M Introduction

Afatinibis an irreversible ErbB family blocker approved for the first-line treatment of patients with locally advanced or
ic NSCLC with activati Fi

« Data from randomised clinical trials have shown that afatinib si pl efficacy p: with
chemotherapy or the EGFR tyrosine kinase inhibitor gefitinib, and has a manageahle safety profile?->
« The GIDEON study (NIS) i { the of first-line

and
afatinib treatment in routine clinical practice in Germany.¢Key findings were (in the treated population, n=152):

« Primary endpoint 1-year PFS rate: 50.2%
 Median PFS/OS: 12.2/30.4 months

- ORR: 74.6% (88/118)

- DCR: 91.5% (108/118)

Elderly patients are often under-represented in clinical trials, which can lead to uncertainty regarding the optimal
treatment of this patient group in the routine practice setting

The GIDEON NIS enrolled a high proportion of patients aged 270 years;S this provided an opportunity to study
outcomes in older patients

Here, we report the final results of a post-hoc analysis of elderly participants in the GIDEON NIS

DCR, disease control rate; EGFR, epidermal growth factor receptor; NSCLC, non-small cell lung cancer; ORR, overall response rate; OS, overall survival;
PFS, progression-free survival

@ Objectives

« This post -hoc analysls aimed to |nvestlgate the efficacy and safety of afatinib in patients aged 270 years when
g to the

;6. Methods

In GIDEON, patients (N=161) with confirmed
EGFR mutation-positive NSCLC were recruited at
41 centres across Germany, between March 2014

I PFS rate at 12 months I
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(nhe Baseline characteristics

(Y Efficacy

and December 2016

Data were reported via eCRF during routine clinical
practice [
All comparisons were descriptive

[ih Results

+ 152 patients were treated

PFS
os

ORR (CR + PR)
| DCR(CR+PR+SD) |

CR, complete response; eCRF, electronic case report form; PR, partial
response; SD, stable disease

+ Median age: 67 years (range 38-89)

EGFR mutation status

Del19 L858R Uncommon*
n=66 <70 years
<70 years 65% 26% 9% 270 years
270 years 64% 18% 18%

Proportion of patients
aged 270 and <70 years

*Uncommon mutations include exon 18-21 mutations. Del19, exon 19 deletion
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ECOSES Comg:‘baigi;rl‘ndex
Age group >1
<70 years 53% 41% 1% 74% 16% 9%
270 years 41% 45% 9% 38% 26% 36%

ECOG Ps, Eastern Cooperative Oncology Group performance status

'ad Efficacy

Starting dose

40 mg

84%

62%

<70 years, n=83

43.9% (32.8-54.5)
270 years, n=62 58.9% (45.1-70.3)

*PFS: n=145; ORR and DCR: n=118. Cl, confidence interval
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0 Safety
<40 mg + AE were consistent with the known safety <70 years 270 years
profile of afatinibz46 ADR, n (%)* Grade 23 An Grade 23}
16% + Afatinib-related grade 23 AEs were similarin Diarrhoea 70(81) 12(14) 56(85) 9(14)
I g_a"erfl'fs aged 270 3(93'5 and <70 years; Acneiform dermatiis 35 (41)  6(7) 22(33) 5(8)
% iarrhoea was most common 5
Paronychia 24 (28 11 15 (23 0
- In patients aged 270 and <70 years, 57.6% g0 1 :21; . 25; 0 215; n@
and 61.6% required dose reductions,
respectively Maculopapular rash 15(17) 4(5) 12(18) 1(2)
- In patients aged 270 and <70 years, Nausea 1313 3@ 8(12 2@
discontinuation due to adverse drug reactions ~ Fatigue 4(5) 0 9(14)  1(9
was required in 13 (19.7%) and 12 (14.0%), Vomiting 6(7) 1(2) 7(11) 1(2)
respectively *ADRs shown were reported in 210% of the patient population with at least one
88 grade 23 event reported. ADR, adverse drug reaction; AE, adverse event
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