AUGUST 2021 • V.15 • N.4

EDITION

OncNursingNews.com

CREATING A SAFE SPACE:

Bullying and

Violence

Among Oncology Nurses
Also Inside

FEATURE
Neurotoxicity with Cilta-cel:
Early Intervention Can Improve
Outcomes in R/R Myeloma
ONCOLOGY NURSE CHAMPION
An Unplanned Journey Leads
to an Unexpected Career
Lisa Cusaac, MSN, RN, OCN

An Advanced Practice Nurse’s
Commitment to Supportive Care
Kathleen Lutz RN, NP-BC WH

Clinical Insights
Colon and Liver Cancer

EDUCATIONAL
ACTIVITY

Clinical Insights
& Nurse Perspectives
(certified for 0.5 contact hour)

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

CAN IMPROVING ER ANTAGONISM AND
DEGRADATION UNLOCK A BRIGHTER FUTURE?
Complex mechanisms of estrogen receptor (ER) signaling
have been associated with tumor growth.1-3

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

To strengthen the ﬁght against resistance, could
advancements in ER antagonism and degradation
help decrease the ER pathway’s downstream effects?
Reveal more at UnlockmBC.com
HER2=human epidermal growth factor receptor 2.
References: 1. Haque MM, Desai KV. Pathways to endocrine therapy resistance in breast cancer. Front Endocrinol. 2019;10:573. 2. Roy SS, Vadlamudi RK. Role of estrogen
receptor signaling in breast cancer metastasis. Int J Breast Cancer. 2012. doi:10:1155/2012/654698 3. Jeffreys SA, Powter B, Balakrishnar B, et al. Endocrine resistance in
breast cancer: the role of estrogen receptor stability. Cells. 2020;9(9):2077. doi:10.3390/cells9092077 4. McDonnell DP, Wardell SE. The molecular mechanisms underlying the
pharmacological actions of ER modulators: implications for new drug discovery in breast cancer. Curr Opin Pharmacol. 2010;10(6):620-628. 5. Osborne CK, Schiff R. Mechanisms
of endocrine resistance in breast cancer. Annu Rev Med. 2011;62:233-247.
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Oncology Nurses Are
Champions Every Day

O

ncology nurses embody the meaning of excellent supportive care. And in this
issue, we celebrate 2 oncology nurses who have exemplified excellence not only
in their daily practices but especially throughout the COVID-19 pandemic. In our
Oncology Nursing Champion section, we recognize the accomplishments of Lisa Cusaac,
MSN, RN, OCN, of MedStar Georgetown University Hospital, and Kathleen Lutz, NP,
NP-BC WH, of NYU Langone Health.
Welcoming work environments foster nurses who work to the best of their ability. Our
cover story on oncology nurse bullying and violence in the workplace addresses questions regarding nurse safety and offers insights into how to maximize safety and security
to ensure the happiness and productivity of the oncology nurses who work there.
Also in this issue, we dive into how playing music can positively affect a patient’s
experience during painful procedures and we explore how meditation can help combat
burnout for health care providers working in hospice settings. We urge readers to be on
the lookout for altered mental states—their own and that of their friends, family, and
colleagues—following the COVID-19 pandemic.
Our continuing education (CE) section covers updates presented at the annual
American Society of Clinical Oncology meeting. Head over to OncNursingNews.com after
reading the content and take the online quiz to earn CE credit. Our goal at Oncology
Nursing News® is to keep nurses up-to-date not only on the latest clinical advancements
but also on the evolving world of health care in general. Our medical economics section
takes a hard look at how the COVID-19 pandemic has hit the health care industry. We
also detail recent notable FDA approvals in our Medical World News® section.
Burnout and mental distress are prevalent in health care settings and can bring a load
of heavy consequences. If you or your coworkers have experienced stress and fatigue,
particularly in the wake of the COVID-19 pandemic, you are not alone. Read on for information to help identify signs, combat distress, and create healthy work environments to
protect yourself and your team.
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FIRST FDA-APPROVED TARGETED TREATMENT
In mNSCLC with mutations leading to MET exon 14 skipping (METex14)

Face off
against METex14
in mNSCLC with

TABRECTA
on your side

Indication
TABRECTA® (capmatinib) tablets is indicated for the treatment of adult patients with metastatic non-small
cell lung cancer (NSCLC) whose tumors have a mutation that leads to mesenchymal-epithelial transition
(MET) exon 14 skipping as detected by an FDA-approved test.
This indication is approved under accelerated approval based on overall response rate and duration of
response. Continued approval for this indication may be contingent upon veriﬁcation and description of
clinical beneﬁt in conﬁrmatory trials.
Important Safety Information
Interstitial Lung Disease (ILD)/Pneumonitis. ILD/pneumonitis, which can be fatal, occurred in patients
treated with TABRECTA. ILD/pneumonitis occurred in 4.5% of patients treated with TABRECTA in the
GEOMETRY mono-1 study, with 1.8% of patients experiencing grade 3 ILD/pneumonitis and 1 patient
experiencing death (0.3%). Eight patients (2.4%) discontinued TABRECTA due to ILD/pneumonitis.
Monitor for new or worsening pulmonary symptoms indicative of ILD/pneumonitis (eg, dyspnea, cough, fever).
Immediately withhold TABRECTA in patients with suspected ILD/pneumonitis and permanently discontinue if
no other potential causes of ILD/pneumonitis are identiﬁed.
Hepatotoxicity. Hepatotoxicity occurred in patients treated with TABRECTA. Increased alanine
aminotransferase (ALT)/aspartate aminotransferase (AST) occurred in 13% of patients treated with TABRECTA
in GEOMETRY mono-1. Grade 3 or 4 increased ALT/AST occurred in 6% of patients. Three patients (0.9%)
discontinued TABRECTA due to increased ALT/AST.
Monitor liver function tests (including ALT, AST, and total bilirubin) prior to the start of TABRECTA, every
2 weeks during the ﬁrst 3 months of treatment, then once a month or as clinically indicated, with more
frequent testing in patients who develop increased transaminases or bilirubin. Based on the severity of the
adverse reaction, withhold, reduce dose, or permanently discontinue TABRECTA.
Please see additional Important Safety Information and Brief Summary for TABRECTA.
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Nearly 1 in 3 patients with mNSCLC may have an actionable mutation1-4*

METex14, ~3%

~30

TABRECTA is the
ﬁrst FDA-approved
targeted treatment
for patients with
METex14 in mNSCLC

» NSCLC is a heterogeneous
disease with many genomic
mutations5

%
Other
actionable
mutations

» The prevalence of METex14
is similar to that of other
genomic mutations1-4*

Delivered a nearly 70% ORR in treatment-naive patients (n=28)6,7
POWERFUL RESPONSES

MONTHS
MONTHS
mDOR
mDOR

Durable responses that
lasted more than 1 year
Percentage of patients with
responses at ≥12 months was 47%

95% CI, 5.5-25.3
n=19

Find additional data at
about-tabrecta.com

Trial Design6,7
TABRECTA® (capmatinib) tablets was studied in GEOMETRY mono-1, a multicenter, nonrandomized, open-label,
multicohort study of patients with EGFR wild-type, ALK-negative, metastatic NSCLC. Patients with METex14
(n=97) comprised 2 cohorts: treatment naive (n=28) and treated previously with 1 or 2 prior lines of therapy
(n=69). Patients received TABRECTA 400 mg twice daily. Treatment was continued until disease progression,
drug intolerance, or investigator-led discontinuation. Evaluable patients were deﬁned as those who completed
at least 6 cycles of treatment (18 weeks) or discontinued treatment earlier. The major efﬁcacy outcome was
overall response rate, and duration of response was an additional efﬁcacy outcome as determined by a blinded
independent review committee according to Response Evaluation Criteria in Solid Tumors 1.1.

ALK, anaplastic lymphoma kinase; CR, complete response; EGFR, epidermal growth
factor receptor; mDOR, median duration of response; MET, mesenchymal-epithelial
transition; mNSCLC, metastatic non-small cell lung cancer; ORR, overall response rate;
PR, partial response.
*Prevalence rates are in accordance with those from The Cancer Genome Atlas (TCGA)
Research Network, a joint effort between the National Cancer Institute and the National
Human Genome Research Institute. To access the latest TCGA data, please visit:
cancer.gov/about-nci/organization/ccg/research/structural-genomics/tcga.
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95% CI, 48-84
• CR, 1 (4%)
• PR, 18 (64%)
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IMPORTANT SAFETY INFORMATION (continued)
Risk of Photosensitivity. Based on ﬁndings from animal studies, there is a potential risk of
photosensitivity reactions with TABRECTA® (capmatinib) tablets. In GEOMETRY mono-1, it was
recommended that patients use precautionary measures against ultraviolet exposure, such as use
of sunscreen or protective clothing, during treatment with TABRECTA. Advise patients to limit direct
ultraviolet exposure during treatment with TABRECTA.
Embryo-Fetal Toxicity. Based on ﬁndings from animal studies and its mechanism of action, TABRECTA
can cause fetal harm when administered to a pregnant woman. Advise pregnant women of the potential
risk to a fetus. Advise females of reproductive potential to use effective contraception during treatment
with TABRECTA and for 1 week after the last dose. Advise males with female partners of reproductive
potential to use effective contraception during treatment with TABRECTA and for 1 week after the last
dose.
Most Common Adverse Reactions. The most common adverse reactions (≥20%) were peripheral edema
(52%), nausea (44%), fatigue (32%), vomiting (28%), dyspnea (24%), and decreased appetite (21%). The most
common grade 3 adverse reactions (≥2%) were peripheral edema (9%), fatigue (8%), dyspnea (7%), nausea
(2.7%), vomiting (2.4%), and noncardiac chest pain (2.1%). Grade 4 dyspnea was reported in 0.6% of patients.
Clinically Relevant Adverse Reactions. Clinically relevant adverse reactions observed in <10% of patients
were pruritus (allergic and generalized), ILD/pneumonitis, cellulitis, acute kidney injury (including renal
failure), urticaria, and acute pancreatitis.
Laboratory Abnormalities. Select laboratory abnormalities (≥20%) worsening from baseline in
patients who received TABRECTA were decreased albumin (68%), increased creatinine (62%), decreased
lymphocytes (44%), increased ALT (37%), increased alkaline phosphatase (32%), increased amylase (31%),
increased gamma-glutamyltransferase (29%), increased lipase (26%), increased AST (25%), decreased
hemoglobin (24%), decreased leukocytes (23%), decreased sodium (23%), decreased phosphate (23%),
increased potassium (23%), and decreased glucose (21%).
Please see additional Important Safety Information and Brief Summary for TABRECTA.

