
INDICATION
EXKIVITY is indicated for the treatment of adult patients with locally advanced or metastatic  
non-small cell lung cancer (NSCLC) with epidermal growth factor receptor (EGFR) exon 20 
insertion mutations, as detected by an FDA-approved test, whose disease has progressed on or 
after platinum-based chemotherapy.
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 trial(s).

IMPORTANT SAFETY INFORMATION
WARNING: QTc PROLONGATION and TORSADES DE POINTES
See full prescribing information for complete boxed warning.
• EXKIVITY can cause life-threatening heart rate-corrected QT (QTc) prolongation,  

including Torsades de Pointes, which can be fatal, and requires monitoring of QTc and 
electrolytes at baseline and periodically during treatment. Increase monitoring  
frequency in patients with risk factors for QTc prolongation.

• Avoid use of concomitant drugs which are known to prolong the QTc interval and use of 
strong or moderate CYP3A inhibitors with EXKIVITY, which may further prolong the QTc.

• Withhold, reduce the dose, or permanently discontinue EXKIVITY based on the severity  
of QTc prolongation.

FOR PATIENTS WITH EGFR EXON20 INSERTION+ mNSCLC POST PLATINUM-BASED CHEMOTHERAPY1

EXKIVITY® (mobocertinib)  
The first and only oral therapy designed to 
target EGFR Exon20 insertion+ mNSCLC1,2

Please see Important Safety Information throughout and 
accompanying full Prescribing Information, including Boxed Warning.

EGFR, epidermal growth factor receptor; mNSCLC, metastatic non-small cell lung cancer.

https://www.exkivity.com/prescribing-information.pdf


Platinum-based 
chemotherapy

(n=41) 

Co
nf

irm
ed

 
rw

OR
R

Platinum-based 
chemotherapy + 
immunotherapy

(n=16)   

Immunotherapy-
monotherapyII

(n=11)

EGFR TKIs not 
approved for EGFR
Exon20 insertions¶

(n=37) 

(95% CI, 4.0–45.6) 
18.8%

(95% CI, 0.2–41.3)
9.1%

(95% CI, 0.1–14.2)
2.7%

(95% CI, 8.8–34.9) 
19.5%

20
15
10
5
0

EGFR TKIs not 
approved for EGFR 
Exon20 insertions#

(n=10)

Immunotherapy-
monotherapyII

(n=20)

(95% CI, 0.3–44.5)
10.0%

(95% CI, 0.1–24.9)
5.0%15

10
5
0Co

nf
irm

ed
 

rw
OR

R

EGFR Exon20 insertions6EGFR Exon20 insertions6

30%
KRAS

15% 
EGFR

40% 
Unknown/Other

5%  ALK

~10% of EGFR mutations
~2% of acNSCLC cases

4%  MET
2%  BRAF/PIK3CA
2%  HER2/MEK
2%  ROS1
1%  RET

NSCLC 
adenocarcinoma7

ISI
EXON20 

TESTIN
G I 

HERE2ASSIST
DOSE 

 M
ODIFICATION

DIARRHEA I  
DOSIN

G
SAFETY

EFFICACY
STUDY DESIGN

3

Platinum-based chemotherapy achieved approximately 7x higher rwORR  
than targeted therapies not specifically approved for EGFR Exon20 insertions171L

≥2L Post platinum-based chemotherapy: therapies not specifically approved  
for EGFR Exon20 insertions showed limited responses17

The study included EGFR TKIs not specifically approved for  
Exon20 insertion+ mNSCLC: afatinib, erlotinib, gefitinib, and osimertinib

2

EGFR EXON20 INSERTIONS REQUIRE  
A DIFFERENT CLINICAL APPROACH
ORRs based on real-world data in EGFR Exon20 insertion+ mNSCLC (N=237)17

Based on a retrospective observational study of patients with EGFR Exon20 insertion-positive  
NSCLC in the Flatiron Health Database.* Patients were assigned to 1 of 4 cohorts: patients receiving 
first-line therapy, previously treated patients, previously treated patients with baseline characteristics 
consistent with trial NCT02716116 Part 3, and patients with trial-aligned characteristics previously 
treated with platinum-based chemotherapy.† Across the 4 cohorts, baseline characteristics were 
balanced,‡ and rwORR§ was assessed for each as the primary endpoint.

*Data cutoff was February 29, 2020. rwORR, real-world PFS, and real-world OS were assessed in the study.17 †Patients were 
previously treated with either monotherapy or with combinations of platinum-based chemotherapy, other chemotherapy, 
immunotherapy, monoclonal antibodies, EGFR TKIs, and other therapies.17 ‡Baseline characteristics were consistent between  
the 1L and 2L+ post-platinum cohorts, demonstrating a preponderance of female patients (65% versus 68%), similar median age  
(66 years old versus 64 years old), similar rates of brain metastases (29.5% versus 34%), and similar rates of ECOG PS scores of  
0-1 (51% versus 58%), respectively. Patients across the three 2L+ cohorts had similar characteristics.17 §Confirmed rwORR defined 
as a PR or CR followed by a subsequent assessment of response by radiographic scan.17 IIResults seen regardless of PD-L1 status.17 
¶The EGFR TKIs assessed were afatinib, erlotinib, gefitinib, and osimertinib.17 #The EGFR TKIs assessed were afatinib, erlotinib, and 
osimertinib.17

CI, confidence interval; CR, complete response; ECOG PS, Eastern Cooperative Oncology Group performance status;  
ORR, overall response rate; OS, overall survival; PD-L1, programmed cell death ligand 1; PFS, progression-free survival;  
PR, partial response; rwORR, real-world ORR.

Limitations: assessments of response were based on clinician's documentation§; therefore, data 
collection was not uniform and had the potential for variability and subjectivity. Additionally, given the 
small sample size, the outcome estimates tended to have large variances.17

EXON20 INSERTIONS: A DISTINCT  
TYPE OF EGFR MUTATION IN NSCLC3,4

They are the third most common type of EGFR driver mutation; different from exon 19 
deletions and exon 21 L858R mutations, as well as from T790M point mutations4,5

  *There are select exceptions: p.A763_Y764insFQEA is associated with sensitivity to TKIs and p.A763_Y764insLQEA may be associated 
with sensitivity to first- and third-generation TKIs.13

1L, first line; 2L, second line; acNSCLC, adenocarcinoma NSCLC; ALK, anaplastic lymphoma kinase; ATP, adenosine triphosphate; 
BRAF, B-Raf proto-oncogene, serine/threonine kinase; HER2, human epidermal growth factor receptor 2; KRAS, Kirsten rat 
sarcoma viral oncogene; MEK, mitogen-activated protein kinase/ERK kinase 1; MET, mesenchymal epithelial transition factor; 
NSCLC, non-small cell lung cancer; PIK3CA, phosphatidylinositol-4,5-bisphosphate 3-kinase catalytic subunit alpha;  
RET, rearranged during transfection; ROS1, ROS proto-oncogene 1, receptor tyrosine kinase; TKI, tyrosine kinase inhibitor.

