology, 12.1). 
 
6 ADVERSE REACTIONS 
The following adverse drug reactions are discussed in greater detail in 
other sections of the label: 
• Severe Neutropenia (see Warnings and Precautions, 5.1; Boxed 

Warning) 
• Severe Diarrhea (see Warnings and Precautions, 5.2; Boxed Warning) 
• Interstitial Lung Disease (see Warnings and Precautions, 5.3) 
• Severe Hypersensitivity Reactions (see Warnings and Precautions, 5.4) 
6.1 Clinical Trials Experience 
The safety data described below are derived from patients with 
metastatic adenocarcinoma of the pancreas previously treated with 
gemcitabine-based therapy who received any part of protocol-specified 
therapy in Study 1, an international, randomized, active-controlled, open-
label trial. Protocol-specified therapy consisted of ONIVYDE® 70 mg/m2 
with LV 400 mg/m2 and 5-FU 2400 mg/m2 over 46 hours every 2 weeks 
(ONIVYDE®/5-FU/LV; n=117), ONIVYDE® 100 mg/m2 every 3 weeks 
(n=147), or LV 200 mg/m2 and 5-FU 2000 mg/m2 over 24 hours weekly for 
4 weeks followed by 2 week rest (5-FU/LV; n=134) (see Clinical Studies, 
14). Serum bilirubin within the institutional normal range, albumin ≥3 
g/dL, and Karnofsky Performance Status (KPS) ≥70 were required for 
study entry. The median duration of exposure was 9 weeks in the 
ONIVYDE®/5-FU/LV arm, 9 weeks in the ONIVYDE® monotherapy arm and 
6 weeks in the 5-FU/LV arm. 
The most common adverse reactions (≥20%) of ONIVYDE® were diarrhea, 
fatigue/asthenia, vomiting, nausea, decreased appetite, stomatitis, and 
pyrexia. The most common, severe laboratory abnormalities (≥10%, 
Grade 3 or 4) were lymphopenia and neutropenia. The most common 
serious adverse reactions (≥2%) of ONIVYDE® were diarrhea, vomiting, 
neutropenic fever or neutropenic sepsis, nausea, pyrexia, sepsis, 
dehydration, septic shock, pneumonia, acute renal failure, and 
thrombocytopenia. 
Adverse reactions led to permanent discontinuation of ONIVYDE® in 11% 
of patients receiving ONIVYDE®/5-FU/LV; the most frequent adverse 
reactions resulting in discontinuation of ONIVYDE® were diarrhea, 
vomiting, and sepsis. Dose reductions of ONIVYDE® for adverse reactions 
occurred in 33% of patients receiving ONIVYDE®/5-FU/LV; the most 
frequent adverse reactions requiring dose reductions were neutropenia, 
diarrhea, nausea, and anemia. ONIVYDE® was withheld or delayed for 
adverse reactions in 62% of patients receiving ONIVYDE®/5-FU/LV; the 
most frequent adverse reactions requiring interruption or delays were 
neutropenia, diarrhea, fatigue, vomiting, and thrombocytopenia. 

 
 
Table 2: Adverse Reactions with Higher Incidence (≥5% Difference for  
Grades 1–4* or ≥2% Difference for Grades 3 and 4) in the ONIVYDE®/5-
FU/LV Arm 

Adverse Reaction 

ONIVYDE®/5-
FU/LV n=117 

 
 
 

n=117 

5-FU/LV 
n=134 

Grades 
1–4 (%) 

Grades  
3–4 (%) 

Grades 
1–4 (%) 

Grades  
3–4 (%) 

Gastrointestinal disorders 
Diarrhea 59 13 26 4 
    Early diarrhea† 30 3 15 0 
    Late diarrhea‡ 43 9 17 4 
Vomiting 52 11 26 3 
Nausea 51 8 34 4 
Stomatitis§ 32 4 12 1 
Infections and infestations 38 17 15 10 
Sepsis 4 3 2 1 
Neutropenic fever/neutropenic 
sepsis♠  

3 3 1 0 

Gastroenteritis 3 3 0 0 
Intravenous catheter-related infection 3 3 0 0 

General disorders and administration site conditions 
Fatigue/asthenia 56 21 43 10 
Pyrexia 23 2 11 1 
Metabolism and nutrition disorders 
Decreased appetite 44 4 32 2 
Weight loss 17 2 7 0 
Dehydration 8 4 7 2 
Skin and subcutaneous tissue disorders 
Alopecia 14 1 5 0 

