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FOR YOUR ADULT PATIENTS WITH
PLATINUM-RESPONSIVE ADVANCED OVARIAN CANCER. 1

IF SHE RESPONDS
TO CHEMOTHERAPY

ZEJULA is the only once-daily, oral, first-line maintenance
monotherapy approved for advanced ovarian cancer
in complete or partial response to platinum-based
chemotherapy, regardless of biomarker status 1-3
Indication
ZEJULA is indicated for the maintenance treatment of adult patients with advanced epithelial ovarian,
fallopian tube, or primary peritoneal cancer who are in a complete or partial response to first-line
platinum-based chemotherapy.

Important Safety Information
Myelodysplastic Syndrome/Acute Myeloid Leukemia
(MDS/AML), including some fatal cases, was
reported in 15 patients (0.8%) out of 1785 patients
treated with ZEJULA monotherapy in clinical trials.
The duration of therapy in patients who developed
secondary MDS/cancer therapy-related AML varied
from 0.5 months to 4.9 years. These patients had
received prior chemotherapy with platinum agents
and/or other DNA-damaging agents including
radiotherapy. Discontinue ZEJULA if MDS/AML
is confirmed.
Hematologic adverse reactions (thrombocytopenia,
anemia and neutropenia) have been reported in
patients receiving ZEJULA. In PRIMA, the overall
incidence of Grade ≥3 thrombocytopenia, anemia,
and neutropenia were reported, respectively, in
39%, 31%, and 21% of patients receiving ZEJULA.
Discontinuation due to thrombocytopenia, anemia,
and neutropenia occurred, respectively, in 4%,
2%, and 2% of patients. In patients who were
administered a starting dose of ZEJULA based
on baseline weight or platelet count, Grade ≥3

thrombocytopenia, anemia, and neutropenia were
reported, respectively, in 22%, 23%, and 15% of
patients receiving ZEJULA. Discontinuation due to
thrombocytopenia, anemia, and neutropenia occurred,
respectively, in 3%, 3%, and 2% of patients. Do
not start ZEJULA until patients have recovered from
hematological toxicity caused by prior chemotherapy
(≤Grade 1). Monitor complete blood counts weekly
for the first month, monthly for the next 11 months,
and periodically thereafter. If hematological toxicities
do not resolve within 28 days following interruption,
discontinue ZEJULA, and refer the patient to a
hematologist for further investigations.
Hypertension and hypertensive crisis have been
reported in patients receiving ZEJULA. In PRIMA,
Grade 3-4 hypertension occurred in 6% of patients
receiving ZEJULA vs 1% of patients receiving placebo,
with no reported discontinuations. Monitor blood
pressure and heart rate at least weekly for the first
two months, then monthly for the first year, and
periodically thereafter during treatment with ZEJULA.
Closely monitor patients with cardiovascular disorders,

Please see additional Important Safety Information on the adjacent page.

1DAILY DOSE

YOU RESPOND
WITH ZEJULA 1

PROVEN EFFICACY IN 1L MAINTENANCE REGARDLESS OF BIOMARKER STATUS1,4
OVERALL POPULATION

38

%

REDUCTION IN THE RISK OF DISEASE
PROGRESSION OR DEATH

MEDIAN PFS: 13.8 MONTHS WITH ZEJULA VS 8.2 MONTHS
WITH PLACEBO (HR 0.62; 95% CI, 0.50-0.76) P<0.0001

HRd POPULATION

57

%

REDUCTION IN THE RISK OF DISEASE
PROGRESSION OR DEATH

MEDIAN PFS: 21.9 MONTHS WITH ZEJULA VS 10.4 MONTHS
WITH PLACEBO (HR 0.43; 95% CI, 0.31-0.59) P<0.0001

Study Design: PRIMA, a randomized double-blind, placebo-controlled phase 3 trial, evaluated the safety and efficacy of once-daily

ZEJULA versus placebo (2:1) in 733 women with advanced epithelial ovarian, fallopian tube, or primary peritoneal cancer following a CR
or PR to first-line platinum-based chemotherapy. The primary endpoint was a hierarchical calculation of PFS: first in patients with HRd
tumors and then in all patients. PFS was measured from time of randomization to time of disease progression or death. At the time of
PFS analysis, limited overall survival data were available with 11% deaths in the overall population.1,4

Important Safety Information (continued)
especially coronary insufficiency, cardiac
arrhythmias, and hypertension. Manage hypertension
with antihypertensive medications and adjustment of
the ZEJULA dose, if necessary.
Embryo-Fetal Toxicity and Lactation: Based
on its mechanism of action, ZEJULA can cause
fetal harm. Advise females of reproductive potential
of the potential risk to a fetus and to use effective
contraception during treatment and for 6 months
after receiving their final dose of ZEJULA. Because
of the potential for serious adverse reactions from
ZEJULA in breastfed infants, advise lactating
women to not breastfeed during treatment with
ZEJULA and for 1 month after receiving the
final dose.
The most common adverse reactions (Grades 1-4)
in ≥10% of all patients who received ZEJULA in
PRIMA were thrombocytopenia (66%), anemia,
(64%), nausea (57%), fatigue (51%), neutropenia
(42%), constipation (40%), musculoskeletal
pain (39%), leukopenia (28%), headache (26%),
insomnia (25%), vomiting (22%), dyspnea (22%),
decreased appetite (19%), dizziness (19%),

cough (18%), hypertension (18%), AST/ALT
elevation (14%), and acute kidney injury (12%).
Common lab abnormalities (Grades 1-4) in
≥25% of all patients who received ZEJULA in
PRIMA included: decreased hemoglobin (87%),
decreased platelets (74%), decreased leukocytes
(71%), increased glucose (66%), decreased
neutrophils (66%), decreased lymphocytes (51%),
increased alkaline phosphatase (46%), increased
creatinine (40%), decreased magnesium (36%),
increased AST (35%) and increased ALT (29%).
References: 1. ZEJULA (niraparib). Prescribing Information. GlaxoSmithKline; 2020.
2. Lynparza (olaparib). Prescribing Information. AstraZeneca Pharmaceuticals LP; 2020.
3. Rubraca (rucaparib). Prescribing Information. Clovis Oncology, Inc; 2020.
4. González-Martín A, Pothuri B, Vergote I, et al; for the PRIMA/ENGOT-OV26/GOG-3012
Investigators. Niraparib in patients with newly diagnosed advanced ovarian cancer.
N Engl J Med. 2019;381(25):2391-2402.
1L, first-line; CI, confidence interval; CR, complete response; HR, hazard ratio; HRd,
homologous recombination deficient; PFS, progression-free survival; PR, partial response.

Visit

ZEJULA.COM/HCP to explore the PRIMA data

Trademarks are property of their respective owners.
©2020 GSK or licensor.
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EDITORIAL & PRODUCTION

s the year 2020 comes to a close, health care providers around the globe may be
looking back at the challenges they have faced and the struggles they continue to
withstand as the coronavirus disease 2019 (COVID-19) pandemic continues.
Cancer survivors are reflecting, too, and many of them are eternally grateful for the
care that they received from
their oncology nurses. Our sister
publication, CURE®, asked its
readers of patients, survivors,
and caregivers about special
Oncology nurses can be
nurses who made the difficulinstrumental in providing
ties of cancer treatment more
manageable. The responses
better care for patients
were overwhelming, and we
with cancer who also have
featured a selection of them in
this issue’s Social Hour column.
HIV or AIDS. ”
Our cover story addresses
another global epidemic of
decades ago: the spread of HIV
and AIDS. Although effective medications allow patients with HIV to live long lives, the
disease still poses some challenges in the cancer space, from stigma to drug-drug interactions. Oncology nurses can be instrumental in providing better care for patients with
cancer who also have HIV or AIDS.
Also, in this issue, you’ll hear from nurse practitioners on the optimal management of
HER2-positive breast cancer as the space continues to change and more patients and clinicians opt for oral therapies over a trip to the clinic. These nurse practitioners are experts
in their field, and those who work in California can now do so without a physician’s oversight. This new legislation brought controversy for some and celebrations for others. Read
about it in our Medical Economics article.
Finally, after reading our continuing education section that features updates from the
2020 ONS Bridge Virtual Conference, don’t forget to head online and take the online quiz,
worth 1 credit hour.
Oncology nurses rose to the challenges that 2020 brought, and I know that they will
continue to strive for the best patient care in 2021 and beyond.

“

Thank you for reading.
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NURSE’S NOTES

New Breast Cancer Agents Put Focus
on Adverse Events, Adherence
When administering oral therapies for HER2+ breast cancer,
discuss adverse events and medication adherence.

T

© Rasi / Adobe Stock

he landscape for breast cancer has changed
drastically since 2010, with improvement seen in all types of breast cancer.
Historically, human epidermal growth factor
receptor 2 (HER2) overexpression was associated
with a poor prognosis and an increased risk of
recurrent disease, but the recent approvals of 2 oral
agents for HER2-positive (HER2+) breast cancer
made headlines at national oncology meetings and
are improving outcomes for patients.
Tucatinib (Tukysa) is an oral agent studied
in combination with trastuzumab (Herceptin)
and capecitabine (Xeloda) for metastatic
HER2+ breast cancer, including disease with
brain metastasis. The research arm with
tucatinib decreased the risk of central nervous
system progression or death by 68% in
patients with brain metastases, compared with
the placebo arm.1
When administering any new agent,
oncology nurses must focus on adverse event
management and medication adherence
with their patients. Patient education should
include treating diarrhea, rash, blisters,
nausea, fatigue, and increased liver function.
Tucatinib is given twice a day for 21 days
with or without food. A challenge for patients
is the dosing of capecitabine, which is taken
twice daily for 14 days within 30 minutes of
food when taken with tucatinib.1 Patients
will need verbal, written, and other tools
(apps, calendars) to ensure proper dosage
of these medications.