Targeted therapies not specifically approved for EGFR Exon20 insertions are  
generally associated with a lack of response in these patients*9-13

•  Exon20 insertions reduce the size of the EGFR ATP binding pocket, making them challenging to treat3,14

•  Understanding which EGFR exon is mutated is critical to guiding your clinical approach15,16

1L ≥2L
National Comprehensive Cancer Network® (NCCN®)
recommendations for EGFR Exon20 insertion+ mNSCLC include13:

Platinum-based  
chemotherapy  
regimens

Targeted therapies  
specifically approved for  
EGFR Exon20 insertions

Every year, approximately 2,000-4,000 new patients may present  
with EGFR Exon20 insertions in the United States8



Select inclusion criteria1

• EGFR Exon20 
   insertion-positive test
• Progression on or after    
   platinum-based 
   chemotherapy

Select exclusion criteria1,2 
• Active brain metastases*
• Baseline QTc >470 msec

Treatment until 
disease progression or 
intolerable toxicity1 
Median duration of 
follow-up: 14.2 months 
(range: 0.7-35.8)2

ORAL EXKIVITY
160 mg ONCE DAILY1 

Median Age, Years (Range)
Female/Male, %
Race: Asian/White/Black, %
ECOG PS 0/1, %
History of Smoking: Never/Current/Former, %
Patients With Brain Metastases at Baseline, %§

Median Number of Prior Systemic Anticancer Regimens (Range)
Number of Prior Systemic Anticancer Regimens: 1/2/≥3, %
     Prior platinum-based chemotherapy, %
     Prior TKI therapy, %
     Prior immunotherapy, %

60 (27-84)
66/34

60/37/3
25/75

71/2/27
35

2 (1-7)
41/32/27

100
25
43

Study Population Key Characteristics (N=114)1,2
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Please see Important Safety Information throughout and 
accompanying full Prescribing Information, including 
Boxed Warning.4

EXKIVITY® (mobocertinib) 
THE FIRST AND ONLY ORAL THERAPY TO  
TARGET EGFR EXON20 INSERTIONS1-3,18

IMPORTANT SAFETY INFORMATION (CONT'D)
WARNINGS AND PRECAUTIONS
QTc Prolongation and Torsades de Pointes 
EXKIVITY can cause life-threatening heart rate-corrected QT (QTc) prolongation, including Torsades 
de Pointes, which can be fatal. In the 250 patient subset of the pooled EXKIVITY safety population 
who had scheduled and unscheduled electrocardiograms (ECGs), 1.2% of patients had a QTc interval 
>500 msec and 11% of patients had a change-from-baseline QTc interval >60 msec. Grade 4 
Torsades de Pointes occurred in 1 patient (0.4%). Clinical trials of EXKIVITY did not enroll patients 
with baseline QTc greater than 470 msec. 
Assess QTc and electrolytes at baseline and correct abnormalities in sodium, potassium, calcium, 
and magnesium prior to initiating EXKIVITY. Monitor QTc and electrolytes periodically during 
treatment. Increase monitoring frequency in patients with risk factors for QTc prolongation, such as 
patients with congenital long QT syndrome, heart disease, or electrolyte abnormalities. Avoid use of 
concomitant drugs which are known to prolong the QTc interval. Avoid concomitant use of strong or 
moderate CYP3A inhibitors with EXKIVITY, which may further prolong the QTc. Withhold, reduce the 
dose, or permanently discontinue EXKIVITY based on the severity of the QTc prolongation.

EXKIVITY fits the altered 
EGFR Exon20 insertion 

binding pocket2

•  As a result, EXKIVITY irreversibly 
binds to and inhibits the EGFR Exon20 
insertion mutation, which may reduce 
proliferation of tumor cells1

EXKIVITY WAS EVALUATED IN AN INTERNATIONAL, 
OPEN-LABEL, MULTICOHORT CLINICAL TRIAL1

*Brain metastases that were either previously untreated or previously treated with documented progression (new or 
enlarging brain metastases) following treatment.2 †By BICR and investigator assessments.2 ‡Disease control rate defined 
as percentage of patients with best response of CR, PR, or stable disease for at least 6 weeks.2 §Patients with active brain 
metastases (ie, either previously untreated or previously treated with documented new or progressing lesions following 
treatment) were excluded.2

BICR, blinded independent central review; mDOR, median duration of response; QTc, corrected QT; RECIST v1.1, 
Response Evaluation Criteria In Solid Tumors, version 1.1.

The efficacy and safety of EXKIVITY were evaluated in 114 patients with metastatic 
or locally advanced NSCLC previously treated with platinum-based chemotherapy1 

Primary endpoint: ORR according to RECIST v1.1 as evaluated by BICR1,2

Secondary endpoints: Investigator-assessed ORR, mDOR,† median PFS,† OS, disease control  
rate,†‡ and safety2

Most patients received ≥2 prior therapies2 

https://www.exkivity.com/prescribing-information.pdf


28% (95% CI, 20-37; n=32/114)1,2

ORR*ORR*

(95% CI, 7.4-20.3; n=32/114)1,2
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Please see Important Safety Information throughout and 
accompanying full Prescribing Information, including 
Boxed Warning.6

IMPORTANT SAFETY INFORMATION (CONT'D)
WARNINGS AND PRECAUTIONS
Cardiac Toxicity (Cont'd) 
EXKIVITY can cause QTc prolongation resulting in Torsades de Pointes. Atrial fibrillation (1.6%), 
ventricular tachycardia (0.4%), first degree atrioventricular block (0.4%), second degree 
atrioventricular block (0.4%), left bundle branch block (0.4%), supraventricular extrasystoles (0.4%), 
and ventricular extrasystoles (0.4%) also occurred in patients receiving EXKIVITY. Monitor cardiac 
function, including assessment of left ventricular ejection fraction at baseline and during treatment. 
Withhold, reduce the dose, or permanently discontinue EXKIVITY based on the severity.
Diarrhea
EXKIVITY can cause diarrhea, which can be severe. In the pooled EXKIVITY safety population, 
diarrhea occurred in 93% of patients, including 20% Grade 3 and 0.4% Grade 4. The median time to 
first onset of diarrhea was 5 days, but diarrhea has occurred within 24 hours after administration of 
EXKIVITY. In the 48% of patients whose diarrhea resolved, the median time to resolution was 3 days. 
Diarrhea may lead to dehydration or electrolyte imbalance, with or without renal impairment. Treat 
diarrhea promptly. 
Advise patients to start an antidiarrheal agent (e.g., loperamide) at first sign of diarrhea or increased 
bowel movement frequency and to increase fluid and electrolyte intake. Monitor electrolytes and 
withhold, reduce the dose or permanently discontinue EXKIVITY based on the severity. 

