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CHAIRMAN'S LETTER

More Than Cancer Care
Nurses need to consider many factors—from patient age to
comorbidities—to ensure the best possible care.

W

hen patients learn they have cancer, it is often not their only diagnosis. They
may have existing comorbidities or conditions that could affect cancer treatment. Oncology nurses must navigate the nuanced relationships between an
individual’s health issues and the cancer at hand.
In our cover story, we explore important considerations for treating elderly patients
with cancer. Older patients tend to have longer health histories that may complicate
cancer treatment because of drug interactions, functional or cognitive decline, and other
issues. Experts predict that by 2030, about 70% of patients learning of cancer diagnoses
will be 65 or older; as we face this so-called silver tsunami, nurses must be prepared.
Age increases an individual’s risk of developing cancer and diabetes. This again highlights the importance of a broader health knowledge among oncology nurses. A dual
diagnosis of diabetes and cancer may lead to increased risk of infection and a higher rate
of treatment delays. In our feature story, read insights from experts in the field on how to
provide the best care for this patient population.
Between long hours and the constant need to stay up-to-date on the latest treatment
information—not to mention a worldwide pandemic—a career in oncology nursing can be
stressful. Thankfully, mindfulness and meditation can help. This issue features highlights
from The Vitals podcast episode with Loren Winters, MSN, ANP-BC, OCN, an oncology
nurse practitioner and yoga instructor who discussed how her mindfulness practice has
curbed burnout and how other nurses can get started, too.
Also in this issue, some shocking statistics on the long-term costs of delaying medical
care. Finally, don’t forget to read our continuing education section on the latest updates
in lung cancer. Then head over to OncNursingNews.com/continuing-education to take the
quiz and earn 1 credit hour.
As always, thank you for reading—and for all you do.
Mike Hennessy Sr
Chairman and Founder
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THE FIRST AND ONLY TARGETED KINASE INHIBITOR OF PI3K-DELTA AND CK1-EPSILON
INDICATIONS
UKONIQ is indicated for the treatment of adult patients with:

IMPORTANT SAFETY INFORMATION

Infections: Serious, including fatal, infections occurred in patients
treated with UKONIQ. Grade 3 or higher infections occurred in 10% of
335 patients, with fatal infections occurring in <1%. The most frequent
Grade ≥3 infections included pneumonia, sepsis, and urinary tract
infection. Provide prophylaxis for Pneumocystis jirovecii pneumonia (PJP)
and consider prophylactic antivirals during treatment with UKONIQ to
prevent CMV infection, including CMV reactivation. Monitor for any new
or worsening signs and symptoms of infection, including suspected PJP or
CMV, during treatment with UKONIQ. For Grade 3 or 4 infection, withhold
UKONIQ until infection has resolved. Resume UKONIQ at the same or a
reduced dose. Withhold UKONIQ in patients with suspected PJP of any
grade and permanently discontinue in patients with conrmed PJP. For
clinical CMV infection or viremia, withhold UKONIQ until infection or
viremia resolves. If UKONIQ is resumed, administer the same or reduced
dose and monitor patients for CMV reactivation by PCR or antigen test at
least monthly.
Neutropenia: Serious neutropenia occurred in patients treated with
UKONIQ. Grade 3 neutropenia developed in 9% of 335 patients and
Grade 4 neutropenia developed in 9%. Monitor neutrophil counts at
least every 2 weeks for the rst 2 months of UKONIQ and at least weekly
in patients with neutrophil count <1 x 109/L (Grade 3-4) neutropenia
during treatment with UKONIQ. Consider supportive care as appropriate.
Withhold, reduce dose, or discontinue UKONIQ depending on the severity
and persistence of neutropenia.
Diarrhea or Non-Infectious Colitis: Serious diarrhea or non-infectious colitis
occurred in patients treated with UKONIQ. Any grade diarrhea or colitis
occurred in 53% of 335 patients and Grade 3 occurred in 9%. For patients
with severe diarrhea (Grade 3, i.e., >6 stools per day over baseline) or
abdominal pain, stool with mucus or blood, change in bowel habits, or
peritoneal signs, withhold UKONIQ until resolved and provide supportive
care with antidiarrheals or enteric acting steroids as appropriate. Upon
resolution, resume UKONIQ at a reduced dose. For recurrent Grade 3
diarrhea or recurrent colitis of any grade, discontinue UKONIQ. Discontinue
UKONIQ for life-threatening diarrhea or colitis.
Hepatotoxicity: Serious hepatotoxicity occurred in patients treated with
UKONIQ. Grade 3 and 4 transaminase elevations (ALT and/or AST)
occurred in 8% and <1%, respectively, in 335 patients. Monitor hepatic
function at baseline and during treatment with UKONIQ. For ALT/AST
greater than 5 to less than 20 times ULN, withhold UKONIQ until return
to less than 3 times ULN, then resume at a reduced dose. For ALT/AST
elevation greater than 20 times ULN, discontinue UKONIQ.

VISIT UKONIQ.COM TO LEARN MORE.

MZL

Relapsed or refractory marginal zone lymphoma (MZL) who
have received at least 1 prior anti-CD20-based regimen

FL

Relapsed or refractory follicular lymphoma (FL) who have
received at least 3 prior lines of systemic therapy

These indications are approved under accelerated approval based on
overall response rate. Continued approval for these indications may
be contingent upon verication and description of clinical benet in a
conrmatory trial.
Severe Cutaneous Reactions: Severe cutaneous reactions, including a fatal
case of exfoliative dermatitis, occurred in patients treated with UKONIQ.
Grade 3 cutaneous reactions occurred in 2% of 335 patients and included
exfoliative dermatitis, erythema, and rash (primarily maculo-papular).
Monitor patients for new or worsening cutaneous reactions. Review all
concomitant medications and discontinue any potentially contributing
medications. Withhold UKONIQ for severe (Grade 3) cutaneous reactions
until resolution. Monitor at least weekly until resolved. Upon resolution,
resume UKONIQ at a reduced dose. Discontinue UKONIQ if severe
cutaneous reaction does not improve, worsens, or recurs. Discontinue
UKONIQ for life-threatening cutaneous reactions or SJS, TEN, or DRESS
of any grade. Provide supportive care as appropriate.
Allergic Reactions Due to Inactive Ingredient FD&C Yellow No. 5: UKONIQ
contains FD&C Yellow No. 5 (tartrazine), which may cause allergic-type
reactions (including bronchial asthma) in certain susceptible persons,
frequently in patients who also have aspirin hypersensitivity.
Embryo-fetal Toxicity: Based on ndings in animals and its mechanism of
action, UKONIQ can cause fetal harm when administered to a pregnant
woman. Advise pregnant women of the potential risk to a fetus. Advise
females and males with female partners of reproductive potential to use
effective contraception during treatment and for at least one month after
the last dose.
Serious adverse reactions occurred in 18% of 221 patients who received
UKONIQ. Serious adverse reactions that occurred in ≥2% of patients
were diarrhea-colitis (4%), pneumonia (3%), sepsis (2%), and urinary tract
infection (2%). Permanent discontinuation of UKONIQ due to an adverse
reaction occurred in 14% of patients. Dose reductions of UKONIQ due to
an adverse reaction occurred in 11% of patients. Dosage interruptions of
UKONIQ due to an adverse reaction occurred in 43% of patients.
The most common adverse reactions (>15%), including laboratory
abnormalities, in 221 patients who received UKONIQ were increased
creatinine (79%), diarrhea-colitis (58%, 2%), fatigue (41%), nausea (38%),
neutropenia (33%), ALT increase (33%), AST increase (32%), musculoskeletal
pain (27%), anemia (27%), thrombocytopenia (26%), upper respiratory
tract infection (21%), vomiting (21%), abdominal pain (19%), decreased
appetite (19%), and rash (18%).
Lactation: Because of the potential for serious adverse reactions from
umbralisib in the breastfed child, advise women not to breastfeed during
treatment with UKONIQ and for at least one month after the last dose.
Please see Brief Summary of the full Prescribing Information
on the following pages.
© 2021 TG Therapeutics, Inc. All rights reserved.
UKONIQ is a registered trademark of TG Therapeutics, Inc.
02/2021 US-UMB-2000041

UKONIQ™ (umbralisib) tablets, for oral use
This is a brief summary. Before prescribing, please
refer to the full Prescribing Information.

1.1. Marginal Zone Lymphoma
UKONIQ is indicated for the treatment of adult patients with relapsed
or refractory marginal zone lymphoma (MZL) who have received at
least one prior anti-CD20-based regimen.
This indication is approved under accelerated approval based on
overall response rate [see Clinical Studies (14.1)]. Continued approval
IRUWKLVLQGLFDWLRQPD\EHFRQWLQJHQWXSRQYHULƓFDWLRQDQGGHVFULSWLRQ
RIFOLQLFDOEHQHƓWLQDFRQƓUPDWRU\WULDO V 
1.2. Follicular Lymphoma
UKONIQ is indicated for the treatment of adult patients with relapsed
or refractory follicular lymphoma (FL) who have received at least three
prior lines of systemic therapy.
This indication is approved under accelerated approval based on
overall response rate [see Clinical Studies (14.2)]. Continued approval
IRUWKLVLQGLFDWLRQPD\EHFRQWLQJHQWXSRQYHULƓFDWLRQDQGGHVFULSWLRQ
RIFOLQLFDOEHQHƓWLQDFRQƓUPDWRU\WULDO V 
4. CONTRAINDICATIONS
None.
5. WARNINGS AND PRECAUTIONS
5.1. Infections
Serious, including fatal, infections occurred in patients treated
with UKONIQ. Grade 3 or higher infections occurred in 10% of 335
patients, with fatal infections occurring in <1%. The most frequent
*UDGHŰLQIHFWLRQVLQFOXGHGSQHXPRQLDVHSVLVDQGXULQDU\WUDFW
LQIHFWLRQ7KHPHGLDQWLPHWRRQVHWRI*UDGHŰLQIHFWLRQZDV
months (range: 1 day to 21 months) [see Adverse Reactions (6.1)].
Monitor for any new or worsening signs and symptoms of infection.
)RU*UDGHRULQIHFWLRQZLWKKROG8.21,4XQWLOLQIHFWLRQKDV
resolved. Resume UKONIQ at the same or a reduced dose [see Dosage
and Administration (2.3)].
Provide prophylaxis for Pneumocystis jirovecii pneumonia (PJP)
during treatment with UKONIQ [see Dosage and Administration (2.2)].
Withhold UKONIQ in patients with suspected PJP of any grade and
SHUPDQHQWO\GLVFRQWLQXHLQSDWLHQWVZLWKFRQƓUPHG3-3[see Dosage
and Administration (2.2)].
Monitor for cytomegalovirus (CMV) infection during treatment
with UKONIQ in patients with a history of CMV infection. Consider
prophylactic antivirals during treatment with UKONIQ to prevent
CMV infection, including CMV reactivation [see Dosage and
Administration (2.2)]. For clinical CMV infection or viremia, withhold
UKONIQ until infection or viremia resolves. If UKONIQ is resumed,
administer the same or reduced dose and monitor patients for CMV
reactivation by PCR or antigen test at least monthly [see Dosage and
Administration (2.2)].
5.2. Neutropenia
Serious neutropenia occurred in patients treated with UKONIQ.
Grade 3 neutropenia developed in 9% of 335 patients and Grade
QHXWURSHQLDGHYHORSHGLQ[see Adverse Reactions (6.1)]. The
PHGLDQWLPHWRRQVHWRI*UDGHRUQHXWURSHQLDZDVGD\V
0RQLWRUQHXWURSKLOFRXQWVDWOHDVWHYHU\ZHHNVIRUWKHƓUVWPRQWKV
of UKONIQ and at least weekly in patients with neutrophil counts
<1 ×109/ *UDGH &RQVLGHUVXSSRUWLYHFDUHDVDSSURSULDWH
Withhold, reduce dose, or discontinue UKONIQ depending on
the severity and persistence of neutropenia [see Dosage and
Administration (2.3)].
5.3. Diarrhea or Non-infectious Colitis
Serious diarrhea or non-infectious colitis occurred in patients treated
with UKONIQ. Any grade diarrhea or colitis occurred in 53% of 335
patients and Grade 3 occurred in 9% [see Adverse Reactions (6.1)].
The median time to onset for any grade diarrhea or colitis was 1
month (range: 1 day to 23 months), with 75% of cases occurring by
2.9 months.
For patients with severe diarrhea (Grade 3, i.e., > 6 stools per day
over baseline) or abdominal pain, stool with mucus or blood, change
in bowel habits, or peritoneal signs, withhold UKONIQ until resolved
and provide supportive care with antidiarrheals or enteric acting
steroids as appropriate. Upon resolution, resume UKONIQ at a
reduced dose. For recurrent Grade 3 diarrhea or recurrent colitis of any
grade, discontinue UKONIQ. Discontinue UKONIQ for life-threatening
diarrhea or colitis [see Dosage and Administration (2.3)].
5.4. Hepatotoxicity
Serious hepatotoxicity occurred in patients treated with UKONIQ.
*UDGHDQGWUDQVDPLQDVHHOHYDWLRQV $/7DQGRU$67 RFFXUUHGLQ
8% and <1%, respectively, in 335 patients [see Adverse Reactions
(6.1)]. The median time to onset for Grade 3 or higher transaminase
HOHYDWLRQVZDVPRQWKV UDQJHGD\VWRPRQWKV 
Monitor hepatic function at baseline and during treatment with
UKONIQ. For ALT/AST greater than 5 to less than 20 times ULN,
withhold UKONIQ until return to less than 3 times ULN, then resume
at a reduced dose. For ALT/AST elevation greater than 20 times ULN,
discontinue UKONIQ [see Dosage and Administration (2.3)].
5.5. Severe Cutaneous Reactions
Severe cutaneous reactions, including a fatal case of exfoliative
dermatitis, occurred in patients treated with UKONIQ. Grade 3
cutaneous reactions occurred in 2% of 335 patients and included
exfoliative dermatitis, erythema, and rash (primarily maculo-papular)
[see Adverse Reactions (6.1)]. The median time to onset of Grade 3 or