*NCI CTCAE v4.0. 
†Early diarrhea: onset ≤24 hours of ONIVYDE® administration. 
‡Late diarrhea: onset >1 day after ONIVYDE® administration. 
§Includes stomatitis, aphthous stomatitis, mouth ulceration, mucosal 
inflammation. 
♠Includes febrile neutropenia. 
Cholinergic Reactions: ONIVYDE® can cause cholinergic reactions 
manifesting as rhinitis, increased salivation, flushing, bradycardia, miosis, 
lacrimation, diaphoresis, and intestinal hyperperistalsis with abdominal 
cramping and early-onset diarrhea. In Study 1, Grade 1 or 2 cholinergic 
symptoms other than early diarrhea occurred in 12 (4.5%) ONIVYDE®-
treated patients. Six of these 12 patients received atropine and in 1 of the 
6 patients, atropine was administered for cholinergic symptoms other 
than diarrhea. 
Infusion Reactions: Infusion reactions, consisting of rash, urticaria, 
periorbital edema, or pruritus, occurring on the day of ONIVYDE® 
administration, were reported in 3% of patients receiving ONIVYDE® or 
ONIVYDE®/5-FU/LV. 
 
The following laboratory abnormalities were reported (NCI CTCAE v4.0, 
worst grade shown) with higher incidence (≥5% difference Grades 1–4 
[any] or ≥5% difference Grades 3–4 [severe] according to NCI CTCAE 
v4.0) for patients receiving ONIVYDE/5-FU/LV (n=117) vs 5-FU/LV 
(n=134). Percentages were based on the number of patients with a 
baseline and at least 1 post-baseline measurement. Hematology: anemia 
(any 97%, 86%; severe 6%, 5%), lymphopenia (any 81%, 75%; severe 27%, 
17%), neutropenia (any 52%, 6%; severe 20%, 2%), thrombocytopenia 
(any 41%, 33%; severe 2%, 0%). Hepatic: increased alanine 
aminotransferase (any 51%, 37%; severe 6%, 1%), hypoalbuminemia (any 
43%, 30%; severe 2%, 0%). Metabolic: hypomagnesemia (any 35%, 21%; 
severe 0%, 0%), hypokalemia (any 32%, 19%; severe 2%, 2%), 
hypocalcemia (any 32%, 20%; severe 1%, 0%), hypophosphatemia (any 
29%, 18%; severe 4%, 1%), hyponatremia (any 27%, 12%; severe 5%, 3%). 
Renal: increased creatinine (any 18%, 13%; severe 0%, 0%). 
 

 
 
 
7 DRUG INTERACTIONS 
7.1 Strong CYP3A4 Inducers: Following administration of non-liposomal 
irinotecan (ie, irinotecan HCl), exposure to irinotecan or its active 
metabolite, SN-38, is substantially reduced in adult and pediatric patients 
concomitantly receiving the CYP3A4 enzyme-inducing anticonvulsants 
phenytoin and strong CYP3A4 inducers. Avoid the use of strong CYP3A4 
inducers (eg, rifampin, phenytoin, carbamazepine, rifabutin, rifapentine, 
phenobarbital, St. John's wort) if possible. Substitute non-enzyme 
inducing therapies ≥2 weeks prior to initiation of ONIVYDE® therapy (see 
Clinical Pharmacology, 12.3). 
7.2 Strong CYP3A4 or UGT1A1 Inhibitors: Following administration of 
non-liposomal irinotecan (ie, irinotecan HCl), patients receiving 
concomitant ketoconazole, a CYP3A4 and UGT1A1 inhibitor, have 
increased exposure to irinotecan and its active metabolite SN-38. Co-
administration of ONIVYDE® with other inhibitors of CYP3A4 (eg, 
clarithromycin, indinavir, itraconazole, lopinavir, nefazodone, nelfinavir, 
ritonavir, saquinavir, telaprevir, voriconazole) or UGT1A1 (eg, atazanavir, 
gemfibrozil, indinavir) may increase systemic exposure to irinotecan or 
SN-38. Avoid the use of strong CYP3A4 or UGT1A1 inhibitors if possible. 
Discontinue strong CYP3A4 inhibitors ≥1 week prior to starting ONIVYDE® 
therapy (see Clinical Pharmacology, 12.3). 
 
