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Key findings

• The GIDEON study is a prospective real-world NIS of afatinib 

in patients from Germany with EGFRm+ advanced NSCLC 

• This subanalysis of the GIDEON study demonstrated efficacy 

of afatinib in patients with brain metastases at baseline

• Presence or absence of brain metastases had no influence on 

the ORR or DCR with afatinib

– In line with the negative prognostic impact of brain 

metastases, median PFS was shorter in patients with than 

those without brain metastases (10.6 vs. 16.0 months)

• In patients with documented subsequent treatment following 

afatinib, subsequent treatment varied in patients without versus 

with brain metastases

– TKI: 53.1% vs. 30.5%

– Radiotherapy: 12.5% vs. 30.5%

• Safety results were consistent with those reported in the pivotal 

LUX-Lung clinical trials12–14
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• In the Phase III LUX-Lung 3 and 6 studies (afatinib vs. chemotherapy), 

the magnitude of PFS improvement with the ErbB family inhibitor, 

afatinib, in patients with EGFRm+ NSCLC was similar between patients 

with or without brain metastases7

– In LUX-Lung 3, median PFS of patients with brain metastases was 

longer with afatinib vs. chemotherapy (11.1 vs. 5.4 months; 

HR, 0.54)

• A competing risk analysis of patients with brain metastases in the 

LUX-Lung trials8 and RWE9 showed that afatinib delays the onset and 

progression of brain metastases in these patients

• As eligibility criteria in clinical trials are often restrictive, it is important to 

confirm clinical trial results in RWE studies10

• GIDEON was a prospective, non-interventional real-world study of 

patients with advanced NSCLC treated with afatinib

• The aim of this subgroup analysis of the GIDEON study was to assess 

the efficacy and safety of afatinib in patients with brain metastases 

at baseline
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• A total of 151 patients were enrolled and received afatinib

– The majority of the overall population was female, with mostly 

Stage IV disease and an ECOG PS of 0–1

– A deletion in Exon 19 (del19) was the most common EGFR

mutation

• The baseline characteristics of the subgroup with brain metastases 

were similar to the overall patient population

– Baseline characteristics of the overall GIDEON population (N=151) 

are shown in Table 1

Best response to afatinib

• Best response to afatinib was similar between patients without brain 

metastases and those with brain metastases (Figure 2)

– ORR and DCR in patients without brain metastases were 73% and 

90%, respectively (n=59)

– These were similar to the ORR and DCR seen in patients with 

brain metastases (ORR: 74%, DCR: 91% [n=35])

Figure 2. Best response to afatinib in patients (A) without brain 

metastases (n=59*) and (B) with brain metastases (n=35†)

Figure 3. Progression-free survival in patients without and with 

brain metastases (n=142*)

Progression-free and overall survival

• The PFS rate at 12 months was 60% in patients without brain 

metastases and 43% in patients with brain metastases

– Median PFS was 16.0 months and 10.6 months in patients without 

and with brain metastases, respectively (Figure 3)

• The OS rate at 12 months was similar in patients without and those 

with brain metastases (Table 2)

– Median OS was immature at the time of writing

Number of 

events

12-month

OS rate, %
95% CI

Overall (n=143) 29 77.4 69.1–83.7

Brain metastases absent (n=95) 19 76.9 66.1–84.6

Brain metastases present (n=48) 10 78.1 63.0–87.6

Table 2. 12-month OS rates in patients without and with brain 

metastases (n=143†)

• The safety profile of afatinib was consistent with the known safety 

profile identified by the LUX-Lung clinical trials12–14

• Adverse events occurring during afatinib treatment were similar in 

patients without or with brain metastases

• The most common adverse events of Grade ≥3 in patients without 
versus with brain metastases were:

– Diarrhoea (10.2% vs. 9.8%)

– Skin reactions (2% vs. 4%)

Brain metastases, n (%)

Present

49 (32.5)
Absent

102 (67.5)

Notably, the proportion 

of patients with brain 

metastases (≥1 brain 
metastases) in GIDEON 

is higher than in 

afatinib RCTs

(32.5% vs 10–20%)7,12

• Recruitment into the GIDEON study was initiated following launch of 

afatinib in Germany in February 2014

– First patient in: April 2014

– Last patient in: December 2016

• 160 patients were recruited at 

49 centres across Germany (Figure 1)

• First results of the overall GIDEON population 

confirmed the robust clinical data for afatinib 

in the routine clinical setting11

CR, complete response; DCR, disease control rate; ORR, objective response rate; OS, overall survival; 

PR, partial response; SD, stable disease; TKI, tyrosine kinase inhibitor 

Figure 1.

Patient 

recruitment 

centres

(A)

(B)

ECOG PS, Eastern Cooperative Oncology Group performance status; RCTs, randomised clinical trials 

EGFRm+, EGFR mutation-positive; HR, hazard ratio; PFS, progression-free survival;

RWE, real-world evidence

*N=43 additional patients were not evaluable; †N=14 additional patients were not evaluable; 

PD, progressive disease

~25–40% 
~40–60% 

of patients with NSCLC develop brain metastases2,3

in patients with EGFR mutations4–6This rises to

• Brain metastases are a known complication in patients with EGFRm+ 

NSCLC and are indicative of a poor prognosis1

Primary
endpoint

Key secondary 
endpoints

• PFS rate at 12 months

• PFS

• OS

• ORR (CR+PR)

• DCR (CR+PR+SD)

Key
inclusion criteria

• Confirmed EGFR mutation

• EGFR TKI-naïve 

• PFS rate at 12 months: 54.6%

• Median PFS: 12.9 months 

• Median OS: 33.6 months

Key first results11

(overall GIDEON 

population [n=151])
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    PR

    SD

    PD

n=40 

(67.8%)

n=3

(5.1%)
n=6

(10.2%)

n=10

(16.9%)

Parameter N=151

Gender, n (%) Female 103 (68.2)

Age, years Median (range) 67 (38–89)

Age group, years

< 65 60 (39.7)

≥ 65 91 (60.3)

≥ 70 67 (44.4)

≥ 75 43 (28.5)

Stage at baseline*, n (%)

IIIB 22 (14.8)

IV 127 (85.2)

ECOG PS†, n (%)

0 74 (51.7)

1 62 (43.4)

2–3 7 (4.9)

EGFR mutation, n (%)

Del19 98 (64.9)

L858R 33 (21.9)

Other                   20 (13.2)

*Percentages are of N=149 patients with available data; †Percentages are of N=143 patients with 

available data

• Taken together, these data underline the efficacy and safety of afatinib 

in patients with EGFRm+ NSCLC with brain metastases, supporting the 

use of afatinib in this treatment setting
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Subsequent therapies*

ChemotherapyRadiotherapyTKI

Figure 4. Subsequent therapies in patients (A) without brain 

metastases (n=21) and (B) with brain metastases (n=19)*†

*Patients could receive more than one additional therapy; †Percentages are of patients who received 

subsequent therapy and not of the total population

(A) (B)

• At the interim data cut-off, subsequent therapy was reported for 21 

(20.6%) patients without and 19 (38.8%) patients with brain metastases 

– Of patients with documented subsequent therapies, a greater 

proportion without versus with brain metastases reported subsequent 

TKI treatment (53.1% vs. 30.5%†; Figure 4)

– Fewer patients without brain metastases reported subsequent 

radiotherapy than those with brain metastases (12.5% vs 30.5%†; 

Figure 4)
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Median PFS, months 16 10.6

95% CI 11.0–19.7 9.2–13.9
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