A second exciting agent is
neratinib (Nerlynx), approved
for patients who have
completed a course of
trastuzumab-based
therapy after surgery
and chemotherapy.
It is used as a
single agent in the
adjuvant setting. 2
Neratinib in
the extended
adjuvant setting
is given for 1
year to further
reduce the risk
of breast cancer
recurrence. 2 When
starting neratinib
in the extended
adjuvant setting, use
a dose titration to assist
with diarrhea management.
Fortunately, neratinib
crosses the blood-brain barrier
and has an indication in combination with
capecitabine for the treatment for patients
with advanced or metastatic HER2+ breast
cancer who have received 2 or more prior
HER2-based regimens. In the metastatic
setting, neratinib and capecitabine are
administered continuously with no breaks
throughout the 21-day cycle treatment

“When administering any new agent,
oncology nurses must focus on adverse
event management and medication
adherence with their patients.”
—Patricia Jakel, MN, RN, AOCN

cycle. This indication for neratinib is in the
adjuvant setting where it is given for 1 year to
further reduce the risk of recurrence. Patient
education should also include oral adherence.
Oncology nurses move with the
changing landscape while also providing
excellent care to their patients. Thank
them for taking on the new challenges
and helping patients every day. 
References are available on OncNursingNews.com.

Patricia Jakel, MN, RN, AOCN
Co-Editor in Chief
Oncology Nursing News ®
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I N PO S T-GEM CI TABI NE
M ETAS TAT I C PANCREAT I C CANCER

T H E E V I D E N C E TO

FIGHT ON
with ONIVYDE®

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

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%;

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

ONIVYDE ® : RECOMMENDED &
FDA-APPROVED BASED ON EVIDENCE
THE ONLY CATEGORY 1
NCCN® CHEMOTHERAPY
RECOMMENDATION IN POSTGEMCITABINE METASTATIC
PANCREATIC CANCER2*
* Liposomal irinotecan + 5-FU/LV is the only Category 1 National Comprehensive
Cancer Network ® (NCCN ®) chemotherapy recommendation for patients with postgemcitabine 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.
†

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

had progressed following gemcitabine-based therapy. Patients were initially
randomized to receive ONIVYDE ® (100 mg/m 2 every 3 weeks) or 5-FU/LV. After
63 patients were enrolled, a third arm, ONIVYDE ® (70 mg/m 2 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

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

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.

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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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 (5FU) 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®/5FU/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 (5FU/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: lateonset 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®/5FU/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, openlabel 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®/5FU/LV Arm
ONIVYDE®/55-FU/LV
FU/LV n=117
n=134
Adverse Reaction
Grades Grades Grades Grades
1–4 (%) 3–4 (%) 1–4 (%) 3–4 (%)
Gastrointestinal disorders
Diarrhea
59n=11713
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
3
3
1
0
sepsis♠
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. Coadministration 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
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Medical World News® is now virtual.
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to watch the 24-hour broadcast.

FDA Approves Brigatinib
for Frontline ALK+ NSCLC

T

he FDA approved brigatinib (Alunbrig)
for the first-line treatment of patients
with ALK-positive metastatic non–small
cell lung cancer (NSCLC), as detected by an
FDA-approved test.1
The approval is based on the phase 3
ALTA-1L trial, in which treatment with
brigatinib demonstrated a 51% reduction
in the risk of disease progression or death
compared with crizotinib (Xalkori) in patients
with advanced ALK-positive NSCLC who had
not received a prior ALK inhibitor.
The 2-year investigator-assessed results,
which were presented during the 2019
European Society for Medical Oncology Asia
Congress, showed that brigatinib led to a 76%
(HR, 0.24; 95% CI, 0.12-0.45) reduction in the
risk of disease progression or death in newly
diagnosed patients who had brain metastases
at time of enrollment.
With the 2-year follow-up data, the trial’s
results were evaluated and reported by study
investigators as well as a blinded independent
review committee (BIRC). At the data cutoff
for the second interim analysis, which was
June 28, 2019, results showed that by BIRC
assessment, there was a 51% reduction in
the risk of disease progression or death with
brigatinib compared with crizotinib (HR, 0.49;
95% CI, 0.35-0.68; log-rank P <.0001).
In the international, open-label,
comparative, multicenter, phase 3 ALTA-1L
trial, investigators compared the efficacy and
safety of brigatinib with crizotinib in 275
patients with stage IIIB/IV ALK-positive NSCLC
who have not received prior treatment with an
ALK inhibitor but may have received less than
or equal to 1 prior regimen of chemotherapy in
the advanced setting.
The investigators randomized patients 1:1
to receive either 180 mg of brigatinib once
daily (n = 137), with a 7-day lead-in period
at 90 mg, or 250 mg of crizotinib twice daily
(n = 138). Crossover from the crizotinib arm
to receive brigatinib was permitted at BICRassessed progression-free survival (PFS).
At a follow-up of 25 months in the intentto-treat population, the investigator-assessed
median PFS was 29.4 months (95% CI, 21.2not estimated [NE]) and 9.2 months (95%
CI, 7.4-12.9) with brigatinib and crizotinib,
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respectively. The BIRC-assessed median PFS
was 24.0 months (95% CI, 18.5-NE) with
brigatinib and 11.0 months (95% CI, 9.2-12.9)
for crizotinib.
When assessed by BICR, the confirmed
ORR was 74% with brigatinib and 62% for
crizotinib; the median duration of response
(DOR) was not reached (95% CI, 19.4NE) and 13.8 months (95% CI, 9.3-8) with
brigatinib and crizotinib, respectively. When
assessed by BICR, brigatinib reduced the risk
of intracranial disease progression or death
by 69% in patients with brain metastases
at baseline (HR, 0.31; 95% CI, 0.17-0.56).
The median intracranial PFS was 24 months
compared with 5.6 months for crizotinib; the
median PFS was not reached with brigatinib
and was 5.9 months with crizotinib, as
assessed by investigators.
Additionally, the confirmed intracranial
ORR for patients with measurable brain
metastases at baseline was 78% for patients
treated with brigatinib and 26% for those who
received crizotinib. The median intracranial
DOR in confirmed responders with measurable
brain metastases at baseline was not
reached with brigatinib and 9.2 months with
crizotinib, respectively.
Patients on the brigatinib arm also
experienced significant improvements in
health-related quality of life (QOL). Brigatinib
led to a delayed median time to worsening in
Global Health Score (GHS)/QOL score (≥10
point worsening in score) by 27 months versus
8 months with crizotinib.
Moreover, the duration of improvement
in GHS/QoL with brigatinib was not
reached versus 12 months with crizotinib.
Brigatinib also delayed time to worsening
and prolonged duration of improvement in
multiple subscales such as fatigue, nausea and
vomiting, appetite loss, and emotional and
social functioning.
Brigatinib is currently approved by
the FDA for the treatment of patients
with ALK-positive metastatic NSCLC whose
disease has progressed on crizotinib
or were intolerant of crizotinib. 
References are available on OncNursingNews.com.

FDA OKs Novel
RET-Targeted
Therapy
By Kristi Rosa

T

he FDA approved the oral agent
pralsetinib (Gavreto) for adults with
metastatic RET fusion–positive
non–small cell lung cancer (NSCLC) as
detected by an FDA-approved test.1
“The FDA approval of [pralsetinib]
for RET fusion–positive NSCLC is
an important step toward our goal of
providing an effective treatment option
for every person diagnosed with lung
cancer, no matter how rare or hardto-treat their type of disease,” Levi
Garraway, MD, PhD, chief medical officer
and head of Global Product Development
at Genentech, stated in a press release.
The regulatory decision was based
on the data from the phase 1/2 ARROW
trial, in which treatment with pralsetinib
elicited durable clinical responses
in patients with RET fusion–positive
disease who had or had not received
previous treatment, irrespective
of RET fusion partner or central nervous
system involvement.
Results demonstrated an overall
response rate (ORR) of 57% (95% CI,
46%-68%) and a complete response (CR)
rate of 5.7% in a total of 87 patients with
NSCLC who received prior treatment with
platinum-based chemotherapy. Moreover,
the median duration of response (DOR)
has not yet been reached (95% CI, 15.2
months–not reached). Among 27 patients
who were treatment-naive, the ORR was
even higher, at 70% (95% CI, 50%-86%)
with a CR rate of 11%.
The most commonly reported adverse
events with the agent included fatigue,
constipation, musculoskeletal pain, and
increased blood pressure, according to
Genentech. 
References are available
on OncNursingNews.com.
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Guidelines Are Missing Genetic Mutations, Study Finds
Current guidelines that determine who should undergo genetic testing may result
in some cases falling through the cracks.
By Brielle Benyon
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W

hile genetic testing lays
the groundwork for individualized cancer care
and better outcomes, many patients
have targetable mutations being
missed, according to recent research
published in JAMA Oncology.1
Researchers analyzed 2984
genetic test results from
patients with cancer treated
at 1 of the Mayo Clinic
Cancer Center’s 3 locations:
Arizona, Florida, and
Minnesota. Findings showed
that 13.3% (n=397) of patients
had a pathogenic germline
variant (PGV) associated with
cancer development.
There were 27 patients who
had more than 1 PGV, and 2
patients had 3. When stratified
by risk posed by PGVs, 149
patients were at high risk; 133
were at moderate; 65 were at
low; and 50 patients were carriers of variants
associated with recessive syndromes.
“We found that 13.5% of patients had an
inherited mutation in a gene associated with
the development of their cancer,” said study
author Niloy Jewel Samadder, MD, a Mayo
Clinic gastroenterologist and hepatologist,
in a statement. “Everyone has some risk of
developing cancer, and in most cases, the disease
develops by chance. However, some people are
genetically predisposed to developing certain
types of cancer, such as breast or colon cancers.”
However, less than half (48.4%) of the
inherited mutations would have been caught
with standard guidelines determining who
should get genetic testing. These guidelines
include those that were established by the
National Comprehensive Cancer Network
(NCCN), the National Society of Genetic
Counselors, and the American College of
Medical Genetics.
Finding these genetic mutations could be
crucial in determining what kind of therapy
an individual receives. In fact, 28% of patients

with high-penetrance PGVs changed treatment
as a result of the genetic findings.
“A striking result was that nearly 1 in 3
identified PGVs would not have been detected
using the 2018 or 2020 NCCN [National
Comprehensive Cancer Network] guidelines,
including identification of 124 high- or
moderate-penetrance PGVs,” the study authors
wrote. “This finding highlights the limitations
of clinical and guideline-backed risk
assessment and is consistent with what other
studies have reported.”
In addition to potential treatment changes,
the authors also explained that it is important
for patients to know if they have a genetic
mutation so that they can share the information
with their family members, too. Though the
researchers also recognized that outside of a
clinical trial, families may face barriers when it
comes to cost or communication.
“Equally important to the discovery of
PGVs in a patient with cancer is the potential

to share these findings with their relatives,
allowing for earlier disease detection and
cancer prevention,” they wrote. “In our
study, the traditional barrier of cost was
removed, and efforts were made to ensure
accurate communication of the results to
family members with a letter and an easily
accessible video that explained the benefits
and limitations of genetic testing.”
Ultimately, the study highlighted the
benefit of multigene panel testing, which
led to the discovery of more cancer-related
genetic mutations than currently published
guidelines include.
“This study offers significant insight into
the performance of multigene panel testing
and has broad implications for its wide
clinical implementation and acceptance in
oncology practice,” the authors wrote. 
Reference is available on OncNursingNews.com.
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Multiple blood cell lineages
break down during chemotherapy
Despite current interventions, chemotherapy damages critical source
cells and depletes neutrophils, red blood cells, and platelets.1
This can result in a range of adverse events for patients, as well as delays
or reductions in their chemotherapy dose.1
We are exploring myelosuppression at its root—damage to hematopoietic stem
and progenitor cells (HSPCs), the source of all blood cell lineages.