References: 1. Shea M, Costa DB, Rangachari D. Management of advanced non-small cell lung cancers with known mutations
or rearrangements: latest evidence and treatment approaches. Ther Adv Respir Dis. 2016;10(2):113-129. 2. Awad MM, Oxnard GR,
Jackman DM, et al. MET exon 14 mutations in non-small-cell lung cancer are associated with advanced age and stage-dependent
MET genomic ampliﬁcation and c-Met overexpression. J Clin Oncol. 2016;34(7):721-730. 3. Brustugun OT, Khattak AM, Trømborg AK,
et al. BRAF-mutations in non-small cell lung cancer. Lung Cancer. 2014;84(1):36-38. 4. Vaishnavi A, Capelletti M, Le AT, et al. Oncogenic
and drug-sensitive NTRK1 rearrangements in lung cancer. Nat Med. 2013;19(11):1469-1472. 5. Chakravarty D, Gao J, Phillips S, et al.
OncoKB: a precision oncology knowledge base. JCO Precis Oncol. 2017. doi:10.1200/PO.17.00011. 6. Tabrecta [prescribing information].
East Hanover, NJ: Novartis Pharmaceuticals Corp; 2020. 7. Data on ﬁle. Study CINC280A2201. Novartis Pharmaceuticals Corp; 2019.

Novartis Pharmaceuticals Corporation
East Hanover, New Jersey 07936-1080

© 2021 Novartis
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TABRECTA™ (capmatinib) tablets, for oral use
Initial U.S. Approval: 2020

Metastatic Non-Small Cell Lung Cancer
The safety of TABRECTA was evaluated in GEOMETRY mono-1 [see Clinical Studies (14) in the full prescribing information]. Patients received
TABRECTA 400 mg orally twice daily until disease progression or unacceptable toxicity (N=334). Among patients who received TABRECTA, 31%
were exposed for at least 6 months and 16% were exposed for at least
one year.

BRIEF SUMMARY: Please see package insert for full prescribing information.
1 INDICATIONS AND USAGE
TABRECTA is indicated for the treatment of adult patients with metastatic
non-small cell lung cancer (NSCLC) whose tumors have a mutation that
leads to mesenchymal-epithelial transition (MET) exon 14 skipping as
detected by an FDA-approved test.

Serious adverse reactions occurred in 51% of patients who received
TABRECTA. Serious adverse reactions in ≥ 2% of patients included dyspnea (7%), pneumonia (4.8%), pleural effusion (3.6%), general physical
health deterioration (3%), vomiting (2.4%), and nausea (2.1%). A fatal
adverse reaction occurred in one patient (0.3%) due to pneumonitis.

This indication is approved under accelerated approval based on overall
response rate and duration of response [see Clinical Studies (14) in the
full prescribing information]. Continued approval for this indication may
be contingent upon verification and description of clinical benefit in confirmatory trial(s).

Permanent discontinuation of TABRECTA due to an adverse reaction
occurred in 16% of patients. The most frequent adverse reactions (≥ 1%)
leading to permanent discontinuation of TABRECTA were peripheral edema
(1.8%), pneumonitis (1.8%), and fatigue (1.5%).

4 CONTRAINDICATIONS
None.
5 WARNINGS AND PRECAUTIONS
5.1 Interstitial Lung Disease (ILD)/Pneumonitis
ILD/pneumonitis, which can be fatal, occurred in patients treated with
TABRECTA [see Adverse Reactions (6.1)]. ILD/pneumonitis occurred in
4.5% of patients treated with TABRECTA in GEOMETRY mono-1, with
1.8% of patients experiencing Grade 3 ILD/pneumonitis and one patient
experiencing death (0.3%). Eight patients (2.4%) discontinued TABRECTA
due to ILD/pneumonitis. The median time-to-onset of Grade 3 or higher
ILD/pneumonitis was 1.4 months (range: 0.2 months to 1.2 years).

Dose interruptions due to an adverse reaction occurred in 54% of patients
who received TABRECTA. Adverse reactions requiring dosage interruption
in > 2% of patients who received TABRECTA included peripheral edema,
increased blood creatinine, nausea, vomiting, increased lipase, increased
ALT, dyspnea, increased amylase, increased AST, increased blood bilirubin,
fatigue, and pneumonia.
Dose reductions due to an adverse reaction occurred in 23% of patients
who received TABRECTA. Adverse reactions requiring dosage reductions
in > 2% of patients who received TABRECTA included peripheral edema,
increased ALT, increased blood creatinine, and nausea.

Monitor for new or worsening pulmonary symptoms indicative of
ILD/pneumonitis (e.g., dyspnea, cough, fever). Immediately withhold
TABRECTA in patients with suspected ILD/pneumonitis and permanently
discontinue if no other potential causes of ILD/pneumonitis are identified
[see Dosage and Administration (2.3) in the full prescribing information].

The most common adverse reactions (≥ 20%) in patients who received
TABRECTA were peripheral edema, nausea, fatigue, vomiting, dyspnea,
and decreased appetite.

Grades 1 to 4
(%)

Grades 3 to 4a
(%)

General disorders and administration-site conditions
Peripheral edemab

52

Fatiguec

32

8

Non-cardiac chest paind

15

2.1

9

Back pain

14

0.9

Pyrexiae

14

0.6

Weight decreased

10

0.6

Nausea

44

2.7

Vomiting

28

2.4

Constipation

18

0.9

Diarrhea

18

0.3

Gastrointestinal disorders

5.4 Embryo-Fetal Toxicity
Based on findings from animal studies and its mechanism of action,
TABRECTA can cause fetal harm when administered to a pregnant woman.
Oral administration of capmatinib to pregnant rats and rabbits during the
period of organogenesis resulted in malformations at exposures less than
the human exposure based on area under the curve (AUC) at the 400 mg
twice daily clinical dose. Advise pregnant women of the potential risk to a
fetus. Advise females of reproductive potential to use effective contraception during treatment with TABRECTA and for 1 week after the last dose.
Advise males with female partners of reproductive potential to use effective contraception during treatment with TABRECTA and for 1 week after
the last dose [see Use in Specific Populations (8.1, 8.3)].
6 ADVERSE REACTIONS
The following clinically significant adverse reactions are described elsewhere in the labeling:

TABRECTA
(N = 334)

Respiratory, thoracic, and mediastinal disorders
Dyspnea

24

7a

Cough

16

0.6

21

0.9

Metabolism and nutrition disorders
Decreased appetite
a Only

includes Grade 3 adverse reactions with exception of dyspnea. Grade 4
dyspnea was reported in 0.6% of patients.
b Peripheral edema includes peripheral swelling, peripheral edema, and fluid
overload.
c Fatigue includes fatigue and asthenia.
d Non-cardiac chest pain includes chest discomfort, musculoskeletal chest
pain, non-cardiac chest pain, and chest pain.
e Pyrexia includes pyrexia and body temperature increased.
Clinically relevant adverse reactions occurring in < 10% of patients
treated with TABRECTA included pruritus (allergic and generalized),
ILD/pneumonitis, cellulitis, acute kidney injury (including renal failure),
urticaria, and acute pancreatitis.

• ILD/Pneumonitis [see Warnings and Precautions (5.1)]
• Hepatotoxicity [see Warnings and Precautions (5.2)]
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
directly compared to rates in the clinical trials of another drug and may
not reflect the rates observed in practice.

Table 4 summarizes the laboratory abnormalities in GEOMETRY mono-1.
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5.3 Risk of Photosensitivity
Based on findings from animal studies, there is a potential risk of photosensitivity reactions with TABRECTA [see Nonclinical Toxicology (13.2) in
the full prescribing information]. In GEOMETRY mono-1, it was recommended that patients use precautionary measures against ultraviolet
exposure such as use of sunscreen or protective clothing during treatment with TABRECTA. Advise patients to limit direct ultraviolet exposure
during treatment with TABRECTA.

