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Tarceva® (Erlotinib)
Film-coated tablets 100 and 150 mg
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e Tarceva is indicated for the treatment of patients with locally advanced or metastatic
non-small cell lung cancer after failure of at least one prior chemotherapy regimen.

e Tarceva is indicated in combination with gemcitabine for the first-line treatment of
patients with locally advanced, unresectable or metastatic pancreatic cancer.

e Tarcevais indicated for switch maintenance treatment in patients with locally

advanced or metastatic non-small cell lung cancer (NSCLC) with EGFR activating
mutations and stable disease after first-line chemotherapy.

e Tarceva is indicated for the first-line treatment of patients with locally advanced or
metastatic non-small cell lung cancer (NSCLC) with EGFR activating mutations.
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:Nan vy PTIY 4.1 Therapeutic Indications gwoa

Non-Small Cell Lung Cancer (NSCLC):
Tarceva is indicated for the first-line treatment of patients with locally advanced or
metastatic non-small cell lung cancer (NSCLC) with EGFR activating mutations.

Tarceva monetherapy is indicated for the switch maintenance treatment of in patients with
locally advanced or metastatic non-small cell lung cancer (NSCLC) with EGFR activating
mutations and stable disease after whose-disease-has-hotprogressed-afterfourcyclesof
platinum-based first-line chemotherapy.

Tarceva is indicated for the treatment of patients with locally advanced or metastatic non-
small cell lung cancer after failure of at least one prior chemotherapy regimen.

Pancreatic cancer:
Tarceva is indicated in combination with gemcitabine for the first-line treatment of patients
with locally advanced, unresectable or metastatic pancreatic cancer.

:xan yTnn PTIy 4.8 Undesirable Effects qwoa
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Table 2: Most frequent ADRs in Studies BO18192 (SATURN) and BO25460 (IUNO)
B0O18192 (SATURN)* B0O25460 (IUNO)*
Tarceva Placebo Tarceva Placebo
n=433 n=445 n=322 n=319
% % % %
Rash, all grades 49.2 5.8 39.4 10.0
Grade 3 6.0 0 5.0 1.6
Diarrhoea, all 20.3 4.5 24.2 4.4
grades
Grade 3 1.8 0 2.5 0.3

*Safety analysis population

:xan yTna PTY 5.1 Pharmacodynamic properties giyoa

Maintenance NSCLC therapy after first-line chemotherapy (Tarceva administered
as monotherapy):

[.]

The BO25460 (IUNO) study was conducted in 643 patients with advanced NSCLC whose
tumors did not harbor an EGFR-activating mutation (exon 19 deletion or exon 21 L858R
mutation) and who had not experienced disease progression after four cycles of platinum-
based chemotherapy.

The objective of the study was to compare the overall survival of first line maintenance
therapy with erlotinib versus erlotinib administered at the time of disease progression. The
study did not meet its primary endpoint. OS of Tarceva in first line maintenance was not
superior to Tarceva as second line treatment in patients whose tumor did not harbor an
EGFR-activating mutation (HR= 1.02, 95% CI, 0.85 to 1.22, p=0.82). The secondary
endpoint of PES showed no difference between Tarceva and placebo in maintenance
treatment (HR=0.94, 95 % CI, 0.80t0 1.11; p=0.48).

Based on the data from the BO25460 (IUNQO) study, Tarceva use is not recommended for
first-line maintenance treatment in patients without an EGFR activating mutation.
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