Scan code to review trial results published in JAMA Oncology

Treatment outcomes and safety of mobocertinib in platinum-pretreated 
patients with EGFR exon 20 insertion–positive metastatic non–small cell 
lung cancer 

A phase 1/2 open-label nonrandomized clinical trial

Zhou C, Ramalingam SS, Kim TM, et al. Published correction  
appears in 2022 Feb 24. JAMA Oncol. 2021;7(12):e214761.  
doi:10.1001/jamaoncol.2021.4761

DOR, duration of response; NR, not reached.

*ORR: all responses were PRs, which is defined as at least a 30% decrease in the sum of diameters of target lesions 
compared with baseline by RECIST v1.1 reconfirmed 4 weeks or more following initial response.2 †Kaplan-Meier estimate 
in confirmed responders only.1,2 ‡Based on observed DOR.1

By BICR1,2

•  Median time to response: 1.9 months (95% CI, 1.8-3.6; n=32/114)2

• Patients with DOR ≥6 months: 59%‡1,2

•  35% ORR (95% CI, 26-45; n=40/114) with an mDOR of 11.2 months (95% CI, 5.6-NR; n=40/114)1,2

EXKIVITY® (mobocertinib)  
ACHIEVED A DURABLE, CLINICALLY  
MEANINGFUL RESPONSE1,2 

CATEGORY 2A
NCCN

RECOMMENDATION

NCCN recommends 
mobocertinib as a  
second-line treatment  
option for EGFR Exon20 
insertion+ mNSCLC13

Study results in patients with EGFR Exon20 insertion+ mNSCLC who had received 
prior platinum-based chemotherapy1,2

By investigator

IMPORTANT SAFETY INFORMATION (CONT'D)
WARNINGS AND PRECAUTIONS
Interstitial Lung Disease (ILD)/Pneumonitis 
EXKIVITY can cause ILD/pneumonitis, which can be fatal. In the pooled EXKIVITY safety population, 
ILD/pneumonitis occurred in 4.3% of patients including 0.8% Grade 3 events and 1.2% fatal events. 
Monitor patients for new or worsening pulmonary symptoms indicative of ILD/pneumonitis. 
Immediately withhold EXKIVITY in patients with suspected ILD/pneumonitis and permanently 
discontinue EXKIVITY if ILD/pneumonitis is confirmed.
Cardiac Toxicity 
EXKIVITY can cause cardiac toxicity (including decreased ejection fraction, cardiomyopathy, and 
congestive heart failure) resulting in heart failure which can be fatal. In the pooled EXKIVITY safety 
population, heart failure occurred in 2.7% of patients including 1.2% Grade 3 reactions, 0.4% Grade 
4 reactions, and one (0.4%) fatal case of heart failure.

https://www.exkivity.com/prescribing-information.pdf
https://jamanetwork.com/journals/jamaoncology/fullarticle/2784882


Decreased red blood cells
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Decreased platelets
Decreased leukocytes

Increased creatinine
Increased amylase
Increased lipase
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Decreased albumin
Decreased magnesium
Increased alanine aminotransferase
Increased aspartate aminotransferase
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Hematology

Chemistry
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52%
26%
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52%
40%
35%
29%
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23%
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15%
0.9%

0
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13%
10%
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1.8%
1.8%
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2.7%
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0.9%

Oral EXKIVITY† 160 mg Once Daily (N=114)Laboratory Abnormality All Grades‡ Grade 3 or 4

Diarrhea
Stomatitis‡

Vomiting
Decreased appetite
Nausea
Decreased weight
Abdominal pain||

Gastroesophageal reflux disease
Dyspepsia

Gastrointestinal Disorders

Skin and Subcutaneous Tissue Disorders

 Oral EXKIVITY 160 mg Once Daily (N=114)AR All Grades†

92%
46%
40%
39% 
37%
21%
18%
15%
11%

78%
39%
32%
24%
19%

34% 2.6%§

29% 3.5%§

10% 0

24%
16%
15%
13%

0
0

4.4%
0

10%
10%

3.5%
4.4%§

Grade 3 or 4

22%
4.4%§

2.6%§

0.9%§

4.4%§ 
0

1.8%§

0
0

1.8%§

0.9%§

0
0.9%§

0

Rash¶

Paronychia#

Dry skin
Pruritus
Alopecia 

QTc interval prolongation##

Hypertension***

Cardiac Disorders

Headache
Nervous System Disorders

Cough‡‡

Upper respiratory tract infection§§

Dyspnea||||

Rhinorrhea

Respiratory, Thoracic, and 
Mediastinal Disorders

Musculoskeletal pain**

Musculoskeletal and Connective 
Tissue Disorders

Fatigue††

General Disorders and Administration 
Site Conditions

11% 0Ocular toxicity¶¶
Eye Disorders
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Please see Important Safety Information throughout and 
accompanying full Prescribing Information, including 
Boxed Warning.8

SAFETY PROFILE1

SELECT LABORATORY ABNORMALITIES1

•    Serious ARs occurred in 46% of patients. Serious ARs in ≥2% of patients included diarrhea, 
dyspnea, vomiting, pyrexia, acute kidney injury, nausea, pleural effusion, and cardiac failure1

•  Fatal ARs occurred in 1.8% of patients, including cardiac failure (0.9%), and pneumonitis (0.9%)1 

•  Clinically relevant ARs in <10% of patients included edema (9%), acute kidney injury (8%), 
peripheral neuropathy (7%), palmar-plantar erythrodysaesthesia (4.4%), pneumonitis (2.6%)  
and cardiac failure (2.6%)1

*Patients with EGFR Exon20 insertion mutation-positive NSCLC whose disease has progressed on or after platinum-based 
chemotherapy. †The denominator used to calculate the rate varied from 93 to 113 based on the number of patients with a 
baseline and at least 1 post-treatment value. The laboratory abnormalities are values that reflect worsening from baseline. 
‡Grades per NCI CTCAE v5.0.1