KLJKHUFXWDQHRXVUHDFWLRQZDVGD\V UDQJHGD\VWRPRQWKV 
Monitor patients for new or worsening cutaneous reactions. Review all
concomitant medications and discontinue any potentially contributing
medications. Withhold UKONIQ for severe (Grade 3) cutaneous
reactions until resolution. Monitor at least weekly until resolved. Upon
resolution, resume UKONIQ at a reduced dose. Discontinue UKONIQ
if severe cutaneous reaction does not improve, worsens, or recurs.
Discontinue UKONIQ for life-threatening cutaneous reactions or SJS,
TEN, or DRESS of any grade [see Dosage and Administration (2.3)].
Provide supportive care as appropriate.
5.6 Allergic Reactions Due to Inactive Ingredient FD&C Yellow No. 5
UKONIQ contains FD&C Yellow No. 5 (tartrazine), which may cause
allergic-type reactions (including bronchial asthma) in certain
susceptible persons. Although the overall incidence of FD&C Yellow
No. 5 (tartrazine) sensitivity in the general population is low, it is
frequently seen in patients who also have aspirin hypersensitivity.
5.7 Embryo-Fetal Toxicity
%DVHGRQƓQGLQJVLQDQLPDOVDQGLWVPHFKDQLVPRIDFWLRQ8.21,4
can cause fetal harm when administered to a pregnant woman.
In animal reproduction studies, administration of umbralisib to
pregnant mice during the period of organogenesis caused adverse
developmental outcomes including embryo-fetal mortality and fetal
malformations at maternal exposures comparable to those in patients
DWWKHUHFRPPHQGHGGRVHRIbPJ$GYLVHSUHJQDQWZRPHQRIWKH
potential risk to a fetus. Advise females of reproductive potential and
males with female partners of reproductive potential to use effective
contraception during treatment and for one month after the last dose
>VHH8VHLQ6SHFLƓF3RSXODWLRQV  @.
6. ADVERSE REACTIONS
7KHIROORZLQJFOLQLFDOO\VLJQLƓFDQWDGYHUVHUHDFWLRQVDUHGHVFULEHG
elsewhere in the labeling:
• Infections [see Warnings and Precautions (5.1)]
• Neutropenia [see Warnings and Precautions (5.2)]
• Diarrhea and Non-infectious Colitis [see Warnings and Precautions (5.3)]
• Hepatotoxicity [see Warnings and Precautions (5.4)]
• Severe Cutaneous Reactions [see Warnings and Precautions (5.5)]
6.1. Clinical Trials Experience
Because clinical trials are conducted under widely varying conditions,
adverse reaction rates observed in the clinical trials of a drug cannot
be compared to rates in the clinical trials of another drug and may not
UHŴHFWWKHUDWHVREVHUYHGLQWKHJHQHUDOSDWLHQWSRSXODWLRQ
The pooled safety population described in WARNINGS AND
35(&$87,216UHŴHFWVH[SRVXUHWR8.21,4DVPRQRWKHUDS\DWD
dosage of 800 mg orally once daily in 335 adults with hematologic
malignancies in studies TGR-1202-101, TGR-1202-202, UTX-TGR-205,
and UTX-TGR-501. Among these 335 patients who received UKONIQ,
52% were exposed for 6 months or longer and 30% were exposed for
greater than one year.
Relapsed or Refractory Follicular Lymphoma and Marginal Zone
Lymphoma
The safety of UKONIQ was evaluated in a pooled safety population
that included 221 adults with marginal zone lymphoma (37%) and
follicular lymphoma (63%) enrolled in three single-arm, open-label
trials (Study TGR-1202-101, TGR-1202-202, and UTX-TGR-205) and
one open-label extension trial (Study UTX-TGR-501) [see Clinical
6WXGLHV  @. These trials required hepatic transaminases
ůbWLPHVXSSHUOLPLWRIQRUPDO 8/1 WRWDOELOLUXELQůWLPHV
8/1DQGFUHDWLQLQHFOHDUDQFHŰP/PLQ1RSDWLHQWVKDGSULRU
exposure to a PI3K inhibitor. Patients received UKONIQ 800 mg orally
once daily. Among these 221 patients who received UKONIQ, 60%
ZHUHH[SRVHGIRUPRQWKVRUORQJHUDQGZHUHH[SRVHGIRU
greater than one year.
7KHPHGLDQDJHZDV\HDUV UDQJHWR\HDUV ZHUH
female, and 97% had an Eastern Cooperative Oncology Group (ECOG)
performance status of 0 to 1. Race was reported in 92% of patients; of
these patients, 89% were White, 6% were Black, and 3% were Asian.
Patients had a median of 2 prior therapies (range 1 to 10).
Serious adverse reactions occurred in 18% of patients who received
8.21,46HULRXVDGYHUVHUHDFWLRQVWKDWRFFXUUHGLQŰRISDWLHQWV
ZHUHGLDUUKHDFROLWLV  SQHXPRQLD  VHSVLV  DQGXULQDU\
tract infection (2%). Fatal adverse reactions occurred in <1% of
patients who received UKONIQ, including exfoliative dermatitis.
Permanent discontinuation of UKONIQ due to an adverse reaction
RFFXUUHGLQRISDWLHQWV$GYHUVHUHDFWLRQVZKLFKUHVXOWHGLQ
SHUPDQHQWGLVFRQWLQXDWLRQRI8.21,4LQŰRISDWLHQWVLQFOXGHG
diarrhea-colitis (6%) and transaminase elevation (5%).
Dose reductions of UKONIQ due to an adverse reaction occurred in
11% of patients. Adverse reactions which required dose reductions in
ŰRISDWLHQWVLQFOXGHGGLDUUKHDFROLWLV  
Dosage interruptions of UKONIQ due to an adverse reaction occurred
LQRISDWLHQWV$GYHUVHUHDFWLRQVZKLFKUHTXLUHGGRVDJH
LQWHUUXSWLRQLQŰRISDWLHQWVLQFOXGHGGLDUUKHDFROLWLV  
transaminase elevation (7%), neutropenia (5%), vomiting (5%), and
upper respiratory tract infection (5%).
7KHPRVWFRPPRQ Ű DGYHUVHUHDFWLRQVLQFOXGLQJODERUDWRU\
abnormalities, were increased creatinine, diarrhea-colitis, fatigue,
nausea, neutropenia, transaminase elevation, musculoskeletal pain,
anemia, thrombocytopenia, upper respiratory tract infection, vomiting,
abdominal pain, decreased appetite, and rash.
Table 3 provides the adverse reactions in the pooled safety population
of 221 patients with marginal zone lymphoma and follicular
lymphoma who received the recommended dosage.

7DEOH$GYHUVH5HDFWLRQV5HSRUWHG Ű LQ3DWLHQWV:LWK
Marginal Zone Lymphoma and Follicular Lymphoma Who
Received UKONIQ in Pooled Safety Population
Adverse Reactions
Gastrointestinal Disorders
Diarrhea
Nausea

UKONIQ N=221
All Grades
Grade 3 or

  
58
38

Vomiting
21
19
Abdominal paina
General Disorders and Administration Site Conditions

Fatigueb

Edemac
Pyrexia
10
Musculoskeletal and Connective Tissue Disorders
27
Musculoskeletal paind
Infections
21
Upper respiratory tract infectione
Metabolism and Nutrition Disorders
Decreased appetite
19
Skin and Subcutaneous Tissue Disorders
18
Rashf
Psychiatric Disorders

Insomnia

10
<1
<1
3
3
<1
0
2
<1
2
3
<1

Abdominal pain includes Abdominal pain, abdominal pain upper, abdominal
pain lower, abdominal discomfort
b
Fatigue includes Fatigue, asthenia, lethargy
c
(GHPDLQFOXGHV(GHPDSHULSKHUDOIDFHHGHPDSXOPRQDU\HGHPDŴXLG
overload, generalized edema
d
Musculoskeletal pain includes Back pain, myalgia, pain in extremity,
musculoskeletal pain, neck pain, spinal pain, musculoskeletal chest pain,
musculoskeletal discomfort
e
Upper respiratory tract infection includes Upper respiratory tract infection,
sinusitis, nasopharyngitis, rhinitis
f
Rash includes Rash, rash maculo-papular, rash erythematous, rash pruritic, rash
macular, exfoliative dermatitis
a

Clinically relevant adverse reactions in <10% of patients who
received UKONIQ included urinary tract infection (9%), dyspnea (7%),
pneumonia (6%), sepsis (3%), colitis (2%), pneumonitis (<1%), and
exfoliative dermatitis (<1%).
7DEOHSURYLGHVWKHODERUDWRU\DEQRUPDOLWLHVLQWKHSRROHGVDIHW\
population of 221 patients with marginal zone lymphoma and
follicular lymphoma who received the recommended dosage.
7DEOH6HOHFW/DERUDWRU\$EQRUPDOLWLHV ! 
That Worsened from Baseline in Patients with Marginal
Zone Lymphoma and Follicular Lymphoma Who Received
UKONIQ in Pooled Safety Population
Laboratory Parameter
Hematologic
Neutrophil decreased
Hemoglobin decreased
Platelets decreased
Chemistry
Creatinine increased
Alanine aminotransferase
increased
Aspartate aminotransferase
increased
Potassium decreased

UKONIQ N=221
Grade 3 or
Any Gradesa

4b  
33
27
26

16
3


79
33

0
8

32

7

21



Laboratory values were categorized using the National Cancer Institute Common
7HUPLQRORJ\&ULWHULDIRU$GYHUVH(YHQWV 1&,&7&$( YHUVLRQJUDGLQJV\VWHP

a

8. USE IN SPECIFIC POPULATIONS
8.1. Pregnancy
Risk Summary
%DVHGRQƓQGLQJVIURPDQLPDOVWXGLHVDQGWKHPHFKDQLVPRIDFWLRQ
[see Clinical Pharmacology (12.1)], UKONIQ can cause fetal harm when
administered to a pregnant woman. There are no available data on
UKONIQ use in pregnant women to evaluate for a drug-associated
risk. In animal reproduction studies, administration of umbralisib
to pregnant mice during organogenesis resulted in adverse
developmental outcomes, including alterations to growth, embryo-fetal
mortality, and structural abnormalities at maternal exposures (AUC)
comparable to those in patients at the recommended dose of 800 mg
(see Data). Advise pregnant women of the potential risk to a fetus.
In the U.S. general population, the estimated background risk
of major birth defects and miscarriage in clinically recognized
SUHJQDQFLHVLVWRDQGWRUHVSHFWLYHO\
Data
Animal Data
In an embryo-fetal development study in mice, pregnant animals

ZHUHDGPLQLVWHUHGRUDOGRVHVRIXPEUDOLVLEDWDQGbPJ
kg/day during the period of organogenesis. Malformations were
REVHUYHGDWGRVHVRIPJNJGD\ FOHIWSDODWH DQGPJNJ
GD\ FOHIWSDODWHDQGQDVRSKDU\QJHDOƓVWXOD $GGLWLRQDOƓQGLQJV
occurred starting at the dose of 100 mg/kg/day and included folded
UHWLQDGHOD\HGRVVLƓFDWLRQRIVWHUQHEUDHDQGYHUWHEUDHLQFUHDVHG
resorptions, and increased post-implantation loss. The exposure (AUC)
at a dose of 100 mg/kg/day in mice is approximately equivalent to the
human exposure at the recommended dose of 800 mg.
In an embryo-fetal development study in rabbits, pregnant animals
ZHUHDGPLQLVWHUHGRUDOGRVHVRIXPEUDOLVLEDWDQGbPJ
NJGD\GXULQJWKHSHULRGRIRUJDQRJHQHVLV$GPLQLVWUDWLRQDWbPJ
kg/day resulted in maternal toxicity (decreased food consumption
and body weight) and reduced fetal weights. The exposure (AUC) at
PJNJGD\LQUDEELWVLVDSSUR[LPDWHO\bWLPHVWKHH[SRVXUHLQ
human patients at the recommended dose of 800 mg.
8.2. Lactation
Risk Summary
There are no data on the presence of umbralisib in human milk or
the effects on the breastfed child or milk production. Because of
the potential for serious adverse reactions from umbralisib in the
breastfed child, advise women not to breastfeed during treatment
with UKONIQ and for one month after the last dose.
8.3. Females and Males of Reproductive Potential
UKONIQ may cause fetal harm when administered to a pregnant woman
>VHH8VHLQ6SHFLƓF3RSXODWLRQV  @.
Pregnancy Testing
Verify pregnancy status in females of reproductive potential prior to
initiating UKONIQ.
Contraception
Females
Advise female patients of reproductive potential to use highly
effective contraception during treatment with UKONIQ and for at least
bPRQWKVDIWHUWKHODVWGRVH
Males
Advise males with female partners of reproductive potential to use
effective contraception during treatment with UKONIQ and for one
month after the last dose.
Infertility
Males
%DVHGRQWKHƓQGLQJVIURPPLFHDQGGRJV8.21,4PD\LPSDLUPDOH
fertility [see Nonclinical Toxicology (13.1)]. Trend for reversibility was
noted in dogs 30 days after the last dose.
8.4. Pediatric Use
Safety and effectiveness of UKONIQ have not been established in
pediatric patients.
8.5. Geriatric Use
Of the 221 patients with MZL or FL who received UKONIQ in clinical
studies, 56% of patients were 65 years of age and older, while 19%
were 75 years of age and older. No overall differences in effectiveness
or pharmacokinetics were observed between these patients and
younger patients. In patients 65 years of age and older, 23%
experienced serious adverse reactions compared to 12% in patients
younger than 65 years of age. There was a higher incidence of
infectious serious adverse reactions in patients 65 years of age or older
 FRPSDUHGWRSDWLHQWV\RXQJHUWKDQ\HDUVRIDJH  
8.6. Renal Impairment
No dose adjustment is recommended in patients with mild or
moderate renal impairment (creatinine clearance [CLcr] 30 to
89 mL/min estimated by Cockcroft-Gault equation) [see Clinical
Pharmacology (12.3)]. UKONIQ has not been studied in patients with
severe renal impairment ([CLcr] < 30 mL/min).
8.7. Hepatic Impairment
No dose adjustment is recommended for patients with mild hepatic
LPSDLUPHQW WRWDOELOLUXELQůXSSHUOLPLWRIQRUPDO>8/1@DQG$67b!
ULN or total bilirubin >1 to 1.5 × ULN and any AST) [see Clinical
Pharmacology (12.3)]. UKONIQ has not been studied in patients with
moderate (total bilirubin > 1.5 to 3 × ULN and any AST) or severe
hepatic impairment (total bilirubin > 3 × ULN and any AST).
14. CLINICAL STUDIES
14.1. Marginal Zone Lymphoma
7KHHIƓFDF\RI8.21,4ZDVHYDOXDWHGLQDVLQJOHDUPFRKRUWRI6WXG\
UTX-TGR-205 (NCT02793583), an open-label, multi-center, multi-cohort
trial. Patients with MZL were required to have received at least one
prior therapy, including an anti-CD20 containing regimen. The trial
excluded patients with prior exposure to a PI3K inhibitor. Patients
received UKONIQ 800 mg orally once daily until disease progression or
unacceptable toxicity.
A total of 69 patients with MZL [extranodal (N=38), nodal (N=20), and
splenic (N=11)] were enrolled in this cohort. The median age was 67
\HDUV UDQJHWR\HDUV ZHUHIHPDOHZHUH:KLWH
were Black, 3% were Asian, 7% were Other, and 97% had a baseline
ECOG performance status of 0 or 1. Patients had a median number of
prior lines of therapy of 2 (range: 1 to 6), with 26% being refractory to
their last therapy.
(IƓFDF\ZDVEDVHGRQRYHUDOOUHVSRQVHUDWHDVDVVHVVHGE\DQ
Independent Review Committee (IRC) using criteria adopted from
the International Working Group criteria for malignant lymphoma.
The median follow-up time was 20.3 months (range: 15.0 to 28.7
PRQWKV (IƓFDF\UHVXOWVDUHVKRZQLQ7DEOH

7DEOH(IƓFDF\5HVXOWVLQ3DWLHQWVZLWK0=/ 6WXG\

Endpoint
ORR, n (%)a
95% CI
CR, n (%)
PR, n (%)
DOR
Median, months (95% CI)b
Range, months

7RWDO 1  
  
37.0, 61.6
11 (16)
23 (33)
NR (9.3, NE)
0.0+, 21.8+

&,FRQƓGHQFHLQWHUYDO&5FRPSOHWHUHVSRQVH'25GXUDWLRQRIUHVSRQVH,5&
Independent Review Committee; ORR, overall response rate; NE, not evaluable;
NR, not reached; PR, partial response.
a
Per IRC according to Revised International Working Group Criteria
b
Based on Kaplan-Meier estimation
+
Denotes censored observation

The median time to response was 2.8 months (range: 1.8 to 21.2
PRQWKV 2YHUDOOUHVSRQVHUDWHVZHUHDQGIRU
the 3 MZL sub-types (extranodal, nodal, and splenic, respectively).
14.2. Follicular Lymphoma
7KHHIƓFDF\RI8.21,4ZDVHYDOXDWHGLQDVLQJOHDUPFRKRUWRI
Study UTX-TGR-205, an open-label, multi-center, multi-cohort trial
(NCT02793583). Patients with relapsed or refractory FL were required
to have received at least two prior systemic therapies, including an
anti-CD20 monoclonal antibody and an alkylating agent. The trial
excluded patients with Grade 3b FL, large cell transformation, prior
allogeneic transplant, history of CNS lymphoma, and prior exposure to
a PI3K inhibitor. Patients received UKONIQ 800 mg orally once daily
until disease progression or unacceptable toxicity.
A total of 117 patients with FL were enrolled in this cohort. The median
age was 65 years (range: 29 to 87 years), 38% were female, 80% were
:KLWHZHUH%ODFNKDG6WDJH,,,,9GLVHDVHKDGEXON\
disease and 97% had a baseline ECOG performance status of 0 to 1.
Patients had a median of 3 prior lines of therapy (range: 1 to 10), with
36% refractory to their last therapy.
(IƓFDF\ZDVEDVHGRQRYHUDOOUHVSRQVHUDWHDVDVVHVVHGE\DQ
Independent Review Committee (IRC) using criteria adopted from
the International Working Group criteria for malignant lymphoma.
The median follow-up time was 20.1 months (range: 13.5 to 29.6
PRQWKV (IƓFDF\UHVXOWVDUHVKRZQLQ7DEOH
7DEOH(IƓFDF\5HVXOWVLQ3DWLHQWV:LWK5HODSVHG
RU5HIUDFWRU\)/ 6WXG\
Endpoint
ORR, n (%)a
95% CI
CR, n (%)
PR, n (%)
DOR
Median months (95% CI)b
Range, months

