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Study Schema of N-SAS BC 02

Estimated No. of ’Breast cancer surgery‘
patients: 1060 m

’Eligibility: Stage I-llA, node positive, age<70, PS: 0—1‘
. N

Randomization
Stratification: No. of positive node, HER2 positivity, Types of surgery, Hospital
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ACP (Control) PAC DOC

Paclitaxel x 8 Docetaxel x 8
Paclitaxel x 4 Docetaxel x 4

+- Radiation therapy to the breast, +- Tamoxifen for 5 years

Primary endpoint: Disease free survival (DFS)
Secondary endpoints:  Recurrent free survival (RFS), Overall survival (OS),
CIPN, HRQOL: Incidence and severity of adverse events, cost-effectiveness
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Direct health care cost

Direct cost

Indirect health care cost

Indirect cost (productivity cost)
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Conclusions & Implications

QOL




