Erlotinib

[OTARC] Tarceva® 150mg/Tab
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Antineoplastic Agent, Epidermal Growth Factor Receptor (EGFR) Inhibitor;

Tyrosine Kinase Inhibitor.

Administration: orally, taken on an empty stomach (at least one hour before or two
hours after the ingestion of food), with a cup of water, swallow the whole tablet.

Indications and dosage regimens:
Non-small cell lung cancer (NSCLC), metastatic, first-line therapy in patients
with EGFR exon 19 deletions or exon 21 (L858R) substitution mutations:
150 mg QD until disease progression or unacceptable toxicity.
NSCLC, refractory:
150 mg QD until disease progression or unacceptable toxicity.
NSCLC, maintenance therapy:
150 mg QD until disease progression or unacceptable toxicity.
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1.CYP3A4 inhibitors(eg, azole antifungals, clarithromycin, erythromycin,
nefazodone, protease inhibitors, telithromycin, grapefruit, or grapefruit juice):
® Avoid concurrent use if possible; consider dose reductions for severe adverse
reactions if erlotinib is administered concomitantly with strong CYP3A4
inhibitors.
® Dose reduction (if required) should be done in decrements of 50 mg (after
toxicity has resolved to baseline or < grade 1).
2.Concomitant CYP3A4 and CYP1A2 inhibitor (eg, ciprofloxacin):
® Avoid concurrent use if possible; consider dose reductions in decrements of
50 mg if severe adverse reactions occur (after toxicity has resolved to baseline
or < grade 1).
3.CYP3A4 inducers (eg, carbamazepine, phenobarbital, phenytoin, rifamycins,
and St. John’s wort):
®  Alternatives to the enzyme-inducing agent should be utilized first.
® Concomitant administration with CYP3 A4 inducers may require increased
erlotinib doses (increase as tolerated at 2-week intervals in 50 mg increments
to a maximum of 450 mg); doses > 150 mg daily should be considered with
rifampin (the maximum erlotinib dose studied in combination with rifampin
was 450 mg).
® Immediately reduce erlotinib dose to recommended starting dose when
CYP3A4 inducer is discontinued.
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