Adverse Reactions

T:10.75"

Monitor liver function tests (including ALT, AST, and total bilirubin) prior
to the start of TABRECTA, every 2 weeks during the first 3 months of treatment, then once a month or as clinically indicated, with more frequent
testing in patients who develop increased transaminases or bilirubin. Based
on the severity of the adverse reaction, withhold, dose reduce, or permanently discontinue TABRECTA [see Dosage and Administration (2.3) in the
full prescribing information].

Table 3 summarizes the adverse reactions in GEOMETRY mono-1.
Table 3: Adverse Reactions (≥ 10%) in Patients Who Received TABRECTA
in GEOMETRY mono-1

S:10.25"

5.2 Hepatotoxicity
Hepatotoxicity occurred in patients treated with TABRECTA [see Adverse
Reactions (6.1)]. Increased alanine aminotransferase (ALT)/aspartate
aminotransferase (AST) occurred in 13% of patients treated with TABRECTA
in GEOMETRY mono-1. Grade 3 or 4 increased ALT/AST occurred in
6% of patients. Three patients (0.9%) discontinued TABRECTA due to
increased ALT/AST. The median time-to-onset of Grade 3 or higher
increased ALT/AST was 1.4 months (range: 0.5 to 4.1 months).
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Table 4: Select Laboratory Abnormalities (≥ 20%) Worsening from
Baseline in Patients Who Received TABRECTA in GEOMETRY mono-1
TABRECTAa
Grades
1 to 4
(%)

Grades
3 to 4
(%)

Decreased albumin

68

1.8

Increased creatinine

62

0.3

Increased alanine aminotransferase

37

8

Increased alkaline phosphatase

32

0.3

Increased amylase

31

4.4

Increased gamma-glutamyltransferase

29

7

Increased lipase

26

7

Increased aspartate aminotransferase

25

4.9

Laboratory Abnormalities
Chemistry

Decreased sodium

23

6

Decreased phosphate

23

4.6

Increased potassium

23

3.1

Decreased glucose

21

0.3

Hematology
Decreased lymphocytes

44

14

Decreased hemoglobin

24

2.8

Decreased leukocytes

23

0.9

a The

denominator used to calculate the rate varied from 320 to 325 based on
the number of patients with a baseline value and at least one post-treatment
value.
7 DRUG INTERACTIONS
7.1 Effect of Other Drugs on TABRECTA
Strong CYP3A Inhibitors

Coadministration of TABRECTA increased the exposure of a CYP1A2
substrate, which may increase the adverse reactions of these substrates
[see Clinical Pharmacology (12.3) in the full prescribing information]. If
coadministration is unavoidable between TABRECTA and CYP1A2 substrates where minimal concentration changes may lead to serious adverse
reactions, decrease the CYP1A2 substrate dosage in accordance with the
approved prescribing information.
P-glycoprotein (P-gp) and Breast Cancer Resistance Protein (BCRP)
Substrates
Coadministration of TABRECTA increased the exposure of a P-gp substrate and a BCRP substrate, which may increase the adverse reactions of
these substrates [see Clinical Pharmacology (12.3) in the full prescribing
information]. If coadministration is unavoidable between TABRECTA and
P-gp or BCRP substrates where minimal concentration changes may lead
to serious adverse reactions, decrease the P-gp or BCRP substrate dosage
in accordance with the approved prescribing information.
MATE1 and MATE2K Substrates
Coadministration of TABRECTA may increase the exposure of MATE1 and
MATE2K substrates, which may increase the adverse reactions of these
substrates [see Clinical Pharmacology (12.3) in the full prescribing information]. If coadministration is unavoidable between TABRECTA and
MATE1 or MATE2K substrates where minimal concentration changes may
lead to serious adverse reactions, decrease the MATE1 or MATE2K substrate dosage in accordance with the approved prescribing information.
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Strong and Moderate CYP3A Inducers
Coadministration of TABRECTA with a strong CYP3A inducer decreased
capmatinib exposure. Coadministration of TABRECTA with a moderate
CYP3A inducer may also decrease capmatinib exposure. Decreases in
capmatinib exposure may decrease TABRECTA anti-tumor activity [see
Clinical Pharmacology (12.3) in the full prescribing information]. Avoid
coadministration of TABRECTA with strong and moderate CYP3A inducers.
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Coadministration of TABRECTA with a strong CYP3A inhibitor increased
capmatinib exposure, which may increase the incidence and severity of
adverse reactions of TABRECTA [see Clinical Pharmacology (12.3) in the
full prescribing information]. Closely monitor patients for adverse reactions during coadministration of TABRECTA with strong CYP3A inhibitors.

8 USE IN SPECIFIC POPULATIONS
8.1 Pregnancy
Risk Summary
Based on findings from animal studies and its mechanism of action [see
Clinical Pharmacology (12.1) in the full prescribing information], TABRECTA
can cause fetal harm when administered to a pregnant woman. There are
no available data on TABRECTA use in pregnant women. Oral administration of capmatinib to pregnant rats and rabbits during the period of organogenesis resulted in malformations at maternal exposures less than the
human exposure based on AUC at the 400 mg twice daily clinical dose
(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 pregnancies is 2% to
4% and 15% to 20%, respectively.
Data
Animal Data
In rats, maternal toxicity (reduced body weight gain and food consumption) occurred at 30 mg/kg/day (approximately 1.4 times the human exposure based on AUC at the 400 mg twice daily clinical dose). Fetal effects
included reduced fetal weights, irregular/incomplete ossification, and
increased incidences of fetal malformations (e.g., abnormal flexure/
inward malrotation of hindpaws/forepaws, thinness of forelimbs, lack
of/reduced flexion at the humerus/ulna joints, and narrowed or small
tongue) at doses of ≥ 10 mg/kg/day (approximately 0.6 times the human
exposure based on AUC at the 400 mg twice daily clinical dose).
In rabbits, no maternal effects were detected at doses up to 60 mg/kg/day
(approximately 1.5 times the human exposure based on AUC at the
400 mg twice daily clinical dose). Fetal effects included small lung lobe
at ≥ 5 mg/kg/day (approximately 0.016 times the human exposure based
on AUC at the 400 mg twice daily clinical dose), and reduced fetal weights,
irregular/incomplete ossification and increased incidences of fetal malformations (e.g., abnormal flexure/malrotation of hindpaws/forepaws, thinness of
forelimbs/hindlimbs, lack of/reduced flexion at the humerus/ulna joints,
small lung lobes, narrowed or small tongue) at the dose of 60 mg/kg/day.
8.2 Lactation
Risk Summary
There are no data on the presence of capmatinib or its metabolites in
either human or animal milk or its effects on the breastfed child or on
milk production. Because of the potential for serious adverse reactions in
breastfed children, advise women not to breastfeed during treatment with
TABRECTA and for 1 week after the last dose.
8.3 Females and Males of Reproductive Potential
Based on animal data, TABRECTA can cause malformations at doses less
than the human exposure based on AUC at the 400 mg twice daily clinical
dose [see Use in Specific Populations (8.1)].
Pregnancy Testing
Verify pregnancy status for females of reproductive potential prior to
starting treatment with TABRECTA.
Contraception
Females
Advise females of reproductive potential to use effective contraception
during treatment with TABRECTA and for 1 week after the last dose.
Males
Advise males with female partners of reproductive potential to use effective contraception during treatment with TABRECTA and for 1 week after
the last dose.
8.4 Pediatric Use
Safety and effectiveness of TABRECTA in pediatric patients have not been
established.
8.5 Geriatric Use
In GEOMETRY mono-1, 57% of the 334 patients were 65 years or older
and 16% were 75 years or older. No overall differences in the safety or
effectiveness were observed between these patients and younger patients.
8.6 Renal Impairment
No dosage adjustment is recommended in patients with mild (baseline creatinine clearance [CLcr] 60 to 89 mL/min by Cockcroft-Gault) or moderate
renal impairment (CLcr 30 to 59 mL/min) [see Clinical Pharmacology (12.3)
in the full prescribing information]. TABRECTA has not been studied in
patients with severe renal impairment (CLcr 15 to 29 mL/min).
Distributed by:
Novartis Pharmaceuticals Corporation
East Hanover, New Jersey 07936
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Stay Alert for Mental Health Issues
Exacerbated by COVID-19 Pandemic
By Patricia Jakel, MN, RN, AOCN

