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Elucidating Long-Term Prognosis and Real-World Evidence on the Safety of Osimertinib as Adjuvant
Therapy Iin Japanese Patients

INTRODUCTION METHODS

>~ The phase Il ADAURA trial demonstrated the efficacy and safety of three years of
oral osimertinib as adjuvant therapy for pathological stage |I-llII* non-small-cell lung
cancer (NSCLC) harboring common epidermal growth factor receptor (EGFR)

mutations'2. (*No Japanese patients with Stage 1B [UICC 7th edition] were enrolled in the ADAURA trial.)
~ However, the number of Japanese patients participating in the trial was limited.

>~ We aimed to investigate the selection of adjuvant therapy, its impact on long-term
prognosis, and the safety of osimertinib adjuvant therapy in patients with NSCLC
harboring EGFR mutation in clinical practice (UMIN000054402).
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Patients with pathological stage IlI-lll (UICC 9% edition)

Prospectlve Observational completely resected EGFR mutation-positive non-small cell lung cancer

Untreated before surgery, = 18 years old, PS 0-2

Enroliment (N = 650)
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) Osimertir?iila —) Immune chemotherapy (UFT) cohort adjuvant cohort
checkpoint cohort therapy cohort
cohort L
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Follow-up Duration: 8 years
(primary and final analyses scheduled at 5 and 8 years, respectively)

Primary Endpoint: disease-free survival

Secondary Endpoints: overall survival, central nervous system disease-free survival,
adverse events due to osimertinib, details about the interstitial lung disease due to
osimertinib, details of treatment after recurrence, progression-free survival with first-line
treatment after recurrence
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SAMPLE SIZE : 650 patients

The sample size was determined on the assumption that the real-world-5-year disease-free
survival rate with adjuvant osimertinib therapy would be 50%, slightly lower than that
observed in the ADAURA trial, with a 95% confidence interval width of approximately 10%.
This takes into account 10% attrition rate and an estimated 60% adoption rate of
osimertinib adjuvant therapy in clinical practice.
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