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Adjuvant Treatment of Resected ALK-Positive Non-Small Cell Lung Cancer (NSCLC)
Alecensa is indicated as adjuvant treatment in adult patients following tumor resection of
anaplastic lymphoma kinase (ALK)-positive non-small cell lung cancer (NSCLC) (tumors =
4 cm or node positive), as detected by a validated test.

Treatment of Advanced Non-Small Cell Lung Cancer

¢ Alecensa is indicated for the treatment of patients with ALK positive, locally advanced or
metastatic non-small cell lung cancer (NSCLC) who progressed on or are intolerant to
crizotinib

e Alecensa as monotherapy is indicated for the first-line treatment of adult patients with
anaplastic lymphoma kinase (ALK)-positive advanced non-small cell lung cancer
(NSCLC).
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:xan y1mn PTIY 4.2 Posology and method of administration q'woa
[...]

Table 2 Dose modification advice for specified adverse drug reactions (see
sections 4.4 and 4.8)

CTCAE grade Alecensa treatment

ILD/pneumonitis of any severity grade Immediately interrupt and permanently
discontinue Alecensa if no other potential
causes of ILD/pneumonitis have been

identified.
ALT or AST elevation of Grade =3 Temporarily withhold until recovery to
{> 5times ULNj) with total bilirubin < 2 times | baseline or =Grade-1{< 3 times ULNj, then
ULN resume at reduced dose (see Table 1).
ALT or AST elevation of Grade=2+(>3 Permanently discontinue Alecensa.

times ULN) with total bilirubin elevation > 2
times ULN in the absence of cholestasis or
haemolysis

:Nan yTna PTIv 4.4 Special warnings and precautions for use qyoa

[.]

Embryo-foetal toxicity

0 f ohild | : il

Alecensa may cause foetal harm when administered to a pregnant woman. Female patients
of child-bearing potential receiving Alecensa, must use highly effective contraceptive
methods during treatment and for at least 5 weeks following the last dose of Alecensa (see
sections 4.5, 4.6 and 5.3). Male patients with female partners of child-bearing potential must
use highly effective contraceptive methods during treatment and for at least 3 months
following the last dose of Alecensa (see sections 4-5, 4.6 and 5.3).

:Nan yTnn Py 4.6 Fertility, pregnancy and lactation q'yoa

Women of childbearing potential/Centraception
Women of childbearing potential must be advised to avoid pregnancy while on Alecensa (see

section 4.4).

Contraception in female patients

Female patients of child-bearing potential receiving Alecensa must use highly effective
contraceptive methods during treatment and for at least 5 weeks following the last dose of
Alecensa (see sections 4.4 and 4.5).

Contraception in male patients

Male patients with female partners of child-bearing potential must use highly effective
contraceptive methods during treatment and for at least 3 months following the last dose of
Alecensa (see sections 4.4-and-4-5).
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Female patients, who become pregnant while taking Alecensa or during the 3-menths 5
weeks following the last dose of Alecensa must contact their doctor and should be advised of
the potential harm to the foetus.

Male patients with female partners who become pregnant while the male patient is taking
Alecensa, or during the 3 months following the last dose of Alecensa, must contact their
doctor, and their female partner should seek medical advice due to the potential harm to the
foetus based on its aneugenic potential (see section 5.3).
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