All blood cell lineages stem from HSPCs
HSPCs
HSC

hematopoietic
stem cell

MPP

multipotent
progenitors

CP

committed
progenitors

Mature Cells
T-lymphocyte

B-lymphocyte

Eosinophil

Neutrophil
Monocyte &
Macrophage
Platelets

Erythrocyte

Reference: 1. Kurtin S. Myeloid Toxicity of Cancer Treatment. J Adv Pract Oncol. 2012;3:209–224.

Learn more at HSPCsource.com
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Break Down Barriers to Cancer Care
for Patients With HIV/AIDS
Nurses can take several steps — from stigma reduction to treatment considerations — to improve
the care of patients with cancer who have HIV or AIDS.
By Linda Childers

T

HOW AIDS-DEFINING AND NON—AIDSDEFINING CANCERS DIFFER
McNally notes that when patients with HIV
develop certain types of cancer, their disease
has progressed to AIDS.
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Gretchen McNally, PhD, ANP-BC,
AOCNP, microspecializes in immunodeficiency-related cancers.

“These cancers are known as AIDS-defining
cancers and include Kaposi sarcoma, aggressive forms of non-Hodgkin lymphoma, and
cervical cancer,” she says. “Some patients with
HIV are also more likely to develop non–AIDSdefining forms of cancer, but these forms of
cancer don’t indicate that their condition has
progressed to AIDS.”
McNally adds that non–AIDS-defining
cancers include head and neck cancer,
anal cancer, lung cancer, liver cancer, and
Hodgkin lymphoma.
“While AIDS-defining cancers have
decreased with effective combination antiretroviral therapy, non–AIDS-defining cancers
have increased and account for more than
half of all HIV malignancies,” McNally says.

“Because people with HIV have a compromised
immune system, they’re also more at risk of
viruses that can lead to cancer such as the
human papillomaviruses [HPV].” HPV is linked
to cancers of the penis, anus, vagina, vulva,
mouth, and throat.
Although advances in antiretroviral therapy
have resulted in HIV being treated as a chronic
health condition, McNally says because those
with HIV/AIDS are living longer, their increased
life span also increases their risk of developing
cancer. Approximately 1.2 million individuals in
the United States are currently living with HIV.2

ERASING THE STIGMA
THROUGH EDUCATION

Although it’s been more than 40 years since

Photo by Jodi Miller

he current coronavirus disease 2019
(COVID-19) pandemic is not the
first instance where nurses have
found themselves caring for patients with
a mysterious and unpredictable disease. In
the early 1980s, hospitals around the world
began to see patients, primarily young gay
men, presenting with severely compromised
immune systems, rare cases of pneumonia, and
aggressive cases of Kaposi sarcoma, a cancer
that causes lesions in the soft tissues.1
At the time, clinicians and investigators
had no idea what caused the outbreak, how
the virus was transmitted, or how it should
be treated. Some referred to the disease as
the "gay cancer" or "gay-related immune deficiency." It wasn’t until 1983 that HIV was identified as the cause of AIDS and investigators
recognized that HIV could affect anyone.
Today, 40 years after the beginning of
the HIV/AIDS outbreak, oncology nurses
continue to care for patients with AIDS-related
and nondefining AIDS cancers. Research
shows that individuals with HIV/AIDS are
at a higher risk of getting certain types of
cancer because they have a severely weakened
immune system.
Although advancements in antiretroviral
medicines now allow those with HIV/AIDS
to live longer lives, many of these patients
continue to face barriers to cancer care and, in
some cases, a stigma that can negatively affect
their health outcomes.
Gretchen McNally, PhD, ANP-BC, AOCNP,
a nurse practitioner in hematology at
The OSUCCC – James in Columbus, Ohio,
microspecializes in immunodeficiency-related
cancers and says nurses play a critical role in
ensuring that patients fighting both HIV/AIDS
and cancer receive inclusive services and care.
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health care professionals first treated cases of
HIV and AIDS, stigma and discrimination still
persist in health care. In 2018, the Centers
for Disease Control and Prevention released
a review analyzing HIV-related stigma by
health care providers. 3 Among their findings,
investigators reported that stigma can be
manifested through inadvertent behaviors
and beliefs, including homophobia, transphobia, racism, and negative views of people
who use drugs.

“The solution to
reducing any stigma
is education.”
— Gretchen McNally, PhD, ANP-BC, AOCNP

“The solution to reducing any stigma is
education,” says McNally, who has seen the
stigma of HIV transcend to both health care
providers and patients.
“Some patients suffer from depression
because they believe an HIV diagnosis was
their fault,” McNally says.
To fully understand the needs of their patients
with HIV/AIDS and help reduce the stigma,
McNally says, health care providers must expand
their knowledge on issues such as sexual orientation, gender identity, and racial disparities.
Although the United States has a policy goal
of eradicating HIV by 2030, disparities in HIV
care continue to exist.

LUNG CANCER AND HIV

“We’ve been seeing more cancers, including
Hodgkin lymphoma and lung cancer, in
younger patients,” McNally says.
Statistics show that lung cancer is already
a leading cause of death in those with HIV,
particularly among individuals who smoke,
and it is projected to become the most common
cause of cancer in individuals with HIV by 2030
if current trends continue.4 To combat rising
rates and help patients with HIV reduce their
cancer risk, McNally says, health care providers
should emphasize prevention and address risk
factors. Nurses can do the following:
• Recommend smoking cessation programs
to those with HIV to possibly reduce their

risk of lung cancer and other tobacco-related diseases.
• Educate patients on the importance of
regularly taking their HIV medications.
Maintaining a higher CD4+ T-cell count
can reduce the risk of AIDS-related
cancers.
• Encourage patients to get the HPV vaccine.
“The vaccine has been shown to prevent
anal and cervical cancers,” McNally says.

TREATMENT CONSIDERATIONS
FOR PATIENTS WITH HIV/AIDS AND
CANCER

In 2018, a team of health care providers gathered to create new National Comprehensive
Cancer Network (NCCN) treatment guidelines
to ensure individuals with HIV who also have
cancer receive safe and necessary treatment.
Piera Wong, MS, RN, AOCNS, an oncology
clinical nurse specialist at Zuckerberg San
Francisco General Hospital and Trauma Center
and an assistant clinical professor at the
University of California, San Francisco, says
nurses and physicians at her facility continue
to follow these guidelines.
“We have a board-certified oncology pharmacist review all proposed cancer therapy
and antiretroviral medications to ensure there
aren’t any drug[-drug] interactions,” Wong
says. “We also follow patients closely from
diagnosis to treatment through survivorship.”
Wong stresses that nurses should also
address preventive care with patients, encouraging patients to adhere to annual screenings
such as colonoscopies, pap smears, and skin
cancer checks.
Ensuring that patients with HIV have access
to appropriate cancer care is also a priority.
One recent study found that individuals living
with HIV have lower rates of cancer treatment,
which may contribute to worse survival rates
in certain cancers. The study also found that
barriers to care sometimes include low income,
no insurance or underinsurance, employment
instability, lack of social support, and
HIV-related stigmas.5
Yet even with appropriate treatment, Wong
says, some patients with both HIV and cancer
experience poor outcomes. A study published
in JAMA Oncology found that outcomes for
patients over age 65 with HIV and cancer
were significantly poorer than patients who
were the same age and HIV negative. The
study suggested the higher mortality risk was
because of immune suppression.6

“This is one reason why it’s so important to
allow [patients with] HIV to enroll in clinical
trials,” McNally says.
Although patients with HIV were excluded
from cancer clinical trials in the past, that
appears to be changing. Last year, a study
conducted at Fred Hutchinson Cancer Center in
Seattle, Washington, found that patients with
HIV and cancer might be successfully treated
with the immunotherapy drug pembrolizumab
(Keytruda).7
Last year, the National Cancer Institute
issued new guidelines for patients with HIV
and clinical cancer trials. The guidelines state
that individuals who are HIV positive should
not be arbitrarily excluded from clinical trials.
The guidelines state that “with effective
antiretroviral therapy, individuals with undetectable HIV viral loads by standard clinical
assays should generally be considered eligible
for a study should they meet all the other eligibility criteria of the trial.” 8
“The hope is these new guidelines will
ensure all [patients with] cancer who are
HIV positive can achieve the same outcomes
as those without HIV,” McNally says. 
References are available on OncNursingNews.com.

RESOURCES FOR NURSES WHO
WANT TO LEARN MORE ABOUT
CARING FOR PATIENTS WITH
HIV/CANCER
The National LGBT Cancer Network in

Providence, Rhode Island, is one organization that offers cultural competency
training to nurses and other health care
providers.
In addition, the National LGBT Health

Education Center offers a free downloadable guide, Providing Inclusive Services
and Care for LGBT People: A Guide for
Healthcare Staff, which discusses preferred pronouns, understanding diversity
and fluidity of expression, and how to
make LGBT patients feel comfortable.
The National Comprehensive Cancer

Network’s Guidelines for Cancer in
People Living with HIV are available
free online.