Embryo-Fetal Toxicity
Advise pregnant women and females of reproductive potential of
the potential risk to a fetus. Advise females of reproductive potential
to inform their healthcare provider of a known or suspected pregnancy
>VHH:DUQLQJVDQG3UHFDXWLRQV  8VHLQ6SHFLƓF3RSXODWLRQV
 @.
Advise females of reproductive potential to use effective contraceptive
during treatment with UKONIQ and for one month after the last dose
>VHH8VHLQ6SHFLƓF3RSXODWLRQV  @.
Advise males with female partners of reproductive potential to use
effective contraceptive during treatment with UKONIQ and for one
month after the last dose >VHH8VHLQ6SHFLƓF3RSXODWLRQV  @.
Lactation
Advise women not to breastfeed during treatment with UKONIQ and
for one month after the last dose >VHH8VHLQ6SHFLƓF3RSXODWLRQV  @.
Infertility
Advise males of reproductive potential that UKONIQ may impair
fertility >VHH8VHLQ6SHFLƓF3RSXODWLRQV  @.
Allergic Reactions Due to Inactive Ingredient FD&C Yellow No. 5
Advise patients that UKONIQ contains FD&C Yellow No. 5 (tartrazine),
which may cause allergic-type reactions in certain susceptible persons
[see Warnings and Precautions (5.6)].
Administration
Inform patients to take UKONIQ orally once daily at approximately
the same time each day with food and how to make up a missed
or vomited dose. Advise patients to swallow tablets whole. Advise
patients not to crush, break, cut or chew tablets [see Dosage and
Administration (2.1)].
You are encouraged to report negative side effects of prescription
drugs to the FDA. Visit MedWatch or call 1-800-FDA-1088.
Distributed by:
TG Therapeutics, Inc.
7KRUQDOO6WUHHW6XLWH
Edison, NJ 08837
For patent information:
https://www.tgtherapeutics.com/our-products/patent/
UKONIQ™ is a trademark of TG Therapeutics, Inc.
© TG Therapeutics, Inc. 2021
8680%

7RWDO 1  
  
33.6, 52.2
  
  

  
0.0+, 20.9+

&,FRQƓGHQFHLQWHUYDO&5FRPSOHWHUHVSRQVH'25GXUDWLRQRIUHVSRQVH,5&
Independent Review Committee; ORR, overall response rate; PR, partial response.
Per IRC according to Revised International Working Group Criteria
b
Based on Kaplan-Meier estimation
+
Denotes censored observation
a

7KHPHGLDQWLPHWRUHVSRQVHZDVPRQWKV UDQJHWR
bPRQWKV 
17. PATIENT COUNSELING INFORMATION
Advise patients to read the FDA-approved patient labeling
0HGLFDWLRQb*XLGH 
Infections
Advise patients that UKONIQ can cause serious infections that
may be fatal. Advise patients to immediately report any signs or
symptoms of infection (e.g., fever, chills, weakness) [see Warnings
and Precautions (5.1)].
Neutropenia
Advise patients of the need for periodic monitoring of blood counts
and to notify their healthcare provider immediately if they develop a
fever or any signs of infection [see Warnings and Precautions (5.2)].
Diarrhea or Non-infectious Colitis
Advise patients that they may experience loose stools or diarrhea
and should contact their healthcare provider with any persistent or
worsening diarrhea. Advise patients to maintain adequate hydration
[see Warnings and Precautions (5.3)].
Advise patients of the possibility of colitis and to notify their
healthcare provider of any abdominal pain/distress [see Warnings and
Precautions (5.3)].
Hepatotoxicity
$GYLVHSDWLHQWVWKDW8.21,4PD\FDXVHVLJQLƓFDQWHOHYDWLRQVLQOLYHU
enzymes and the need for periodic monitoring of liver tests. Advise
patients to report symptoms of liver dysfunction including jaundice
(yellow eyes or yellow skin), abdominal pain, bruising, or bleeding
[see Warnings and Precautions (5.4)].
Severe Cutaneous Reactions
Advise patients that UKONIQ may cause a severe skin rash and to
notify their healthcare provider immediately if they develop a new or
worsening skin rash [see Warnings and Precautions (5.5)].
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Using Digital Technology to Care for Patients

L

ong before COVID-19, health care
digital technology was here to stay. The
pandemic has accelerated the need for
and use of this technology, particularly in remote
care settings.
More than 4.57 billion people now use the
internet—that is close to 60% of the world’s
population, with many going online via mobile
technology, like smartphones. As of July
2020, there were 5.15 billion unique mobile
phone users in the world, and that number is
growing at a rate of 2.4% per year worldwide.
Smartphone use is growing with an average
of more than 1 million new such devices
activating every day.1 We need to tap into this
large resource with thoughtful, evidence-based
approaches to cancer care.
A study in the United States showed that the
pandemic caused a massive acceleration in the
use of telehealth. Prior to COVID-19, only 11%
of US patients used telehealth. Then, when fear
of infection and stay-at-home orders canceled
many clinician visits, the use of telehealth
leaped to 46%.2 This is a great opportunity for
nurses to jump on the telehealth movement.
The other advancement pushing the digital
revolution in health care is the wearables. The
use of Fitbit, Apple Watch, and other devices
has grown immensely popular. The number of
connected wearables will continue to rise to 1.1
billion, up from 216 million reported in 2016.3
What a great opportunity for health tracking
and healthy interventions around the world.
Digital health technology should be of
special interest to oncology nurses because
monitoring and interventions for symptoms are
the pillar of cancer care. Using digital health
technology would allow for timely assessment
and planning by the patient’s health care
team. Managing symptoms effectively allows
the patient to continue treatment and have
good quality of life. A review of 66 studies
found that digital health benefits patients
regarding symptom reporting, management,
reduction in symptom distress, decrease in
unplanned hospitalizations, improved quality
of life, and survival.4 Another study found that
patients with cancer think that telemedicine
is convenient and acceptable.5 What are we
waiting for?
Investigators recently reviewed several
patient in-home monitoring digital tools.
The first tool reviewed was the Symptom

Care at Home system, which tracks 11
common symptoms in patients undergoing
chemotherapy. The tool provides immediate
feedback for self-management and notifies
providers of symptoms that exceed preset
thresholds. This system showed a 43%
reduction in symptom burden severity over
usual symptom care.6

Before COVID-19
11% of US patients
used telehealth
During COVID-19
Use of telehealth
jumped to 46%

Digital health should
be of special interest
to oncology nurses,
as monitoring and
interventions for
symptoms are the pillar
of cancer care.

The second in-home monitoring system
reviewed was the Symptom Tracking and
Reporting tool. The tool gathers information
from 12 commonly experienced cancer
symptoms and alerts nurses when symptoms
worsen by 1 to 2 points or reach grade 3 or
higher. The tool has been shown to improve
health-related quality of life and reduced
emergency department visits by oncology
patients undergoing treatment.7
The third tool was the Advanced Symptom
Monitoring System (ASyMS). The tool was
developed in Europe and has international use.
ASyMS is a mobile phone–based tool that can
monitor toxicities from chemotherapy during
the treatment phase of care. The testing of
ASyMS found a decrease in severity of fatigue
and will be further studied in 5 European
clinical trials.
In addition to these tools that track and
address symptom management during
treatment for cancer, other tools have been
developed that address end-of-life (EOL) care.
Tools are available that can monitor and track

11%

46%

patient symptoms, caregiver distress, and
overall EOL care for patients and families.
Moving forward with implementation of
digital oncology tools should be done with
careful consideration and with oncology nursing
care standards as a basis for an effective tool,
but let us not miss this opportunity. Digital
health has unlimited possibilities in cancer
care, and oncology nurses are at the forefront
to assure this initiative is successful for patients
and health care workers. Oncology nurses,
this is a great opportunity. Let’s jump on it. 
References are available on OncNursingNews.com.

Patricia Jakel, MN, RN, AOCN
Co-Editor in Chief
Oncology Nursing News ®
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NEW to decrease the incidence of chemotherapy-induced
myelosuppression in patients when administered prior to a platinum/
etoposide-containing regimen or topotecan-containing regimen

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

SPARE THE MARROW.
COSELA HELPS PROTECT AGAINST MYELOSUPPRESSION,
COSELA™ (trilaciclib) helps
protect hematopoietic
stem and progenitor cells
(HSPCs), the source of
blood cell lineages

FDA BREAKTHROUGH THERAPY DESIGNATION

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

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

Reference: COSELA (trilaciclib). Prescribing Information. G1 Therapeutics, Inc; 02/2021.
G1 Therapeutics™ and the G1 Therapeutics logo, COSELA™ and the COSELA logo are trademarks of G1 Therapeutics, Inc.
©2021 G1 Therapeutics, Inc. All rights reserved. US-2000037 03/2021

SPEAR THE TUMOR.
WHILE CHEMOTHERAPY TARGETS CANCER CELLS

SELECT IMPORTANT SAFETY INFORMATION
CONTRAINDICATION
• COSELA is contraindicated in patients with a history of serious
hypersensitivity reactions to trilaciclib.

WARNINGS AND PRECAUTIONS

Injection-Site Reactions, Including Phlebitis
and Thrombophlebitis

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

Acute Drug Hypersensitivity Reactions

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

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

Interstitial Lung Disease/Pneumonitis

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

Embryo-Fetal Toxicity

• Based on its mechanism of action, COSELA can cause fetal harm
when administered to a pregnant woman. Females of reproductive
potential should use an effective method of contraception during
treatment with COSELA and for at least 3 weeks after the final dose.

ADVERSE REACTIONS
• The most common adverse reactions (≥10%) were fatigue,
hypocalcemia, hypokalemia, hypophosphatemia, aspartate
aminotransferase increased, headache, and pneumonia.

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

COSELA™ (trilaciclib) for injection, for intravenous use
Initial U.S. Approval: 2021
BRIEF SUMMARY OF PRESCRIBING INFORMATION
INDICATIONS AND USAGE
COSELA is indicated to decrease the incidence of chemotherapy-induced myelosuppression in adult
patients when administered prior to a platinum/etoposide-containing regimen or topotecan-containing
regimen for extensive-stage small cell lung cancer (ES-SCLC).
DOSAGE AND ADMINISTRATION
Recommended Dosage
The recommended dose of COSELA is 240 mg/m2 per dose. Administer as a 30-minute intravenous
infusion completed within 4 hours prior to the start of chemotherapy on each day chemotherapy
is administered.
The interval between doses of COSELA on sequential days should not be greater than 28 hours.
Missed Treatment Session(s)
If the COSELA dose is missed, discontinue chemotherapy on the day the COSELA dose was missed.
Consider resuming both COSELA and chemotherapy on the next scheduled day for chemotherapy.
Discontinuation of Treatment
If COSELA is discontinued, wait 96 hours from the last dose of COSELA before resumption
of chemotherapy only.
Dose Modification for Adverse Reactions
Withhold, discontinue, or alter the administration of COSELA to manage adverse reactions as described
in Table 1 [see Warnings and Precautions (5)].
Table 1: Recommended Actions for Adverse Reactions
Adverse
Reaction

Severity Grade*

Recommended Action

Interrupt or slow infusion of COSELA. If 0.9%
Grade 1: Tenderness with or
without symptoms (e.g., warmth, Sodium Chloride Injection, USP is being used
as a diluent/flush, consider changing to
erythema, itching)
5% Dextrose Injection, USP as appropriate
for subsequent infusions.
Grade 2: Pain; lipodystrophy;
Interrupt infusion of COSELA. If pain not
edema; phlebitis
severe, follow instructions for Grade 1.
Otherwise, stop infusion in extremity and
Injection site
rotate site of infusion to site in alternative
reactions
extremity. If 0.9% Sodium Chloride Injection,
including
USP is being used as a diluent/flush, consider
phlebitis and
changing to 5% Dextrose Injection, USP as
thrombophlebitis
appropriate for subsequent infusions. Central
access may also be considered.
Grade 3: Ulceration or necrosis; Stop infusion and permanently
severe tissue damage; operative discontinue COSELA.
intervention indicated.
Grade 4: Life-threatening
consequences; urgent
interventions indicated.
Stop infusion and hold COSELA until recovery
Grade 2: Moderate; minimal,
local or noninvasive intervention to Grade ≤1 or baseline, then consider
resuming COSELA. If Grade 2 recurs,
indicated; limiting Activities of
permanently discontinue COSELA.
Daily Living (ADL).
Permanently discontinue COSELA.
Grade 3: Severe or medically
significant but not immediately
Acute drug
life-threatening; hospitalization
hypersensitivity or prolongation of hospitalization
reactions
indicated; disabling; limiting
self-care ADL.
OR
Grade 4: Life-threatening
consequences; urgent
intervention indicated.
Grade 2 (symptomatic)
Hold COSELA until recovery to Grade ≤1 or
baseline, then consider resuming COSELA.
If Grade 2 recurs, permanently discontinue
COSELA.
Permanently discontinue COSELA.
Grades
3:
Severe
symptoms;
Interstitial
limiting self-care ADL;
lung disease/
oxygen indicated.
pneumonitis
OR
Grade 4: Life-threatening
respiratory compromise; urgent
intervention indicated (e.g.,
tracheotomy or intubation)
Hold COSELA until recovery to Grade ≤1 or
Grade 3: Severe or medically
baseline, then consider resuming COSELA.
significant but not immediately
life-threatening; hospitalization
If Grade 3 recurs, permanently discontinue
or prolongation of hospitalization COSELA.
indicated; disabling; limiting
Other toxicities
self-care ADL.
Permanently discontinue COSELA.
Grade 4: Life-threatening
consequences; urgent
intervention indicated.
*National Cancer Institute – Common Terminology for Adverse Events (NCI-CTCAE) Version 4.03x
CONTRAINDICATIONS
COSELA is contraindicated in patients with a history of serious hypersensitivity reactions to trilaciclib.
Reactions have included anaphylaxis [see Warnings and Precautions (5.2)].
WARNINGS AND PRECAUTIONS
Injection-Site Reactions, Including Phlebitis and Thrombophlebitis
COSELA administration can cause injection-site reactions, including phlebitis and thrombophlebitis.
Injection-site reactions, including phlebitis and thrombophlebitis, occurred in 56 (21%) of 272 patients
receiving COSELA in clinical trials, including Grade 2 (10%) and Grade 3 (0.4%) adverse reactions (ARs).
The median time to onset from start of COSELA was 15 days (range 1 to 542) and from the preceding
dose of COSELA was 1 day (1 to 15). The median duration was 1 day (range 1 to 151 for the resolved
cases). Injection-site reactions, including phlebitis and thrombophlebitis, resolved in 49 (88%) of the
56 patients and led to discontinuation of treatment in 3 (1%) of the 272 patients.
Monitor patients for signs and symptoms of injection-site reactions, phlebitis, and thrombophlebitis,
including infusion-site pain and erythema during infusion. For mild (Grade 1) to moderate (Grade 2)
injection-site reactions, flush line/cannula with at least 20 mL of sterile 0.9% Sodium Chloride Injection,
USP or 5% Dextrose Injection, USP after end of infusion. For severe (Grade 3) or life-threatening (Grade 4)
injection-site reactions, stop infusion and permanently discontinue COSELA [see Dosage and
Administration (2.2)].
Acute Drug Hypersensitivity Reaction
COSELA administration can cause acute drug hypersensitivity reactions, including facial edema and
urticaria. Acute drug hypersensitivity reactions occurred in 16 (6%) of 272 patients receiving COSELA in
clinical trials, including Grade 2 reactions (2%). One patient experienced a Grade 2 anaphylactic reaction
4 days after receiving COSELA, which resolved with epinephrine, and treatment with COSELA was
continued. The median time to onset from start of COSELA was 77 days (range 2 to 256) and from the
preceding dose of COSELA was 1 day (range 1 to 28). The median duration was 6 days (range 1 to 69 for
the resolved cases). Acute drug hypersensitivity reactions resolved in 12 (75%) of the 16 patients.
Monitor patients for signs and symptoms of acute drug hypersensitivity reactions including facial, eye,
and tongue edema, urticaria, pruritus, and anaphylactic reactions. For moderate (Grade 2) acute drug

