990P Osimertinib for RT-naive CNS Metastasis of EGFR mutation positive NSCLC: phase || OCEAN Study
(LOGIK 1603/WJOG 9116L), Part of the first-line cohort.
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* Although radiotherapy (RT) is a standard treatment for CNS metastasis, it N addition to T790M cohort. IS 50
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» Osimertinib achieved greater penetration into the brain in a preclinical models. harboring EGFR mutations with RT-naive CNS metastasis. 0 12 24 (month)
* The aim of the study was to assess osimertinib for patients with RT-naive CNS At risk 26 9 0
metastasis of EGFR mutations positive NSCLC. B PFS (n=26)
- We previously reported the results of T790M cohort®, here we show the results 100 Median 11.5m (95%CI: 6.9-NR)
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-2 20 years old T790M cohort (n = 40) (90%ClI: 63.3-90.5) (95%CI: 54.0-99.8) (95%CI: 45.2-82.8) 0 : :
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* Brain MRI and chest/abdomen CT were performed every 6 weeks in the first 20 Tg 50 - L
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* Response rate of brain metastasis (BMRR) assessed by PAREXEL criteria’ BMRR BMRR ORR 0 : :
0 12 24 month
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First-line 55% 800/0 0.05 0.8 25 * The patients with brain metastasis more than 5 mm long axis was eligible in this study. Whereas only 13 patients could
. . . . be evaluated for the RECIST criteria which require the lesion a size of at least 1 cm, because of insufficient size. event Any grade Grade 3 + 4

>XWe set a threshold and an expected value at 50% and 70%, respectively, on the basis of the AURA trial
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m Secondary endpoint I n=26 Platelet decreased 12 (46.2%) 0 (0%)
BMRR (RECIST), PFS of BM, ORR, safety, PFS, OS Age, years Median (Range) 72 (55 - 82) AST Iincreased 11 (42.3%) 0 (0%)
*BMRR (PAREXEL criteria), PFS, OS in the first- line cohort Gender Male / Eemale 5 (19.2%) / 21 (80.8%) ALT increased 8 (25.0%) 1 (3.9%)

B Exploratory endpoints Stage IV / Postoperative 19 (73.1%) / 7 (26.9%) §ash acneiform S (34'63/0) 2 (O%())

- plasma concentration (in a steady state, day22) of osimertinib £COG PS 07119 0 (34.6%) / 15 (57.7%) | 2 (7.7%) ruritus 6 (23.1%) 1 (3.9%)
» CSF penetration of osimertinib | | | Dry skin 8 (25.0%) 0 (0%)
- EGFR mutation analysis in plasma Histologic type Adenocarcinoma/other 24 (92.3%) / 2 ( 7.7%) Diarrhea 12 (46.2%) 1 (3.9%)
B PAREXEL criteria Smoking history Current or Former / Never 9 (34.6%) / 17 (65.5%) Mucositis 12 (46.2%) 2 (1.7%)
» A tool for assessing BM used in several recent trials. EGFR mutation type Del 19 / L858R 15 (57.7%) / 11 (42.3%) Pneumonitis 5 (19.2%) 0 (0%)
» BM response is assessed more closely than the RECIST criteria. CNS lesion Single / multiple 6 (23.1%) / 20 (76.9%) *No treatment related death |
Slice Thickness Of Symptomatic BM Present / Absent / ND 4 (15.4%) / 21 (80.8%) / 1 (3.8%) * Pneumonitis was ob_serv_ed in five patients (_19.2%) and all cases are grade
MRI or CT 1-2. The frequency is higher than global trials, however, similar to recent
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