The film 5B tells the stories of nurses and

caregivers who worked with patients with
AIDS at the beginning of the epidemic.
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Preventing the Spread of Clostridioides
Difficile in Oncology Units
Ongoing education and other interventions can decrease
the spread of this deadly infection.
By Brielle Benyon

H

ospital-acquired infections can
negatively affect outcomes in patients
with cancer, so it is imperative that
oncology nurses are vigilant about preventing
them. After seeing a spike in Clostridioides
difficile (C difficile) infections a few years ago,
nurse investigators at City of Hope National
Medical Center in Duarte, California, conducted
a root cause analysis and then created an
intervention plan to stop the spread.
The results were presented by Karen
Wohlgezogen, BSN, RN, CPHON,
assistant clinical nurse manager
at City of Hope, during the 2020
Oncology Nursing Society Bridge
virtual conference, held September
8 to 17, 2020.1
“C difficile is a spore-forming
[bacterium] that is very resilient and
difficult to kill,” Wohlgezogen said.
“It causes life-threatening
diarrhea and colitis.”
In their initial analysis, the investigators realized that C difficile
infections were occurring in adjacent rooms during the same time
frame, which suggested a role of
staff in spreading the infection, Wohlgezogen
explained, also noting that some staff members
were unable to correctly answer questions
about how to adequately clean shared equipment. They also noticed family members of
patients in isolation rooms not washing their
hands when they left the room.
“Any time you’re cleaning anything having
to do with C difficile, you definitely have to use
bleach so it’ll kill the spores. Alcohol gel and
alcohol wipes don’t do it,” Wohlgezogen said.
“But we had complaints from staff, patients,
and families about using bleach. They didn’t
like the strong smell, [and] it seemed to stain
the clothes of the staff using it.”
Addressing the issue began with patient and
staff education. In addition, nurses were put
in charge of providing patients and families
with any items they wanted or needed, such
as coffee or snacks, and they were tasked with

making sure that objects were cleaned appropriately before and after use.
Next, they realized the importance of
patients bathing or showering daily to decrease
the bacterial count on the body. Then, the
team determined that bedside commodes likely
were not being cleaned as thoroughly as they
should be, particularly the heavy-duty bucket
component that catches the waste. Therefore,
City of Hope began to invest in single-use
patient items.

“C difficile is a sporeforming bacterium that is
very resilient and difficult
to kill.”
— Karen Wohlgezogen, BSN, RN, CPHON

“Once we [changed] the bedside commode
buckets [to] single use, we definitely saw a
decrease [in C difficile],” Wohlgezogen said.
The team also ensured that there were
enough vital sign monitors that one could be
kept in the room of each oncology patient in
isolation for the duration of their stay without
needing to be shared with other patients.
Similarly, they encouraged limiting movement
of computer workstations on wheels among
isolation patients’ rooms when possible.
“Our recommendation is to maintain
a high focus on [C difficile] infection
prevention and [to continue] the education with the nursing [and medical] staff,
patients’ families, and all the people who
touch the patients,” Wohlgezogen said. 
References are available on OncNursingNews.com.
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Opioid Overview: Know What to Use and When
Pain management is both an art and a science, according to Jeannine Brant, PhD, APRN, AOCN, FAAN.
By Brielle Benyon

P

atients with cancer can experience
immense pain, and it is crucial
that oncology nurses know how to
effectively—and safely—manage that pain.
“Pain management is both an art and a
science. You really have to see how the patient is
doing. How are they tolerating the opioids?” said
Jeannine Brant, PhD, APRN, AOCN, FAAN, an
oncology clinical nurse specialist and the director
and lead scientist of Collaborative Science and
Innovation at Billings Clinic in Montana. Brant
recently led a presentation on opioid use at the
2020 Oncology Nursing Society Bridge virtual
conference, held September 8 to 17, 2020.1

MORPHINE

Brant said that morphine is “the gold standard
for comparison for all opioids” because it is
inexpensive and can be given orally or rectally,
in immediate- or controlled-release form, and
can even be injected into the space or fluid
around the spinal cord.
Morphine has 2 metabolites (byproducts of the
body breaking down the drug): morphine-3-glucuronide (M3G) and morphine-6-glucuronide
(M6G). Nurses should be aware that for patients
with compromised kidney function, M3G and
M6G accumulate in the body and can cause
adverse events (AEs) such as neurotoxicity,
nightmares, hallucinations, or oversedation.
This opioid is not completely off the table for
patients with renal insufficiency, but clinicians
should adjust the dose appropriately.
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OXYCODONE

Oxycodone, which is primarily administered
orally and is sometimes combined with acetaminophen, is another common and versatile
opioid option for patients with cancer.
Frequently, patients who experience AEs from
morphine will switch to oxycodone. However,
clinicians should be cautious when combining
oxycodone and acetaminophen.
“We have to be careful of [combining the
drugs] because we should limit acetaminophen

to even less than 4 [g] a day. Oftentimes, the
limits are lower,” Brant said. “So, many times,
giving pure oxycodone [with] acetaminophen
on the side is one of the best ways to control
pain, even though [oxycodone] has an active
metabolite.”
While oxycodone is efficacious and has a
tolerable AE profile, nurses and other providers
should also remember that it may pose a greater
risk for substance use disorder compared with
other opioid pain relievers.

FENTANYL

Finally, fentanyl is a drug that has various
pharmacokinetic properties, depending on
how it is administered.
For example, a transdermal patch can take
up to 12 hours to start working because the
drug must penetrate and saturate the patient’s
subcutaneous adipose tissue before entering

the systemic circulation. “Then, it finally
starts working 12 hours later and lasts about
72 hours,” Brant said. “For some patients,
however, you have to apply it every 48 hours
because they really drain that patch more
quickly.” Nurses must remember that transdermal fentanyl’s analgesic effect will likely
be delayed in patients who are obese because
the drug must saturate a greater amount of
adipose tissue.
Clinicians can also give fentanyl via the
transmucosal route. That method has a quick
onset of action of approximately 5 to 10
minutes, according to Brant, who explained
that fentanyl is absorbed through a mucous
membrane—in the patient’s mouth, for example.
Intravenous fentanyl also takes effect quickly. 
References are available on OncNursingNews.com.

NURSE PERSPECTIVE
ONCOLOGY NURSES ARE INSTRUMENTAL in providing effective cancer pain
management. They conduct a comprehensive
assessment, develop a management plan with
other team members, deliver treatment, educate
patients and family members about optimal
treatment use, and monitor the regimen’s effectiveness. Of these many roles, providing safe
and effective opioid therapy can be the most
challenging. Before the patient receives their
first dose, the nurse must navigate the patient
through a landmine of obstacles, ranging from
fear and stigma to difficulties with access and inadequate knowledge. Here are a few strategies
to guide oncology nurses, so patients receive
optimal care:
Establish a functional goal for opioid treatment. Ask patients, “if we do a better job with
relieving your pain, what will you be able to do
that you do cannot now?” The answer provides
an objective measure to determine treatment
success. Examples include walking around the

block or sitting at the dinner table with family.
Demystify “as needed” and long-acting dosing. Explain that the peak effect of most rapid
release opioids is not that immediate—usually
1 hour—so do not delay if pain is beginning to
escalate. Explain timing opiate dosing to prevent
predictable pain periods.
Offer techniques to prevent constipation. Most
people are mortified to discuss their bowel habits and they may not volunteer information about
having issues until the problem is serious.
Define appropriate safe opioid use strategies, including locking in a secure storage
area, avoiding other sedating agents, taking the
medication as ordered, having nasal naloxone
available, and disposing all substances at takeback locations when no longer needed. 
Judith A. Paice, PhD, RN
Northwestern Medicine,
Feinberg School of Medicine

OncNursingNews.com | 21

Continuing Education

CLINICAL INSIGHTS
FERTILITY

Standardized Procedures Improve Fertility
Preservation in Cancer Care
Nurses should discuss fertility preservation with all eligible, interested patients
and provide them with up-to-date information to help guide their decision.
By Brielle Benyon

While the plan can be used for both male and
female patients, women tend to have a more
complicated—and costly—experience.
Women are referred to a reproductive medicine center, where they undergo hormone
therapy and an oocyte retrieval procedure,
which could delay cancer treatment by 3 to 4
weeks. This process can cost $8,000 to $10,000,
with additional annual fees for egg storage.
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Men, on the other hand, have the option of
sperm cryopreservation (also known as “sperm
freezing” or “sperm banking”). Collection can
be completed at any inpatient or outpatient site,
including a reproductive medicine center, and it
does not necessarily delay treatment. The cost
is typically less than $500, according to Olsen.
The goal of the project was to standardize
how fertility-related information was provided
to patients while ensuring they received the
best, most up-to-date materials. Olsen wanted
to be sure that patients understood the risk
to their future fertility associated with their
cancer treatment plan so they could make an
educated decision about mitigating that risk
through fertility preservation procedures.
“Some key takeaways of this new process
[are that] pretreatment discussion with patients
regarding fertility preservation is best practice
and should always be completed. Having a standardized method for providing education and
services truly ensures that the patient receives
current and accurate information,” Olsen said.

Olsen also explained that the project
highlighted some flaws in the system that
was being used.
“We have identified some opportunities
since beginning this new process,” she said.
“The first is that there’s a knowledge gap
outside of hematology and oncology. Fertility
preservation is not specific to oncology; there
may be a need in other areas of the hospital.
But there is a lack of knowledge that this
service exists and that it could be implemented
for other patients in need.”
Looking ahead, Olsen said that the procedures her team developed could also be beneficial in the pediatric setting.
“We’ve also identified that there is an
opportunity to collaborate with Children’s
Hospital of Wisconsin. Pediatric oncology
patients, later in life, will transition to [radiation therapy] for care if necessary.” 
Reference is available on OncNursingNews.com.
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F

ertility preservation for women with
cancer can be a very involved process,
highlighting the importance of a
multidisciplinary team. However, many cancer
centers do not have a set process in place,
which, in turn, can affect the chances of a
patient receiving the best possible outcome.
A research team at Froedtert & the Medical
College of Wisconsin led by Julia Olsen, MN,
RN, CNL, clinical nurse leader, recently created
a standardized approach to providing fertility
preservation education and services to hematology/oncology inpatients.1
“According to the National Cancer Institute,
there are nearly 500,000 cancer survivors of
reproductive age in the United States,” Olsen
said in her presentation at the 2020 Oncology
Nursing Society Bridge virtual conference, held
September 8 to 17, 2020.
“We have multiple ways to effectively treat
patients with cancer, whether it’s chemotherapy, radiation therapy, surgical interventions, or clinical trials, but we don’t always
know how these therapies affect a patient’s
fertility. Because of this, we have a duty to
provide patients with options for fertility preservation so they can make the best decision for
their care.”
The method that Olsen and her team developed includes the following:
• Handouts/educational resources
• Structured consultations by designated staff
members with standardized documentation
• Coordination with the andrology laboratory
and courier services (for patients undergoing sperm cryopreservation)
• Collaboration with the interdisciplinary team
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More Research Is Needed on Treatments
for Symptom Clusters in Cancer Survivors
In a review of clinical trials, more than half of interventions did not alleviate
all 3 “cluster” symptoms of pain, fatigue, and sleep disturbances.
By Brielle Benyon
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C