hypersensitivity reactions, stop infusion and hold COSELA until the adverse reaction recovers to Grade ≤1.
For severe (Grade 3) or life-threatening (Grade 4) acute drug hypersensitivity reactions, stop infusion and
permanently discontinue COSELA [see Dosage and Administration (2.2)].
Interstitial Lung Disease/Pneumonitis
Severe, life-threatening, or fatal interstitial lung disease (ILD) and/or pneumonitis can occur in patients
treated with cyclin-dependent kinases (CDK)4/6 inhibitors, the same drug class as COSELA. ILD/
pneumonitis occurred in 1 (0.4%) of 272 patients receiving COSELA in clinical trials. The adverse reaction
was Grade 3 and reported 2 months after discontinuing COSELA, in a patient receiving a confounding
medication. The adverse reaction did not resolve.
Monitor patients for pulmonary symptoms indicative of ILD/pneumonitis such as cough, dyspnea, and
hypoxia. For recurrent moderate (Grade 2) ILD/pneumonitis, permanently discontinue COSELA. For severe
(Grade 3) or life-threatening (Grade 4) ILD/pneumonitis, permanently discontinue COSELA [see Dosage
and Administration (2.2)].
Embryo-Fetal Toxicity
Based on its mechanism of action, COSELA can cause fetal harm when administered to a pregnant
woman. Females of reproductive potential should use an effective method of contraception during
treatment with COSELA and for at least 3 weeks after the final dose [see Use in Specific Populations
(8.1, 8.3)].
ADVERSE REACTIONS
The following clinically significant adverse reactions are described elsewhere in the label:
• Injection-Site Reactions, including phlebitis and thrombophlebitis [see Warnings and Precautions (5.1)]
• Acute Drug Hypersensitivity Reactions [see Warnings and Precautions (5.2)]
• ILD/Pneumonitis [see Warnings and Precautions (5.3)]
Clinical Trials Experience
Because clinical trials are conducted under widely varying conditions, adverse reaction rates observed in
the clinical trials of a drug cannot be directly compared with rates in the clinical trials of another drug and
may not reflect the rates observed in clinical practice.
The safety of COSELA was evaluated in Studies 1, 2, and 3 [see Clinical Studies (14)]. Patients received
COSELA 240 mg/m2 by 30-minute intravenous infusion prior to chemotherapy on each chemotherapy
day. The data described in this section reflect exposure to COSELA among 240 patients (122 patients in
the trilaciclib group and 118 patients in the placebo group) being treated for extensive stage-small cell
lung cancer (ES-SCLC) in 3 randomized, double-blind, placebo-controlled trials: 32 patients with
treatment naïve ES-SCLC received carboplatin (AUC 5 Day 1) + etoposide (100 mg/m2 Days 1-3) every
21 days; 58 received carboplatin (AUC 5 Day 1) + etoposide (100 mg/m2 Days 1-3) every 21 days +
atezolizumab (1200 mg on Day 1) every 21 days; 32 patients with previously treated ES-SCLC received
topotecan (1.5 mg/m2 Days 1-5) every 21 days.
Study 1: COSELA Prior to Etoposide, Carboplatin, and Atezolizumab (E/P/A)
Patients with newly diagnosed ES-SCLC not previously treated with chemotherapy
Study 1 (G1T28-05; NCT03041311) was an international, randomized (1:1), double-blind, placebocontrolled study of COSELA or placebo administered prior to treatment with etoposide, carboplatin, and
atezolizumab (E/P/A) for patients with newly diagnosed ES-SCLC not previously treated with
chemotherapy. The data presented below are for the 105 patients who received study treatment.
Eighty-five percent of patients receiving COSELA and 91% receiving placebo completed 4 cycles
of induction therapy.
Study 2: COSELA Prior to Etoposide and Carboplatin (E/P)
Patients with newly diagnosed ES-SCLC not previously treated with chemotherapy
Study 2 (G1T28-02; NCT02499770) was an international, randomized (1:1), double-blind, placebocontrolled study of COSELA or placebo administered prior to treatment with etoposide and carboplatin
(E/P) for patients with newly diagnosed ES-SCLC not previously treated with chemotherapy. The data
presented below are for the 75 patients who received study treatment.
Seventy-six percent of patients in the COSELA group and 87% of patients in the placebo group completed
at least 4 cycles of therapy. The median duration of treatment was 6 cycles in each treatment group.
Study 3: COSELA Prior to Topotecan
Patients with ES-SCLC previously treated with chemotherapy
Study 3 (G1T28-03; NCT02514447) was an international, randomized (2:1), double-blind, placebocontrolled study of COSELA or placebo administered prior to treatment with topotecan for patients with
ES-SCLC previously treated with chemotherapy. The data presented below are for the 60 patients who
received study treatment with the 1.5 mg/m2 dose of topotecan.
Thirty-eight percent of patients receiving COSELA and 29% of patients receiving placebo completed 5 or
more cycles of therapy. The median duration of treatment was 3 cycles in each treatment group.
Integrated Safety Analysis
The adverse reaction summary presented in Table 3 are pooled safety results from Studies 1, 2, and 3.
The patients included in the pooling are those randomized patients that received at least 1 dose of
COSELA (122 patients) or placebo (118 patients).
Seventy-one percent of patients receiving COSELA and 78% of patients receiving placebo completed at
least 4 cycles of therapy. The median duration of treatment was the same (4 cycles) for patients receiving
COSELA and placebo.
Serious adverse reactions occurred in 30% of patients receiving COSELA. Serious adverse reactions
reported in >3% of patients who received COSELA included respiratory failure, hemorrhage,
and thrombosis.
Permanent discontinuation due to an adverse reaction occurred in 9% of patients who received COSELA.
Adverse reactions leading to permanent discontinuation of any study treatment for patients receiving
COSELA included pneumonia (2%), asthenia (2%), injection-site reaction, thrombocytopenia,
cerebrovascular accident, ischemic stroke, infusion-related reaction, respiratory failure, and myositis
(<1% each).
Fatal adverse reactions were observed in 5% of patients receiving COSELA. Fatal adverse reactions for
patients receiving COSELA included pneumonia (2%), respiratory failure (2%), acute respiratory failure
(<1%), hemoptysis (<1%), and cerebrovascular accident (<1%).
Infusion interruptions due to an adverse reaction occurred in 4.1% of patients who received COSELA.
The most common adverse reactions (≥10%) were fatigue, hypocalcemia, hypokalemia,
hypophosphatemia, aspartate aminotransferase increased, headache, and pneumonia. The most
frequently reported Grade ≥3 adverse reaction (≥5%) in patients receiving COSELA occurring at the same
or higher incidence than in patients receiving placebo was hypophosphatemia.
The most common adverse reactions reported in at least 5% of patients receiving COSELA with a ≥2%
higher incidence compared to patients receiving placebo are shown in Table 3.
Table 3: Adverse Reactions in ≥5% Patients with SCLC Receiving COSELA (with ≥2% Higher
Incidence in COSELA Compared to Placebo)
Adverse Reaction

COSELA (N=122)

Placebo (N=118)

All Gradesa (%)

Grade ≥3 (%)

All Gradesa (%)

Fatigue

34

3

27

Grade ≥3 (%)
2

Hypocalcemiab

24

<1

21

<1
3

Hypokalemiac

22

6

18

Hypophosphatemiad

21

7

16

2

Aspartate aminotransferase
increasede

17

<1

14

<1

Headache

13

0

9

0

Pneumonia

10

7

8

7

Rash

9

<1

6

0

Infusion-related reaction

8

0

2

0

Edema peripheral

7

0

4

<1

Abdominal pain upper

7

0

3

0

Thrombosis

7

3

2

2

Hyperglycemia

6

2

3

0

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

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

d

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

Recommendations
The potential benefits of taking
COSELA concurrently with
dofetilide should be considered
against the risk of QT interval
prolongation.
Dalfampridine The potential benefits of taking
COSELA concurrently with
dalfampridine should be
considered against the risk
of seizures in these patients.
Cisplatin
Closely monitor for
nephrotoxicity.

Comments
Increased dofetilide blood levels may occur in
patients who are also receiving COSELA. Increased
plasma concentrations of dofetilide may cause
serious ventricular arrhythmias associated with QT
interval prolongation, including torsade de pointes.
Increased dalfampridine blood levels may occur in
patients who are also receiving COSELA. Elevated
levels of dalfampridine increase the risk of seizure.
Concurrent treatment with COSELA may increase
the exposure and alter the net accumulation of
cisplatin in the kidney, which may associate with
dose-related nephrotoxicity.

USE IN SPECIFIC POPULATIONS
Pregnancy
Risk Summary
Based on the mechanism of action, COSELA can cause fetal harm when administered to a pregnant
woman [see Clinical Pharmacology (12)]. There are no available human or animal data on COSELA use to
evaluate for a drug-associated risk of major birth defects, miscarriage or adverse maternal or fetal
outcomes. Advise pregnant women of the potential risk to a fetus.
The background risk of major birth defects and miscarriage for the indicated population is unknown. All
pregnancies have a background risk of birth defect, loss, or other adverse outcomes. However, the
background risk of major birth defects is 2% to 4% and of miscarriage is 15% to 20% of clinically
recognized pregnancies in the United States general population.
Lactation
Risk Summary
There are no data on the presence of trilaciclib in either human or animal milk, the effects on the
breastfed child or the effects on milk production. Because of the potential for serious adverse reactions
in breastfed children, advise lactating women to not breastfeed while taking COSELA and for at least
3 weeks after the last dose.
Females and Males of Reproductive Potential
Pregnancy Testing
Based on its mechanism of action, COSELA can cause fetal harm if administered to a pregnant woman
[see Use in Specific Populations (8.1)]. Pregnancy testing is recommended for females of reproductive
potential prior to initiating COSELA.
Contraception
COSELA can cause fetal harm when administered to pregnant women [see Use in Specific Populations
(8.1)]. Advise female patients of reproductive potential to use effective contraception during treatment
with COSELA and for at least 3 weeks after the final dose.
Infertility
No studies have been performed in humans to evaluate the effects of COSELA on fertility in either sex.
Based on animal toxicology studies, COSELA may impair fertility in females of reproductive potential [see
Nonclinical Toxicology (13.1)].
Pediatric Use
Safety and effectiveness in pediatric patients have not been established.
Geriatric Use
In the pooled efficacy dataset from Studies 1, 2 and 3, 46% of 123 patients randomized to COSELA
were ≥65 years of age, and 49% of 119 patients randomized to placebo were ≥65 years of age. No
overall differences in safety or effectiveness of COSELA were observed between these patients and
younger patients.
Hepatic Impairment
Use of COSELA is not recommended in patients with moderate or severe hepatic impairment. No dosage
adjustment is recommended for patients with mild hepatic impairment (total bilirubin ≤ upper limit of
normal [ULN] and aspartate aminotransferase [AST] > ULN, or total bilirubin >1.0 to 1.5 × ULN, irrespective
of AST). The pharmacokinetics of COSELA have not been studied in patients with moderate or severe
hepatic impairment (total bilirubin >1.5 × ULN, irrespective of AST) [see Clinical Pharmacology (12.3)].
PATIENT COUNSELING INFORMATION
Injection Site Reactions, Including Phlebitis and Thrombophlebitis
Inform patients of the signs and symptoms of injection-site reactions, including phlebitis and
thrombophlebitis. Advise patients to contact their healthcare provider immediately for signs and
symptoms of injection-site reactions, including phlebitis and thrombophlebitis [see Warnings and
Precautions (5.1)].
Acute Drug Hypersensitivity Reactions
Advise patients to contact their healthcare provider immediately for signs and symptoms of acute drug
hypersensitivity reactions, including facial, eye, and tongue edema, urticaria, pruritis, and anaphylactic
reactions [see Warnings and Precautions (5.2)].
Interstitial Lung Disease/Pneumonitis
Advise patients to immediately report new or worsening respiratory symptoms [see Warnings and
Precautions (5.3) and Dosage and Administration (2.2)].
Embryo-Fetal Toxicity
Advise females of reproductive potential of the potential risk to a fetus and to inform their healthcare
provider of a known or suspected pregnancy [see Use in Specific Populations (8.1)].
Advise females of reproductive potential to use effective contraception during treatment with COSELA
and for at least 3 weeks after the final dose [see Use in Specific Populations (8.1, 8.3)].
Lactation
Advise women not to breastfeed during treatment with COSELA and for at least 3 weeks after the final
dose of COSELA [see Use in Specific Populations (8.2)].
Drug Interactions
Advise patients to inform their health care providers of all concomitant medications, including prescription
medicines, over-the-counter drugs, vitamins, and herbal products [see Drug Interactions (7)].
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ADVERSE EVENTS REPORT

Depression History and Breast Cancer Treatments
May Affect Fatigue Levels
Baseline fatigue levels, prior psychosocial history, and cancer treatment may all affect
the fatigue trajectory in women with breast cancer.
By Brielle Benyon

N
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urses should ask patients with breast
cancer about their history of depression,
which could be indicative of diseaserelated fatigue they may experience, according
to recent research published in Cancer.1
The investigators analyzed levels of fatigue
in 270 women with stage 0 to stage IIIA breast
cancer. They collected data at the following
points: at baseline; before (neo)adjuvant
therapy with radiotherapy, chemotherapy,
and/or endocrine therapy; posttreatment;
6 months; 12 months; and 18 months. The goal
of the study was to determine the individual
factors that affected fatigue, as well as to see
how fatigue changes over time.
“To our knowledge, few longitudinal studies
to date have examined individual differences
in the course of fatigue from diagnosis into
survivorship to identify distinct profiles
of fatigue over time, despite important
implications for developing a more precise
understanding of cancer-related fatigue and
implementing personalized interventions,” the
investigators wrote.
After collecting patient data, the
investigators separated patients into 5
categories:
• Stable low (66% of the population)
• Increasing, where patients’ fatigue levels
were initially low and then increased
over time (9%)
• Reactive, where fatigue increased at first
and then decreased (8%)
• Decreasing (4%)
• Stable high (13%)
Women who had preexisting or elevated
depression, distress, and sleep disturbances
were more likely to have higher levels of
fatigue. Forty-four percent with high fatigue
levels had a history of a depressive disorder
before their cancer diagnosis, and nearly all of
them (97%) experienced clinically significant
sleep disturbances.
Those who had high levels of fatigue
before adjuvant treatment were unlikely to
see a spontaneous decrease in fatigue over

the next 18 months, as shown by 78% of the
women with high levels of fatigue at baseline.
Those with stable low levels of fatigue were
comparable to noncancer controls.
“Thus, a previous psychiatric history, in
combination with high levels of behavioral
symptoms at the onset of treatment, may set the
stage for persistent fatigue across the cancer
trajectory and help to identify vulnerable women
for early intervention,” the investigators wrote.
The investigators also observed an
association—though it was not as strong—
between disease and treatment and fatigue.

Women who were in the stable high fatigue
group had a higher rate of mastectomy than
those in any other fatigue levels, a finding
that surprised the investigators. Additionally,
they found that radiotherapy was associated
with reactive fatigue. “Advising patients
about these different trajectories, and
conducting regular assessments of fatigue at
clinic visits, can help to identify vulnerable
patients and intervene with those most in
need, ultimately enhancing quality of life
in the growing population of survivors of
breast cancer,” the investigators wrote. 
Reference is available on OncNursingNews.com.
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Medical World News® is now virtual.
Visit OncNursingNews.com
to watch the 24-hour broadcast.

FDA Approves Trilaciclib to Reduce ChemotherapyInduced Bone Marrow Suppression in ES-SCLC
By Kristi Rosa

T

he FDA has approved trilaciclib
(Cosela) to reduce the frequency of
chemotherapy-induced bone marrow
suppression in adults receiving certain types
of chemotherapy for extensive-stage small cell
lung cancer (ES-SCLC).1
“For patients with ES-SCLC, protecting
bone marrow function may help make their
chemotherapy safer and allow them to
complete their course of treatment on time
and according to plan,” Albert Deisseroth, MD,
PhD, acting deputy director in the Division of
Non-Malignant Hematology in the FDA’s Center
for Drug Evaluation and Research, stated in a
press release. “[The] approval of [trilaciclib]
will give patients a treatment option that can
reduce the occurrence of a common, harmful
adverse effect of chemotherapy.”
Trilaciclib was evaluated in 3 double-blind,
placebo-controlled phase 2 trials in adults
with ES-SCLC: G1T28-02 (NCT02499770),
G1T28-05 (NCT03041311), and G1T28-03
(NCT02514447). 2-4 In an analysis presented
during the 2020 American Society of Clinical
Oncology (ASCO) Virtual Scientific Program,
investigators examined pooled data from these
trials to characterize the myelopreservation
effects of the CDK4/6 inhibitor.
G1T28-02 evaluated the clinical benefit
of trilaciclib in preserving the bone marrow
and the immune system while augmenting
the antitumor activity of chemotherapy when
given before carboplatin and etoposide in the
first-line treatment of patients with newly
diagnosed disease. In this trial, patients were
administered either trilaciclib or placebo on
days 1 through 3 of each 21-day cycle.
In G1T28-05, investigators evaluated the
potential benefit of the CDK4/6 inhibitor in
preserving bone marrow and the immune
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system while encouraging antitumor efficacy
when given with carboplatin, etoposide, and
atezolizumab (Tecentriq) in the frontline
treatment of patients with newly diagnosed
disease. Here, patients received either
trilaciclib or placebo on days 1 through
3 of each 21-day treatment cycle for up to
4 cycles as part of the induction phase; this was
followed by atezolizumab, given every 21 days,
as part of the maintenance phase.
G1T28-03 investigated the benefit of
trilaciclib in preserving bone marrow and the
immune system while boosting the antitumor
activity of chemotherapy when administered
prior to topotecan in patients with ES-SCLC
who had received previous treatment. For this
research, patients were given either trilaciclib
or placebo on days 1 through 5 of each 21-day
cycle of topotecan.
For the analysis, investigators examined
trilaciclib with regard to myelopreservation
and antitumor activity. The primary
myelopreservation end points included
duration of severe neutropenia (DSN),
which was defined as grade 4 in cycle 1,
and occurrence of severe neutropenia (SN)
across the treatment period. Secondary
myelopreservation end points were examined
through hematopoietic lineage, including
neutrophils, red blood cells, and platelets.
Additionally, to examine antitumor activity,
investigators looked at objective response,
progression-free survival (PFS), and overall
survival (OS). Safety was also assessed in all
study participants who received 1 or more
doses of trilaciclib.
Data from a total of 119 patients who had
received placebo prior to chemotherapy and
123 patients who received trilaciclib prior to
chemotherapy were examined for the analysis.
Baseline characteristics of patients proved to be
comparable between the 2 groups of patients.
Across the groups, most of the participants
were White (97.6% and 92.4%, respectively),
had an ECOG performance status of 0 or 1
(87.8% and 89.9%), and did not have brain
metastases (77.2% and 75.6%).
Results demonstrated that tumor responses
were comparable between the treatment

groups; 49.1% of patients who received
trilaciclib prior to chemotherapy experienced a
response versus 51.8% of those who were given
placebo (P = .7879). PFS and OS also proved
to be comparable between the groups. In the
experimental arm, the PFS was 5.3 months
(95% CI, 4.6-6.1) compared with 5.0 months
for those in the placebo arm (HR, 0.80; 95% CI,
0.61-1.06; P = .1404). Additionally, the median
OS was 10.6 months in both groups (HR, 1.00;
95% CI, 0.75-1.35; P = .8136).
Trilaciclib, when given before chemotherapy,
was found to lead to a significant decrease in
most measures of multilineage chemotherapyinduced myelosuppression and the need for
supportive care interventions. Moreover, the
primary end points of DSN in cycle 1 and the
occurrence of SN were found to be significantly
decreased in those who received trilaciclib
versus those given placebo; the mean DSN with
trilaciclib and placebo was 0 compared with
4 days, respectively (P < .0001).
Of the patients who continued treatment
after cycle 1, 8.9% of those in the trilaciclib
group required 1 or more dose reductions of
chemotherapy versus 30.3% of those in the
placebo group (event rate per 100 cycles:
2.8 vs 9.3, respectively). Additionally, fewer
patients who received trilaciclib reported
serious toxicities compared with those who
had received placebo, at 6.5% versus 10.1%,
respectively; also, fewer patients needed
treatment with intravenous antibiotics, at
19.5% versus 23.5%, respectively.
Regarding safety, treatment-emergent
adverse events (TEAEs) were experienced
by 96.6% of those who received placebo
compared with 94.3% of those who
received trilaciclib. The most frequently
experienced TEAEs comprised neutropenia,
anemia, thrombocytopenia, nausea, and
fatigue. Moreover, significantly fewer
patients who received the CDK4/6 inhibitor
prior to chemotherapy reported highgrade hematologic toxicities compared
with those who were given placebo. 
References are available on OncNursingNews.com.
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Caring for the