T

he World Health Organization defines
mental health as “a state of well-being
in which the individual realizes his or
her own abilities, can cope with normal life
stressors, can work productively and fruitfully,
and can make a contribution to his or her
community.”1 Nurses are aware that the risk
of psychological effects from the COVID-19
pandemic is significant and that patients, families, and colleagues may respond with stress,
anxiety, depression, insomnia, or, in worst cases,
suicidal thoughts. Psychological support services
for patients and colleagues are critically needed
and should be a vital component in postpandemic planning.
The pandemic changed the daily lives of
Americans. It has taken a toll on individuals’
mental health and created new barriers for
those seeking mental health care. The world
has confronted many new issues in the past
18 months, such as fear of contracting the
coronavirus, fear of job loss, lack of child care
options, and the devastating loss of loved ones
due to COVID-19. All have had a crippling effect
on the nation’s mental health.
As the world slowly starts to recover, a sense
of isolation remains. Anxiety, depression, and
insomnia linger, and loneliness, drug and
alchohol use, and domestic violence are on
the rise.2 Health care providers believe the
pandemic may have an enormous impact on the
mental health of the global population, leading
to “an increase in cases of depression, suicide,
and self-harm.” 3
Such predictions are reflected in an analysis
completed by the Kaiser Family Foundation
from March 2021. In total, 46% of mothers
surveyed stated that COVID-19 affected their
mental health.4 School closures and lack of child
care greatly affected parents with children
younger than 18, many of whom were either
working from home or leaving their children to
work in the office during the pandemic.
The Kaiser Family Foundation COVID-19 data
reveal disparity issues in health care. Minority
groups, women, low-income communities, and
the elderly often lack access to crucial health
care services. According to the CDC,5 unmet
mental health needs also increased significantly
from 9.2% to 11.7%. The largest increases in
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Nearly 3 in 10 Mothers Say They Needed and Were Unable
to Get Mental Health Services in the Past Year
Percentage who say they thought they needed mental health services or medication
but did not get them in past 12 months
Among those whose mental health
has been negatively affected by the
COVID-19 pandemic

Percentage among total population

46%

Mothers

27%

42%

Black adults

20%

40%

30-49 years

20%

37%

Hispanic adults

16%

36%

18-29 years

22%

Women

35%

19%

HH income
$40,000-89,900

35%

19%

HH income
< $40,000

14%

32%

HH income
$90,000 +

30%

13%

White adults

29%

14%

50-64 years

26%

Men

25%

65 years and older

14%

11%
10%
5%

HH, household.
Note: Questions were asked of those who said their mental health had been negatively affected by worry or stress
related to the COVID-19 pandemic.
Source: Kaiser Family Foundation COVID-19 Vaccine Monitor (March 15-22, 2021)

unmet mental health needs were among adults
aged 18 to 29 years (7.2 percentage points) and
those with less than a high school education
(4.3 percentage points).
Because oncology nurses are aware of
vulnerable populations, it is important to
carefully assess patients for depression, anxiety,
and possible suicidal thoughts. Ask yourself: Do
our patients have money for food, medications,
parking, and gas? Are they working or has
their compromised immunity kept them home?
Do they speak of isolation, sadness, or signs

of depression? Do they need referrals to a
mental health provider? Do they need help with
medication? Can cancer organizations help
them with grants for gas and food?
As we take inventory of our patients, we also
should look at coworkers, family, and ourselves
to see how life is for everyone. The pandemic has
affected us all and the world remains in crisis.
As oncology nurses, we are poised to help. 
References are available on OncNursingNews.com.
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difficulties faced by their patients
• Understanding of the science and how treatments are designed to
overcome their patient’s cancer
• Aptitude to go above and beyond in supportive care for patients and
patient families

Scan the code to nominate a nurse to
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FDA Oks Amivantamabvmjw for EGFR Exon
20-Mutant NSCLC
By Brielle Benyon

FDA Approves
Sotorasib for KRAS
G12-Mutant NSCLC
By Brielle Benyon

T

he FDA has approved amivantamab-vmjw (Rybrevant) for
the treatment of adults with non–small cell lung cancer (NSCLC)
with tumors that have EGFR exon 20 insertion mutations.
This is the first targeted therapy approved for patients with this subset
of lung cancers.
The agency also approved a companion diagnostic, Guardant360 CDx.
“Advances in precision oncology continue to facilitate drug
development, allowing diseases [such as] lung cancer to be subset
into biomarker-defined populations appropriate for targeted therapies,”
said Julia Beaver, MD, chief of medical oncology for the FDA’s Oncology
Center of Excellence and acting deputy director of the Office of
Oncologic Diseases in the Center for Drug Evaluation and Research,
in a statement.
The approval was based on findings from a clinical trial that included
81 patients with NSCLC with EGFR exon 20 insertion mutations whose
disease progressed on or after receiving platinum-based chemotherapy.
The overall response rate in patients who received amivantamab-vmjw
was 40%, and average duration of response was 11.1 months. Sixty-three
percent of patients had a response that lasted 6 months or longer.
Common adverse events of the targeted agent included rash, skin
infections around the finger and toenails, infusion-related reactions,
muscle and joint pain, nausea, fatigue, shortness of breath, swelling
in the lower legs or hand or face, mouth sores, constipation, cough,
vomiting, and changes in some blood tests.
If patients start to show symptoms of interstitial lung disease,
treatment with amivantamab-vmjw should be withheld; if interstitial
lung disease is confirmed, treatment with the drug should be
discontinued permanently.
Patients should be advised to limit sun exposure for 2 months after
treatment with amivantamab-vmjw. They also should be told about the
possibility of vision problems. Before prescribing the drug, clinicians
should ensure that women are not pregnant.
“With today’s approval, for the first time, patients with non–
small cell lung cancer with EGFR exon 20 insertion mutations
will have a targeted treatment option,” Beaver said. 

he FDA approved sotorasib (Lumakras) for the treatment of
patients with non–small cell lung cancer (NSCLC) whose tumors
have a KRAS G12C mutation and who have received 1 or more
prior systemic therapy. The approval marks the first targeted therapy
for KRAS-mutant tumors, which account for about 25% of mutations in
NSCLC.
“KRAS mutations have long been considered resistant to drug
therapy, representing a true unmet need for patients with certain
types of cancer,” said Richard Pazdur, MD, director of the FDA’s
Oncology Center of Excellence and acting director of the Office
of Oncologic Diseases in the Center for Drug Evaluation and
Research, in a statement.
The approval is based on findings from a clinical trial (NCT03600883)
of 124 patients with locally advanced or metastatic KRAS G12C-mutant
NSCLC whose disease progressed after treatment with a checkpoint
inhibitor and/or platinum-based chemotherapy. Participants on sotorasib
had a 36% objective response rate, and 58% of participants had a
duration of response that lasted 6 months or longer.
The FDA approved a 960-mg dose of the drug. Because sotorasib was
granted an accelerated approval, the agency will conduct a postmarketing
trial to determine if a lower dose has a similar clinical effect.
Common adverse events in patients taking sotorasib include
musculoskeletal pain, nausea, fatigue, liver damage, and cough.
If a patient develops symptoms of interstitial lung disease,
sotorasib should be withheld. If interstitial lung disease is confirmed,
the drug should be stopped permanently. Additionally, if a patient
develops liver damage, sotorasib should be withheld, dose-reduced,
or permanently discontinued.
Patients should not take acid-reducing agents, drugs that induce or
are substrates for certain liver enzymes, and drugs that are substrates
of the P-glycoprotein while they are taking sotorasib.
“Today’s approval represents a significant step toward a future
where more patients will have a personalized treatment approach,”
Pazdur said. 

References are available on OncNursingNews.com.

References are available on OncNursingNews.com.

Medical World News® is now virtual.
Scan the QR code or visit MedicalWorldNews.com
to watch the 24-hour broadcast.
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An Unplanned Journey Leads to an Unexpected Career
Lisa Cusaac, MSN, RN, OCN, never planned to be an oncology nurse. However, 25 years later she has spent her
entire career providing care for patients with cancer and being an Oncology Nurse Champion.
By Lindsay Fischer

L

isa Cusaac, MSN, RN, OCN, began her nursing
career running away from oncology. In fact,
that specialty was the last thing on her mind.
“I never wanted to be an oncology nurse,”
Cusaac said. “My grandma always told me you
should help out oncology patients, but I think I
ran the furthest away from it.”
Cusaac had cared for someone with cancer,
and she wasn’t ready to commit her life to
working in that field. When Cusaac was about
to start college, her grandmother was diagnosed
with pancreatic cancer. After a painful procedure
to treat the cancer, her grandmother needed help
changing her dressings. During college breaks,
Cusaac would return to help her, but it was
difficult to see her grandmother in so much pain.
“I respected the oncology nurses,” she said.
“I got to know some of them and I respected
them, but I never thought I wanted to have
anything to do with cancer. That was my
first introduction, and I saw it as painful and
certainly not comforting.”
However, something rather unexpected
happened when she signed up for the Nurse Tech
Program at Georgetown University Hospital in
Washington, DC. She was placed in the endoscopy
department, where she cleaned the scopes used
for colonoscopies and upper endoscopies. She also
interacted with patients, some of whom would
receive a diagnosis of cancer.

When Everything Changed

Across the hall from the endoscopy department
was the bone marrow transplant unit, which
needed a nurse tech. Cusaac volunteered, and
that’s when everything changed. She fell in
love with the practice. She recognized that
the patients needed a lot of care, and she was
inspired by the cutting-edge science. Surrounded
by diverse patients who all needed a high level
of support, she knew she was in a position to
make a difference. And so, after graduation, she
started her career there.
Cusaac has been at MedStar Georgetown
University Hospital for 25 years, working in
many different areas of oncology. She has
cared for bone marrow recipients, patients with
hematologic malignancies, and patients with
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LISA CUSAAC,
MSN, RN, OCN
MedStar Georgetown
University Hospital

breast and other solid organ cancers. She also
has served as the inpatient assistant manager of
the Bone Marrow Transplant and Hematology
Unit, as well as the manager of the Outpatient
Chemotherapy Infusion Center and Clinical
Trial Infusion Centers. She currently oversees
the nursing delivery of care and the supportive
delivery care at the Georgetown Lombardi
Comprehensive Cancer Center.