8 USE IN SPECIFIC POPULATIONS 
8.1 Pregnancy, Risk Summary: Based on animal data with irinotecan HCl 
and the mechanism of action of ONIVYDE®, ONIVYDE® can cause fetal 
harm when administered to a pregnant woman (see Clinical 
Pharmacology, 12.1). There are no available data in pregnant women. 
Embryotoxicity and teratogenicity were observed following treatment 
with irinotecan HCl, at doses resulting in irinotecan exposures lower than 
those achieved with ONIVYDE® 70 mg/m2 in humans, administered to 
pregnant rats and rabbits during organogenesis (see Data in the full 
Prescribing Information). Advise pregnant women of the potential risk to 
a fetus. 
8.2 Lactation, Risk Summary: There is no information regarding the 
presence of irinotecan liposome, irinotecan, or SN-38 (an active 
metabolite of irinotecan) in human milk, or the effects on the breastfed 
infant or on milk production. Irinotecan is present in rat milk (see Data in 
the full Prescribing Information). 
Because of the potential for serious adverse reactions in breastfed infants 
from ONIVYDE®, advise a nursing woman not to breastfeed during 
treatment with ONIVYDE® and for 1 month after the final dose.  
8.3 Females and Males of Reproductive Potential, Contraception, 
Females: ONIVYDE® can cause fetal harm when administered to a 
pregnant woman (see Use in Specific Populations, 8.1). Advise females of 
reproductive potential to use effective contraception during treatment 
with ONIVYDE® and for 1 month after the final dose. Males: Because of 
the potential for genotoxicity, advise males with female partners of 
reproductive potential to use condoms during treatment with ONIVYDE® 
and for 4 months after the final dose (see Nonclinical Toxicology, 13.1). 
8.4 Pediatric Use: Safety and effectiveness of ONIVYDE® have not been 
established in pediatric patients. 
8.5 Geriatric Use: Of the 264 patients who received single-agent 
ONIVYDE® or ONIVYDE®/5-FU/LV in Study 1, 49% were ≥65 years old and 
13% were ≥75 years old. No overall differences in safety and effectiveness 
were observed between these patients and younger patients. 
 
10 OVERDOSAGE 
There are no treatment interventions known to be effective for 
management of overdosage of ONIVYDE®. 
 
 
Distributed by Ipsen Biopharmaceuticals, Inc. Basking Ridge, NJ 07920 
ONIVYDE is a registered trademark of Ipsen Biopharm Limited 
©2017 Ipsen Biopharmaceuticals, Inc.    August 2017  
ONV-US-000700 v2.0 
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Medical Cannabis: The Oncology Nurse’s Role 
It’s important for oncology nurses to become educated on the endocannabinoid system  
to help patients make informed choices.
By Eloise Theisen, MSN, RN, AGPCNP-BC

In a recent episode of The Vitals, a twice 
monthly podcast that discusses all things 
oncology nursing, we spoke with Eloise 

Theisen, MSN, RN, AGPCNP-BC, president of 
the American Cannabis Nurses Association, 
about benefits, applications, and challenges 
of medical cannabis for patients with cancer 
as well as some interesting research updates. 
Theisen also offered guidance on how nurses 
can talk to their patients about medical 
cannabis use and monitor patients for potential 
cannabis-related adverse events. 

Find this episode of The Vitals and more 
on your favorite podcast-streaming app 
or on our website. 
Scan the QR code or visit, 
bit.ly/3nYSRQZ

We have 36 states, plus 
the District of Columbia, 

that have a medical cannabis 
program. And they vary. Some 
states like Oklahoma and 
California have medical 
programs [that] essentially 
allow anyone to qualify if that 
physician feels that their 
condition would benefit from 
the use of cannabis. And then 
we have other states like Texas 
where they have a medical 
program that’s incredibly 
restrictive, [with] only a few 
qualifying conditions.”

One of the advantages of working with cannabis is you can 
really personalize the treatment plan to the patient’s needs 

and goals. There’s a lot of flexibility, there’s a lot of individuality, 
[and] it really allows patients to find a dose that may produce the 
best benefit with the least amount of [adverse] effects.”

