1 Definition of the patient collective

1.1 Inclusion criteria for ENROLMENT IN THE STUDY

· small cell lung cancer stage I-IIIA confirmed by histology/cytology

· no previous treatment of the small cell lung cancer 

· measurable disease in the patient according to RECIST classification 

· male and female patients aged 18-75 years (inclusive)

· general condition of the patient (ECOG) < 2

· life expectation ( 12 weeks

· negative pregnancy test in women of child-bearing age

· adequate haemogram, adequate renal and hepatic function defined as follows:

neutrophilic granulocytes


( 1.5 x 109/L

platelet count



(100 x 109/L

total bilirubin



(1.5 x upper normal limit

serum creatinine



(1.5 x upper normal limit

AST/ALT




(2.5 x upper normal limit

· written declaration of consent of the patient to participate in the study

· patients must be available for regular treatment and follow-up.

1.2 Additional inclusion criteria for RANDOMISATION (after 4 cycles TEC)

· PR or CR after 4 cycles TEC

· operability according to the guidelines of the German Pneumology Society 

1.3 Exclusion criteria

· history of known malignant disease (with the exception of the study indication) or existing secondary malignancy, with the exception of a curatively treated non-melanomatous skin cancer, carcinoma in situ of the cervix or other malignancies, that had undergone curative surgery more than 5 years before inclusion in the study

· metastasised disease

· functional inoperability. The size of the resection should include the extent of spread of the primary tumour at the time of diagnosis.

· significant heart disease, e.g. uncontrolled hypertension, unstable angina pectoris, decompensated heart failure, myocardial infarction in the 6 months preceding inclusion in the study or treatment-requiring cardiac ventricular arrhythmias, 2nd or 3rd degree AV-block.

· motor or sensory neuropathy > Grade 1 according to CTC criteria version 2.0

· manifest severe infection or other serious medical conditions that could restrict the treatment of the patient as required by the Trial Protocol, including previous allergic reactions to drugs containing Cremophor (e.g. in teniposide or ciclosporin)
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