PAT I E N T:

Oncology nurses must consider many factors when treating geriatric patients,
from drug-drug interactions to treatment education and functional age.
By Ellen Rice Tichich, MFA, MSN, RN, NPD-BC

O

lder age is a significant risk factor for
many types of cancer. It is estimated
that by 2030, 70% of patients with
new cancer diagnoses will be 65 and older.1 It
is imperative that nurses caring for geriatric
patients understand the unique challenges their
patients face to ensure that the care provided
meets those needs.
In a recent interview with Oncology Nursing
News®, Leana Cabrera Chien, MSN, RN,
GNP-BC, and Jeanine Moreno, MS, APRN,
AGNP-C, shared their insights on geriatric
oncology nursing. Chien and Moreno, along
with Carolina Uranga, MSN, RN, GNP, and
Peggy Burhenn, MS, CNS, RN-BC, AOCNS,
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compose the Aging Wellness APN team at
City of Hope Aging Wellness Clinic in Duarte,
California, recently recognized by the Institute
for Healthcare Improvement as an Age-Friendly
Health System.
As a board-certified geriatric nurse practitioner (NP), Chien has worked with older
adults with cancer and participated in studies
about such patients in various settings with the
goal of improving their model of care. Whereas
oncologists focus on treatment, the role of the
NP goes further, focusing on the whole patient.

Geriatric Assessment

“The biggest difference in older patients

is they come with a whole history obtained
over a longer period of time,” Chien said.
“Look at the whole person, their comorbidities,
nutritional deficits, functional and/or cognitive decline, falls, depression, and concerns
such as fatigue, which may be associated
with other issues.”
Conducting a comprehensive geriatric
assessment will help clinicians evaluate
and address age-related concerns and
improve the quality of care they provide,
individualized to meet the patient’s
unique need. The American Society for
Clinical Oncology (ASCO) Guidelines
for Geriatric Oncology provide
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What Oncology Nurses Need to Know
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recommendations on the use of validated, standardized clinical assessment tools.2
Moreno, who is also a gerontological
NP, heartily agrees. Before going to City of
Hope, she had no experience working with
patients with cancer, but merging her expertise in geriatrics with oncology has made her
an invaluable asset.
“That first meeting to discuss a cancer diagnosis is always overwhelming. It turns your
world upside down, no matter your age or
health,” Moreno said, adding, “Older adults,
however, tend to face obstacles not typically
experienced by younger patients.”

Comorbidities can also be affected by
treatment, and vice versa. Patients with
arthritis, for example, may experience
flare-ups in pain from chemotherapeutic
drugs. Education is key in helping patients
understand that their existing conditions may
change or be exacerbated in response to treatments. These conversations are ongoing and
meant to help prevent additional problems
from occurring.
Moreno encourages nurses to look at
everything going on with a patient and how
it relates to their status and safety. “If a
patient’s knees hurt too much to stand

Left: Leana Cabrera Chien,
MSN, RN, GNP-BC
Right: Jeanine Moreno, MS,
APRN, AGNP-C

and cook, they will not eat as much. If their
blood pressure is too low, they may pass out
and hit their head.” Thorough assessment will
identify these issues before a problem develops
or an incident occurs.

Medication Review

Polypharmacy is another obstacle common
with older adults. Chien shared a story
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about a patient with cardiac issues who experienced dizziness and frequent falls: “A medication review revealed the patient was taking
amiodarone and an antidepressant, which was
curious because this patient was always happy,
cheerful, and upbeat. When asked about the
antidepressant, she said it had been prescribed
to her years ago after her husband passed
away and no one had told her to stop taking
it. Once the medication was discontinued, the
dizziness improved and the falls stopped.”
It is not enough to know which medications
a patient is taking and why; nurses also need
to know how medications may interact and
what effects those interactions may have. What
may seem minor can make a big difference.
Medication review includes both prescription and OTC drugs, looking at appropriateness, dosages, frequencies, effectiveness,
and adverse events (AEs). Medications may
need adjustments during treatment because
of drug-drug interactions or patient status.
Communication between members of the
multidisciplinary team (primary care physician, pharmacist, oncologist, cardiologist,
nursing, therapy, nutrition) when updating
medication regimens or changes in condition
helps ensure consistency and safety.

Treatment

Cancer treatments are not easy, even for the
young patient. Since Moreno began working in
oncology, she has been shocked by how much
a person can physically endure. Sometimes
the decision is based on the wishes of their
family. “Even when the prognosis is not great,
some patients consent because it’s what their
loved one wants,” she stated. Other patients
may choose a different course, or one that the
health care team may not think is best. Nurses
need to honor whatever choice the patient
makes, provided education about all the
options available including risk and benefit has
been given to the patient to make an informed
choice. Sometimes the choice may be to forgo
treatment. Patients may be unaware that
declining treatment is also an option.
Discussions on toxicity are important with
patients considering chemotherapy. A validated chemo-toxicity calculator (along with a
geriatric assessment tool) is available from the
Cancer and Aging Research Group at www.
mycarg.org. The toxicity calculator captures
socio-demographics, tumor/treatment variables, lab results, and geriatric assessment
items to predict the risk of severe AEs of
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chemotherapy in older adults that can guide
decision-making.
When looking at patients, consider their
functional age, not merely chronological age.
Two 90-year-old patients can differ greatly
in their functional ability. “This is a huge
teaching point for nursing staff,” says Moreno.
“Some 90-year-olds are highly functioning,
whereas some 65-year-olds are not.” Part of
treatment includes preventing functional
loss. Balancing rest with activity can be challenging, especially for patients over 85. They
may be more afraid of moving or falling,
which can be addressed through physical
and/or occupational therapy. A key teaching
point for both patients and family members is
the importance of mobility to prevent loss of
muscle mass.
A recent pilot study conducted at Duke
University testing the effectiveness and feasibility of academic-practice partnership for
caregiver training and support demonstrated
favorable outcomes for caregivers and older
patients. 3 The program included training on
medical tasks in the home as well as follow-up
phone calls to caregivers. Programs like this
may be helpful prototypes for oncology nurses
to consider for adaptation to the special needs
of older patients and their families.

Communication and Technology

Older adults may have struggles with communication because of hearing deficits or cognitive decline, but what about technology? Are
older adults less tech savvy than younger
adults? Perhaps, but Moreno and Chien have
found that most older adults can and do use
computers. Research suggests the challenge
is related more to resource limitations than
ability or reluctance.4
Resource limitations may apply to patients
of any age, not just older adults. Since the
COVID-19 pandemic, however, families have
had to adjust to social restrictions, and have
learned to use video platforms such as Zoom to
visit and communicate with their loved ones.
What may be a bigger hindrance to digital
communication than technical savvy is poor
internet service, especially in areas that are
more rural.
Face-to-face communication is always best,
but telehealth has become a valuable tool for
health care providers, patients, and their family
members. Televideo allows providers to conduct
geriatric assessments remotely, to see patients’
home environments, check their medicine

cabinet, talk with multiple family members,
and can ease the challenges of transportation
for the older adult, especially when multiple
appointments are needed. Physical and occupational therapy sessions may also be conducted
via telehealth to increase strength and mobility.
For patients less adept with using technology, nurses should take the time to walk
a patient through the app/resource/program
they will be using. Some patients may not have
a computer or a smartphone, and accommodations could be made with family members
to bring a laptop to the patient’s home and
assisting with its use.
Multiple phone calls between provider and
patient are commonplace in oncology. For
older adults, they may need encouragement
from family to make a call with a question or
concern. More than 1 call may be necessary to
change a routine or reiterate important information. Nurses find family input helpful, as
they add to the conversation and provide information from a different perspective.
Symptom monitoring technologies may also
be helpful for older patients with cancer. A
recently published study demonstrated that
older adults had the same level of adherence
as younger adults, and received similar benefits, using a telephone-based intervention,
which did not require smartphones, computers,
or Wi-Fi.4 The keys to effective, responsive
communication are ensuring that methods
used fit the patients’ needs and that messages
are communicated clearly and received and
understood as intended.

Opportunities for Growth

Oncology nurses will be best prepared to
provide high-quality, individualized care
to their older adult patients by becoming
familiar with geriatric guidelines and assessment and learning more about age-related
concerns of geriatric patients. Information
and education is available from Nurses
Improving Care for Healthsystem Elders
at www.nicheprogram.org, the National
Comprehensive Cancer Network at www.nccn.
org and for providers at American Geriatrics
Society at www.americangeriatrics.org. 
References are available on OncNursingNews.com.

Ellen Rice Tichich, MFA, MSN, RN, NPD-BC,
is a health care writer and board-certified
nursing professional development specialist.
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Mutations, irAEs May Help Predict
Immunotherapy Response in NSCLC
By Brielle Benyon

P

atients with non–small cell lung cancer
(NSCLC) who experience immune-related
adverse events (irAEs) may have better
survival outcomes than those without irAEs,
according to research presented at the IASLC
2020 World Conference on Lung Cancer hosted
by the International Association for the Study of
Lung Cancer, held January 28 to 31, 2021.
Neither STK11 mutations nor irAEs were
found to occur at significantly different rates
between these 2 patient groups.
Additionally, patients with an STK11 gene
mutation had shorter median overall survival
(OS) than those with wild-type STK11. The
presence of a STK11-KRAS double mutation was
also correlated with a lower 12-month OS rate
compared with doubly wild-type tumors.
The investigators retrospectively analyzed
the outcomes of patients with stage IIIB/IV
NSCLC who were tested for mutations in the
STK11 and KRAS genes and who were treated
with immune checkpoint inhibitors between
July 2014 and November 2019. In addition to
examining the role of STK11 mutations and
irAEs in predicting immunotherapy response,
the research team compared the incidence of
STK11 mutations and irAEs between Hispanic
and non-Hispanic patients.
The study population included 96 patients
with STK11 wild-type tumors and 31 with an
STK11 mutation. Both groups had a median age
at diagnosis of 65 years. Forty-eight patients
experienced an irAE (median 70 years old at
diagnosis), and 77 patients were irAE negative
(median 66 years old at diagnosis). Overall, 30
Hispanic patients were involved: 8 harbored an
STK11 mutation, and 14 had an irAE.

Effects of STK11 Mutation Status
on Survival Outcomes

Median OS was significantly longer in patients
who were STK11 wild type compared with
the STK11-mutant group (12.1 vs 8.6 months,
respectively; HR, 1.7; 95% CI, 1.0-3.6; P = .03).
The wild-type group also had a higher 12-month
OS rate (73% vs 55%; P = .03). Patients with
STK11 wild-type cancer had slightly better
median progression-free survival (PFS; 6.3 vs
5.6 months; HR, 1.35; 95% CI, 0.76-2.1; P = .35)
and 12-month PFS (45% vs 43%; P = .85) than

the STK11-mutant group, though the differences
were not statistically significant.
Patients who were wild type for both STK11
and KRAS had a significantly higher 12-month
OS rate compared with patients harboring both
mutations (70% vs 40%, respectively; P = .03).
However, median OS did not differ significantly between the 2 groups (11.4 vs 5.3
months; HR, 1.8; 95% CI, 0.69-4.62; P = .13),
nor did median PFS, at 5.1 months in the
fully wild-type group and 3.0 months in
the double-mutant group (HR, 1.2; 95% CI,
0.58-2.54; P = .56).
The rate of STK11 mutations did not
differ significantly between Hispanic and
non-Hispanic patients (26.7% vs 23.7%, respectively; OR, 1.2; 95% CI, 0.46-3.0; P = .8).

irAE Status and Survival

Patients who experienced an irAE had
significantly better PFS and OS outcomes.
Median PFS was 9.5 months in patients who
had an irAE compared with 4.4 months in those
who did not (HR, 0.54; 95% CI, 0.35-0.82;
P = .005). Twelve-month PFS was also better
in irAE-positive patients than in irAE-negative
ones (60% vs 33%, respectively; P = .0001).
Median OS was 14.2 vs 7.3 months in the
irAE-positive and -negative groups, respectively
(HR, 0.35; 95% CI, 0.20-0.61; P < .001).
Twelve-month OS was also significantly higher
in patients who had an irAE compared with
those who did not (85% vs 60%; P = .00008).
The rate of irAE positivity did not
differ significantly between Hispanic and
non-Hispanic patients (46.7% vs 35.8%, respectively; OR, 1.6; 95% CI, 0.68-3.5; P = .29).
Similarly, the irAE-positive patients in the
2 groups did not have significantly different
rates of the most common irAEs: hypothyroidism (35.7% vs 14.7%; P = .13), rash (21.4%
vs 29.4%; P = .73), and pneumonitis (7.1% vs
5.9%; P > .99).
Findings provide additional support
for the use of irAE and STK11 status
to better identify patients who may
respond to checkpoint inhibitors. 
References are available on OncNursingNews.com.
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Virtual Prehabilitation Is Efficacious
Before Lung Cancer Surgery
A virtual prehabilitation program improved exercise outcomes of patients
before they underwent lung cancer surgery.

