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Gefitinib Monotherapy as a Salvage Treatment
in the Heavily Treated Advanced Non-Small Cell Lung Cancer Patients
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Departrment of Intemal Medicine, Seoul National University College of Medicine, Seoul, Korea

Purpose: Gefitinib (ressa, ZD1839), a novel oral EGFR tyrosine kinase inhibitor, has shown meaningful efficacy with
tolerable toxicity as a second- and third-line treatment in advanced non-small cell lung cancerNSCLC) in previous
studies(IDEAL. 1 and 2). We evaluated efficacy and safety of gefitinib as a single agent in patients with pretreated
advanced NSCLC.

Patients and Method: Fifty-nine patients, with ECOG performance status 0-2, prior chemotherapy regimens of two
or more, who had received gefitinb for more than two weeks were analyzed for assessment of response and
toxicity.

Results: Thirty-eight patients were male, 21 patients were female, median age was 56 years {range 30-77).
Fifty-five patents had stage IV disease. ECOG performance status was 1 in 40 patients and 2 in 19 patients.
Twenty patients had received 2 prior chemotherapy regimens, 24 patients 3 regimens, and 15 patients 4 regimens.
Fourty-three patients had tissue pathology of adenccarcinoma (including 3 bronchioloalveloar carcinoma). Partial
response(PR) was seen in 12 patients (20.3%, 95% QO 10.1-30.6), stable disease(SD) in 23 patients (39.09, 95% C
26.5-51.4) resulting in overall disease control rate (PR + SD) of 59.3% (95% O 46.8-71.9). Development of skin
rash was associated with response (OR 6.50, 95% (O 1.28-33.0, p=0.024), whereas gender, type of pathology, ECOG
PS, number of prior chemotherapy regimens were not associated. Median overall survival and time-to—progression
was 7.2 months (95% C 6.3-8.1), and 2.5 months (95% Q1 1.8-3.2), respectively. Median duration of response was
more than 5.3 months (range 1.2-17.8 months, 9 patients continuously in response at data cutoff). Most common
adverse event was skin rash (grade 1 35.6%, grade 2 15.5%) followed by diarrhea(32.8%).

Conclusion: Gefitinib has meaningful antitumor activity with acceptable toxicity profile as a salvage treatment in
heavily pretreated NSCLC patients.
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