*Patients with EGFR Exon20 insertion mutation-positive NSCLC whose disease has progressed on or after platinum-based chemotherapy. 
†Graded according to National Cancer Institute Common Terminology Criteria for Adverse Events (NCI CTCAE v5.0). ‡Stomatitis includes 
angular cheilitis, aphthous ulcer, cheilitis, mouth ulceration, mucosal inflammation, odynophagia, and stomatitis. §Events of Grade 3 only 
(no Grade 4 occurred). ||Abdominal pain includes abdominal discomfort, abdominal pain, abdominal pain upper, abdominal tenderness, and 
gastrointestinal pain. ¶Rash includes acne, dermatitis, dermatitis acneiform, rash, rash macular, rash maculo-papular, rash papular, rash 
pruritic, rash pustular, and urticaria. #Paronychia includes nail bed tenderness, nail disorder, nail infection, onycholysis, and paronychia. 
**Musculoskeletal pain includes arthralgia, back pain, musculoskeletal chest pain, musculoskeletal discomfort, musculoskeletal pain, 
myalgia, neck pain, non-cardiac chest pain, pain in extremity, and spinal pain. ††Fatigue includes asthenia and fatigue. ‡‡Cough includes 
cough, productive cough, and upper-airway cough syndrome. §§Upper respiratory tract infection includes nasopharyngitis, pharyngitis, 
respiratory tract infection, rhinitis, sinusitis, and upper respiratory tract infection. ||||Dyspnea includes dyspnea and dyspnea exertional. 
¶¶Ocular toxicity includes dry eye, eye pruritus, abnormal sensation in eye, eye discharge, blepharitis, trichiasis, conjunctival hemorrhage, 
vitreous floaters, blurred vision, and corneal edema. ##QTc interval prolongation includes electrocardiogram QT prolonged and ventricular 
arrhythmia. ***Hypertension includes blood pressure increased and hypertension.1

AR, adverse reaction.

ARs occurring in ≥10% of patients who received EXKIVITY® (mobocertinib)  
160 mg once daily* 

Occurring in ≥20% of patients who received EXKIVITY 160 mg once daily*

https://www.exkivity.com/prescribing-information.pdf
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diarrhea resolved1

but may occur throughout 
therapy1
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Please see Important Safety Information throughout and 
accompanying full Prescribing Information, including 
Boxed Warning.10

Treat with an antidiarrheal and adequate fluid intake per your  
clinical practice.1,17

•  If using loperamide as the antidiarrheal treatment, refer to 
loperamide product labeling for additional information1,17

•  Monitor electrolytes and instruct patients to increase fluid and 
electrolyte intake1

•  In the clinical trial, IV hydration was considered for Grade 3 or 
Grade 4 diarrhea17

•  21% of patients experienced Grade 3 diarrhea and 1% (1 patient) experienced Grade 419

•  11% of patients required dose reductions and 4% discontinued due to diarrhea19

IMPORTANT SAFETY INFORMATION (CONT'D)
DRUG INTERACTIONS
CYP3A Inhibitors  
Coadministration of EXKIVITY with strong or moderate CYP3A inhibitors increased 
mobocertinib plasma concentrations, which may increase the risk of adverse reactions, 
including QTc interval prolongation. Avoid concomitant use of strong or moderate CYP3A 
inhibitors with EXKIVITY. If concomitant use of moderate CYP3A inhibitors cannot be avoided, 
reduce the EXKIVITY dose and monitor the QTc interval more frequently with ECGs. 
CYP3A Inducers  
Coadministration of EXKIVITY with strong or moderate CYP3A inducers decreased 
mobocertinib plasma concentrations, which may reduce EXKIVITY anti-tumor activity. Avoid 
concomitant use of strong or moderate CYP3A inducers with EXKIVITY. 
CYP3A Substrates 
Coadministration of EXKIVITY with CYP3A substrates may decrease plasma concentrations 
of CYP3A substrates, which may reduce the efficacy of these substrates. Avoid concomitant 
use of hormonal contraceptives with EXKIVITY. Avoid concomitant use of EXKIVITY with other 
CYP3A substrates where minimal concentration changes may lead to serious therapeutic 
failures. If concomitant use is unavoidable, increase the CYP3A substrate dosage in 
accordance with the approved product Prescribing Information. 
Prolonged QTc Interval 
EXKIVITY can cause QTc interval prolongation. Coadministration of EXKIVITY with drugs 
known to prolong the QTc interval may increase the risk of QTc interval prolongation. Avoid 
concomitant use of other medications known to prolong the QTc interval with EXKIVITY. If 
concomitant use is unavoidable, monitor the QTc interval more frequently with ECGs.

ANTICIPATE:  Proactively counsel patients, as diarrhea could occur within 24 hours 
after administration of EXKIVITY® (mobocertinib)1

ADDRESS: Treat diarrhea promptly at first episode of loose stool1

Recommended dosing regimen of EXKIVITY1

In the clinical trial, diarrhea was common, sometimes severe, and transient in 
many patients. It should be treated promptly with supportive strategies1,17

DIARRHEA EVENTS THE ONLY ONCE-DAILY ORAL THERAPY  
APPROVED FOR EGFR EXON20 INSERTIONS1,2

160 mg ORALLY

Instruct patients to have an antidiarrheal (eg, loperamide)  
readily available to help address first sign of diarrhea or 
increased bowel movement frequency and to increase fluid and 
electrolyte intake.1

The EXKIVITY Patient Starter Kit includes loperamide for use as 
needed, to help your patients start and stay on track—to order, 

visit EXKIVITYhcp.com/starterkit or scan the QR code

ONCE DAILY WITH OR WITHOUT FOOD

•  Continue treatment until disease progression or unacceptable toxicity1

•  Should be taken at approximately the same time each day, with or without food1

– Inform patients to avoid grapefruit or grapefruit juice
 •  Patients should swallow capsules whole and should not open or chew them or dissolve the 

contents of the capsules1

 •  If a patient misses a dose by more than 6 hours or if vomiting occurs, instruct the patient to 
resume treatment as prescribed the next day1

IV, intravenous.

https://www.exkivity.com/prescribing-information.pdf
https://www.exkivityhcp.com/patient-starter-kit?utm_medium=qr&utm_source=USO-EXK-0161&utm_id=MC230313132701
https://www.exkivityhcp.com/patient-starter-kit?utm_medium=qr&utm_source=USO-EXK-0161&utm_id=MC230313132701


Diarrhea Intolerable or recurrent 
Grade 2 or Grade 3

Grade 4 First Occurrence
Withhold EXKIVITY until ≤ Grade 1.
Resume EXKIVITY at the next lower dose.
Recurrence
Permanently discontinue EXKIVITY.