V

irtual prehabilitation may improve
physical activity level and exercise
capacity before patients undergo lung
cancer surgery, according to recent research
presented at the IASLC 2020 World Conference
on Lung Cancer hosted by the International
Association for the Study of Lung Cancer, held
January 28 to 31, 2021.1
“Prehabilitation is the practice of enhancing
a patient’s functional capacity before surgery,
with the aim of improving postoperative
outcomes,” explained lead study author
Stephanie Wynne, BSc, psychical therapist at
Guy’s and St Thomas’ NJH Foundation Trust
in London, England. “In lung cancer surgery,
[prehabilitation] is associated with improved
functional capacity and quality of life, and
reduced hospital length of stay, postoperative
complications, and readmission.”
Wynne explained that lung resection is
the most common radical treatment for lung
cancer, yet only 10% to 30% of individuals
referred are actual candidates for the procedure “due to their disease stage and a number
of surgical risk factors, including advanced
age, performance status, high comorbidities, and reduced cardiopulmonary reserve.”
Prehabilitation may help increase patients’
presurgical physical fitness.
Although prehabilitation typically
occurs in a face-to-face setting, an at-home
option is particularly attractive during the
COVID-19 pandemic, Wynne said.
A study was conducted during the summer of
2020 that included 20 patients who were about
to undergo lung surgery at a National Health
Service Trust in London, England. They were
all given a personalized home-based exercise
program and a diary to monitor adherence.
Patients also received written advice and counseling for symptom management and participated in virtual follow-ups every 1 or 2 weeks
via telephone or video.
The majority (65%) of participants were
female, and the average age was 68 years.
The preintervention assessment revealed that
45% of patients had 5 or more comorbidities,
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70% had a history of smoking, and 15% were
classified as “vulnerable-mildly frail” per the
Rockwood Clinical Frailty Score.
Participants were assessed before and after
the intervention on the following outcomes:
Labored breathing
(measured by the Medical
Research Council [MRC]
Dyspnoea scale)
Physical activity level
(measured by the Godwin
Leisure Time Exercise
Questionnaire [GLTEQ])
Mood
(measured by the Hospital Anxiety
and Depression Scale [HADS])
Fatigue
(measured by the Functional
Assessment of Chronic Illness
Therapy [FACIT]-Fatigue scale)
Exercise capacity
(measured by the 1-minute
sit-to-stand [STS] test)

Among the 14 patients who
completed both the pre- and
postintervention assessments,
significant changes from baseline were observed in 2 of the
outcomes: physical activity and
exercise capacity. The GLTEQ score
improved by 50 points on average
(95% CI, 36-65; P < .001), with the
percentage of patients who met the
recommended levels of physical activity
increasing from 40% before to 100%
after the intervention. Additionally, the
average STS score improved by 6 points
(95% CI, 3-8; P < .001), which exceeded the
minimum clinically significant difference of

+3 points. There were no significant changes
in average MRC Dyspnoea, HADS, or FACITFatigue scores.
“To conclude, our findings demonstrate that
remote, home-based prehab is feasible, [and
it] may improve patients’ presurgical physical
activity and exercise capacity,” Wynne said.
“This is pertinent given the ongoing uncertainty surrounding COVID-19 and its impact
on face-to-face health care delivery.”
Although this study highlights the promise
of at-home prehabilitation, the authors noted
that modifications are being considered, especially for elderly or vulnerable patients, who
may have limited access to technology.
“We’re now designing a triage tool
to best support patients based on
their therapeutic needs and access
to technology,” Wynne said. 
Reference is available on OncNursingNews.com.
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Durvalumab Delivers Durable Benefit
in NSCLC Regardless of PD-L1 Expression
By Caroline Seymour

D

urvalumab (Imfinzi) continues to
display a significant overall survival
(OS) and progression-free survival
(PFS) advantage for patients with unresectable
stage III non–small cell lung cancer. This
benefit is irrespective of PD-L1 expression,
which should not be used to determine a
patient’s eligibility for the agent, according to
Mark A. Socinski, MD.
Updated findings from the PACIFIC trial
(NCT02125461) confirmed trends seen in
earlier analyses. Patients who did not have
progressive disease after concurrent chemoradiation had a 4-year OS rate of 49.6% with
durvalumab vs 36.3% with placebo. The 4-year
PFS rates were 35.3% and 19.5%, respectively.1
“When you look at the approval of durvalumab
after chemoradiation, the benefit is there in the
[PD-L1–]high and [PD-L1–] low [populations].
The FDA [approval] in the United States is
agnostic to PD-L1 status,” said Socinski.
Although durvalumab is also approved in
Europe, the label restricts use to patients with
PD-L1 expression on at least 1% of tumor cells,
based on a small post hoc analysis of PACIFIC
data that failed to show an OS benefit in
patients with less than 1% PD-L1 expression
(HR, 1.14; 95% CI, 0.71-1.84). 2
“Many of us think that that’s not the right
thing to do, because you could not scientifically conclude that from a retrospective
unplanned analysis where there were a lot of
missing data,” said Socinski.
As such, ongoing research evaluating
whether the addition of the PD-L1 inhibitor to
chemoradiation (PACIFIC-2; NCT03519971)
or stereotactic body radiation therapy
(PACIFIC-4; NCT03833154) can further
improve outcomes for patients with stage III
and I/II disease, respectively, will not use
PD-L1 expression as an inclusion criterion.
In an interview with Oncology Nursing News®’
sister publication, OncLive®, during the 18th
Annual Winter Lung Cancer Conference®,
Socinski, executive medical director of the
AdventHealth Cancer Institute in Orlando,
Florida, discussed the nuances of the PACIFIC
trial and ongoing research with durvalumab
that could extend the applications of immunotherapy in early-stage cancer.

OncLive®: Is there a role for immunotherapy
in patients with PD-L1–negative disease
in the advanced setting?

Socinski: PD-L1 is a pretty good biomarker
to use. It’s not a perfect biomarker. If you look at
large tumor biopsies or excisions, there will be
parts of the tumor that are very PD-L1 positive,
and then there’ll parts of the tumor that are
PD-L1 negative. When you biopsy a tumor, just by
sampling chance, you may biopsy the part of [the
tumor] that doesn’t have any PD-L1, which we
would call PD-L1 negative even though that may
not be truly reflective of the entire cancer.
It’s pretty clear from the phase 3 trials that
have been done that PD-L1–negative patients
still get very similar benefit [as PD-L1–positive
patients] when you give immunotherapy with
chemotherapy, though not so much when you
give [immunotherapy] by itself.
In an analysis from the PACIFIC trial broken
down by PD-L1 expression, patients who are
PD-L1 negative derive benefit with durvalumab,
but in the metastatic setting, we’re not seeing
that same benefit with single-agent immunotherapy in those with PD-L1–negative disease.
What might explain that difference?
In stage IV disease, in the PD-L1–negative
population, you would never use immunotherapy alone. You could always use [immunotherapy] with chemotherapy, and when you
use [immunotherapy] with chemotherapy,
the benefit in the PD-L1–negative population
seems to be roughly similar to the benefit in the
PD-L1–positive population.
One of the issues with interpreting the PD-L1
story from the PACIFIC trial is that at least
one-third or so of the patients didn’t have [biopsied tumor] tissue to measure PD-L1, so there
are a lot of missing data there. Less than 60% of
patients had PD-L1 [testing], so you don’t know
the whole story.
PD-L1 [testing] was not a requirement for the
study. That’s why many patients didn’t have it
available from their tissue. In the trial, the investigators did look at PD-L1[–high tumors], which
AstraZeneca defined as greater than 25% vs the
[PD-L1–low tumors, defined as] less than 25%.
Like we’ve seen with most [single-agent] immunotherapies, the higher you stain for PD-L1, the
greater the benefit you get from immunotherapy.

The [United States] indication doesn’t say
anything about [PD-L1]. However, the Europeans
wanted data from the PACIFIC trial to a greater
degree of granularity, and they specifically
wanted to look at these [patients with] less than
25% [PD-L1 expression]. The issue that many of
us have with that—and this actually came up in
an advisory board that I was on earlier today—is
that this was not a planned analysis. Up to 40%
of the patients didn’t have PD-L1 tested. When
they looked at this in a very small subset of
patients who were PD-L1 negative, the benefit did
not seem to be there for [durvalumab]. Therefore,
the European Medicines Agency labeled
durvalumab only for PD-L1–positive patients.
Now, it certainly creates a hypothesis that
maybe PD-L1–negative patients with stage III
disease [don’t derive benefit from] single-agent
immunotherapy, but I don’t think you can
conclude that based upon that specific analysis.
In Europe, you have to be PD-L1 positive to get
consolidation durvalumab after chemoradiation,
whereas in the United States, everyone gets it.

Now that we’re 2 years out from the
FDA approval of durvalumab in the
stage III setting, what impact has it had
on patients who would have otherwise
received only chemoradiation?

We recently had the 4-year update of the
PACIFIC trial, and there continues to be separation and plateauing of the curves in favor of
consolidation durvalumab. It really has been an
important development in increasing cure rates.
With standard chemoradiotherapy, the average
person would typically live 2 to 2.5 years.
Now, with the addition of immunotherapy, the
average patient lives more than 4 years.
Therefore, there is this significant benefit
that seems to last at least 3 to 4 years. It
has been interesting over the past couple of
years to see the updates of the PACIFIC trial
at various major oncology meetings. One
of the concerns early on was [whether] this
early benefit [would] eventually go away.
According to the latest update, which is out
to 4 years, [the benefit is] not going away. 
References are available on OncNursingNews.com.
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HRQOL Is Maintained With Adjuvant Osimertinib
in EGFR-Mutated NSCLC

H

ealth-related quality of life (HRQOL)
was maintained for patients with
completely resected EGFR-mutated non–
small cell lung cancer who received adjuvant
treatment with the EGFR inhibitor osimertinib
(Tagrisso), with no clinically meaningful
differences from the placebo arm, according
to patient-reported outcomes from the phase 3
ADAURA trial (NCT02511106) presented at the
IASLC 2020 World Conference on Lung Cancer.1,2
Osimertinib received FDA approval in this
setting following a report of remarkably high
interim efficacy in ADAURA.3 Among 682
patients with stage IB to IIIA disease, there was
an 80% reduction in the risk of disease recurrence or death. A key secondary end point of the
trial was HRQOL.
In the adjuvant setting, HRQOL is an
important clinical consideration for patients
who have undergone surgery with curative
intent, are free of disease, and need long-term
treatment to reduce the risk of recurrence.
In ADAURA, HRQOL was assessed using the
36-Item Short Form Health Survey (SF-36).
SF-36 consists of 8 individual health domains
(physical functioning, role-physical, bodily
pain, general health, vitality, social functioning, role-emotional, and mental health)

and 2 aggregated summary scores: the physical
component summary (PCS) and mental component summary (MCS).
Patients completed the SF-36 questionnaire
at baseline, 12 weeks, and 24 weeks, followed
by every 24 weeks until treatment completion,
discontinuation, or disease recurrence. The
survey was scored through norm-based scoring
relative to the 2009 US general population,
which yielded T-scores. Higher T-scores were
indicative of better health, with the general
population having a mean score of 50 (SD, 10).
Results indicated a high rate of compliance
with completing the SF-36, which was 85% or
higher across all visits in both the osimertinib
arm and the placebo arm. Baseline PCS and
MCS T-scores were also comparable between
the arms (range, 46-47) and were only slightly
(0.3-0.4 SD) below the normative mean of 50 in
the general population.
At baseline, T-scores on the 8 health domains
were comparable between patients who
received osimertinib and those who received
placebo. Scores on most domains were also
comparable with those of the general population. However, investigators noted that
both the osimertinib and placebo arms had
lower T-scores than the general population

(0.4-0.9 SD below the normative mean) on the
role-physical, social functioning, and role-emotional domains.
Investigators used a mixed model of repeated
measures (MMRM) to analyze changes in SF-36
scores from baseline through week 96. Time to
deterioration (TTD), defined as the time from
randomization to the first confirmed clinically
important worsening (which was confirmed at a
subsequent assessment) or death, was assessed
for some measures.
More than 80% of patients did not experience
a clinically meaningful deterioration in PCS or
MCS. For patients who did experience deterioration, no differences in the TTD of PCS (HR,
1.17; 95% CI, 0.82-1.67) or MCS (HR, 0.98;
95% CI, 0.70-1.39) were observed between the
study arms. Patients in both the osimertinib
arm and the placebo arm experienced a slight
increase in the PCS score, with changes from
baseline to week 96 of 1.13 (95% CI, 0.54-1.72)
and 2.31 points (95% CI, 1.70-2.91), respectively; this was also true for MCS, with changes
of 1.34 (95% CI, 0.60-2.08) and 2.68 points
(95% CI, 1.92-3.44). No clinically meaningful
differences, defined as ±2 points for PCS and
±3 points for MCS, were noted between the
osimertinib and placebo arms (PCS, −1.18;
95% CI, −2.02 to −0.34; MCS, −1.34; 95% CI,
−2.40 to −0.28).
The MMRM-adjusted mean changes in
T-scores from baseline to 96 weeks revealed no
clinically meaningful difference between the
study arms for any of the health domains. For
the physical functioning domain, the change
in the osimertinib arm was 0.53; that of the
placebo arm was 1.38. The difference (osimertinib change minus placebo change) of −0.86
was not clinically meaningful (±3 points). The
equivalent numbers for role-physical were 2.67,
4.47, and −1.8 (±3); for bodily pain, 1.66, 2.22,
and −0.57 (±3); for general health, −0.41,
1.09, and −1.5 (±2); for vitality, 0.98, 2.91,
and −1.93 (±2); for social functioning, 2.77,
3.88, and −1.11 (±3); for role-emotional, 1.05,
2.51, and −1.46 (±4); and for mental health,
1.17, 2.05, and −0.88 (±3), respectively.
References are available on OncNursingNews.com.
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Choosing an Immunotherapy Approach
in Lung Cancer: An Expert Weighs In
By Courtney Marabella

W

ith the emergence of multiple
immunotherapy approaches, the
decision whether to use a single agent,
to pair it with chemotherapy, or to pair it with
another immunotherapy agent has come to the
forefront of treatment, according to Hossein
Borghaei, DO, MS.
“[The emergence of so many options is] progress; I consider that a [win] for our patients and
for what we can offer them,” said Borghaei. “At
the end of the day, you consider the patient’s best
interest and what you, as a physician, think they
can or cannot tolerate. With appropriate discussion and patient engagement, you come up with
the best treatment option for each patient.”
In an interview with Oncology Nursing
News®’ sister publication, OncLive®, during
the 18th Annual Winter Lung Cancer
Conference®, Borghaei, chief of the Division
of Thoracic Medical Oncology and professor
in the Department of Hematology/Oncology
at Fox Chase Cancer Center in Philadelphia,
Pennsylvania, discussed different immunotherapy strategies in the treatment arsenal,
potential biomarkers of response to this
approach, and ways to make the right decision
for each patient with lung cancer.

OncLive®: Single-agent immunotherapy,
combination chemoimmunotherapy, and
dual immunotherapy strategies are all
available for use. What factors do you
consider when choosing 1 approach
over another?

Borghaei: We want to tailor the treatment
to each patient’s needs, and we also need to
take into consideration their preferences. In
general, for more simplified treatment, if I can
get adequate control of the disease with 1 drug,
that will be my preference—especially if that
approach is supported by clinical data. On the
other hand, we do know that the chemotherapy
combinations, even the dual immunotherapy
combinations, that have been approved are fairly
well tolerated, and they have a toxicity profile
that’s manageable.
As such, for an appropriate patient, I don’t
hesitate to use combinations. I believe this is an
area where additional biomarkers can be helpful.
However, at this point, PD-L1 [positivity] levels

are quite helpful in deciding who might be a
good candidate for single-agent treatment versus
someone who might benefit more from a combination approach.

You mentioned patient preference. Given
the pandemic, patients may be concerned
about spending extended periods of time
in the clinic. Are any regimens preferred
for these patients?
Clearly, combination treatments require more
time [to administer]. Chemotherapy with immunotherapy needs a little bit more time, and
2 immunotherapy drugs given together obviously
requires more time. Some single-agent immunotherapy drugs, or checkpoint inhibitors, can
be given on an alternate schedule, where the
patient doesn’t need to come in quite as often.
From those perspectives, you can modify treatment for patients who are being treated with a
single drug.
Many of the chemotherapy protocols have
been developed around this once-every-3-weeks
type of dosing and schedule; if your patient is
getting a combination of chemotherapy and
immunotherapy, it’s kind of hard to separate the
2. The patient still has to come in every 3 weeks
for chemotherapy.
[That being said,] I don’t find that to be a
major barrier, with all the screening and other
processes that most cancer centers and offices
have put in place. I don’t believe this is a major
issue to the extent that I would choose a treatment strictly because patients [may be able to]
come [into the clinic] less frequently.

We saw a benefit with atezolizumab
and chemotherapy in patients with
pretreated EGFR-mutant disease in the
IMpower150 trial, with the caveat that this
was a small subgroup analysis. Is there
a rationale to suggest that maybe those
patients who receive osimertinib in the
adjuvant setting and then progress could
potentially receive immunotherapy in the
metastatic setting?
IMpower150 [NCT02366143] tells us that there
is a potential path forward for patients who
have an EGFR-positive tumor post osimertinib,
for instance. [It also shows us that,] at least

hypothetically and theoretically, the combination
of a checkpoint inhibitor plus VEGF inhibition
can be more effective in treating these tumors.
I still believe that immunotherapy alone does
not have a role in the treatment of patients with
these molecularly driven tumors. Whether the
combination of chemotherapy and a VEGF inhibitor is definitely better than chemotherapy alone
is [a question that requires] additional data. An
ongoing randomized study [is evaluating this
further].
If access to a clinical trial [is not an option],
am I OK with a combination of chemotherapy
plus immunotherapy? Yes, I’m fine with it, but
I would also tell the patient that I don’t believe
there are a lot of data right now to tell us
whether that combination is necessarily going
to be a lot better than chemotherapy alone;
however, it’s a reasonable option to consider.
I definitely do not believe that patients who
have these molecularly driven tumors, especially [those driven by changes in] EGFR or ALK,
should receive single-agent immunotherapy.
IMpower150 really provided at least a hypothesis
that can be tested in subsequent studies, and
hopefully we’ll have answers [to these questions]
sooner rather than later.