ancer survivors often experience
clusters of simultaneous symptoms.
Although pain, fatigue, and sleep
disturbances are the most common symptom
cluster, the majority of interventions applied
in randomized controlled trials did not
alleviate all 3 of these symptoms, according
to the results of a recent systematic review
presented at the 2020 Oncology Nursing
Society Bridge virtual conference, held
September 8 to 17, 2020.1
“Symptom clusters reduce survivors’ quality
of life. This is why effective self-management
interventions are needed to alleviate symptom
clusters,” said Sameena Sheikh, RN-BC, a

doctoral student at the University of Miami
in Coral Gables, Florida, while presenting her
findings. “Oncology nurses need to continue to
assess and advocate for effective management
of symptoms.”
Sheikh analyzed 10 randomized controlled
trials that included a total of 1176 survivors.
Effects on pain, fatigue, and sleep disturbances were measured in 3 studies that used
exercise interventions, 3 that used a behavioral approach, 2 that used a pharmacological
approach, and 2 that used other therapies.
Overall, 40% of interventions were effective
in managing the entire symptom cluster (pain,
fatigue, and sleep disturbances), whereas 50%

relieved 1 or 2 symptoms, and 10% failed to
manage any symptoms.
The following interventions resulted
in statistically significant and clinically
meaningful improvement in the entire
symptom cluster:
• Aerobic exercise and stretching that
occurred 3 times a week for 9 months
• A behavioral-based cognitive strategy
involving imagery, relaxation, and
distraction
• Another behavioral intervention, the
Valencia model of waking hypnosis with
cognitive-based therapy, taught in four
1-hour sessions over 3 months, with skill
practice 3 times a day between sessions
• Slow-stroke back massage provided for
10 minutes 3 times per week (on chemotherapy treatment days), for a total of
4 weeks
“Exercise, behavioral, and massage interventions are promising treatments to manage the
entire symptom cluster,” Sheikh said.
The only intervention that did not improve
any symptoms in the cluster was daily 1-hour
cranial microcurrent stimulation, which
applies low-intensity currents to the earlobes
or scalp.
However, more research is needed in the
realm of symptom cluster management so that
oncology nurses can provide better and clearer
relief recommendations to their patients.
“Nurse scientists researching symptom clusters should provide clarity and consistency on
specific [interventions]” Sheikh said.
“For sustained impact on cancer survivors’ well-being and quality of life, more
randomized controlled trials are needed
[that test interventions] over a [longer]
time to ensure reliability and stability in
outcomes. This is because symptom clusters may persist and evolve throughout
the continuum of cancer survivorship.” 
Reference is available on OncNursingNews.com.
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Nurses’ Role in Managing Cardiotoxicity
in Cancer Sur vivors
It is important to promote patients’ heart health during
and after cancer treatment.

A

s the number of cancer survivors
continues to grow, it is imperative
that clinicians closely monitor
therapy-related cardiotoxicity during and
after completion of cancer treatment.
Cancer survivors, particularly those treated
with anthracyclines and/or trastuzumab
(Herceptin), may be at increased risk of
damage to the heart and vascular system that
may lead to premature cardiovascular disease.
Specialists in the growing field of cardiooncology focus on the cardiovascular health of
this patient group.
“As advanced practice nurses, it’s important
to understand current clinical guidelines
for cancer survivors in order to educate and
support survivors,” said Jacqueline B. Vo,
PhD, MPH, RN, a cancer prevention fellow
at the National Cancer Institute in Rockville,
Maryland.
“Both anthracyclines and trastuzumab can
cause left-sided heart failure. The risk of heart
failure increases significantly when both of
these drugs are given together,” she said.
In her research, which was presented at the
2020 Oncology Nursing Society Bridge virtual
conference, held September 8 to 17, 2020, Vo
analyzed survivorship guidelines regarding
cardiovascular care of cancer survivors.1 She
looked at recommendations published by 5
leading organizations: the American Society
of Clinical Oncology (ASCO), American Cancer
Society (ACS), European Society for Medical
Oncology (ESMO), National Comprehensive
Cancer Network (NCCN), and American Heart
Association (AHA).
AHA, ASCO, and ESMO all recommend
baseline echocardiograms of the left ventricular ejection fraction for patients receiving
anthracyclines and/or trastuzumab.

For more from Oncology Nursing
News®, follow us on Twitter at
@OncNursingNews
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Additionally, NCCN deems low
baseline ejection fraction
(<55%) a risk factor for
cardiotoxicity.
AHA, ASCO, and
ESMO all recommend
regular cardiovascular screening (for
example, every
3 months) while
patients are undergoing cardiotoxic
treatment, and
these groups plus
NCCN recommend screening
1 year after a
patient completes
treatment.
Survivorship guidelines published by
ASCO in collaboration
with ACS reference the
NCCN cardiotoxicity guidelines but also focus on monitoring lipid levels, cardiovascular
monitoring, and patient education on
healthy lifestyles.
Only 1 organization, ESMO, recommends
long-term monitoring (at 4 and 10 years after
treatment completion).
Vo said that nurses can play a key role in
ensuring that their patients receive echocardiograms when recommended or necessary.
Additionally, it is important for nurses to be
aware of not only patients’ treatment history
but also aspects of their lifestyles that could
contribute to the development of heart problems down the line.
“We also want to provide survivorship
care that is tailored to the patient, including
modifying the risk factors and also educating
the patient on risk factors,” Vo said. Changes
survivors can make to mitigate their risk
include smoking cessation, maintaining a
healthy weight, and getting enough
physical activity.

As more clinicians understand the impact
of cancer treatment on the heart, better interventions and prevention strategies can be
crafted. There are ongoing studies examining
lifestyle interventions such as improved physical activity and diet, as well as pharmacologic studies evaluating the role of drugs such
as angiotensin-converting enzyme inhibitors
in preventing cardiotoxicity.
“There’s a growing quantity of cardio-oncology clinics, specifically in academic
medical centers,” Vo said. “With this,
there’s also a need for nurses to be trained
in cardiology and cardio-oncology.” 
References are available on OncNursingNews.com.

© mozart3737 / Adobe Stock

By Brielle Benyon

SOCIAL HOUR

Patients Offer Nurses Words of Thanks
Oncology nurses do not realize how appreciated they truly are. See the heartfelt thanks that patients shared.
By Brielle Benyon

T

he World Health Organization declared
2020 the International Year of the Nurse
and Midwife. Oncology nurses and health
care providers everywhere have stepped up and
showed their heroism and compassion amid the
coronavirus disease 2019 (COVID-19) pandemic.
Oncology Nursing News®’s sister publication,
CURE®, recently asked their readers—cancer
survivors and patients—about how oncology
nurses have helped them through their cancer
journey. Responses were overwhelmingly
positive. Here is what some of them had to say:

[My nurse] knew something wasn’t right with me, even
though my cardiology test [was] normal. She convinced the
oncologist to send me to a cardiologist and we found that my
heart function was extremely low. We stopped chemo and the
cardiologist nursed me back to normal. That was 14 years ago.”
Gayle A .

All [nurses] at my center were wonderful. But one in
particular was my ‘regular.’ She knew and understood my
style/personality, and we had a blast! Yes, a blast! I actually
looked forward to chemo day! They are a special breed.
I will forever be grateful!”
T he re sa A .

Oncology nurses are
one of the most important
parts of your team when
you have cancer. The
nurses I have had are
immeasurable in their
care, compassion, and
focus to getting you
feeling comfortable in a
time when things are so
not right.”
Vi rgi n i a M .

The oncology nurses
are what holds everything
together. They are the
ones who answer your
phone call, clear the way
to get in for fluids, and
give the best hugs—back
when hugs were allowed.”
M a rcia M .

I’m just so happy
with everyone I have had.
They are great listeners;
some have a wonderful
sense of humor. If they
don’t know the answer to
your question, they will get
it. They make every trip to
the oncologist a lot easier
for sure. They are very
special people, indeed.”
Ro ck y S.

They are rock stars.
When I had my last
chemo treatment, they all
gathered outside my
treatment room to
celebrate with me. It is a
very special memory.”
To ni S.
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HER2-Positive Breast Cancer Treatment
Continues to Change
Four oncology nurse practitioners sat down and discussed the recent
developments in the treatment of HER2-positive breast cancer and how
to manage this group of patients during a worldwide pandemic.
By Brielle Benyon
UCLA Santa Monica

Loyda Braithwaite, NP
University of Wisconsin
Carbone Cancer Center

Susan Hays, NP
Washington University
Siteman Cancer Center

Elahe Salehi, NP
Dana-Farber Cancer Institute

R

ecent years have brought landmark changes
for the treatment of patients with human
epidermal growth factor receptor 2-positive
(HER2+) breast cancer, with the advent of targeted
therapies and other new regimens. Therefore, it
is essential that oncology nurses have effective
approaches to managing this patient population,
especially as they receive neoadjuvant or adjuvant
dual HER2-targeted therapy.
As if adverse events (AEs) and evolving guidelines
were not enough to manage, the novel coronavirus
disease 2019 (COVID-19) pandemic also brought about
challenges to nurses and clinicians nationwide.
Participants in the OncLive® Breast Cancer Talk:
Nursing Perspectives on HER2-Targeted Agents in
Breast Cancer, discussed these topics. The talk was
moderated by Madelaine Kuiper, NP, a nurse practitioner at UCLA Santa Monica specializing in hematology and oncology.
Kuiper was joined by 3 other nurse practitioners:
Loyda Braithwaite, NP, from the University of
Wisconsin Carbone Cancer Center; Susan Hays, NP,
from the Washington University Siteman Cancer
Center, and Elahe Salehi, NP, of the Dana-Farber
Cancer Institute.

KUIPER: Please discuss treating your
patients who are in the neoadjuvant/adjuvant
setting. How often do you see them? Do
you do education prior to starting treatment
with your patients, and what tend to be the
issues that continue? Obviously, adherence
to therapy, but particularly at the moment in
this current time of COVID-19, how is that
impacting your patients’ treatments?
HAYS: I want to address the adherence to therapy

in multiple settings; neoadjuvant, adjuvant, and metastatic. The barriers placed by COVID-19 have been
difficult ones. We’re in an area where there are socioeconomic demographics, and racial disparities can
impact the patient’s ability to even get to the clinic.
And so that has impacted some of our abilities to give
and keep them on a regular regimen.
But first and foremost, I think just identifying
barriers that keep them away—lack of knowledge,
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anxiety, transportation issues, all of the things that
play into the ability to even get to the clinic.