Addressing Biases and Being a
COVID-19 Vaccine Ambassador

In the spring of 2021, Cusaac spent time
addressing racial biases in the workplace
following the murder of George Floyd and
reflecting on her biases. She participated in
the Equity, Diversity, and Inclusion Taskforce
at work. The group sparked conversations
within the hospital, shared books and links
to useful articles, addressed topics like
microaggressions, and, most importantly,
provided everyone with a safe place to speak.
She also became a COVID-19 vaccine
ambassador at MedStar Georgetown. At the
time, approximately 75% of the hospital staff
was vaccinated. Part of her job included talking
to staff members who had not been vaccinated
and taking the time to dispel myths surrounding
the vaccine.
“Without Lisa, we would not have managed
the pandemic,” said John Marshall, MD, chief
of hematology and oncology at Lombardi
Comprehensive Cancer Center. “Lisa leads
by example. She knows how to do, and often
finds herself doing, most all the jobs we ask of
nursing.”

Oncology Nurse Champion

Cusaac epitomizes a health care champion. She
strives daily to embody the MedStar Georgetown
University Hospital’s mantra of cura personalis,
or care of the whole person. Sometimes this
means taking care of a patient’s family and
providing supportive care throughout the
cancer journey. Other times, it includes taking
a moment to ask the patient about how they’re
doing and what they truly want.
Cusaac remembers a powerful moment
that forced her to stop and reflect. A child
who had received a bone marrow transplant
and experienced countless hospitalizations,
remissions, and failed treatments, said to her,
“Death is not defeat for me.” He explained that
he would never need another CT scan, never
have another injection, and never have to be
hospitalized and separated from his family.
That has stuck with Cusaac, helping her realize
that a patient’s quality of life is more important
than the quantity of days. Nurses always want
to extend the days, months, and years of their
patients, but, in her words, “If our patients are
miserable, then what are we doing?”
She makes it a priority to always advocate
for the patient. And, according to Marshall, she
always does it with a kind smile on her face.
As for what she would say to fellow oncology
nurses, it is this: "No 2 patients are alike. We
have to be patient. We have to be flexible to their
individualized treatment plan—being present
is most imperative. I can’t be so task oriented; I
have to remember that there is a person in front
of me. They are not a name and a date of birth.
They are a human being.”

An Advanced Practice Nurse’s Commitment
to Supportive Care
From orchestrating local infusion appointments to making lunch for a patient, Kathleen Lutz, RN, NP-BC WH,
constantly strives to provide an excellent level of supportive care.
By Lindsay Fischer

M

aking lunch for a patient might not be the
first task one envisions when thinking about
oncology nursing. Luckily, that didn’t stop
one nurse from helping a patient who was unable to
prepare lunch for herself during chemotherapy.
That nurse is Kathleen Lutz, RN, NP-BC WH,
and she addresses a variety of tasks every day to
make the journey for her patients a little more
comfortable. After 23 years at NYU Langone
Health in New York, New York, as a nurse
practitioner (NP), Lutz has seen cancer care
develop dramatically during her career.
“I started practicing nursing in 1988 after
graduating from Molloy College in Rockville
Centre, New York. In 1997, I earned my post
master’s nurse practitioner (degree) in women’s
health from Stony Brook University. By 1998, I
was the third NP credentialed to practice as a
nurse practitioner at NYU Medical Center and
the first NP in ob/gyn at the center, so I basically
paved the way for the future of APN within the
department of ob/gyn,” she said in an interview
with Oncology Nursing News®.

Photo by Ben Hider

More Than a Career

Lutz knows that oncology nursing is her calling.
She loves the level of care, the level of involvement
with the patients, and the amount of relationship
building that comes from helping a patient across
the entire spectrum of cancer.
Oncology nurses help their patients through
an avalanche of challenges. One challenge for
Lutz is seeing patients without a support system
at home. “It means getting creative and finding
the resources to get them back and forth to
appointments and getting them medications” she
explained. "I bring [the patients without support]
in a little bit more often since they don’t have
anybody, and I help coordinate their rides and
such,” she said, adding that she also arranges
services such as Meals on Wheels for these
patients and allows them to call her
on the weekends. 		
Her enthusiasm for the patient’s well-being
is clear to all who know her. Bhavana Pothuri,
MD, who works at NYU Langone with Lutz, said,

KATHLEEN LUTZ
RN, NP-BC WH
NYU Langone Health

“Kathleen is extraordinary in her commitment to
the care of the patient and is most deserving of
this [recognition]. I have worked with her for 15
years and can say she is undoubtedly the most
dedicated nurse I have ever worked with.”

A Tradition of Excellence

This is not the first time Lutz has been
spotlighted for being an excellent oncology
nurse. In 2014, Lutz received the Advanced
Practice Nursing Excellence Award from NYU.
This award served as a pivotal moment for Lutz,
causing her to consider the positive impact of
her actions. She explained, “Getting that award
helped me realize that I am making a difference.
I am making things better for patients and I am
doing the right thing….I am on the right path.”
Her role as an advanced practice nurse
also lends itself to an emphasis on excellent
supportive care. Lutz cares for complex
gynecologic cases during diagnosis, surgery,
and chemotherapy treatments. Along the way,
she supports them by providing an environment
where they can go through the journey
successfully. She also deals with end-of-life
issues when appropriate, working closely with
the supportive oncology team to help transition
patients who go from active treatment for cancer
to best supportive care. This entails working
closely with the patients and their families.

Handling the COVID-19 Pandemic

During the COVID-19 pandemic, Lutz helped
orchestrate infusion appointments locally when

going to New York City was not feasible for
patients. This involved spending many hours on
the phone with patients to arrange for them to
receive their chemotherapy in 1 of the 2 satellite
centers on Long Island. She would check in
with the laboratories, look at the numbers, and
ensure all the orders were set and signed so
the patient would have a seamless appointment
experience. For approximately 9 months, the
team worked tirelessly to help patients navigate
the system so they could receive their treatment
without travelling to 1 of the major epicenters
of the pandemic. Lutz reminisced that “it was a
challenge, and an exciting one, and I hope never
to go through it again.”
When Lutz thinks about excellence in
oncology care, she finds herself repeating the
importance of having "big shoulders." “You need
a lot of wiggle room,” she said. “It is important
to recognize that patients are facing the most
stressful event of their lives. One needs to allow
[patients] multiple chances. Sometimes a patient
might get angry, and that’s okay. You can’t get
mad at your patients.”
Her message to other oncology nurses is to
take a step back, put yourself in the patient’s
position, allow them room to express themselves,
and support them along the way.
Lutz understands that oncology nurses have to
be 100% vested in what they do to be successful.
She knows it is that level of commitment that
makes her team what she calls “a successful
family” and is happy to say she loves being an
oncology advanced practice nurse. 
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CRE ATING A SA FE SPACE:

Bullying and
Violence
Among Oncology Nurses

By Linda Childers

T

hree years ago, LaToya Lewis, EdD-CI, MSN, RN, and her
colleagues embarked on a study to evaluate horizontal violence
and bullying among nurses who work in oncology inpatient units
and outpatient services at an academic medical center in South Florida.
Although bullying and incivility in nursing are not new issues, they
are a pervasive problem. A 2017 survey found that 45% of nurses had
been verbally harassed or bullied by other nurses, and 41% had been
bullied by managers or administrators. And although previous studies
have examined how bullying affects all nurse specialties, Lewis, an
assistant professor of clinical at the University of Miami School of
Nursing and Health Studies in Florida, and her colleagues specifically
looked at how bullying affected oncology nurses.
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When the survey was completed, Lewis and
“Through our survey, we found that bullying
her colleagues reported the findings to hospital
was more prevalent in the outpatient oncology
administrators, who were surprised by the
clinic, although nurses who worked in both
results.
inpatient and outpatient settings experienced
“The administration believed they had
conflict,” Lewis said.
a zero tolerance for workplace bullying,
Many of the nurses surveyed experiand they weren’t aware of some of the
enced horizontal or lateral violence,
incidents,” Lewis said. “Many nurses
which Lewis described as nonphyssuffered in silence rather than voice
ical, hostile, aggressive, or harmful
their concerns because they had
behavior toward a coworker.
seen others report horizontal
“Horizontal violence is charviolence, only to have the probacterized by emotional, verbal,
of nurses
lems persist.”
and defiant behaviors such as
As a result, the medical
snide remarks, public humilhad been verbally
center began incorporating
iation, talking down to a
harassed or bullied by
education about appropriate
colleague, mocking, harassprofessional behaviors
ment, and intimidation,”
other nurses, and
that are consistent with
Lewis said. “Physical
had been
the hospital’s code of
violence can involve
conduct into orientations
pushing, grabbing, or
bullied by managers
for new hires, Lewis
invading a coworker’s
or administrators
said. Administrators also
physical space.”
worked
to engage midlevel
All forms of workplace
— Preventing Bullying and Violence
nurses
and
other oncology
bullying can take their toll
Among Oncology Nurses Study
staff to advocate for a culture
on nurses and lead to reduced
of kindness and civility.
self-esteem, anxiety, depression,
“In addition to establishing
and even physical symptoms such
programs that promote awareness and
as insomnia and gastrointestinal issues.
discuss how to address workplace bullying, the
“Many nurses reported feeling hesitant to
medical center also put a renewed emphasis
report the bullying because they thought it
on positive behavior and the contributions of
would only make the situation worse,” Lewis
their nursing staff through programs such as
explained. “The effects of horizontal violence
the DAISY Foundation awards,” Lewis said.
and bullying not only negatively impact a
“Nursing leaders can create a positive work
nurse’s professional quality of life, they also
environment that serves to thwart
affect nursing retention and employee and
workplace bullying.”
patient satisfaction.”