We should always be monitoring for increased depression, 
increased anxiety, potential psychosis, any suicidal 

ideation….[T]hose are some of the adverse effects that we can see. 
There’s also a condition called cannabinoid hyperemesis 
syndrome, [which can cause] a chronic user [to have] cyclical 
vomiting. So those are other things that we want to monitor our 
patients for [if they are taking cannabis].”

It’s challenging, 
overwhelming, and 

confusing for patients right 
now to navigate the [medical 
cannabis] space.”

Our patients are using it. 
It’s important we 

become educated on the 
endocannabinoid system so 
that we can help patients 
navigate this....[R]ight now, 
they’re relying on the internet 
or dispensary staff. We want to 
make sure they get the most 
current, up-to-date, evidence-
based information so that they 
can [make] informed choices.”
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PARTNER PERSPECTIVES

Health literacy (HL) does not refer 
only to an individual’s ability to read, 
write, listen, and speak a language.  

The definition expands to the ability to gather 
and use information to make informed health 
decisions. Health care professionals and nurses 
play an important role in providing health 
information to patients and their families.1 The 
ways that information and patient education is 
organized, presented, and communicated can 
influence health care consumers.  

As chronic disease diagnoses continue to 
increase in the United States, prescription 
instructions become more complicated, and 
the probability of medication nonadherence 
becomes greater.2 Educating patients about 
cancer treatment and medication regimens in 
a way that matches their needs and preferred 
learning methods eases achievement of 
medication adherence.3 Additionally, patient 
outcomes, satisfaction, and overall safety can 
be optimized when interventions are designed 
to match the needs of the learner. Thus, 
investigators involved in a pilot study imple-
mented the Rapid Estimate for Adult Literacy 
in Medicine (REALM) HL assessment of adult 
oncology patients before their treatment began 
to discover whether its use would assist in 
individualizing patient-education methods 
and impact oncologic therapy and symptom 
management. In addition, they were inter-
ested in nurses’ reactions to using this tool for 
tailoring patient education.

Investigators were interested in the 
program’s ability to improve medication adher-
ence and symptom management in patients 
being treated for cancer in the ambulatory 
setting; in addition, they sought nurses’ reac-
tions to implementing the program. Charts 
of 34 patients who were given a diagnosis 
of cancer and who had received an initial 
chemotherapeutic infusion were retrospec-
tively reviewed, and 19 infusion nurses were 
surveyed. Specific educational modalities used 
were selected according to a patient’s REALM 
HL score along with the patient’s choice of 
learning method. 

Symptom-management variables measured 
included self-reported medication adherence, 

Health Literacy Is Positively Associated  
With Medication Adherence
By Carla Schaefer, DNP, RN, OCN, CENP

pain score, and self-reported incidence of 
nausea and vomiting.  The pain raw score 
was added to the total number of medica-
tion doses missed and episodes of nausea/
vomiting to produce a total cumulative symp-
tom-management score, with a lower score 
indicating better symptom management. 
Symptom-management scores for the initial 
and second patient visits were compared; this 
was repeated for the second and third patient 
visits and was compared with that of the 
second patient visit, and the second patient 
visit was compared with a third patient visit. 

Table. 
Sample REALM Health Literacy Scores
Score (grade category) No./Total (%)a

0-18 (≤ grade 3), No. (%) 0/34 (0)
19-44 (grades 4-6) 1/34 (3)
45-60 (grades 7 or 8) 6/34 (17.6)
61-66 (≥ grade 9) 27/34 (79.4)
HL, health literacy; REALM, Rapid Estimate for Adult Literacy
in Medicine.

Management of symptoms noted at the second 
visit were compared between 2 patient groups; 
group 1 had a HL score of 60 or less (lower 
reading level), and group 2 had a HL score of 
61 to 66 (higher reading level). 

Nursing compliance with documentation was 
also measured.

Initial data collection revealed that either 
the REALM-HL screening tool was not being 
administered as intended, or information was 
not being documented as expected. A need for 
re-education was identified, and instruction 
was again provided to participating nursing 
staff. Chart audits of the 34 initial patient 
visits after re-education revealed that less 
than 1% of the charts had missing symp-
tom-management documentation. A survey 
of nursing perceptions indicated that nurses 
had greater awareness of the impact of HL 
on patient education and better documen-
tation of symptom management after the            
repeated instruction.