Is there anything else you would like
to say about deciding among these
potential regimens in the clinic?

I know it appears to be a little bit confusing
[deciding among] single-agent immunotherapy,
chemoimmunotherapy, and dual immunotherapy. However, we now have a lot of choices
for our patients, and that’s a good thing. If we
have a patient who wants to avoid chemotherapy,
a dual immunotherapy combination might be
reasonable, or a short course of chemotherapy
with immunotherapy like in CheckMate 9LA
[NCT03215706] might be appropriate for some
patients who are truly unhappy about receiving
chemotherapy for whatever reason. If a patient
comes in with really high PD-L1 expression,
it is very reasonable to consider single-agent
immunotherapy, but it’s also very reasonable to
consider chemotherapy plus immunotherapy.
It just gives us these additional options that we
didn’t have. In the world of lung cancer, we have
to get used to the fact that we now have all these
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FROM THE WEB

COVID-19 Misinformation:
Parents of Patients May Fall for It
Parents of pediatric patients with cancer were more likely to believe
COVID-19 misinformation than parents of children without cancer.
By Brielle Benyon

P

arents of pediatric patients with cancer
were found to be more likely to believe
misinformation about COVID-19 than
were parents of children without a cancer
history, according to recent research published
in Emerging Infectious Diseases.1 This puts
oncology nurses in the prime position to talk
with caregivers of pediatric patients and show
them where to find reliable information on
COVID-19.

Misinformation
Believed

The investigators surveyed
735 parents of children
between ages 2 and 17 years;
315 parents had children in
cancer treatment, whereas
420 had children without a cancer history.
In the survey, participants were asked to rate
COVID-19 information based on whether
they thought it was definitely untrue, likely
untrue, not sure if untrue/true, likely true, and
definitely true. The survey included 17 common
and untrue COVID-19 myths from the World
Health Organization’s website.
“For the correct pieces of information, there
was no difference between the parents of kids
with cancer and the parent control group,”
study author Jeanine Guidry, PhD, assistant
professor at the Virginia Commonwealth
University Richard T. Robertson School of
Media and Culture and director of the school’s
Media+Health Lab, said in an interview
with Oncology Nursing News®. “For the pieces
of misinformation, parents of pediatric patients
with cancer were more likely to say, ‘This is
correct information,’ ” Guidry said.
Pieces of misinformation included the
following:
• Eating garlic can help prevent infection
with COVID-19.
• Gargling with or swallowing bleach will
help get rid of COVID-19.
• Drinking a sip of water every 15 minutes
can prevent COVID-19.
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Although eating garlic or drinking water
every 15 minutes are not unhealthy actions,
they can become harmful if a person believes
that they give protection from COVID-19
and, as a result, does not follow Centers for
Disease Control and Prevention guidelines.
Drinking bleach, however, is dangerous,
Guidry said.

Stress Plays a Role

Guidry explained that
parents of pediatric patients
with cancer already are
experiencing the stress of a
diagnosis, and as a result may
be more inclined to believe in
quick fixes to mitigate the anxiety of COVID19. Study findings supported this: Those who
reported that they were more stressed were
also more likely to believe misinformation
about COVID-19.
“For individuals who are already in a very
stressful situation in their lives, [the COVID-19
pandemic] just adds to it,” she said. “And
the desire to see things resolved and to not
have this additional level of uncertainty may
make people more vulnerable to believing
misinformation, because it gives a sense of
reassurance.”

Vaccine Misinformation

The development of
COVID-19 vaccines is
another area prone to
myths and misinformation.
“I think one of the areas
with misinformation that we
have to be really careful of is, of course,
misinformation related to the vaccine. We
have a way out of this pandemic,” Guidry
said, explaining that the high efficacy rates
seen with the FDA-approved vaccines are very
exciting. “This is a better outcome, vaccinewise, than we thought we would get. But that
doesn’t mean anything if the vaccinations don’t
get in individuals’ arms.”

Guidry said some vaccine misconceptions
are easier to dispel. For example, if patients
are worried that the vaccine was not studied
enough or corners were cut in the quick
development process, they can be given
scientific literature to read. But other theories—
like powerful individuals putting microchips in
the vaccine to track us—might be a bit harder
to approach. “Misinformation really just plays
into our fears,” Guidry said.

Oncology Nurses Can
Promote Reliable Info

Because oncology nurses
are typically on the front
lines of communication with
patients and their caregivers,
they are in an ideal spot to talk
about COVID-19 misinformation and how it
can be harmful, especially in more vulnerable
populations like children with cancer. “Being
aware that this is an issue is probably the
biggest thing,” Guidry said. “Individuals may
be more vulnerable; keep an eye on that. Talk
to them about preventive measures, talk to
them about the vaccine. Right now, we’re not
vaccinating children, but we are vaccinating
parents.” On a broader level, Guidry
concluded, “If there’s 1 thing I would wish
for our society, it’s a greater trust in science.
It’s not perfect, but it’s the best we have.” 
Reference is available on OncNursingNews.com.
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HEALTH POLICY

How Nurses Can Shape
Health Policy, and Why It’s
More Important Than Ever
Many nurses are overworked and exhausted,
but changes in health policy may be a step toward
improvements. One expert explains how.
By Brielle Benyon

N
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urses outnumber any other profession in health care and, because they
are on the front lines of patient care,
their opinions and expertise should help shape
health policy creation. However, their viewpoints are often missing from policymaking, at
the institutional and governmental levels.
“It’s a very small minority group of nurses
who are actually involved…all hospitals have
to have a chief nursing officer—they can be
called various [titles]. They have some input,
but the staff-level nurse right in the front
lines that we now witness with COVID-19,
their voices are often not heard,” Robert L.
Anders, PhD, DNP, faculty member at Walden
University College of Nursing, said in an
interview with Oncology Nursing News®.
Anders wrote an article, “Engaging Nurses
in Health Policy in the era of COVID-19,”
which was published in Nursing Forum.
Anders acknowledged that nurses already
have a full plate—they work long hours,
which have become longer and more stressful
during the pandemic, and many have

personal or family obligations outside of their
careers. “You can use social media. Now we
have a younger group of nurses coming on
board, who are more attuned with social
media…There are so many different avenues
that they can use to make their voices heard,”
Anders said.
According to Anders, nurses can use social
media to help shape public opinion and get
messages out about issues important to them,
such as staffing regulations and personal
protective equipment (PPE) usage. Anders also
encouraged nurses to participate in local and
hospital- or clinic-level governance. He said
that many, though not all, agencies will give
nurses the opportunity to do that.
“The employer should really give you time
to do that, not give you 5 patients and then
say, ‘You’ve got to go to this meeting and
squeeze it in between [tasks] and take your
lunch break to do this,’ ” Anders said, noting
that nurses often are expected to be “this
herculean performer with no time, no relief,
no compensation.”
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To propose contributing an article to Oncology Nursing News ®, or to request editorial style guidelines,
email burciuoli@curetoday.com. Only completed articles are accepted for consideration.

As nurses continue to familiarize themselves
with policy making, they can move up to the
state or national level by calling or writing to
their representatives, Anders said. The more
people who support nurses in their quest,
the better.
“Of course, you want to get your family
and your friends and other nurses involved
as well, particularly if it’s a very important
issue,” Anders said. “Like for now, I think one
of the biggest issues is the lack of adequate
PPE, and the demands to work all these hours
without relief.”
Nurses who shape policy and think that
their voices are being heard may be less prone
to burnout and quitting their jobs. This is
good not only for the individual nurses but
also for the institutions, because the health
care system continues to face high clinician
turnover rates.
“I think any time a person has a say in
their work environment, and the things they
do about it, I think they feel better about
their work,” Anders said. “If you voice your
concerns and management listens to it,
that’s obviously going to help create a better
work environment. So, I encourage that.” 
Reference is available on OncNursingNews.com.
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FOR YOUR ADULT PATIENTS WITH PLATINUMRESPONSIVE ADVANCED OVARIAN CANCER 1

IF SHE RESPONDS
TO CHEMOTHERAPY

ZEJULA is the only once-daily oral PARP inhibitor
maintenance monotherapy approved for all eligible
first-line platinum responders with advanced ovarian
cancer, regardless of biomarker status1-4
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
1,785 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, neutropenia,
and/or pancytopenia) 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, especially coronary insufficiency,
cardiac arrhythmias, and hypertension. Manage hypertension with
antihypertensive medications and adjustment of the ZEJULA dose, if
necessary.
Posterior reversible encephalopathy syndrome (PRES) occurred in
0.1% of 2,165 patients treated with ZEJULA in clinical trials and has
also been described in postmarketing reports. Monitor all patients for
signs and symptoms of PRES, which include seizure, headache, altered
mental status, visual disturbance, or cortical blindness, with or without
associated hypertension. Diagnosis requires confirmation by brain
imaging. If suspected, promptly discontinue ZEJULA and administer
appropriate treatment. The safety of reinitiating ZEJULA is unknown.
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 not to breastfeed during
treatment with ZEJULA and for 1 month after receiving the final dose.

YOU RESPOND
WITH ZEJULA1

PROVEN EFFICACY IN 1L MAINTENANCE
REGARDLESS OF BIOMARKER STATUS 1,2
OVERALL POPULATION
(N=733)

HRd POPULATION
(n=373)

Reduction in the risk
of progression or death

Reduction in the risk
of 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

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 Design1,2: PRIMA, a randomized, double-blind, placebo-controlled phase 3 trial, evaluated the safety and efficacy of ZEJULA in women
(N=733) with newly diagnosed advanced epithelial ovarian, fallopian tube, or primary peritoneal cancer following CR or PR to first-line platinum-based
chemotherapy. Patients were randomized 2:1 to receive ZEJULA or placebo once daily. The primary endpoint was PFS in patients who had tumors
that were HRd and then in the overall population, as determined on hierarchical testing. PFS was measured from time of randomization to time of
disease progression or death. At the time of the PFS analysis, limited overall survival data were available with 11% deaths in the overall population.

Important Safety Information (continued)
Allergic reactions to FD&C Yellow No. 5 (tartrazine): ZEJULA capsules
contain FD&C Yellow No. 5 (tartrazine), which may cause allergic-type
reactions (including bronchial asthma) in certain susceptible persons.
Although the overall incidence in the general population is low, it is
frequently seen in patients who also have aspirin hypersensitivity.
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%).

Please see Brief Summary on the following pages.
References: 1. ZEJULA (niraparib). Prescribing Information. GlaxoSmithKline; 2021.
2. González-Martín A, Pothuri B, Vergote I, et al; PRIMA/ENGOT-OV26/GOG-3012
Investigators. Niraparib in patients with newly diagnosed advanced ovarian cancer.
N Engl J Med. 2019;381(25):2391-2402. doi:10.1056/NEJMoa1910962 3. Lynparza
(olaparib). Prescribing Information. AstraZeneca Pharmaceuticals LP; 2021.
4. Rubraca (rucaparib). Prescribing Information. Clovis Oncology, Inc; 2020.
1L = first-line; CI = confidence interval; CR = complete response; HR = hazard ratio;
HRd = homologous recombination deficient; PFS = progression-free survival;
PR = partial response.

Visit ZEJULAHCP.COM to explore the PRIMA data
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Table 7: Adverse Reactions Reported in ≥10% of Patients Receiving
ZEJULA in QUADRA
Grades 3-4a
Grades 1-4a
(n=463)
(n=463)
Adverse Reaction
%
%
Blood and lymphatic system disorders
Anemiab

51

27

Thrombocytopeniac

52

28

Neutropeniad

20

13

Gastrointestinal disorders
Nausea

67

10

Vomiting

44

8

Constipation

36

5

Abdominal pain

34

7

Diarrhea

17

0.2

General disorders and administration site conditions
Fatigue

56

7

Urinary tract infection

15

2

Investigations
Blood alkaline phosphatase
increased
AST/ALT elevation

11

2

11

1

27

2

Infections and infestations

Metabolism and nutrition disorders
Decreased appetite

Musculoskeletal and connective tissue disorders
Musculoskeletal pain

29

3

Headache

19

0.4

Dizziness

11

0

21

1

17

1

Nervous system disorders

Psychiatric disorders
Insomnia
Renal and urinary disorders
Acute kidney injury

Respiratory, thoracic and mediastinal disorders
Dyspnea

22

3

Cough

13

0

14

5

Vascular disorders
Hypertension

AST/ALT=Aspartate transaminase/alanine aminotransferase.
a
Common Terminology Criteria for Adverse Events version 4.02.
b
Anemia includes events with preferred terms of anemia, hemoglobin
decreased, anemia macrocytic, aplastic anemia, and normochromic
normocytic anemia.
c
Thrombocytopenia includes events with preferred terms of
thrombocytopenia and platelet count decreased.
d
Neutropenia includes events with preferred terms of neutropenia,
neutrophil count decreased, neutropenic infection, and neutropenic
sepsis.
Table 8: Abnormal Laboratory Findings in ≥25% of Patients Receiving
ZEJULA in QUADRA
Grades 1-4 Grades 3-4
Abnormal Laboratory Finding
(n=463)
(n=463)
%
%
Decreased hemoglobin
83
26
Increased glucose

66

5

Decreased platelets

60

28

Decreased lymphocytes

57

18

Decreased leukocytes

53

9

Decreased magnesium

46

1

Increased alkaline phosphatase
Increased gamma glutamyl
transferase
Increased creatinine

40

4

40

8

36

0.4

Decreased sodium

34

6

Decreased neutrophils

34

15

Increased aspartate aminotransferase

29

2

Decreased albumin

27

2

6.2 Postmarketing Experience
The following adverse reactions have been identified during
postapproval use of ZEJULA. Because these reactions are reported
voluntarily from a population of uncertain size, it is not always
possible to reliably estimate their frequency or establish a causal
relationship to drug exposure.
Blood and Lymphatic System Disorders: Pancytopenia.
Immune System Disorders: Hypersensitivity (including anaphylaxis).
Nervous System Disorders: Posterior reversible encephalopathy
syndrome (PRES).
Psychiatric Disorders: Confusional state/disorientation, hallucination,
cognitive impairment (e.g., memory impairment, concentration
impairment).
Respiratory, Thoracic, and Mediastinal Disorders: Non-infectious
pneumonitis.
Skin and Subcutaneous Tissue Disorders: Photosensitivity.
Vascular Disorders: Hypertensive crisis.
8 USE IN SPECIFIC POPULATIONS
8.1 Pregnancy
Risk Summary
Based on its mechanism of action, ZEJULA can cause fetal harm
when administered to pregnant women [see Clinical Pharmacology
(12.1) of full prescribing information]. There are no data regarding
the use of ZEJULA in pregnant women to inform the drug-associated
risk. ZEJULA has the potential to cause teratogenicity and/or embryofetal death since niraparib is genotoxic and targets actively dividing
cells in animals and patients (e.g., bone marrow) [see Warnings
and Precautions (5.2) and Nonclinical Toxicology (13.1) of full
prescribing information]. Due to the potential risk to a fetus based
on its mechanism of action, animal developmental and reproductive
toxicology studies were not conducted with niraparib. Apprise
pregnant women of the potential risk to a fetus.
The background risk of major birth defects and miscarriage for the
indicated population is unknown. 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.
8.2 Lactation
Risk Summary
No data are available regarding the presence of niraparib or its
metabolites in human milk, or on its effects on the breastfed child
or milk production. Because of the potential for serious adverse
reactions in a breastfed child, advise a lactating woman not to
breastfeed during treatment with ZEJULA and for 1 month after
receiving the final dose.
8.3 Females and Males of Reproductive Potential
ZEJULA can cause fetal harm when administered to a pregnant
woman [see Use in Specific Populations (8.1)].
Pregnancy Testing
Verify the pregnancy status of females of reproductive potential prior
to initiating treatment with ZEJULA.
Contraception
Females: Advise females of reproductive potential to use effective
contraception during treatment with ZEJULA and for at least 6
months following the last dose.
Infertility
Males: Based on animal studies, ZEJULA may impair fertility in
males of reproductive potential [see Nonclinical Toxicology (13.1) of
full prescribing information].
8.4 Pediatric Use
The safety and effectiveness of ZEJULA have not been established
in pediatric patients.
8.5 Geriatric Use
In PRIMA, 39% of patients were aged 65 years or older and 10% were
aged 75 years or older. In NOVA, 35% of patients were aged 65 years
or older and 8% were aged 75 years or older. No overall differences
in safety and effectiveness of ZEJULA were observed between these
patients and younger patients but greater sensitivity of some older
individuals cannot be ruled out.
8.6 Renal Impairment
No dose adjustment is necessary for patients with mild (CLcr: 60 to
89 mL/min) to moderate (CLcr: 30 to 59 mL/min) renal impairment.
The degree of renal impairment was determined by creatinine
clearance as estimated by the Cockcroft-Gault equation. The safety
of ZEJULA in patients with severe renal impairment or end stage
renal disease undergoing hemodialysis is unknown.
8.7 Hepatic Impairment
For patients with moderate hepatic impairment, reduce the
starting dosage of niraparib to 200 mg once daily [see Dosage
and Administration (2.4) of full prescribing information]. Niraparib
exposure increased in patients with moderate hepatic impairment