45%

41%

 Judith Vessey, PhD,
MBA, FAAN

® Credit / Stock.Adobe.com

LaToya Lewis, EdD-CI,
MSN, RN 
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Judith Vessey, PhD, MBA, FAAN, the Lelia
Holden Carroll Professor in Nursing at
Boston College’s Connell School of Nursing in
Massachusetts, also has conducted research on
horizontal violence and bullying among nurses.
In her study “Bullying of Staff Registered
Nurses in the Workplace,” 3 which was
published in 2009, Vessey and her colleagues
found that perpetrators of workplace bullying
included senior nurses, charge nurses,
nurse managers, and physicians who publicly
humiliated, isolated, excluded, or excessively
criticized staff nurses. According to Vessey,
stress levels were reported as moderate
to severe among nurses. The lack of an
available workplace solution meant that
support was found primarily among family,
colleagues, and friends.
“It’s important to begin by looking at what’s
happening at the unit level, how good is the
leadership, and [whether] nurses see themselves
as part of a team and have a sense of psychological safety,” Vessey said. “Unfortunately,
some nurses work in an unhealthy environment
where they don’t feel safe speaking up.”
Vessey explained that psychological safety is
when an employee can speak up without risking
embarrassment, humiliation, or punishment.
“Psychological safety creates a climate where
nurses can do their best work,” Vessey said.
“Without psychological safety, a nurse who is
being bullied won’t come forward and the bad
behavior will continue.”
Over time, Vessey says workplace incivility
and bullying can lead to low employee morale,
increased absenteeism, and high turnover.
“It’s important to create an environment
where nurses want to work and incivility and
horizontal violence are not tolerated,” Vessey
says. “Unit-based leaders may be aware of
bullying but unsure how to address it. These
leaders can start by creating opportunities
for dialogue between staff members and
encouraging staff feedback.”
In addition to being patient advocates, nurses
also need to master being advocates for their
colleagues and for themselves. Conflict resolution training can teach nurses the skills they
need to diffuse workplace bullying scenarios,
whereas nurse mentorship programs can foster
teamwork, combat bullying, and increase retention among nurses who are just beginning their
careers in oncology. 
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When Patients and Families
Become Violent
IN ADDITION TO CASES of horizontal
violence among nurses, cases of
workplace violence involving patients
and family members are also on the rise.
In November 2020, National Nurses
United surveyed 15,000 registered nurses
around the country and found that 20%
reported an increase in workplace violence.
Among the reasons for the increase, the
survey results showed, were decreased
staffing levels, visitor restrictions, and
mandatory masking.
Typically, nurses are not taught how to
handle violence while in nursing school,
but, fortunately, there are many free
resources available to help nurses learn
how to safeguard themselves.
The Crisis Prevention Institute offers
programs in nonviolent crisis intervention,
verbal intervention, dementia care, conflict
prevention techniques, and more. Available
online courses teach important deescalation techniques and risk assessment.
The Occupational Safety and Health
Administration (OSHA) has published a
guidebook for nurses and other health
professionals who want to learn strategies
for preventing workplace violence.
National Nurses United is offering
an online class: “Violence on the Job:
Prevention and Advocacy for Nurses.”
The hourlong class is free during the
pandemic. The 1 continuing-education
unit course discusses effective workplace
violence prevention measures and
how nurses can advocate for violence
prevention at their workplace.
The Centers for Disease Control and
Prevention offers “Workplace Violence
Prevention for Nurses,” a free interactive online course that illustrates how to

recognize warning signs of violence in
individuals, how to implement a workplace
violence prevention program, and more.
The American Nurses Association (ANA)
has a free downloadable #EndNurseAbuse
resource guide that encourages nurses
to send an email to their legislators to end
violence against nurses, shows how to report
all abuses, and offers strategies nurses can
use to protect themselves on the job.
At this time, the ANA notes that OSHA
doesn’t require employers to implement
workplace violence prevention programs,
but it provides voluntary guidelines and
may cite employers for failing to provide
a workplace free from recognized serious
hazards. The ANA notes that many
states have laws designating penalties
for assaults that include nurses and other
health professionals.
In addition, the American Association
of Critical Care Nurses has a free
downloadable guide, “Standards for
Establishing and Sustaining Healthy
Work Environments,” which discusses
skilled communication, true collaboration,
effective decision-making, appropriate
staffing, meaningful recognition, and
authentic leadership.
Bassett Healthcare Network in New
York has given nurses and other staff a
wearable emergency alert system that
allows them to discreetly call coworkers
or security in the event of an emergency.
The Strongline Staff Safety System uses
Bluetooth technology and attaches to a
nurse’s badge.
All nurses should feel safe in their
workplace and have the tools and support
needed to combat bullying, violence,
incivility, and toxic environments. 
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Real-World Analysis of SecondLine Cetuximab in mCRC Reveals
Factors Linked With Longer Time on
Treatment, OS
By Courtney Marabella

I

n patients with metastatic colorectal
cancer (mCRC) treated with cetuximab
(Erbitux) as a second-line therapy after
irinotecan or oxaliplatin-based regimens
have failed, KRAS mutational status and
geographical region were associated with time
on treatment (TOT), while body mass index
(BMI) and age were linked with overall survival
(OS), according to data from a real-world
retrospective analysis.
Results, which were presented during
the virtual 2021 American Society of Clinical
Oncology Annual Meeting, indicated that the
median TOT in patients who received secondline cetuximab was 3.94 months (median
interquartile range [mIQR], 3.51-4.40), while
the median OS was 14.36 months (mIQR,
13.01-15.70).1
Moreover, receiving second-line treatment
with cetuximab plus FOLFIRI (Leucovorin,
fluorouracil, irinotecan); median TOT, 4.43
months; mIQR, 3.71-5.36, having KR AS wildtype status, and receiving second-line
cetuximab following frontline capecitabine
plus oxaliplatin (CapeOX), were all associated with a longer median TOT. Furthermore,
residing in the South region vs the Midwest
of the United States was linked with a shorter
median TOT.
Having a higher BMI was associated with a
longer median OS (obese vs underweight HR,
0.46; 95% CI, 0.32-0.66), while receiving treatment with second-line FOLFOX (cetuximab plus
5-fluorouracil, leucovorin, and oxaliplatin) was
linked with a shorter median OS (10.97 months;
mIQR, 5.55-14.06). Additionally, age greater
than 65 years was also linked with a shorter
median OS (≥ 65 years vs < 65 years; HR,
1.24; 95% CI, 1.05-1.46).
Anti-epidermal growth factor receptor
drugs are being increasingly utilized in later
lines of therapy in patients with mCRC, but the
real-world TOT and OS of patients who receive
cetuximab in the second-line setting has not
been examined. As such, investigators set out
to examine characteristics linked with TOT and

OS using retrospective, observational data.
Between January 2013 and August 2020,
1011 patients were selected from the nationwide Flatiron electronic health record database. Patients were included in the analysis
if they had a mCRC diagnosis, received
second-line treatment with a cetuximab-based
regimen, and had progressed on oxaliplatin/
irinotecan-based regimens in the front line.
Investigators defined TOT as the time from
start of cetuximab in the second line to the
last date of evidence of administration. End of
treatment was defined if patients progressed
to a third line of therapy or if they had a death
record. Additionally, OS was calculated from
index date to the date of death or censored to
the last visit date available.
Among the 1011 patients included in the
analysis, more than half were younger than
65 years (58%) and male (60%). Additionally,
patients had a median BMI of 26.6 kg/m², had
previously received FOLFOX regimens in the
first-line setting (61%), and received treatment in the community setting (96%). The
most frequently used second-line treatment
regimens were cetuximab plus FOLFIRI (46%)
and cetuximab plus irinotecan (29%). 
Reference is available on OncNursingNews.com.
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Regorafenib/Pembrolizumab Combination Yields
Encouraging Results in Advanced HCC
The combination of regorafenib plus pembrolizumab in the first-line setting for patients
with advanced hepatocellular carcinoma showed encouraging antitumor activity.

