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On December 18, 2020, the Food and Drug Administration approved osimertinib
(TAGRISSO, AstraZeneca Pharmaceuticals LP) for adjuvant therapy after tumor resection
in patients with non-small cell lung cancer (NSCLC) whose tumors have epidermal growth
factor receptor (EGFR) exon 19 deletions or exon 21 L858R mutations, as detected by an
FDA-approved test.

Herbst R, ASCO 2020

Slide Courtesy — Zosia Piotrowska, MD, MHS, ASCO 2021 @ Penn Medicine



Overall Survival: Patients With Stage Il/llIA Disease

> Adjuvant osimertinib demonstrated a statistically and clinically significant improvement in OS vs

placebo in the primary population of Stage Il-llIA disease
5-year OS rate, % (95% CI)
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No. at risk Time from randomization (months)
Osimertinib 233 229 224 224 221 214 208 205 200 170 115 69 33 9 0 -
Placebo 237 232 226 221 210 202 190 182 171 138 94 53 25 8 2 0

Data cut-off: January 27, 2023.
Tick marks indicate censored data. Alpha allocation of 0.0497. @Median follow-up for OS (all patients): osimertinib 59.9 months, placebo 56.2 months.

Cl, confidence interval; HR, hazard ratio; OS, overall survival. @ Penn MedlClne




Overall Survival: Patients With Stage IB/Il/lIIA Disease

> Adjuvant osimertinib demonstrated a statistically and clinically significant improvement in OS vs

placebo in the overall population of Stage IB-1lIA disease
5-year OS rate, % (95% CI)
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Osimertinib 339 332 325 324 319 311 304 301 294 252 176 108 50 15 0
Placebo 343 338 332 326 314 304 290 281 267 223 164 97 44 17 3 0

Data cut-off: January 27, 2023.
Tick marks indicate censored data. Alpha allocation of 0.0497. @Median follow-up for OS (all patients): osimertinib 60.4 months, placebo 59.4 months.

Cl, confidence interval; HR, hazard ratio; OS, overall survival @ Penn MedlClne



OS Across Subgroups: Patients With Stage IB/II/lIIIA Disease

Subgroup No. of events / patients HR 95% ClI
Overall (N=682) Stratified log-rank 124 | 682 ——i 0.49 0.34, 0.70
Unadjusted Cox PH 124 | 682 —— 0.48 0.33, 0.70
Sex Male 42 | 204 ' . 0.62 0.33,1.13
Female 82 /| 478 ——— 0.41 0.25, 0.66
Age <65 years 60 / 380 — 0.56 0.33, 0.94
265 years 64 |/ 302 ——— 0.42 0.24, 0.69
Smoking history Yes 34 | 194 . 0.45 0.22, 0.89
No 90 / 488 —— 0.49 0.31, 0.76
Race Asian 73 | 434 —e—— 0.61 0.38, 0.97
Non-Asian 51 /| 248 . ' 0.33 0.17, 0.61
Stage* IB 24 | 212 . 0.44 0.17, 1.02
I 46 | 236 ' . 0.63 0.34, 1.12
A 54 | 234 . ' 0.37 0.20, 0.64
EGFR mutation Ex19del 65 / 378 . ' 0.35 0.20, 0.59
L858R 59 / 304 ' . 0.68 0.40, 1.14
Adjuvant Yes 74 | 410 ———— 0.49 0.30, 0.79
chemotherapy No 50 / 272 o 0.47 0.25, 0.83
0.1 1.0 10.0
HR for overall survival (95% CI)
Data cut-off: January 27, 2023. Favors osimertinib Favors placebo

AJCC/ UICC, American Joint Committee on Cancer , Jnion for International Cancer Control; Cl, confidence interval; , epidermal growth Tactor receptor; Ex19del, exon eletion;

HR, hazard ratio; OS, overall survival; PH, proportional-hazards model. @ Penn MediCine



Overall Survival by Disease Stage
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Data cut-off: January 27, 2023. Tick marks indicate censored data.

Cl, confidence interval; HR, hazard ratio; OS, overall survival. @ Penn MediCine
5



OS in Patients With and Without Adjuvant Chemotherapy:
Patients With Stage IB/Il/llIA Disease

With adjuvant chemotherapy Without adjuvant chemotherapy
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No. at risk No. at risk
Osimertinib 203 200 197 197 196 192 188 185 182 155 104 58 25 7 0 - Osimertinib 136 132 128 127 123 119 116 116 112 97 72 50 25 8 0

Placebo 207 204 200 197 189 182 174 166 159 133 92 48 19 7 2 0 Placebo 136 134 132 129 1256 122 116 115 108 90 72 49 25 10 1 0

Data cut-off: January 27, 2023.

Overall population: stage IB/II/IIA. Li iodi r

Cl, confidence interval; HR, hazard ratio; OS, overall survival. @ Penn MediCine
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