[total bilirubin ≥1.5 x upper level of normal (ULN) to 3.0 x ULN and any
aspartate transaminase (AST) level]. Monitor patients for hematologic
toxicity and reduce the dose further, if needed [see Dosage and
Administration (2.3) of full prescribing information].
For patients with mild hepatic impairment (total bilirubin <1.5
x ULN and any AST level or bilirubin ≤ULN and AST>ULN), no dose
adjustment is needed.
The recommended dose of ZEJULA has not been established for
patients with severe hepatic impairment (total bilirubin >3.0 x
ULN and any AST level) [see Clinical Pharmacology (12.3) of full
prescribing information].
17 PATIENT COUNSELING INFORMATION
Advise the patient to read the FDA-approved patient labeling
(Patient Information).
Myelodysplastic Syndrome/Acute Myeloid Leukemia
Advise patients to contact their healthcare provider if they experience
weakness, feeling tired, fever, weight loss, frequent infections,
bruising, bleeding easily, breathlessness, blood in urine or stool, and/
or laboratory findings of low blood cell counts or a need for blood
transfusions. This may be a sign of hematological toxicity or MDS or
AML, which has been reported in patients treated with ZEJULA [see
Warnings and Precautions (5.1)].
Bone Marrow Suppression
Advise patients that periodic monitoring of their blood counts is
required. Advise patients to contact their healthcare provider for new
onset of bleeding, fever, or symptoms of infection [see Warnings and
Precautions (5.2)].
Hypertension and Cardiovascular Effects
Advise patients to undergo blood pressure and heart rate monitoring
at least weekly for the first 2 months, then monthly for the first year of
treatment and periodically thereafter. Advise patients to contact their
healthcare provider if blood pressure is elevated [see Warnings and
Precautions (5.3)].
Posterior Reversible Encephalopathy Syndrome
Inform patients that they are at risk of developing posterior reversible
encephalopathy syndrome (PRES) that can present with signs and
symptoms including seizure, headaches, altered mental status, or
vision changes. Advise patients to contact their healthcare provider
if they develop any of these signs or symptoms [see Warnings and
Precautions (5.4)].
Dosing Instructions
Inform patients on how to take ZEJULA [see Dosage and Administration
(2.2) of full prescribing information]. ZEJULA should be taken once
daily. Instruct patients that if they miss a dose of ZEJULA not to take an
extra dose to make up for the one that they missed. They should take
their next dose at the regularly scheduled time. Each capsule should be
swallowed whole. ZEJULA may be taken with or without food. Bedtime
administration may be a potential method for managing nausea.
Embryo-Fetal Toxicity
Advise females to inform their healthcare provider if they are pregnant
or become pregnant. Inform female patients of the risk to a fetus and
potential loss of the pregnancy [see Warnings and Precautions (5.5)
and Use in Specific Populations (8.1)].
Contraception
Advise females of reproductive potential to use effective
contraception during treatment with ZEJULA and for at least 6
months after receiving the last dose [see Use in Specific Populations
(8.3)].
Lactation
Advise patients not to breastfeed while taking ZEJULA and for 1
month after the last dose [see Use in Specific Populations (8.2)].
Allergic Reactions to FD&C Yellow No. 5 (Tartrazine)
Advise patients that ZEJULA capsules contain FD&C Yellow No. 5
(tartrazine), which may cause allergic-type reactions (including
bronchial asthma) in certain susceptible persons or in patients who
also have aspirin hypersensitivity [see Warnings and Precautions
(5.6)].
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Dual Diagnosis: Nurses Face Challenges in Caring
for Patients With Both Cancer and Diabetes
Nurses need to know these key concepts when treating patients who have
diagnoses of both cancer and diabetes.
By Linda Childers

R

eceiving a diagnosis of either cancer or
diabetes can be life changing, but for
patients with both diseases, it can prove
especially challenging. Research shows that 8%
to 18% of individuals living with cancer also have
diabetes1 and that treating both simultaneously
makes the process more complicated for nurses
and their patients. The American Diabetes
Association states, “Cancer and diabetes are
diagnosed within the same individual more
frequently than would be expected by chance.”2
“As our population ages and people are living
longer, we can expect to see the number of
patients receiving diagnoses of both cancer
and diabetes increase,” said Jill Olausson, PhD,
RN, CDE, an assistant professor and assistant chair, Master’s of Nursing in Healthcare
Administration, at Azusa Pacific University in
California. Olausson is part of the Glycemic
Control for Patients with Cancer Nursing
Task Force, a group of nurses committed with
improving health-related outcomes and the care
of oncology patients with diabetes.

The Link Between Diabetes
and Cancer

People with diabetes (primarily type 2) are at a
higher risk of developing certain cancers than
those without diabetes, as the diseases share risk
factors such as aging, obesity, poor nutrition, and
physical inactivity.3 Olausson notes that prednisone and other steroids used to treat or prevent
nausea, or as a component of cancer treatment,
can also cause a spike in blood sugars and
compound the management of diabetes. Patients

who receive steroids should be closely monitored
with premeal glucose testing and additional
testing 2 hours after a meal.

As our population ages
and people are living
longer, we can expect
to see the number of
patients receiving
diagnoses of both cancer
and diabetes increase.
—Jill Olausson, PhD, RN, CDE

Caring for Patients With
Diabetes and Cancer

“Cancer patients with diabetes are at an
increased risk for developing infections, being
hospitalized, and requiring chemotherapy reductions or stoppages,” says Denise Hershey, PhD,
RN, FNPBC, an associate professor at Michigan
State University’s College of Nursing in East
Lansing. Unfortunately, Hershey says there is not
sufficient evidence on the best way to manage

Oncology nurses who want to learn more about diabetes care can
find relevant information in the reference book Complete Nurse’s
Guide to Diabetic Care, an American Diabetes Association (ADA)
publication. The ADA also offers free continuing education credits to
nurses and other health care professionals through its e-learning site
at ada.healthmonix.com.

Scan the QR code
with your smartphone

diabetes in patients with cancer. She believes in
looking at each patient’s overall health rather
than focusing solely on their cancer.
“It’s important for oncology nurses to work
with diabetes educators, nutritionists, and others
to form a comprehensive care plan for patients,”
Hershey says. “Nurses can assess how well a
patient’s diabetes is being controlled by looking
at the patient’s A1C [glycated hemoglobin] at the
time of their initial cancer diagnosis and seeing
if they now appear to [have] hyperglycemia.”
Care plans can help patients balance their
glucose levels with their cancer treatment after
discharge. “It’s important to look at barriers
patients may be facing, such as not being able
to afford the high cost of diabetic test strips,”
Hershey says. “Rather than just advising them to
exercise, letting them know that regular exercise
can help stabilize blood sugar levels while also
lowering the chances of cancer adverse events
[AEs] such as fatigue and neuropathy.”
Recent research shows that blood glucose
above 180 increases the risk of complications in
hospitalized patients.3 Hershey says oncology
patients sometimes make the mistake of prioritizing their cancer diagnosis over their diabetes.
“We know glycemic control plays a role in
the overall health quality of life for oncology
patients, level of symptom severity, and can also
affect overall survival,” Hershey says. “Educating
patients about how to self-manage their glycemic
control is just as important as treating their
cancer, in order to achieve the best outcomes.”
Oncology nurses also need to be aware
of changes in a patient’s condition; many
cancer symptoms are also signs of diabetes.
Uncontrolled high blood sugar can lead to dehydration, but extreme thirst can also be an AE of
chemotherapy. Both diabetes and cancer complications can cause or worsen neuropathy. “We
need to look at cancer survivorship and ensure
these patients receive optimal diabetes care and
achieve their glycemic targets,” Hershey says. 
References are available on OncNursingNews.com.

OncNursingNews.com | 29

Find this episode of The Vitals and more
on your favorite podcast-streaming app
or on our website.

THE VITALS

Scan the QR code or visit,
oncnursingnews.com/podcasts

Cultivate Resiliency and Bypass Burnout
By Brielle Benyon

R

esearch has shown that mindfulness
can improve resiliency, thus decreasing
the risk of clinician burnout. But
mindfulness does not look the same for
everyone—some may find it in meditation,
whereas others enjoy yoga or prayer.
In a recent episode of the Oncology Nursing
News® podcast The Vitals, we spoke with Loren
Winters, MSN, ANP-BC, OCN, an oncology
nurse practitioner at Massachusetts General
Hospital’s Mass General Cancer Center and
a certified yoga instructor, on how nurses
can use mindfulness to decrease stress and
be more present with patients and family
members every day. Here are some highlights
of what she had to say.

It’s definitely true
that you can develop
resiliency by the use
of tools and practice
and self-care.”

I think [mindfulness] needs more work to get
into the culture in a way that health care providers
give themselves permission to stop what they’re
doing and do a little self-care, so that they can go
back to their patients and truly give their all. The
reality is if you’re burned out, you’re exhausted,
you’re not going to be able to give your all and then
you get home and you’ve got nothing for yourself
and nothing for your family.”

I can’t imagine having gone through this
pandemic without having that yoga practice. It’s
just crazy to me because I know I probably would
have burned myself out a long time ago.”

Mindfulness practices can include:

Meditation
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Focusing on
the breath

Prayer

Yoga
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PARTNER PERSPECTIVES

Approach Health Disparities From All Angles
April is National Minority Health Month, highlighting the need for health care and community
sectors to come together and improve cancer outcomes for underserved populations.
By Michelle Fortier, PhD

R
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relates to identifying potential determinants
of health disparities that will ideally inform
interventions or efforts to eliminate disparities.
Understanding is often limited by a narrow
scope that fails to consider the interplay of the
broad range of individual, family, community,
societal, and systemic factors that contribute
to health-related disparities. The final phase,
reduction, involves developing and implementing
interventions aimed at reducing and eliminating
disparities that unfortunately are least representative of the literature on health disparities.9
Clinically, application of this framework may
be accomplished by broadening assessment
of potential determinants of health to understand the complex range of factors that may
contribute to potential disparities among the
patients we serve. For example, more detailed
assessment of social determinants of health
(eg, food, housing, energy, and transportation
insecurity) may reveal opportunities to address
barriers to care. Cross-sector collaborations,
such as partnering with digital transportation
companies like Uber or Lyft, can help address
barriers.9 Nurse scientists can also take the lead
in developing research programs that address
and reduce health disparities. Engaging with
the target community allows for development of
sustainable and culturally relevant interventions.
Such approaches, including community-based
participatory research, establish a collaborative
partnership that engages community experts
in decision-making and changes in the practice
of health care. Academic-community research

collaborations can successfully reduce health
disparities and, more specifically, have been
shown to address systemic inequities, such as
those related to education, financial insecurity,
health literacy, and access to technology.10
Advances in detection and treatment of cancer
have led to increases in survival rates in recent
decades. Unfortunately, for some populations,
these advances have not affected cancer-related
morbidity and mortality. Thus, it is crucial that
nurse clinicians and scientists adopt a wide lens
of assessment and intervention using a population health approach to incorporate myriad
factors that contribute to these health inequities.
Reduction and elimination of health disparities stems from detection and understanding,
and nurses have a key role in clinical settings,
research partnerships with communities
impacted by disparities, and in policy decisions
and implementation. Community and crosssector partnerships can allow for innovative
approaches that address social determinants
of health not just at the individual but at the
larger community and population levels and
can lead to improvements in cancer- related
outcomes for all patients and families. 
References are available on OncNursingNews.com.
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esearch shows that individuals with
low socioeconomic status, as well as
members of racial/ethnic minority
populations, often face disparities in cancer
care. Considering that about one-quarter of
the Latino population lives in poverty, and that
this is the largest ethnic minority group in the
United States,1 improving oncology care for this
demographic should be a priority.
Cancer-related disparities for Latino populations include diagnosis at more advanced disease
stages, delays in treatment initiation, and
psychosocial morbidities such as poorer quality
of life compared with non-Latino White individuals.2-4 In addition, poverty-exposed children
with cancer suffer from poorer cancer-related
outcomes, including lower survival rates and
earlier relapse.5 Cancer health disparities extend
to caregivers as well, including increased stress
and negative health among Latino caregivers
of family members with cancer.6 Moreover,
health care providers tend to underestimate
the needs of Latino parents of children with
cancer, assuming that Latino families want less
information about a child’s cancer diagnosis and
prognosis than is actually wanted.7 Therefore,
understanding and ameliorating factors contributing to disparities in health outcomes in Latino
children and adults with cancer as well as their
caregivers is vital to minimizing disparities in
morbidity and mortality.
It has been proposed that access to health
care is a critical avenue to eliminating racial
and ethnic health disparities because it reflects
a societal, rather than individual, effort to
address broader systemic issues that contribute
to such disparities with a focus on provision
and cost support of health care.8 Enacting
change in health care access is a task for nurses
engaged in clinical care, research, and policy.
A potentially valuable framework for this work
divides the approach into 3 phases: detection,
understanding, and reduction of health-related
disparities.8 Much of the work in this field has
focused on detection; that is, identifying certain
groups as receiving poorer quality of care,
lacking access to care, and having poorer health
outcomes. The second phase, understanding,

COVID-19 Pandemic Led
to Delays in Medical Care

More than one-third of adults report delaying
or forgoing health care either because of
fear of infection or their physicians offering
limited services.
By Keith A. Reynolds
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A

study by the Urban Institute, a nonprofit health policy center,
found that more than one-third of adults between the ages of
18 and 64 have forgone or delayed medical care because of
the coronavirus disease 2019 (COVID-19) pandemic.1 According to the
report, as of September 2020, 36% of adults reported delaying or
forgoing health care because they were worried about becoming infected
with COVID-19 or because their providers offered limited services
because of the pandemic.
Among respondents with 1 or more chronic condition, 40.7%
reported they have delayed or forgone care, whereas 56.3% of respondents with both a physical and a mental health condition have done
the same, the report says. Black adults were more likely (39.7%) to
report forgoing or delaying care than Hispanic/Latinx (35.5%) or White
(34.3%) adults and more likely to report forgoing or delaying multiple
types of care, at 28.5% compared with 22.3% and 21.1% respectively,
according to the report.
The most common type of medical care delayed or forgone was dental
at 25.3%, followed by visiting a primary care physician or specialist
at 20.6%, and receiving preventive health screenings or medical tests
at 15.5%, the report says. Respondents with 1 or more chronic health
conditions such as cancer, hypertension, diabetes, respiratory illness,
heart disease, kidney disease, and mental health disorders made
up the majority (76%) of those who have delayed or forgone health
care. Delaying and forgoing care is not without its dangers; 32.6% of
respondents say that doing so has worsened 1 or more of their health
conditions or limited their ability to work or do other daily activities,
according to the report. 
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How Nurses Can Promote
Cancer Screening
WEAR A MASK AND
PRACTICE SOCIAL
DISTANCING.
Do your part to prevent
the spread of COVID-19.

DISCUSS CANCER
RISK WITH PATIENTS.
If they have an inherited
cancer syndrome, stress
the importance of family
screening too.

BE A POSITIVE
ROLE MODEL.

Get your scheduled cancer
screenings, and discuss the
importance of doing so with
friends and family members.
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EVALUATING LASOFOXIFENE IN ESR 1 MUTATIONS

Are you treating MBC patients
with an ESR1 mutation?
Check if they’re eligible
for the ELAINE Study

The ELAINE Study is evaluating an investigational
oral drug in postmenopausal women with ER+/HER2breast cancer whose disease has shown progression
on previous AI treatment in combination with
a CDK 4/6 inhibitor and with an acquired
estrogen receptor 1 (ESR1) mutation.*

Patients may qualify to participate in the study if they:
• Are postmenopausal
• Have been diagnosed with locally advanced or metastatic
ER+/HER2- breast cancer
• Have been diagnosed with an acquired ESR1 mutation. This may
have been detected in previous testing and if not, a blood test as
part of the study will be done to see if the mutation is present
• Had disease progression after taking an AI in combination with a
CDK 4/6 inhibitor*

Patients who pre-qualify based
on inclusion and exclusion
criteria will receive a liquid
biopsy blood test at no cost to
determine if an acquired ESR1
mutation is present prior
to participation in the study.

Visit www.elainestudy.com to Learn More

*AIs include Arimidex (anastrozole), Femara (letrozole), or Aromasin (exemestane). CDK 4/6 inhibitors include
Kisqali (ribociclib), Ibrance (palbociclib), and Verzenio (abemaciclib).
AI, aromatase inhibitor; CDK, cyclin-dependent kinase; ER, estrogen receptor;
HER, human epidermal receptor.
All product names, trademarks, and registered trademarks are property of their respective owners.
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