T

he combination of regorafenib
(Stivarga) plus pembrolizumab
(Keytruda) in the first-line setting
for patients with advanced hepatocellular
carcinoma (HCC) showed encouraging
antitumor activity with a disease control rate
(DCR) of 88% to 91%, and did not display any
new safety signals, according to updated data
presented during the virtual 2021 American
Society of Clinical Oncology Annual Meeting.1
Researchers looked at combining the
2 individual therapies, previously approved
as monotherapies for patients with advanced
HCC who progressed on sorafenib (Nexavar),
in a phase 1b study (NCT03347292) that evaluated 57 patients with advanced HCC who had
no prior systemic therapy. Treatment in the
first cohort (n = 35) consisted of 120 mg of
regorafenib daily on a 3 week on, and 1 week
off schedule, and 200 mg of pembrolizumab
given intravenously every 3 weeks. Treatment
was planned to either escalate to 160 mg or
lower to 80 mg of regorafenib, but only an
exploratory cohort (n = 22) received 80 mg

due to a high volume of dose modification in
the 120-mg cohort. At the data cut off, 50% of
the patients in the 80-mg cohort remained on
treatment.
Response rates among both cohorts were
similar: 31% of patients had an objective
response rate (ORR) in the 120-mg cohort
compared with 32% in the 80-mg cohort.
Moreover, the 80-mg cohort had a median
follow up of 10 months and displayed a median
progression-free survival (PFS) of 6.9 months
(95% CI, 3.8 to not estimated [NE]) and a
median time-to-progression (TTP) of 6.9
months (95% CI, 2.9-NE), with insufficient
follow up for overall survival (OS) data. In the
120-mg cohort, after a median follow-up of
13.9 months, median OS, PFS, and TTP, were
26.5 months (95% CI, 11.4-NE), 7.5 months
(95% CI, 4.1-11.7), and 8.1 months (95% CI,
4.1-23.9), respectively.
Out of 32 evaluable patients in the 120-mg
cohort, 31% of patients had a partial response
and 56% had stable disease with a DCR of
88%. Twenty-two patients in the 80-mg cohort

had a higher DCR at 91% with 32% showing
partial responses and 59% had stable disease.
“Overall, 57 patients were treated,” said
Anthony B. El-Khoueiry, MD, from the Keck
School of Medicine, University of Southern
California, and lead investigator of the study,
at a virtual presentation of the data. 2 “At
baseline, most patients had an ECOG
performance status of 0. All patients had
Child-Pugh A and approximately 80% were
BCLC [Barcelona Clinic Liver Cancer] stage C.
And two-thirds had extrahepatic disease and/
or microvascular invasion.”
In comparing the 2 cohorts, the 80-mg
cohort had a more favorable safety profile and
lower rates of dose reductions and treatment
interruptions, according to El-Khoueiry. In the
120-mg cohort, two-thirds of patients had a
treatment-emergent adverse event (TEAE) that
led to interruption of treatment or dose reduction. Grade 3 or 4 TEAEs occurred in 86% of
patients in the 120-mg cohort compared with
55% in the 80-mg cohort. The most common
grade 1 to 2 TEAEs in both cohorts included
fatigue, diarrhea, increased bilirubin, and
increased lipase. The majority of grade 3 to
5 TEAEs were linked with regorafenib in the
120-mg cohort at 74% compared with 51%
in the pembrolizumab arm, however, in the
80-mg cohort, 41% of grade 3 to 5 TEAEs were
related to regorafenib compared with 23%
with pembrolizumab.
“There was no apparent association
between regorafenib exposure and objective
tumor response, and there was substantial
overlap in individual exposures,” explained
El-Khoueiry when talking about additional
biomarker analyses researchers completed.
“The biomarker analyses were limited by small
sample size and lack of power to compare
the 2 dose levels. Nonetheless, we did see
a decrease in the ratio of CD4-positive to
CD8-positive T cells from baseline, which
was more apparent in the 120-mg cohort.” 
References are available on OncNursingNews.com.
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Neurotoxicity With Cilta-cel: Early Intervention
Can Improve Outcomes in R/R Myeloma
In the cohort of patients with multiple myeloma, there were no grade 3 or higher neurotoxicities.
By Brielle Benyon

© Konstantin / Stock.Adobe.com

A

lthough chimeric antigen receptor
(CAR) T-cell therapies like
ciltacabtagene autoleucel (cilta-cel;
JNJ-68284528) can lead to neurologic adverse
events (AEs) in patients with relapsed/
refractory multiple myeloma, the toxicities
can be managed without long-term effects as
long as they are treated promptly, according to
findings from CARTITUDE-2 presented at the
European Hematology Association 2021
Virtual Congress.
“To date, more than 100 patients
across the CARTITUDE study program
have been dosed with cilta-cel. When
implemented, patient [treatment] strategies have reduced the incidence of neurotoxicity, including movement and neurocognitive
events,” said Hermann Einsele, MD, FRCP,
professor and chair of the Department
of Internal Medicine at the Julius
Maximilians University of Würzburg in
Germany, during a presentation of the
study findings.
The open-label, phase 2,
multicohort CARTITUDE-2
(NCT04133636) trial evaluated
the efficacy and safety of cilta-cel
in patients with multiple myeloma.
For the purpose of studying
adverse vents (AEs), the investigators analyzed cohort A, which
involved patients with multiple myeloma
who progressed after 1 to 3 lines of therapy,
including a proteasome inhibitor or an immunomodulatory drug.
Eligible patients were adults with measurable disease and ECOG performance status of
0 or 1. Their disease had to be refractory to
lenalidomide (Revlimid) and not previously
treated with another BCMA-targeted drug.
Patients received cilta-cel (0.75 × 10 6
[range: 0.5-1.0 × 106] CAR+ viable
T cells/kg) as a single infusion 5 to 7 days
after the initiation of lymphodepletion (cyclophosphamide 300 mg/m 2 + fludarabine
30 mg/m 2 daily for 3 days).
“Patient [treatment] strategies included
more effective bridging therapy to reduce

baseline tumor burden, early aggressive
treatment of [cytokine release syndrome]
and [immune effector cell-associated neurotoxicity], as well as handwriting assessment
for early detection of symptoms of neurotoxicity,” Einsele said. “These strategies have
been successfully implemented across the
CARTITUDE program.”
At a median follow-up of 5.8 months (range,
2.5-9.8), 20 patients in cohort A received
cilta-cel, of which 4 (20%) experienced at
least 1 neurotoxicity. Three patients had grade
1/2 immune effector cell-associated neurotoxicity (ICANS) along with cytokine release
syndrome. The median time to symptom onset
was 8 days (range, 7-11), and, on average,

symptoms lasted 2 days. Two patients received
supportive measure for their ICANS, including
levetiracetam and steroids.
One patient experienced isolated grade 2
facial paralysis on day 29. The patient recovered 51 days later after being treated with
dexamethasone for 28 days. Overall, there
were no movement or neurocognitive disorders
reported within cohort A.
“Importantly, none of the patients in the
cohort A of the CARTITUDE study experienced other neurotoxicities that were seen in
CARTITUDE-1 (NCT03548207),” Einsele said. 
References are available on OncNursingNews.com.
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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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The Evolving Role of the
APRN in Oncology Care
The APRN position has an important, albeit recent, history.
By Yolanda A. Coleman, PhD, MS, RN, FACHE, NEA-BC

T

development. APRNs utilize evidence-based
practices and research to facilitate the best
patient outcomes and service.
“The role of the advanced practice
provider in radiation oncology encompasses
a collaboration of care between the patient,
family, and physician,” said Lori VanHorn,
ANP-BC, APNP, MSN, RN, a nurse practitioner
at Cancer Treatment Centers of America,
Chicago, in Illinois. “This care continuum
is benefited by the APRN who provides a
detailed assessment, symptom management,
and supportive attention though specialty
expertise. The continuity of care provided to
patient and family further allows for a positive
treatment experience while imparting a
dedicated team environment.”
Studies have demonstrated that patients who
receive care from APRNs are more satisfied
with their experience.3 Furthermore, as the

he role of the advanced practice registered
nurse (APRN) has evolved over the past
4 decades, originating in Canada and the
United States.1 The International Council of Nurses
helped to define and guide the structure of the
role of the advanced practice nurse throughout the
rest of the world. Advanced practice roles such as
APRNs are formally defined through educational
preparation, scope of practice, and regulatory mechanisms.2 Advanced practice providers contribute
to the overall experience and delivery of the highest-quality care through every stage of the patient’s
health care journey.
It is no secret that APRNs are instrumental
in the care of patients with cancer and the
advancement of oncology practice. They
support the treatment plan and manage the
patient’s disease process. Moreover, APRNs’
continual education fosters an ever-learning
environment and sustains professional

number of cancer survivors continues to grow,
advanced practice providers will continue to
evolve as an integral component of the oncology
practice, ensuring access to quality care.4
As long as patients continue to receive cancer
diagnoses, it is imperative to ensure that
there are APRNs available to support optimal
treatment plans.
“It is of the upmost importance to continue
to have APRNs dedicated to the treatment and
care of the [patients with cancer],” said Yolanda
Coleman, PhD, MS, RN, FACHE, NEA-BC,
chief nursing officer at Cancer Treatment
Centers of America, Chicago. “We will
continue to need the expertise and advocacy
of the APRNs who commit their service to
our patients, families, and communities.” 
References are available on OncNursingNews.com.
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University of
Colorado develops
first nurse practitioner
(NP) program.5

More than 65 NP
programs are
available within the
United States.

The Council of
Primary Care Nurse
Practitioners is
created by the American Nurses Association. The council
helps to legitimatize
the position.

1974

1985
American Academy
of Nurse Practitioners
(AANP) is created.

The US has
between 22,000
and 24,000 NPs.