Grade 4 First Occurrence
Withhold EXKIVITY until ≤ Grade 1.
Resume EXKIVITY at the next lower dose if recovery 
occurs within 2 weeks.
Permanently discontinue EXKIVITY if recovery does 
not occur within 2 weeks.
Recurrence
Permanently discontinue EXKIVITY.

Other 
Adverse 
Reactions

Intolerable or recurrent 
Grade 2 or Grade 3

Withhold EXKIVITY until ≤ Grade 1.
Resume EXKIVITY at the same dose or the next 
lower dose.

Withhold EXKIVITY until ≤ Grade 1.
Resume EXKIVITY at the same dose or the next 
lower dose.

Severity† Dose Modification
Adverse 
Reaction1

Severity* Dose Modification
Adverse 
Reaction1

QTc Interval 
Prolongation 
and Torsades 
de Pointes

Grade 2 
(QTc interval 481-500 msec)

Grade 3 
(QTc interval ≥501 msec 
or QTc interval increase of 
>60 msec from baseline)

First Occurrence
Withhold EXKIVITY until ≤ Grade 1 or baseline. 
Upon recovery, resume EXKIVITY at the same dose. 
Recurrence
Withhold EXKIVITY until ≤ Grade 1 or baseline. 
Upon recovery, resume EXKIVITY at the next lower 
dose or permanently discontinue EXKIVITY. 
First Occurrence
Withhold EXKIVITY until ≤ Grade 1 or baseline. 
Upon recovery, resume EXKIVITY at the next lower 
dose or permanently discontinue EXKIVITY.
Recurrence
Permanently discontinue EXKIVITY.

Grade 4 (Torsades de Pointes; 
polymorphic ventricular 
tachycardia; signs/symptoms 
of serious arrhythmia)

Permanently discontinue EXKIVITY.

ILD/Pneumonitis Any grade Withhold EXKIVITY if ILD/pneumonitis is suspected.
Permanently discontinue EXKIVITY if ILD/pneumonitis 
is confirmed. 

Grade 2 decreased 
ejection fraction

Withhold EXKIVITY until ≤ Grade 1 or baseline.  
If recovered to baseline within 2 weeks, resume 
EXKIVITY at the same dose or the next lower dose.
If not recovered to baseline within 2 weeks, 
permanently discontinue EXKIVITY.

Increased 
Amylase or 
Lipase

Grade 3
without signs or symptoms

Grade 3
with signs or symptoms

Withhold EXKIVITY until ≤ Grade 1.
Resume EXKIVITY at the same dose or next lower dose.
If not recovered to ≤ Grade 1 within 2 weeks, 
permanently discontinue EXKIVITY.

Withhold EXKIVITY until ≤ Grade 1.
Resume EXKIVITY at the next lower dose.
If not recovered to ≤ Grade 1 within 2 weeks, 
permanently discontinue EXKIVITY.

Grade 4 First Occurrence
Withhold EXKIVITY until ≤ Grade 1.
Resume EXKIVITY at the next lower dose if recovery 
occurs within 2 weeks.
Permanently discontinue EXKIVITY if recovery does not 
occur within 2 weeks.
Recurrence
Permanently discontinue EXKIVITY.

Decreased 
Ejection 
Fraction or 
Heart Failure

≥ Grade 2 heart failure or Grade 3 
or 4 decreased ejection fraction

Permanently discontinue EXKIVITY. 

Diarrhea Intolerable or recurrent 
Grade 2 or Grade 3

Grade 4 First Occurrence
Withhold EXKIVITY until ≤ Grade 1.
Resume EXKIVITY at the next lower dose.
Recurrence
Permanently discontinue EXKIVITY.

Grade 4 First Occurrence
Withhold EXKIVITY until ≤ Grade 1.
Resume EXKIVITY at the next lower dose if recovery 
occurs within 2 weeks.
Permanently discontinue EXKIVITY if recovery does 
not occur within 2 weeks.
Recurrence
Permanently discontinue EXKIVITY.

Other 
Adverse 
Reactions

Intolerable or recurrent 
Grade 2 or Grade 3

Withhold EXKIVITY until ≤ Grade 1.
Resume EXKIVITY at the same dose or the next 
lower dose.

Withhold EXKIVITY until ≤ Grade 1.
Resume EXKIVITY at the same dose or the next 
lower dose.

Severity† Dose Modification
Adverse 
Reaction1

Severity* Dose Modification
Adverse 
Reaction1

QTc Interval 
Prolongation 
and Torsades 
de Pointes

Grade 2 
(QTc interval 481-500 msec)

Grade 3 
(QTc interval ≥501 msec 
or QTc interval increase of 
>60 msec from baseline)

First Occurrence
Withhold EXKIVITY until ≤ Grade 1 or baseline. 
Upon recovery, resume EXKIVITY at the same dose. 
Recurrence
Withhold EXKIVITY until ≤ Grade 1 or baseline. 
Upon recovery, resume EXKIVITY at the next lower 
dose or permanently discontinue EXKIVITY. 
First Occurrence
Withhold EXKIVITY until ≤ Grade 1 or baseline. 
Upon recovery, resume EXKIVITY at the next lower 
dose or permanently discontinue EXKIVITY.
Recurrence
Permanently discontinue EXKIVITY.

Grade 4 (Torsades de Pointes; 
polymorphic ventricular 
tachycardia; signs/symptoms 
of serious arrhythmia)

Permanently discontinue EXKIVITY.

ILD/Pneumonitis Any grade Withhold EXKIVITY if ILD/pneumonitis is suspected.
Permanently discontinue EXKIVITY if ILD/pneumonitis 
is confirmed. 

Grade 2 decreased 
ejection fraction

Withhold EXKIVITY until ≤ Grade 1 or baseline.  
If recovered to baseline within 2 weeks, resume 
EXKIVITY at the same dose or the next lower dose.
If not recovered to baseline within 2 weeks, 
permanently discontinue EXKIVITY.

Increased 
Amylase or 
Lipase

Grade 3
without signs or symptoms

Grade 3
with signs or symptoms

Withhold EXKIVITY until ≤ Grade 1.
Resume EXKIVITY at the same dose or next lower dose.
If not recovered to ≤ Grade 1 within 2 weeks, 
permanently discontinue EXKIVITY.

Withhold EXKIVITY until ≤ Grade 1.
Resume EXKIVITY at the next lower dose.
If not recovered to ≤ Grade 1 within 2 weeks, 
permanently discontinue EXKIVITY.

