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PURPOSE RESULTS GRADE 1 (%) 2 (%) 3 (%) 4 (%)
Anemia 26 29.2 14 15.7 2 22 0 0 Table 3.
Advanced stage non-small cell lung cancer (NSCLC) represents a 80% all From May 2008 to October 2010, 94 patients with non-squamous carcinoma were accrued from seven centers across Galicia, | eukonenia 00 ' 1 11' 0 0. 0 0 Main toxic effects following
lung cancer. Recently a noninferiority phase Ill study was proved that in Spain (patient demographic data shown in Table 1). Of the 94 patients treated with cisplatin/pemetrexed, 70 were assessable Pent | freatment with
adenocarcinoma and large-cell carcinoma histology advanced NSCLC : : : : : - - Neutropenia 1 11 5 5.6 3 34 00
) _ _ : _ _ D for response. There was a complete response in 1 patient (1.4%), partial response in 29 patients (41.4%), a stable disease in 25 : : Pemetrexed/Cisplati
Cie DAl el L AnloMlce el LTl ic oy lanie Sp il de e el atients (35.7%) and a progression disease in 15 patients (21.4%). The median time to disease progression was 4.17 months Febrile Neutropenia o0 2 22 - 5 94 PR
This was the first prospective phase I11 study in NSCLC to show survival P ; ' ’ E J | T _ Ip : h. ; pblg e : - Thrombocytopenia 1 1.1 0 O 00 00
differences based on histologic type. We conducted a multicenter study in (35% Cl, 3.3 to 5} and the median overall survival was 12.6 months (95% Cl, 6.76 1018.43) (see table 2 and figures 1 and 2). Renal Dysfunction 0 0 0 0 0 0 0 0
advanced NSCLC to evaluate the tolerance and efficacy of first-line Patients received a median of 5 cycles of therapy (range 1-8 cycles). Eight received a single cycle before discontinuing Liver Dysfunction 0 0 0 0 0 0 0 0
pemetrexed-cisplatin in non-epidermoid arcinoma. treatment. In 5 of these, treatment was stopped due to rapid disease progression. In the other 3 patients, treatment was Nausea 250 225 7 79 2 29 0 0
discontinued on the basis of an adverse event. Sixteen other patients discontinued treatment following an adverse event after a \Vomiting 14 157 7 79 5 56 0 0
~  PATIENTSAND METHODS range of 2-6 cycles of pemetrexed/cisplatin. - | Alopecia 2 22 1 11 0 0 0 0
The median dose of weekly pemetrexed delivered was 166 mg/m2 and of cisplatin 25 mg/m2. In 4 patients (4.5%) dose Mucositis 5 56 7 79 00 0 0
Patients with pathologically confirmed non-epidermoid histology and reduction was required due to toxicity (febrile neutropenia, 2 patient; mucositis, 1 patient; nausea, 1 patient). Dose delay Constipation 5 56 4 45 00 00
stage 111B (pleural effusion) and IV NSCLC were eligible for study. occurred in 8 patients. Eighty-nine patients were assessable for toxicity (see Table 3). Diarrhea 5 56 1 1.1 1 11 0 0
Patients received pemetrexed (500 mg/m2 day 1) and cisplatin (75 Neuropathy 1 11 0 0 00 0 0
mg/m2 day 1) every 21 days. All patients received oral folic acid daily Ski 1 1'1 1 11 0 0 00
and a vitamin B12 injection every 9 weeks. The first restaging was No. of patients Percent (%) Valid Percent (%) — il n ' '
performed after three cycles. Toxicity was assessed at each cycle, Overall response rate 30 37 429 | Edema 111 0 0 1 11 00
according to the National Cancer Institute Common Toxicity Criteria. In Complete response 1 11 12 Response rates for non- Asthem_a 29 32.6 24 27 2 2.2 00
the absence of progression or undue toxicity, treatment was continued for . | | squamous NSCLC Anorexia 15 16.9 779 00 00
: . : : Partial Response 29 30,9 41,4
a maximum or six cycles. Disease status was assessed according to _ _ patients treated with
Response Evaluation Criteria in Solid Tumors. Progression Disease 15 16,0 21,4 4/Cisplat CONCLUSION
Stable Disease 25 26,6 35,7 Pemetrexed/Cisplatin
SATIENT CRITERIA No. of Patients (%) Total assessable 70 74,5 100,0 Combln_atlc_)n W|_th pemetrexed-usplatm |s_well tolerated and has acywty comparable with other agents approved
Satient number 9 Table 1. Not assessable 24 25,5 ~ for use In first-line In advanced adenocarcinoma and large-cell carcinoma lung cancer.
Demographic data for
Median age (Range) 57 34-80 2 Total o4 100,0 ..,
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