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« Alectinib 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.

X/

% 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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:Nan yTnn DTIY Special warnings and precautions for use 4.4 qwoa
[...]
Haemolytic anaemia
Haemolytic anaemia has been reported with Alecensa (see section 4.8).

The ADRs listed in Table 3 are presented by system organ class and frequency categories,
defined using the following convention: very common (21/10), common (=1/100 to <1/10),
uncommon (=1/1,000 to <1/100

:Nan y1nn Ty 4.8 Undesirable effects qwoa

Description of selected adverse drug reactions

[.]

Haemolytic anaemia

Cases of haemolytic anaemia have been reported in the post-marketing period, with severity
of anaemia ranging from Grade 1 to Grade 3. Out of the 30 events with known outcome and
known action taken with alectinib, the majority (66.7%) recovered or were recovering
following a dose modification of alectinib; 10.0% recovered without any dose modification.
Across the following clinical trials (NP28761, NP28673, BO28984, MO29750, BO39694,
B0O29554 cohort A, YO29449). 2 out of 716 patients treated with Alecensa (0.3%)
experienced non-serious Grade 1 events suggestive of haemolytic anaemia. One of these
cases led to interruption of Alecensa treatment. No Grade 4 or Grade 5 (fatal) cases of
haemolytic anaemia were observed in the clinical trials or in the post-marketing setting (see
sections 4.2 and 4.4).
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