Grade 4 First Occurrence
Withhold EXKIVITY until ≤ Grade 1.
Resume EXKIVITY at the next lower dose if recovery 
occurs within 2 weeks.
Permanently discontinue EXKIVITY if recovery does not 
occur within 2 weeks.
Recurrence
Permanently discontinue EXKIVITY.

Decreased 
Ejection 
Fraction or 
Heart Failure

≥ Grade 2 heart failure or Grade 3 
or 4 decreased ejection fraction

Permanently discontinue EXKIVITY. 
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Please see Important Safety Information throughout and 
accompanying full Prescribing Information, including 
Boxed Warning.12

RECOMMENDED DOSE MODIFICATIONS  
FOR MANAGEMENT OF ARs1

120 mg ONCE DAILY160 mg ONCE DAILY

FIRST REDUCTIONSTARTING DOSE

80 mg ONCE DAILY

SECOND REDUCTION

†Graded per NCI CTCAE v5.0.1

ILD, interstitial lung disease.

•   Dose reductions due to an AR occurred in 25% of patients. The AR requiring dose 
reduction in >5% of patients was diarrhea1

•   Dose interruptions due to an AR occurred in 51% of patients. The ARs requiring dose 
interruption in >5% of patients included diarrhea, nausea, and vomiting1 

•   Permanent discontinuation due to an AR occurred in 17% of patients. ARs requiring 
permanent discontinuation of EXKIVITY in ≥2% of patients were diarrhea and nausea1

Whenever appropriate, safe, and tolerated by your patient, maintain the recommended  
daily dose for EXKIVITY® (mobocertinib) of 160 mg1

•    Patients who maintained the daily dose for EXKIVITY of 160 mg had higher rates  
of ORR and mDOR than patients who had to dose reduce due to ARs*19

*Of 114 patients in the trial, 29 patients (25%) experienced ARs that led to dose reductions.

>80% of ARs did not lead to permanent treatment discontinuation1

*Graded per NCI CTCAE v5.0.1

https://www.exkivity.com/prescribing-information.pdf
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Please see Important Safety Information throughout and 
accompanying full Prescribing Information, including 
Boxed Warning.

USE AN FDA-APPROVED NGS TEST  
TO IDENTIFY PATIENTS ELIGIBLE FOR 
EXKIVITY® (mobocertinib)20

PCR missed ~50% 
of patients with EGFR Exon20  
insertion mutations20

An analysis showed NGS identified all EGFR Exon20 insertion+ mNSCLC patients 
not detected by PCR20

ACCESS SUPPORT: Our case managers can work with your patients’ 
insurance companies to conduct benefits verifications and create a 
summary of coverage options for each enrolled patient.

HELPFUL RESOURCES: Takeda Oncology Here2Assist case 
managers can provide your patients with information about additional 
resources that may assist with the day-to-day support they need.

FINANCIAL ASSISTANCE: Takeda Oncology Here2Assist can help 
identify financial assistance programs that may be able to help your 
patients with the cost of their Takeda Oncology treatment.

As our programs continuously evolve to adapt to your patients’ needs, Takeda Oncology Here2Assist:
  Works with your patients’ insurance company to help get your patient started on their medication
  Identifies available financial assistance that may be right for your patients
  May help eligible patients get started on treatment in the event of an insurance delay
  Identifies specialty pharmacies to help fill and ship your patients’ prescriptions appropriately
   Conducts regular follow-up calls to patients
  Sends text message status updates and reminders to patients*
  Connects your patients with nurse navigators to support their product education journey†

With EXKIVITY, EGFR Exon20 insertions are actionable oncogenic driver 
mutations following platinum-based chemotherapy1

Takeda Oncology Here2Assist®

Test results for actionable driver mutations 
should be negative before considering  
treatment with PD-(L)1 inhibitors13

Consider testing with NGS at NSCLC diagnosis20

Review prior test reports and consider  
retesting with NGS if initial single-gene  
PCR testing showed no driver mutation20

PCR only detected ≤5 out of 40+ EGFR Exon20 insertion 
variants. The variants detected by PCR are the most 
common, representing ~50% of cases.20

FDA, Food and Drug Administration; NGS, next-generation sequencing; PCR, polymerase chain reaction;  
PD-1, programmed cell death protein 1; PD-L1, programmed cell death ligand 1. 

*Patients will need to enroll in the texting program to receive text messages. †For EXKIVITY patients only.

*The NCCN Clinical Practice Guidelines in Oncology (NCCN Guidelines®) for NSCLC provide recommendations  
for certain individual biomarkers that should be tested and recommend testing techniques but do not endorse  
any specific commercially available biomarker assays or commercial laboratories.

REFERENCES: 1. Exkivity. Prescribing information. Takeda Pharmaceuticals America, Inc; 2023. 2. Zhou C et al. Published correction appears in 2022 Feb 24.  
JAMA Oncol. 2021;7(12):e214761. doi:10.1001/jamaoncol.2021.4761 3. Vyse S, Huang PH. Signal Transduct Target Ther. 2019;4:5. doi:10.1038/s41392-019-0038-9  
4. Wang F et al. Transl Cancer Res. 2020;9(4):2982-2991. 5. Arcila ME et al. Mol Cancer Ther. 2013;12(2):220-229. 6. Remon J et al. Cancer Treat Rev. 2020;90:102105. 
doi:10.1016/j.ctrv.2020.102105 7. Chan BA, Hughes BGM. Transl Lung Cancer Res. 2015;4(1):36-54. 8. Oxnard GR et al. J Thorac Oncol. 2013;8(2):179-184.  
9. Bazhenova L et al. Lung Cancer. 2021;162:154-161. 10. Chen D et al. Onco Targets Ther. 2016;9:4181-4186. 11. Yang G et al. Lung Cancer. 2020;145:186-194.  
12. Yang GJ et al. Lung Cancer. 2021;152:39-48. 13. Referenced with permission from NCCN Clinical Practice Guidelines in Oncology (NCCN Guidelines®) for  
Non-Small Cell Lung Cancer V1.2023. ©️ National Comprehensive Cancer Network, Inc. 2022. All rights reserved. Accessed December 22, 2022. To view the 
most recent and complete version of the guideline, go online to NCCN.org. NCCN makes no warranties of any kind whatsoever regarding their content, use or 
application and disclaims any responsibility for their application or use in any way. 14. Robichaux JP et al. Nat Med. 2018;24(5):638-646. 15. Metro G et al. Drugs 
Context. 2022. doi:10.7573/dic.2022-3-9 16. O'Sullivan DE et al. Curr Oncol. 2022;29(10):7198-7208. 17. Data on file. Takeda Pharmaceuticals, Inc. 18. Gonzalvez F et 
al. Cancer Discov. 2021;11(7):1672-1687. 19. Yang JCH et al. Expert Rev Anticancer Ther. 2022;1-12. 20. Viteri S et al. Mol Oncol. 2022;1-8. 21. Sabari JK et al.  
Curr Oncol Rep. 2017;19(4):24. doi:10.1007/s11912-017-0587-4 

NCCN
PREFERRED

NCCN prefers NGS-based strategies to detect 
EGFR Exon20 insertions*13,21

For more information about patient access support and 
financial assistance that your patients may qualify for, 

call us at 1-844-817-6468, Option 2.

