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Tarceva® (Erlotinib)
Film-coated Tablets 100 and 150 mg
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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 is 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.

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.
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:Nan yTna pTIY 4.6 Fertility, pregnancy and lactation qwoa
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Breast-feeding

It is not known whether erlotinib is excreted in human milk. Because No studies have been
conducted to assess the impact of Tarceva on milk production or its presence in breast
milk. As the potential for harm to the nursing infant is unknown, mothers should be advised
against breast-feeding while receiving Tarceva and for at least 2 weeks after the final dose.
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The incidence of adverse drug reactions (ADRSs) from clinical trials reported with Tarceva
alone or in combination with chemotherapy are summarised by National Cancer
Institute-Common Toxicity Criteria (NCI-CTC) Grade in Table 1. The listed ADRs were
those reported in at least 10% (in the Tarceva group) of patients and occurred more
frequently (=3%) in patients treated with Tarceva than in the comparator arm. Other ADRs
including those from other studies are summarized in Table 2.

Adverse drug reactions from clinical trials (Table 1) are listed by MedDRA system organ
class. The corresponding frequency category for each adverse drug reaction is based on
the following convention: very common (21/10), common (=1/100 to <1/10), uncommon
(=1/1,000 to <1/100), rare (=1/10,000 to <1/1,000), very rare (<1/10,000).

Maintenance treatment

The most frequent ADRs seen in patients treated with Tarceva in studies BO18192 and
B0O25460 were rash (BO18192: all grades 49.2%, grade 3: 6.0%; BO25460: all grades
39.4%, grade 3: 5.0%) and diarrhoea (BO18192: all grades 20.3%, grade 3: 1.8%;
B0O25460: all grades 24.2%, grade 3: 2.5%). No Grade 4 rash or diarrhoea was observed in

either study. Rash and diarrhoea resulted in discontinuation of Tarceva in 1% and <1% of
patients, respectively, in study BO18192, while no patients discontinued for rash or
diarrhoea in BO25460. Dose modifications (interruptions or reductions) for rash and
diarrhoea were needed in 8.3% and 3% of patients, respectively, in study BO18192 and
5.6% and 2.8% of patients, respectively, in study BO25460.
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Table 2: Summary of ADRs per frequency category

Body System | Very Common Uncommo | Rare Very rare
common (21/100 to n (21/1,000 | (21/10,000 (<1/10,000)
(21/10) <1/10) to <1/100) | to <1/1,000)
Skin and -Rash -Alopecia -Hirsutism -Palmar plantar | -Stevens-
subcutaneous -Dry skin' -Eyebrow erythrodys- Johnson
tissue -Paronychia changes aesthesia syndrome/T
disorders -Folliculitis -Brittle and | syndrome oxic
-Acne/ Loose nails epidermal
Dermatitis -Mild skin necrolysis’
acneiform reactions
-Skin fissures | such as
hyperpigme
ntation

[..]

Reporting of suspected adverse reactions

Reporting suspected adverse reactions after authorisation of the medicinal product
is important. It allows continued monitoring of the benefit/risk balance of the
medicinal product. Any suspected adverse events should be reported to the Ministry
of Health according to the National Regulation by using an online form
http://sideeffects.health.gov.il
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