1983

Oncology Nursing Certificate
Corporation offers 2 rolespecific advanced certification
examinations: Advanced
Oncology Certified Nurse
Practitioner and Advanced
Oncology Certified Clinical
Nurse Specialist.6

AANP collaborates
with international
nursing associations,
including the Royal
College of Nursing in
the United Kingdom,
to establish the role
across the globe.

2018

More than 80% of
oncology practices
employ advanced
practice providers
(APPs).7

There are 5350
oncology APPs in
the US.
There are more
than 325,000 NPs
in the US.

2021

2017

1992
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THE VITALS

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

Get in Tune With Patients: Music Can Help Alleviate Stress
In an episode of the Oncology Nursing News® podcast The Vitals, we spoke with an expert
about the effects of playing music during bone marrow procedures.
By Brielle Benyon

H

ospitals can be a daunting place for
patients. Music, however, can help
capture a sense of familiarity and make
procedures less stressful.
In a recent episode of The Vitals, we spoke
with Laura Schandert, AGPCNP-BC, nurse practitioner at Duke University School of Nursing
in Durham, North Carolina, about her research
into decreasing the pain and anxiety for patients
with blood cancer by playing music during their
bone marrow procedures. Schandert explained
that she always had an interest in holistic health
care practices and this is what inspired her to
bring music into the procedure setting. Patient
responses were overwhelmingly positive, she
said, as were responses from the clinicians. 

I absolutely found clinical significance in vital
signs, especially heart rate, anxiety, and pain,
with patients across the board. The open-ended
questions that I asked patients after the procedures
were really helpful because they showed me that
not a single patient ever said anything about having
a negative experience. Every patient wanted me
to play [music] again next time, for whatever
procedure they had next.

There was a lot of evidence supporting
the use of music during other procedures.
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It sparked great
conversations. It led to
great life stories from the
patients in the middle
of their procedure…and
then they’re building
even stronger rapport,
which is really neat.
Providers said that just
breaking up the silence
really helped them focus
more and feel more
relaxed.

Either older rock or
country [songs] from
anywhere from the ’70s
to the ’90s, those were
definitely the most
popular.

Nearly 5 years
What could this data mean for your patients?

Find out at KISQALI-hcp.com
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Hospice Professionals Use Mind, Body,
and Movement Meditation to Reduce Stress
A program evaluated at Michigan State University has shown that meditation helps combat burnout
and promote well-being among health care workers, particularly in hospice settings.
By Michigan State University

Introducing 10-Minute Meditations

I

nvestigators at the Michigan State University
(MSU) College of Nursing and the College
of Communication Arts and Sciences in East
Lansing recently evaluated the effect of Yoga
Mind Tools’ 6-week “movement meditation”
intervention. Each week, a new meditation was
introduced to multidisciplinary clinical teams at
a large nonprofit hospice organization.
The 10-minute meditations were designed to
relax the body, calm the mind, and encourage
mind-body integration, all from the comfort of
a chair. They consisted of a series of yoga-based
meditation steps that combined breathing, gentle
movements, and meditation objects. All sessions
engaged interoceptive awareness, with a focus
on slow, controlled movement and breathing,
aligning movement with breath, and attention to
present moment interoceptive bodily sensations
and feelings, according to investigators.
“This approach engaged leadership buy-in
from the beginning and facilitated shared experiences with the meditations among coworkers
throughout the 6-week period for each team,”
said Rebecca Lehto, PhD, RN, FAAN, an associate professor at MSU College of Nursing.
There were 76 participants, all of whom
completed pre- and postintervention surveys
that showed:
• two-thirds of those who were present at
a staff meeting where the program was
introduced went on to do a meditation on
their own at least once;
• 42% did so 4 or more times; and
• half of hospice professionals (HPs) expressed
a desire to continue to have access to the
meditations after the 6-week program ended.

Diverse Ways to Access Meditations

The findings confirmed the importance of
offering diverse ways to access the meditations
(FIGURE). For example, due to COVID-19
work-from-home restrictions when the research
was conducted, 75% of HPs did a meditation
at home, 29% in a car between patient visits
(not while driving), and 23% at the office
(these add up to more than 100% because
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Figure. Meditation Devices and Locations

58%

75%

tablet app

home

Calming
Peaceful feeling

39%

Place in nature

smartphone
app

29%

car

Stability
Releasing
Cleansing waves

23%
office

The 6 Yoga Mind Tools movement meditations
describe the function or meditation object of that
meditation. Devices and locations where the
hospice professionals did the meditations are
shown on the right and left sides.

some participants did meditations in more than
1 location). Tablets were used to access the
meditations by 58% of HPs who did at least 1
meditation on their own, and smartphones were
used by 39%. Computer use was not measured.
The pre- and postintervention surveys
assessed burnout using the Stanford
Professional Fulfillment Index, which measures
professional fulfillment and burnout. The
surveys also measured mind-body integration
using the Multidimensional Assessment of
Interoceptive Awareness scale.

Improved Mind-Body Integration

The frequency of meditation was linked to significant improvements in mind-body integration,
evidenced by increased attention regulation and
self-regulation. In addition, higher interoceptive
awareness was significantly related to lower
burnout, particularly lower work exhaustion.
Interpersonal disengagement became rare and

temporary among HPs.
The 10-minute yoga-based meditations—
when done regularly—may change how the
mind and body respond to stress and help
mitigate burnout. Findings showed that the
yoga-based meditation intervention was feasible
and acceptable and that doing the meditations
independently was associated with higher
interoceptive awareness. The results also point
to a prominent role for interoceptive awareness
in reducing the risk for burnout.
The investigators say more still needs to
be done. “We need to continue exploring
follow-up approaches to integrate the movement meditations into organizational culture
and to continue highlighting the importance
of thinking beyond a one-time intervention to
support health care provider well-being and
combat burnout,” said Carrie Heeter, PhD, a
media and information professor at MSU and
director of Yoga Mind Tools. 

Number of Health Care Jobs Still Down From End of 2020
Small employment increases in March and February didn’t replenish
the more than 80,000 jobs lost in January.
By Keith A. Reynolds

HEALTH CARE ADDED
jobs in March 2021

jobs in February 2021

H OW E V E R ,

A DROP OF
jobs in January 2021
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T

he US health care industry is still down
tens of thousands of jobs from the end
of 2020.
According to a new study by Altarum, a
nonprofit research and consulting organization dedicated to improving health outcomes
of Medicare and Medicaid beneficiaries, the
11,500 jobs added in March and the 25,000
added in February still left a 44,000 job
deficit after a loss of more than 80,000 jobs
in January. Compared with the pre-pandemic
peak in February 2020, health care employment is down 557,000 jobs, or 3.1%.
Ambulatory settings are seeing a better
trend with 15,300 jobs added in March and
a net 31,000 jobs in the first quarter of 2021.
Physician offices saw a modest increase of
2,900 jobs over the past month and a 1.8%
drop in employment, or approximately 54,200
jobs, since the pre-pandemic peak in February
2020, according to the study.
Hospitals had a small drop in employment
in March, with 600 jobs lost, and in February,
with 1,900 lost jobs, for a total loss of 37,000
jobs at the end of the first quarter of 2021
from the end of 2020. Overall, hospital

employment is down approximately 100,000
jobs, or 1.8%, from February 2020, the study
results show.
The 44,000 jobs lost in health care
during the first quarter of 2021 constitute a loss of one-third of 1% of the
15.9 million health care jobs. 

puts health employment
at the end of the
first quarter (Q1) 2021
down by

jobs compared to
the end of 2020

References are available on OncNursingNews.com.

Nursing and residential
care employment fell by

jobs in March

Compared with the February 2020 prepandemic peak,
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TRIAL SPONSOR

NOW ENROLLING:
Clinical Trials for
Lung Cancer with
TIL Cell Therapy

TIL Therapy is an investigational therapy
and has not been approved for any
indication by the United States Food and
Drug Administration (USFDA) or any other
regulatory agency. The safety and effectiveness
of this study has not been determined.

Investigational
Ph 2 Clinical Trials

Multi-Center
Non-Randomized
Non-Placebo Controlled

KEY ELIGIBILITY CRITERIA:
Diagnosis of Metastatic Non-small Cell
Lung Cancer
Disease progression after 1 or more lines
of prior therapy which may have been a
checkpoint inhibitor
PD-L1 positive or negative status
Tumors with EGFR, ALK, ROS mutations
acceptable

LN-145
(TUMOR INFILTRATING
LYMPHOCYTES; TIL)
is an investigational,
personalized immunotherapy
derived from the patient’s
own immune cells.

ECOG PS 0 – 1 (Fully active or able to carry
out light work or activity)
At least one tumor that can be safely
removed by surgery for TIL and a second
measurable tumor for response assessment
If these key eligibility criteria are met,
you may be eligible to participate in our
clinical study program. There are additional
eligibility criteria that must be met and can
only be assessed by a study physician.

FOR MORE INFORMATION
CALL CENTER 1–866–565–4410, select option 3
VISIT www.iovance.com/clinical/iov-lun-202
non-small-cell-lung-cancer/
EMAIL clinical.inquiries@iovance.com
CLINICALTRIALS.GOV
Lung Trial: NCT04614103
Solid tumor trial NSCLC cohorts: NCT03645928
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