Let's Talk. We’re available Monday-Friday, 8AM-8PM ET, 
or visit us at www.Here2Assist.com/hcp to learn more.

We’re here to help your patients with their coverage, financial, and educational 
resource needs

https://www.exkivity.com/prescribing-information.pdf
https://www.here2assist.com/hcp/home
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IMPORTANT SAFETY INFORMATION
WARNING: QTc PROLONGATION and TORSADES DE POINTES
See full prescribing information for complete boxed warning.
• EXKIVITY can cause life-threatening heart rate-corrected QT (QTc) prolongation, including 

Torsades de Pointes, which can be fatal, and requires monitoring of QTc and electrolytes at 
baseline and periodically during treatment. Increase monitoring frequency in patients with risk 
factors for QTc prolongation.

• Avoid use of concomitant drugs which are known to prolong the QTc interval and use of strong or 
moderate CYP3A inhibitors with EXKIVITY, which may further prolong the QTc.

• Withhold, reduce the dose, or permanently discontinue EXKIVITY based on the severity of QTc 
prolongation.

WARNINGS AND PRECAUTIONS
QTc Prolongation and Torsades de Pointes 
EXKIVITY can cause life-threatening heart rate-corrected QT (QTc) prolongation, including Torsades de 
Pointes, which can be fatal. In the 250 patient subset of the pooled EXKIVITY safety population who had 
scheduled and unscheduled electrocardiograms (ECGs), 1.2% of patients had a QTc interval >500 msec  
and 11% of patients had a change-from-baseline QTc interval >60 msec. Grade 4 Torsades de Pointes 
occurred in 1 patient (0.4%). Clinical trials of EXKIVITY did not enroll patients with baseline QTc greater  
than 470 msec.
Assess QTc and electrolytes at baseline and correct abnormalities in sodium, potassium, calcium, and 
magnesium prior to initiating EXKIVITY. Monitor QTc and electrolytes periodically during treatment. 
Increase monitoring frequency in patients with risk factors for QTc prolongation, such as patients with 
congenital long QT syndrome, heart disease, or electrolyte abnormalities. Avoid use of concomitant 
drugs which are known to prolong the QTc interval. Avoid concomitant use of strong or moderate  
CYP3A inhibitors with EXKIVITY, which may further prolong the QTc. Withhold, reduce the dose, or 
permanently discontinue EXKIVITY based on the severity of the QTc prolongation.
Interstitial Lung Disease (ILD)/Pneumonitis  
EXKIVITY can cause ILD/pneumonitis, which can be fatal. In the pooled EXKIVITY safety population,  
ILD/pneumonitis occurred in 4.3% of patients including 0.8% Grade 3 events and 1.2% fatal events. 
Monitor patients for new or worsening pulmonary symptoms indicative of ILD/pneumonitis.  
Immediately withhold EXKIVITY in patients with suspected ILD/pneumonitis and permanently 
discontinue EXKIVITY if ILD/pneumonitis is confirmed.
Cardiac Toxicity  
EXKIVITY can cause cardiac toxicity (including decreased ejection fraction, cardiomyopathy, and 
congestive heart failure) resulting in heart failure which can be fatal. In the pooled EXKIVITY safety 
population, heart failure occurred in 2.7% of patients including 1.2% Grade 3 reactions, 0.4% Grade 4 
reactions, and one (0.4%) fatal case of heart failure.
EXKIVITY can cause QTc prolongation resulting in Torsades de Pointes. Atrial fibrillation (1.6%), 
ventricular tachycardia (0.4%), first degree atrioventricular block (0.4%), second degree atrioventricular 
block (0.4%), left bundle branch block (0.4%), supraventricular extrasystoles (0.4%), and ventricular 
extrasystoles (0.4%) also occurred in patients receiving EXKIVITY. Monitor cardiac function, including 
assessment of left ventricular ejection fraction at baseline and during treatment. Withhold, reduce the 
dose, or permanently discontinue EXKIVITY based on the severity.
Diarrhea 
EXKIVITY can cause diarrhea, which can be severe. In the pooled EXKIVITY safety population, diarrhea 
occurred in 93% of patients, including 20% Grade 3 and 0.4% Grade 4. The median time to first onset of 
diarrhea was 5 days, but diarrhea has occurred within 24 hours after administration of EXKIVITY. In the  
48% of patients whose diarrhea resolved, the median time to resolution was 3 days. Diarrhea may lead  
to dehydration or electrolyte imbalance, with or without renal impairment. Treat diarrhea promptly. 
Advise patients to start an antidiarrheal agent (e.g., loperamide) at first sign of diarrhea or increased 
bowel movement frequency and to increase fluid and electrolyte intake. Monitor electrolytes and 
withhold, reduce the dose or permanently discontinue EXKIVITY based on the severity.
Embryo-Fetal Toxicity  
Based on findings from animal studies and its mechanism of action, EXKIVITY 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 non-hormonal contraception during treatment with 
EXKIVITY and for 1 month after the last dose. Advise males with female partners of reproductive 
potential to use effective contraception during treatment with EXKIVITY and for 1 week after the last 
dose of EXKIVITY.
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Please see Important Safety Information throughout and 
accompanying full Prescribing Information, including 
Boxed Warning.