KUIPER: Does that then cause problems
where you’re seeing patients with more
aggressive or larger disease when they
present to you?
HAYS: We’ve had people that have delayed thera-

pies, and unfortunately, at the height of our pandemic
in St. Louis, we were not doing smaller breast tumor
cases. Those patients were put on hold, and a determination had to be made whether or not to continue
therapy or wait. So yes, I think it has impacted
outcomes to a certain extent.

“With COVID-19, we did
have to change a little
bit in the aspect of how
we treat our patients
with breast cancer...”
—Elahe Salehi, NP

KUIPER: Elahe, have you anything to add
to that about your experiences during this
current time?
SALEHI: At Dana-Farber, we do have pathways

for every disease, and we have it for breast oncology
patients. And doing the pathways, it’s a combination
of the NCCN guidelines and the new practices and
new research focused on patient care. With COVID19, we did have to change a little bit in the aspect of
how we treat our patients with breast cancer and we
communicate that actually with everybody, and it’s
on our intranet. We tend to use a lot of patients who
were able to get sub-q injections for Herceptin rather
than bringing them and having an IV infusion with
longer duration.

Illustrations by Ray Pelesko

Madelaine Kuiper, NP

As per how we treat the adjuvant and neoadjuvant setting in our patients, at Dana-Farber,
we mostly use anthracycline-based chemotherapies unless there is a contraindication.
So mostly our regimens depend on the staging
of the cancer, and nose positivity depends on
the THP component versus AC-THP or TCHP
regarding anthracycline sensitivity.

KUIPER: Let’s move on now to how we
counsel our patients on the common
AEs and adverse reactions associated
with pertuzumab and trastuzumab.
Obviously, there is a variety, usually
with naïve patients, so how do we
ensure that they know how to handle a
lot of these AEs. Loyda, would you like
to give us your perspective, please?
BRAITHWAITE: I think education is very

© Christoph Burgstedt / Adobe Stock

important for our patients. At our institution,
whenever we start a patient either in neoadjuvant or adjuvant treatment, or perhaps for
a patient with metastatic disease, we make
sure we set up a time with a nurse educator so
the patients can have one-on-one time to go
through the information. We provide written
material and a lot of follow-ups because we
anticipate that patients are likely not going
to be able to grasp all the information …
So make sure that they have preparation
beforehand in the education, so it’s likely to
be more effective. We anticipate that session
happening usually about a week or 2 prior to
the initial infusion.
I think we do a combination of phone calls,
one-on-one teaching, well, prior to COVID19, it was a one-on-one teaching, but we still
do a one-on-one but in alternative ways. We
make sure there aren’t any last questions to
be answered prior to treatment and make sure
that we make ourselves very accessible to them
too, because I think a big factor when patients
start treatment is this uncertainty of what
to do if they need to contact [someone.] So
I think that reassurance of this is education,
but there is also the human factor next to it. It
provides a lot of that pathway for patients to
be able to access us.

KUIPER: What would you say are
some of the key points or some of
the key, I should say, AEs that you
tend to cover with your patients in
your teaching?
BRAITHWAITE: We make sure patients

know about the cardiac toxicity that can come

with anti-HER2 treatments; also fatigue and
nail changes, which is something that we don’t
address but it’s very common and patients can
become quite affected and distressed. So [we
discuss] that, among the other well-known
symptoms, like alopecia and so forth, [which
are] not as frequent, but we still see quite a
bit of hair thinning, so we make sure that we
hit those points for patients and the fatigue
among those as well.

KUIPER: Elahe, I’d like you to further
expand on the potential cardiac
toxicity long-term from these HER2targeting therapies, and the use of an
anthracycline, particularly in the early
breast setting. Could you tell us how
you treat your patients and how you
monitor them?
SALEHI: Our protocol is based on the treat-

ment prior to initiating any anthracycline or
HER2-directed therapy. We obtain an echocardiogram to evaluate the ejection fraction
of every patient. For adjuvant-setting patients,
they will continue on it every 3 months with
echocardiograms. In our metastatic population, it depends, but mostly it fluctuates
between a 6-month to 12-month period.
We are lucky in our institution. We have an
oncocardiologist program that we tend to refer
patients, whether they come in with a cardiac
dysfunction to begin with, whether they were
lymphoma patients who had low body radiation,
or whether patients will have a lower ejection

fraction due to our treatment. And most of
the time, they were seen by these providers
urgently. Cardiac toxicity, most of the time, is
reversible. So we have some beta-blockers and
ACE inhibitors and hold the treatment for a
3-week period and reevaluate patients starting
on anti-HER2-directed therapy.

KUIPER: What advice would you like
to give clinicians who are seeing a lot
of these new agents now, either in their
infusion centers or those who do a lot of
education with their patients?
HAYS: I would say that I have been an

oncology nurse for many years, and I was
around in 1998 when trastuzumab was
approved. So just seeing how cancer, particularly breast cancer, has evolved over the years
has just been an amazing thing to watch. I feel
really old. I feel like I’m getting out soon, but
I would encourage oncology nurses that this is
the best thing you could ever do—it’s the most
challenging, it’s the most rewarding. I would
say you’re ever learning, ever-growing, and
probably will always be touched by the fact
that you’re involved in someone’s life, making
an impact.
So from that point of view, I would also
say that they should take a molecular biology
course and a genetics course as part of their
educational learning. I feel like I’m on the
back end, trying to catch up. But certainly,
it’s exciting just to see how things are just
moving along. 
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NOW APPROVED

for injection, for intravenous use
FDA-approved monoclonal antibody in combination with lenalidomide for adult
patients with R/R DLBCL who have received at least one prior therapy1
R/R DLBCL=relapsed/refractory diffuse large B-cell lymphoma.

Learn more at MonjuviHCP.com
INDICATIONS & USAGE

MONJUVI (tafasitamab-cxix), in combination with lenalidomide, is indicated
for the treatment of adult patients with relapsed or refractory diffuse large
B-cell lymphoma (DLBCL) not otherwise specified, including DLBCL arising
from low grade lymphoma, and who are not eligible for autologous stem
cell transplant (ASCT).
This indication is approved under accelerated approval based on overall
response rate. Continued approval for this indication may be contingent
upon verification and description of clinical benefit in a confirmatory trial(s).

IMPORTANT SAFETY INFORMATION
Contraindications
None.

Warnings and Precautions

Infusion-Related Reactions
MONJUVI can cause infusion-related reactions (IRRs). In L-MIND, infusionrelated reactions occurred in 6% of the 81 patients. Eighty percent
of infusion-related reactions occurred during cycle 1 or 2. Signs and
symptoms included chills, flushing, dyspnea, and hypertension. These
reactions were managed with temporary interruption of the infusion and/
or with supportive medication. Premedicate patients prior to starting
MONJUVI infusion. Monitor patients frequently during infusion. Based
on the severity of the infusion-related reaction, interrupt or discontinue
MONJUVI. Institute appropriate medical management.
Myelosuppression
MONJUVI can cause serious or severe myelosuppression, including
neutropenia, thrombocytopenia, and anemia. In L-MIND, Grade 3
neutropenia occurred in 25% of patients, thrombocytopenia in
12% and anemia in 7%. Grade 4 neutropenia occurred in 25% and
thrombocytopenia in 6%. Neutropenia led to treatment discontinuation
in 3.7% of patients.
Monitor complete blood counts (CBC) prior to administration of each
treatment cycle and throughout treatment. Monitor patients with
neutropenia for signs of infection. Consider granulocyte colony stimulating
factor (G-CSF) administration. Withhold MONJUVI based on the severity of

the adverse reaction. Refer to the lenalidomide prescribing information for
dosage modifications.
Infections
Fatal and serious infections, including opportunistic infections, occurred in
patients during treatment with MONJUVI and following the last dose.
In L-MIND, 73% of the 81 patients developed an infection. The most frequent
infections were respiratory tract infection (24%), urinary tract infection (17%),
bronchitis (16%), nasopharyngitis (10%) and pneumonia (10%). Grade 3 or
higher infection occurred in 30% of the 81 patients. The most frequent grade
3 or higher infection was pneumonia (7%). Infection-related deaths were
reported in 2.5% of the 81 patients.
Monitor patients for signs and symptoms of infection and manage
infections as appropriate.
Embryo-Fetal Toxicity
Based on its mechanism of action, MONJUVI may cause fetal B-cell
depletion when administered to a pregnant woman. Advise pregnant women
of the potential risk to a fetus. Advise women of reproductive potential to
use effective contraception during treatment with MONJUVI and for at
least 3 months after the last dose.
MONJUVI is initially administered in combination with lenalidomide. The
combination of MONJUVI with lenalidomide is contraindicated in pregnant
women, because lenalidomide can cause birth defects and death of the
unborn child. Refer to the lenalidomide prescribing information on use
during pregnancy.

Adverse Reactions

The most common adverse reactions (≥20%) were neutropenia, fatigue,
anemia, diarrhea, thrombocytopenia, cough, pyrexia, peripheral edema,
respiratory tract infection, and decreased appetite.
You may report side effects to the FDA at (800) FDA-1088 or
www.fda.gov/medwatch. You may also report side effects to
MORPHOSYS US INC. at (844) 667-1992.
Please see the Brief Summary of Prescribing Information on
the following pages.

BEST OVERALL RESPONSE RATE IN PATIENTS WITH R/R DLBCL (N=71)1*
L-MIND STUDY DESIGN
• L-MIND was an open-label, multicenter, single-arm study that
evaluated efficacy and safety of MONJUVI in combination with
lenalidomide followed by MONJUVI monotherapy in adult
patients with R/R DLBCL after 1 to 3 prior systemic DLBCL
therapies, including a CD20-containing therapy. The median
number of prior therapies was 2

100

Patients (%)

80

• Enrolled patients at the time of the trial were not eligible
for or refused ASCT

60

37% CR
40

55% ORR
(n=39; 95%
CI: 43%, 67%)

20

• Efficacy was established in 71 patients with DLBCL
(confirmed by central laboratory) based on best ORR
(defined as the proportion of complete and partial
responders) and DoR

18% PR
0

CR=complete response rate; PR=partial response rate; ORR=overall response rate;
CI=confidence interval; ASCT=autologous stem cell transplant; DoR=duration of response.