Approximately 80% of patients who 
completed the REALM-HL screening tool had a 
score of 61 to 66 (ie, high-school reading level), 
indicating high HL (Table); this suggested 
that patients could read most patient educa-
tion materials. Approximately 18% of the 
patients had a score of 45 to 60 (ie, seventh- to 
eighth-grade reading level), which indicated 
a predisposition to challenges in reading most 
patient-education materials and need for 
low-literacy materials. Only 3% of the patients 
scored in the range of 19 to 44 (ie, fourth- to 
sixth-grade reading level), which indicated a 
compromised ability to read instructions on 
prescription bottles and a consequent need for 
low-literacy materials. 

Upon assessment, most patients identified 
more than 1 preferred learning style 
(Figure 1). Considering the first style iden-
tified by patients, the 2 predominately 
preferred learning styles were reading/
writing (88.2%) and aural/listening (55.9%). 
Kinesthetic learning was not identified as 
the preferred learning style for any of the 
patients assessed. More than half of nurses 
surveyed (56%) believed that administration 
of the HL screening tool to new infusion 
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Figure 1. 
Patient Preference for Learning Style  
Before Health Literacy Assessment
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PARTNER PERSPECTIVES

■ Strongly agree ■ Agree 
■ Neither agree nor disagree ■ Disagree 
■ Strongly disagree ■ Not applicable

Has administration of the Health Literacy (HL) 
assessment increased your awareness of 
the impact of  HL on management of patient 
symptoms?

Figure 3.
Impact of Assessing Health Literacy on Nursing 
Education Awareness
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patients impacted the education that they 
provided (Figure 2).  Furthermore, 37% of the 
nurses reported that administration of the HL 
screening tool increased their awareness of the 
impact of HL on a patient’s symptom manage-
ment (Figure 3). 

None of the findings on symptom manage-
ment was statistically significant. However, 
100% medication adherence was achieved 
when the staff educated patients with guid-
ance from the teaching algorithm. The nurses 
acknowledged greater awareness of how 
the REALM HL score and patient-preferred 
learning method could impact symptom 
management. This particular finding was 
crucial, since nurses play an integral role in 
providing health information to patients and 
their families—and understanding of this 
information can be influenced significantly by 
the communication method used.

Evaluation of this program serves as a 
foundation for other departments within the 
cancer center and the health care system to 
improve patient outcomes and decrease hospi-
talizations and spending related to medication 
nonadherence. It also reinforces the need for 
leadership to appraise changes and tools imple-
mented within the practice environment. 

References are available on OncNursingNews.com. 

Figure 2.
Impact of Assessing Health Literacy on Nursing 
Education Practices
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■ A great deal ■ A lot ■ A moderate amount 
■ A little ■ None at all ■ Not applicable

If you gave the Health Literacy (HL) assess-
ment to a new infusion patient, did it affect 
the education that you provided?

To hear more about health literacy from these nurses and 
others, scan the QR code or visit OncNursingNews.com

BARRIERS IN BIPOC POPULATIONS WITH A  
BREAST CANCER DIAGNOSIS
“Difficulties with understanding cancer treatment and medical terms are common among  
all patients with cancer. However, it is even more evident among BIPOC because of various 
socialeconomic factors, such as educational background. Specifically, with patients with breast 
cancer, BIPOC reported they received limited information about their treatment side effects, 
including infertility….. [However], there are ways medical professionals can begin to help 
BIPOC patients with breast cancer navigate through their cancer journey as well as cope with 
the challenges they endure.”
✚  READ MORE:  bit.ly/3CYH77w

Samantha  
Fortune, LMSW



 OncNursingNews.com  |  29

Applying Positive Psychology to Financial Planning 
This holistic approach will allow you to discover your unique blueprint for well-being  
in life rather than focusing solely on amassing wealth.
By Michael Foley, CFP, CSLP

Money itself is nothing more than printed 
paper or a digital number on a computer. 
Too many people get emotionally caught 

up with trying to achieve a number in their bank 
account and lose track of the real meaning of 
money—a means of exchange for such things as 
vacations, college education, helping others, time 
spent with loved ones, etc. The list goes on.