IMPORTANT SAFETY INFORMATION (CONT'D)
ADVERSE REACTIONS
The most common (>20%) adverse reactions are diarrhea (92%), rash (78%), stomatitis (46%), 
vomiting (40%), decreased appetite (39%), paronychia (39%), nausea (37%), musculoskeletal pain 
(34%), dry skin (32%), fatigue (29%), pruritus (24%), cough (24%) and decreased weight (21%). The 
most common (≥2%) Grade 3 or 4 laboratory abnormalities were decreased lymphocytes (15%), 
increased amylase (13%), increased lipase (10%), decreased potassium (5.3%), decreased red blood 
cells (3.5%), increased creatinine (2.7%), decreased magnesium (2.7%), and increased alanine 
aminotransferase (2.7%).
DRUG INTERACTIONS
CYP3A Inhibitors  
Coadministration of EXKIVITY with strong or moderate CYP3A inhibitors increased mobocertinib plasma 
concentrations, which may increase the risk of adverse reactions, including QTc interval prolongation. 
Avoid concomitant use of strong or moderate CYP3A inhibitors with EXKIVITY. If concomitant use of 
moderate CYP3A inhibitors cannot be avoided, reduce the EXKIVITY dose and monitor the QTc interval 
more frequently with ECGs.
CYP3A Inducers  
Coadministration of EXKIVITY with strong or moderate CYP3A inducers decreased mobocertinib plasma 
concentrations, which may reduce EXKIVITY anti-tumor activity. Avoid concomitant use of strong or 
moderate CYP3A inducers with EXKIVITY.
CYP3A Substrates 
Coadministration of EXKIVITY with CYP3A substrates may decrease plasma concentrations of CYP3A 
substrates, which may reduce the efficacy of these substrates. Avoid concomitant use of hormonal 
contraceptives with EXKIVITY. Avoid concomitant use of EXKIVITY with other CYP3A substrates where 
minimal concentration changes may lead to serious therapeutic failures. If concomitant use is 
unavoidable, increase the CYP3A substrate dosage in accordance with the approved product Prescribing 
Information.
Prolonged QTc Interval  
EXKIVITY can cause QTc interval prolongation. Coadministration of EXKIVITY with drugs known to 
prolong the QTc interval may increase the risk of QTc interval prolongation. Avoid concomitant use of 
other medications known to prolong the QTc interval with EXKIVITY. If concomitant use is unavoidable, 
monitor the QTc interval more frequently with ECGs.
USE IN SPECIFIC POPULATIONS
Pregnancy  
Based on findings from animal studies and its mechanism of action, EXKIVITY can cause fetal harm 
when administered to a pregnant woman. There are no available data on EXKIVITY use in pregnant 
women. Advise pregnant women of the potential risk to a fetus.
Females and Males of Reproductive Potential 
EXKIVITY can cause fetal harm when administered to pregnant women. Verify pregnancy status in 
females of reproductive potential prior to initiating EXKIVITY. Advise females of reproductive potential to 
use effective non-hormonal contraception during treatment with EXKIVITY and for 1 month after the last 
dose. EXKIVITY may render hormonal contraceptives ineffective. Advise males with female partners of 
reproductive potential to use effective contraception during treatment with EXKIVITY and for 1 week 
after the last dose. Based on animal studies EXKIVITY may impair fertility in males and females of 
reproductive potential.
Lactation 
There are no data on the presence of mobocertinib or its metabolites in human milk or their 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 EXKIVITY and for 1 week after 
the last dose. 
Geriatric 
Of the 114 patients who received EXKIVITY in clinical studies, 37% were 65 years and over, and 7% were 
75 years and over. No overall difference in effectiveness was observed between patients aged 65 and 
older and younger patients. Exploratory analysis suggests a higher incidence rate of Grade 3 and 4 
adverse reactions (69% vs 47%) and serious adverse reactions (64% vs 35%) in patients 65 years and 
older as compared to those younger than 65 years.
To report SUSPECTED ADVERSE REACTIONS, contact Takeda Pharmaceuticals America, Inc. at 
1-844-217-6468 or the FDA at 1-800-FDA-1088 or www.fda.gov/medwatch.

https://www.exkivity.com/prescribing-information.pdf
https://www.fda.gov/safety/medwatch-fda-safety-information-and-adverse-event-reporting-program


28% (95% CI, 20-37; n=32/114)1,2

ORR*ORR*

(95% CI, 7.4-20.3; n=32/114)1,2

mDOR†
 mDOR†
 

17.517.5
monthsmonths

CATEGORY 2A
NCCN

RECOMMENDATION

NCCN recommends mobocertinib as a  
second-line treatment option for EGFR Exon20  
insertion+ mNSCLC‡13

By BICR1,2

•  By investigator: 35% ORR (95% CI, 26-45; n=40/114) with an mDOR of 11.2 months (95% CI,  
5.6-NR; n=40/114)1,2

•  Once-daily oral dosing, with or without food1

•  The most common (>20%) ARs were diarrhea, rash, stomatitis, vomiting, decreased  
appetite, paronychia, nausea, musculoskeletal pain, dry skin, fatigue, pruritus, cough, and  
decreased weight1

‡See the NCCN Guidelines® for NSCLC for detailed recommendations, including other treatment options.13

INDICATION
EXKIVITY is indicated for the treatment of adult patients with locally advanced or metastatic non- 
small cell lung cancer (NSCLC) with epidermal growth factor receptor (EGFR) exon 20 insertion  
mutations, as detected by an FDA-approved test, whose disease has progressed on or after  
platinum-based chemotherapy. 
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 trial(s). 

IMPORTANT SAFETY INFORMATION (CONT'D)
The WARNINGS AND PRECAUTIONS for EXKIVITY include: QTc prolongation and Torsades de Pointes, 
interstitial lung disease (ILD)/pneumonitis, cardiac toxicity, diarrhea, and embryo-fetal toxicity.

Please see Important Safety Information throughout and 
accompanying full Prescribing Information, including Boxed Warning.

TAKEDA® and the TAKEDA logo® are registered trademarks of Takeda Pharmaceutical Company Limited. 
HERE2ASSIST® and the HERE2ASSIST logo® are registered trademarks of Millennium Pharmaceuticals, Inc. 
EXKIVITY® and the EXKIVITY logo® are registered trademarks of Takeda Pharmaceuticals International AG. 
 ©️ 2023 Takeda Pharmaceuticals U.S.A., Inc. All rights reserved. 04/23 USO-EXK-0161

*ORR: all responses were PRs, 
which is defined as at least a 
30% decrease in the sum of 
diameters of target lesions 
compared to baseline by RECIST 
v1.1 reconfirmed 4 weeks or 
more following initial response.2 
†Kaplan-Meier estimate in 
confirmed responders only.2

EXKIVITY® (mobocertinib) 
The first and only oral therapy designed to target 
EGFR Exon20 insertion+ mNSCLC2

EXKIVITY achieved a durable, clinically meaningful response in EGFR Exon20  
insertion+ mNSCLC patients who had received prior platinum-based chemotherapy1,2

https://www.exkivity.com/prescribing-information.pdf