DURATION OF RESPONSE IN PATIENTS WITH R/R DLBCL (N=71)1*
Median DoR: 21.7 months (range: 0, 24)1†
*Assessed by an Independent Review Committee.
†Kaplan-Meier estimates.

SAFETY PROFILE1
• Because clinical trials are conducted under widely varying conditions, adverse reaction rates observed in clinical trials of a drug cannot be
directly compared to rates in other clinical trials of another drug and may not reflect the rates observed in practice
• Serious adverse reactions occurred in 52% of patients who received MONJUVI
—Serious adverse reactions in ≥6% of patients included infections (26%) including pneumonia (7%), and febrile neutropenia (6%)
• Fatal adverse reactions occurred in 5% of patients who received MONJUVI, including cerebrovascular accident (1.2%), respiratory failure (1.2%),
progressive multifocal leukoencephalopathy (1.2%), and sudden death (1.2%)
• Permanent discontinuation of MONJUVI or lenalidomide due to an adverse reaction occurred in 25% of patients and permanent discontinuation
of MONJUVI due to an adverse reaction occurred in 15%
—The most frequent adverse reactions which resulted in permanent discontinuation of MONJUVI were infections (5%), nervous system
disorders (2.5%), respiratory, thoracic and mediastinal disorders (2.5%)
• Dosage interruptions of MONJUVI or lenalidomide due to an adverse reaction occurred in 69% of patients and dosage interruption of MONJUVI
due to an adverse reaction occurred in 65%
—The most frequent adverse reactions which required a dosage interruption of MONJUVI were blood and lymphatic system disorders (41%),
and infections (27%)
For more details on Adverse Reactions, refer to the full Prescribing Information.
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INDICATIONS AND USAGE
MONJUVI, in combination with lenalidomide, is indicated for the treatment of adult
patients with relapsed or refractory diffuse large B-cell lymphoma (DLBCL) not
otherwise specified, including DLBCL arising from low grade lymphoma, and who are
not eligible for autologous stem cell transplant (ASCT).
This indication is approved under accelerated approval based on overall response
rate. Continued approval for this indication may be contingent upon verification and
description of clinical benefit in a confirmatory trial(s).

which resulted in permanent discontinuation of MONJUVI were infections and
infestations (5%), nervous system disorders (2.5%), respiratory, thoracic and
mediastinal disorders (2.5%).
Dosage interruptions of MONJUVI or lenalidomide due to an adverse reaction
occurred in 69% of patients and dosage interruption of MONJUVI due to an
adverse reaction occurred in 65%. The most frequent adverse reactions which
required a dosage interruption of MONJUVI were blood and lymphatic system
disorders (41%), and infections (27%).
The most common adverse reactions (≥ 20%) were neutropenia, fatigue, anemia,
diarrhea, thrombocytopenia, cough, pyrexia, peripheral edema, respiratory tract
infection, and decreased appetite.
Table 3: Adverse Reactions (≥10%) in Patients with Relapsed or Refractory Diffuse
Large B-Cell Lymphoma Who Received MONJUVI in L-MIND

MONJUVI
(N=81)

CONTRAINDICATIONS
None.
WARNINGS AND PRECAUTIONS
Infusion-Related Reactions
MONJUVI can cause infusion-related reactions. In L-MIND, infusion-related reactions
occurred in 6% of the 81 patients. Eighty percent of infusion-related reactions
occurred during cycle 1 or 2. Signs and symptoms included chills, flushing, dyspnea,
and hypertension. These reactions were managed with temporary interruption of the
infusion and/or with supportive medication.

All Grades
(%)

Grade 3 or 4
(%)

Neutropenia

51

49

Adverse Reaction
Blood and lymphatic system disorders

Anemia

36

7

Premedicate patients prior to starting MONJUVI infusion. Monitor patients frequently
during infusion. Based on the severity of the infusion-related reaction, interrupt or
discontinue MONJUVI. Institute appropriate medical management.

Thrombocytopenia

31

17

Febrile neutropenia

12

12

Myelosuppression

General disorders and administration site conditions
Fatigue*

38

3.7

Pyrexia

24

1.2

Peripheral edema

24

0

Diarrhea

36

1.2

Constipation

17

0

Nausea

15

0

Vomiting

15

0

Cough

26

1.2

Dyspnea

12

1.2

Respiratory tract infection+

24

4.9

Urinary tract infection†

17

4.9

Bronchitis

16

1.2

Decreased appetite

22

0

Hypokalemia

19

6

Back pain

19

2.5

Muscle spasms

15

0

MONJUVI can cause serious or severe myelosuppression, including neutropenia,
thrombocytopenia, and anemia. In L-MIND, Grade 3 neutropenia occurred in 25%
of patients, thrombocytopenia in 12% and anemia in 7%. Grade 4 neutropenia occurred
in 25% and thrombocytopenia in 6%. Neutropenia led to treatment discontinuation
in 3.7% of patients.
Monitor CBC prior to administration of each treatment cycle and throughout
treatment. Monitor patients with neutropenia for signs of infection. Consider
granulocyte colony stimulating factor administration. Withhold MONJUVI based
on the severity of the adverse reaction. Refer to the lenalidomide prescribing
information for dosage modifications.
Infections
Fatal and/or serious infections including opportunistic infections have occurred in
patients during treatment with MONJUVI and following the last dose.
In L-MIND, 73% of the 81 patients developed an infection. The most frequent
infections were respiratory tract infection (24%), urinary tract infection (17%), bronchitis
(16%), nasopharyngitis (10%) and pneumonia (10%). Grade 3 or higher infection
occurred in 30% of the 81 patients. The most frequent grade 3 or higher infection was
pneumonia (7%). Infection-related deaths were reported in 2.5% of the 81 patients.
Monitor patients for signs and symptoms of infection and manage infections
as appropriate.
Embryo-Fetal Toxicity
Based on its mechanism of action, MONJUVI may cause fetal B-cell depletion 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
treatment with MONJUVI and for at least 3 months after the last dose.
MONJUVI is initially administered in combination with lenalidomide. The combination
of MONJUVI with lenalidomide is contraindicated in pregnant women, because
lenalidomide can cause birth defects and death of the unborn child. Refer to the
lenalidomide prescribing information on use during pregnancy.
ADVERSE REACTIONS
Clinical Trials Experience
Because clinical trials are conducted under widely varying conditions, adverse
reaction rates observed in clinical trials of a drug cannot be directly compared to
rates in other clinical trials of another drug and may not reflect the rates observed in
practice.
Relapsed or Refractory Diffuse Large B-Cell Lymphoma
The safety of MONJUVI was evaluated in L-MIND. Patients (n=81) received MONJUVI
12 mg/kg intravenously in combination with lenalidomide for maximum of 12 cycles,
followed by MONJUVI as monotherapy until disease progression or unacceptable
toxicity as follows:
• Cycle 1: Days 1, 4, 8, 15 and 22 of the 28-day cycle;
• Cycle 2 and 3: Days 1, 8, 15 and 22 of each 28-day cycle;
• Cycles 4 and beyond: Days 1 and 15 of each 28-day cycle.
Among patients who received MONJUVI, 57% were exposed for 6 months or longer,
42% were exposed for greater than one year, and 24% were exposed for greater than
two years.
Serious adverse reactions occurred in 52% of patients who received MONJUVI.
Serious adverse reactions in ≥6% of patients included infections (26%) including
pneumonia (7%), and febrile neutropenia (6%). Fatal adverse reactions occurred in
5% of patients who received MONJUVI, including cerebrovascular accident (1.2%),
respiratory failure (1.2%), progressive multifocal leukoencephalopathy (1.2%) and
sudden death (1.2%).
Permanent discontinuation of MONJUVI or lenalidomide due to an adverse
reaction occurred in 25% of patients and permanent discontinuation of MONJUVI
due to an adverse reaction occurred in 15%. The most frequent adverse reactions

Gastrointestinal disorders

Respiratory, thoracic and mediastinal disorders

Infections

Metabolism and nutrition disorders

Musculoskeletal and connective tissue disorders

* Fatigue includes asthenia and fatigue
+Respiratory tract infection includes: lower respiratory tract infection, upper respiratory
tract infection, respiratory tract infection
† Urinary tract infection includes: urinary tract infection, Escherichia urinary tract infection,
urinary tract infection bacterial, urinary tract infection enterococcal
Table 3 summarizes the adverse reactions in L-MIND.
Clinically relevant adverse reactions in <10% of patients who received MONJUVI were:
• Blood and lymphatic system disorders: lymphopenia (6%)
• General disorders and administration site conditions: infusion-related reaction (6%)
• Infections: sepsis (4.9%)
• Investigations: weight decreased (4.9%)
• Musculoskeletal and connective tissue disorders: arthralgia (9%), pain in extremity
(9%), musculoskeletal pain (2.5%)
• Neoplasms benign, malignant and unspecified: basal cell carcinoma (1.2%)
• Nervous system disorders: headache (9%), paresthesia (7%), dysgeusia (6%)
• Respiratory, thoracic and mediastinal disorders: nasal congestion (4.9%),
exacerbation of chronic obstructive pulmonary disease (1.2%)
• Skin and subcutaneous tissue disorders: erythema (4.9%), alopecia (2.5%),
hyperhidrosis (2.5%)

MONJUVI® (tafasitamab-cxix)
Table 4 summarizes the laboratory abnormalities in L-MIND.
Table 4: Select Laboratory Abnormalities (>20%) Worsening from Baseline in Patients
with Relapsed or Refractory Diffuse Large B-Cell Lymphoma Who Received MONJUVI
in L-MIND

MONJUVI1
All Grades
(%)

Grade 3 or 4
(%)

Glucose increased

49

5

Calcium decreased

47

1.4

Gamma Glutamyl Transferase increased

34

5

Albumin decreased

26

0

Magnesium decreased

22

0

Urate increased

20

7

Phosphate decreased

20

5

Creatinine increased

20

1.4

Aspartate Aminotransferase increased

20

0

46

4.1

Laboratory Abnormality
Chemistry

potential for serious adverse reactions in the breastfed child, advise women not to
breastfeed during treatment with MONJUVI and for at least 3 months after the last
dose. Refer to lenalidomide prescribing information for additional information.
Females and Males of Reproductive Potential
MONJUVI can cause fetal B-cell depletion when administered to a pregnant woman.
Pregnancy Testing
Refer to the prescribing information for lenalidomide for pregnancy testing
requirements prior to initiating the combination of MONJUVI with lenalidomide.
Contraception
Females
Advise females of reproductive potential to use effective contraception during
treatment with MONJUVI and for at least 3 months after the last dose. Additionally,
refer to the lenalidomide prescribing information for additional recommendations
for contraception.
Males
Refer to the lenalidomide prescribing information for recommendations.
Pediatric Use
The safety and effectiveness of MONJUVI in pediatric patients have not been
established.
Geriatric Use
Among 81 patients who received MONJUVI and lenalidomide in L-MIND, 72% were
65 years and older, while 38% were 75 years and older. Clinical studies of MONJUVI
did not include sufficient numbers of patients aged 65 and older to determine whether
effectiveness differs compared to that of younger subjects. Patients 65 years and
older had more serious adverse reactions (57%) than younger patients (39%).
This is a brief summary of information about MONJUVI. This information is not
comprehensive. Visit MONJUVI.com or call (844) 667-1992 to obtain the full
Prescribing Information.

