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  Introduction
• Up to 12% of epidermal growth factor receptor gene (EGFR)-mutated non–small cell lung cancer (NSCLC) tumors have EGFR exon 20 

insertion (EGFR ex20ins) mutations1,2

• Most patients with EGFR ex20ins+ metastatic NSCLC receive first-line platinum-based chemotherapy, but typically develop 
progressive disease (PD) within 6 months3-5

• Patients with EGFR ex20ins+ NSCLC have a poor prognosis, with median overall survival ranging from 7.1 months to 13.6 months in 
the second-line treatment setting according to real-world data6

• Mobocertinib is an oral EGFR tyrosine kinase inhibitor (TKI) designed to specifically target EGFR ex20ins mutations7,8

• Mobocertinib demonstrated meaningful clinical benefit in 114 platinum-pretreated patients (PPP) with EGFR ex20ins+ NSCLC in a 
phase 1/2 study (NCT02716116), with confirmed objective responses by independent assessment reported in 28% of patients and 
median duration of response of 17.5 months9 

  Objective
• Because normal functioning in epidermal tissue depends on EGFR signaling, skin-related toxicities are commonly reported with 

irreversible EGFR TKIs, including skin rash, dry skin, and paronychia10 
• In light of this, the objective of this analysis was to characterize skin-related toxicities associated with mobocertinib treatment in the 

PPP cohort of the phase 1/2 study

  Methods
Data Sources
• The PPP cohort included patients from Parts 1, 2, and 3 (EXCLAIM) from the phase 1/2 study (N=114) who received mobocertinib  

160 mg orally once daily (Figure 1)
• Here, we report the incidence of any-Grade and Grade 3/4 skin-related treatment-emergent adverse events (TEAEs), time to onset 

and resolution, time to resolution by grade, and the pharmaceutical agents used to manage these events (data cutoff date:  
1 November 2020)

Figure 1. Study Design
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Data cutoff date: 1 November 2020
Locations: United States only for phases 1 and 2; United States, Europe, and Asia for phase 2 extension cohort 
a Active or measurable (but not both) CNS metastases permitted 
Active CNS metastases: Untreated or treated and progressing; measurable CNS metastases: ≥10 mm in longest diameter by contrast-enhanced MRI 
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  Results
Skin-Related Toxicity in the PPP Cohort
• Among 114 patients in the PPP cohort, skin-related toxicity events were observed in 105 patients (92%)

 – Most events were low grade in severity; Grade 3 skin toxicity events occurred in 5 patients (4%)
 – There were no Grade 4 or 5 skin-related TEAEs
 – There were no skin-related serious adverse events (SAEs)
 – One patient discontinued mobocertinib treatment due to skin-related TEAEs of dermatitis and alopecia (Grade 1)

• The most common skin-related TEAEs were rash (n=52, 46%), paronychia (n=44, 39%), and dry skin (n=38, 33%) (Figure 2)

Figure 2. Skin-Related AEs Occurring in >10% of Patients (N=114)
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Data cutoff date: 1 November 2020  
TEAE, treatment-emergent adverse event; TRAE, treatment-related adverse event

• Median time to onset and resolution of any-Grade and Grade 3 skin-related TEAEs are shown in Table 1

Table 1. Median Time to Onset and Resolutiona of Skin-Related TEAEs  
All-Grade

Skin-Related TEAEs
Grade 3

Skin-Related TEAEs

Median time to onset, d 9.0 ‒

Median time to resolutiona, d 78 38

Data cutoff date: 1 November 2020 
a Summary of time from first onset to resolution for individual events. Resolution is defined as event status of resolved/recovered or resolved/recovered with sequelae or return to baseline or lower severity as of the latest assessment for pre-existing 
events. Number of events: 195 all-Grade events; 3 Grade 3 events 

Management of Skin-Related Toxicities
• Topical corticosteroids, most commonly hydrocortisone, and topical antibiotics, most commonly clindamycin, were the most frequent 

pharmaceutical management of skin-related toxicities (Table 2)

Table 2. Most Common Pharmaceutical Management of Skin-Related Toxicities (N=114)
Medication n (%)

Topical antibiotics 32 (28)

Mupirocin 20 (18)

Clindamycin 25 (22)

Topical corticosteroids 49 (43)

Hydrocortisone 14 (12)

Data cutoff date: 1 November 2020

  
Conclusions

• Types of skin toxicities observed with mobocertinib were consistent with those previously reported with the class 
of EGFR TKIs,10 and characterized by a low frequency of high-grade toxicity 

• Most skin-related toxicity events were low grade in severity, and no serious cutaneous AEs have been observed
• Skin-related toxicities started within the first 2 weeks of treatment and resolved in approximately 11 weeks
• Most were managed with skin care and proactive use of topical corticosteroids and/or antibiotics
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