You must identify those things in life that you 
want money to support. Money itself is rarely 
the goal. In fact, I would argue that people’s 
lives can be broken down into 5 distinct areas 
that contribute to them being happy and 
fulfilled in life. Those are career, relationships, 
self-care, selflessness, and spirituality. 

When it comes to overall wellness and life 
contentment, all these areas of your life must 
be moving in harmony. Have you ever had 
a conflict with someone you are close with 
and then tried to compartmentalize it while 
at work? Or have you ever been on a family 
vacation and been distracted by constant work 
emails? If you have experienced either of these, 
you will understand how all life areas are truly 
intertwined no matter how good you are at 
compartmentalizing your life. 

Therefore, understanding what is important 
to you in these 5 areas will be helpful when 
crafting plans.

Assessment: Are You on Track  
to the Right Goals?
This is the time to check your current financial 
trajectory and identify how it aligns with your 
short- and long-term life goals. Some may find 
that they were chasing monetary goals that 
will have no effect in improving their well-
being. We are taught that more money equals 
more happiness, but that is not necessarily the 
case. Studies show that an individual salary of 
$75,000 per year satisfies emotional well-being 
but that there is no further progress beyond an 
annual income of $75,000.1

With that said, before we can identify if we 
are on track, we need to establish our life goals 
that bring us more well-being and fulfillment. 
Although this may seem like an easy task, you 
will find that “happiness” can be an ambiguous 

term and hard to quantify outside of the 
obvious things that bring positive emotions into 
your life. Because we need specificity when it 
comes to crafting plans, we must turn to the 
latest evidence-based research in the positive 
psychology domain to help.

Martin Seligman, the father of the positive 
psychology movement, developed the PERMA 
model to help us get a grip on what exactly 
happiness means and how to create well-being 
in our lives. PERMA stands for Positive  
emotions, Engagement, Relationships, Meaning, 
and Accomplishment. Below we will evaluate 
each of these areas and how we might incorpo-
rate them into our life plan.

Positive emotions: These are the things 
that elicit those positive emotions that are 
most synonymous with happiness, such as 
buying that new car, going on that trip, and 
winning that award.

Engagement: These are the activities that 
you lose track of time doing or do after a 
stressful day/week to “reset” yourself, such 
as exercise, a hobby, or even your work.

Relationships: These are the things you 
do to foster deeper relationships with your 
family, loved ones, and friends.

Meaning: These are the things you do that 
give you a sense of meaning or allow you 
to feel that you are serving others and/or a 
higher purpose. Some find this by working 
their job, mentoring, donating, volunteering 
for a charity, etc.

Accomplishment: These are things that 
we set goals around and take steps to 
attain. Our society fosters and rewards 
accomplishment during the early stages of 
life (school, sports, etc), but many forget 
that this must be maintained to continue the 
sense of well-being. In adulthood, accom-
plishment could include running marathons, 
receiving promotions, or even hitting a new 
personal best in the gym.

Next Steps
Write down the things that you do currently in 
each of these areas and determine how much 
time and money you spend on that activity. 
Research suggests that those who have a more 
even spread across the 5 categories2 experience 
markedly more well-being in life and tend to 
flourish more than those who do not. Once 
you establish your baseline, write out what 
you would do to bolster each area of PERMA 
in your life if money were no object. These are 
your true goals that are worth building a 
financial plan around. 

Use a professional to assess your financial 
trajectory toward those newfound goals while 
you examine your current habits and nonmon-
etary trajectories in the various areas of your 
life. This will shine light on opportunities for 
improvement or course-correcting that the plan 
should be built around.

The Bottom Line
As President Dwight D. Eisenhower once said: 
“Plans are nothing. Planning is everything.” 

This planning process is much more than 
just developing a financial plan to get you 
to an end point. This holistic approach will 
allow you to uncover your unique blueprint 
for well-being in life as opposed to simply a 
plan for more legal tender. By finding those 
things that bring eudaimonia and creating 
steps to attain them in your life, you can 
find an infinite flame and entirely change 
the reason you get up in the morning. 

References are available on OncNursingNews.com. 

Michael Foley, CFP, CSLP, is a comprehensive 
financial advisor at North Star Resource Group and 
offers complementary, no-obligation student loan 
counseling for medical professionals in training. 
Contact him at Michael.Foley@NorthStarFinancial.
com or at 480-993-9491.

For more Medical Economics® news,  
visit MedicalEconomics.com
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