Coagulation
Activated Partial Thromboplastin Time
increased

The denominator used to calculate the rate was 74 based on the number of patients with a
baseline value and at least one post-treatment value.
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Immunogenicity
As with all therapeutic proteins, there is the potential for immunogenicity. The
detection of antibody formation is highly dependent on the sensitivity and specificity
of the assays. Additionally, the observed incidence of antibody (including neutralizing
antibody) positivity in an assay may be influenced by several factors including assay
methodology, sample handling, timing of sample collection, concomitant medications,
and underlying disease. For these reasons, comparison of the incidence of antibodies
in the studies described below with the incidence of antibodies in other studies or to
other tafasitamab products may be misleading.
Overall, no treatment-emergent or treatment-boosted anti-tafasitamab antibodies were
observed. No clinically meaningful differences in the pharmacokinetics, efficacy, or
safety profile of tafasitamab-cxix were observed in 2.5% of 81 patients with relapsed or
refractory DLBCL with pre-existing anti-tafasitamab antibodies in L-MIND.
USE IN SPECIFIC POPULATIONS
Pregnancy
Risk Summary
Based on its mechanism of action, MONJUVI may cause fetal B-cell depletion when
administered to a pregnant woman. There are no available data on MONJUVI use in
pregnant women to evaluate for a drug-associated risk. Animal reproductive toxicity
studies have not been conducted with tafasitamab-cxix.
In the U.S. general population, the estimated background risk of major birth defects
and miscarriage in clinically recognized pregnancies is 2% to 4% and 15% to 20%,
respectively.
MONJUVI is administered in combination with lenalidomide for up to 12 cycles.
Lenalidomide can cause embryo-fetal harm and is contraindicated for use in
pregnancy. Refer to the lenalidomide prescribing information for additional
information. Lenalidomide is only available through a REMS program.
Clinical Considerations
Fetal/Neonatal Adverse Reactions
Immunoglobulin G (IgG) monoclonal antibodies are transferred across the placenta.
Based on its mechanism of action, MONJUVI may cause depletion of fetal CD19
positive immune cells. Defer administering live vaccines to neonates and infants
exposed to tafasitamab-cxix in utero until a hematology evaluation is completed.
Data
Animal Data
Animal reproductive studies have not been conducted with tafasitamab-cxix.
Tafasitamab-cxix is an IgG antibody and thus has the potential to cross the placental
barrier permitting direct fetal exposure and depleting fetal B lymphocytes.
Lactation
Risk Summary
There are no data on the presence of tafasitamab-cxix in human milk or the effects
on the breastfed child or milk production. Maternal immunoglobulin G is known to
be present in human milk. The effects of local gastrointestinal exposure and limited
systemic exposure in the breastfed infant to MONJUVI are unknown. Because of the
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“Early on, oncology nurses knew that cancer
wasn’t going to stop for COVID-19, and so
neither could they.”
—Anne H. Gross, PhD, RN, NEA-BC, FAAN
national approach, the local level established
efforts to control the virus at the local level.
Many health care institutions struggled to
procure needed personal protective equipment
(PPE), cleaning supplies, therapeutics, and
mechanical ventilators to care for critically ill
patients with COVID-19.
Throughout this unprecedented time in
society, oncology nurses have worked tirelessly
to provide uninterrupted, life-saving cancer
care to patients in hospitals and outpatient
settings. Early on, oncology nurses knew that
cancer wasn’t going to stop for COVID-19, so
neither could they. Along with continuing to
provide cancer treatment, oncology nurses
had the added challenge of protecting patients
and each other from COVID-19 through strict
isolation procedures and the use of PPE, which
has its origins in Nightingale’s work. 3 They
acquired new skills to care for immunocompromised patients in special COVID-19 intensive
care units. Because of strict no-visitor policies,
oncology nurses also became liaisons between
patients and their loved ones, holding phones
to patients’ ears, and providing daily updates
to families at home. Too often, they have been
the only human beings in the room at the end
of life to assure their patients do not die alone.
In other settings, oncology nurse navigators moved their practice remotely, caring for
patients at home through telehealth visits.
Clinical trial nurses innovated standard operations such as shipping investigational drugs
to patients’ homes to enable them to safely
remain on study. Clinical teams developed
mechanisms for virtual huddles to coordinate
and assure delivery of the same standard
of care excellence previously provided in
person. Many of these innovations have proven
successful and are well received by patients
and families. Efforts are underway to design

and test care models that will expand the
availability of other cancer services at home.
When effective vaccines are available and the
pandemic recedes from its current place of
prominence, some of these new models will
certainly become best practices in cancer care.
Forever influenced by the past 9 months,
personal and professional lives have undoubtedly taken an emotional toll. As winter
settles in and people prepare for a potential
next COVID-19 surge, people must focus on
supporting one another and the colleagues
who join in this work. Oncology nurses need
to find ways to renew and sustain themselves
while continuing to care for patients. The
heroic efforts of oncology nurses during the
pandemic have been frequently highlighted in
the media. This is ironic because the commitment to care for patients and families is
oncology nurses’ true north, no matter what. It
is what they do every day.
In a recent interview on NBC’s Today Show,
Kevin Browne, DNP, RN, CNS, CCRN, deputy
chief nurse at Memorial Sloan Kettering
Cancer Center said it best. “Thank God there
are people (nurses) like this in the world
who chose these professions—to want to run
toward a pandemic, rather than run away from
it,” he said.4
May all nurses continue to run toward their
patients during this time, fortified by self-care and
resiliency-building practices to sustain them. 
References are available on OncNursingNews.com.
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anuary 2020 marked the beginning of the
World Health Organization’s “Year of the
Nurse and Midwife,” commemorating the
200th birthday of Florence Nightingale, founder
of modern nursing.1 Professionals around the
globe planned conferences and recognition
events to celebrate the nursing profession and
Nightingale’s historic accomplishments reducing
disease transmission in field hospitals in Crimea.2
However, by late February, the growing incidence
of the coronavirus 2019 (COVID-19) in China
and outbreaks in the United States began to turn
attention away from these planned festivities.
Seemingly overnight, a massive response to
the deadly virus was mobilized by the health
care community, with the implementation of
lockdowns, remote work, mandatory masking,
and countless policy, procedural, and operational
changes. What irony, that in a year planned for
the global celebration of a 19th-century pioneer
in the study of disease transmission and nursing,
society instead had to focus all efforts on the
containment of a deadly disease spreading
rapidly across the globe.
By late spring, the world was in a full global
COVID-19 pandemic with the end nowhere in
sight. Public health infrastructures proved to
be inadequate to support hospitals and health
care workers, and without a coordinated

California Law Releases Nurse Practitioners
From Physician Oversight
The state will be the 29th to allow nurse practitioners to practice without a physician.
By Keith A. Reynolds
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alifornia nurse practitioners (NPs)
will be able to practice on their own
without physician supervision, after
Governor Gavin Newsom signed a law, titled
AB 890, opposed by various physician groups.
According to a report in The Sacramento
Bee, the law, which goes into effect in 2021,
will allow NPs to practice independently
beginning in 2023 after operating under a
physician’s supervision for 3 years.1 Under
current regulations, NPs must always
work under a physician’s supervision.
This law brings the total number
of states that allow NPs to practice
without doctor supervision to 29.
“We are pleased that the
Governor and the Legislature
recognize the importance of
expanding access to highquality health care for all
Californians,” said Patti
Gurney, MSN, NP-BC,
president of the California
Association for Nurse Practitioners
in a press release. “We are especially
grateful to Assemblymember Wood,
who led these efforts, and all of our
many coalition partners who worked
collaboratively to address concerns
and craft a new law that will expand
access to health care.”
However, not everyone is in favor
of the law.
The California Medical Association
(CMA) opposed AB 890, and after Newsom
signed it, CMA president Peter N. Bretan,
Jr., MD, released a statement expressing
disappointment in its passage. 2
“We strongly believe that physician-based
care is the model that ensures the greatest
patient safety and highest quality care for all
Californians, regardless of income,” he said
in the statement. “And while proponents of
AB 890 have said this legislation will help
increase access to care, the data we have seen
from other states that have eased supervision of nurse practitioners has not shown any
meaningful improvement in access to care in

underserved communities.”
Bretan also said that the legislation has
many steps to go before it is implemented and
that the CMA intends to remain engaged in
the regulatory process.
“While the Bureau of Registered Nursing
will play an important role, the implementation of key provisions of the bill will
require physician involvement and will likely
require input and guidance from the Medical
Board of California,” he said. “CMA will be
engaged throughout the regulatory process
to ensure that patients’ interests, including
the timely access to a physician, are protected
in the implementation of AB 890.” 
References are available on OncNursingNews.com.
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BETTER
IS HOME TO
NEW JERSEY’S BEST
CANCER CENTER

U.S. News & World Report has recognized Hackensack Meridian
John Theurer Cancer Center at Hackensack University Medical
Center as the best cancer center in
all of New Jersey. And as a member of one of just
16 NCI-designated cancer consortia, we have distinguished
ourselves as New Jersey’s premier cancer center—offering
nationally recognized cancer specialists, clinical trials and
immunotherapy including CAR T-Cell.
To schedule a visit or a second opinion, call 551-996-5855 or visit
HackensackMeridianHealth.org/GetCancerCareNow.

KEEP GETTING BETTER

