Lapatinib

Lapatinib EGF100151

PRELIMINARY SCORE

CURATIVE

NON-CURATIVE

ADJUSTMENTS

Quality of life

*.

n No QoL benefit

Serious and disabling adverse effects

Other adjustments

) ‘
Only improved PFS mature data shows no
OS advantage and no improved QoL

EGF100151

Lapatinib EGF100151

FINAL SCORE

CURATIVE

Overall Survival / Disease-Free Survival / Pathological Complete Response

NON-CURATIVE

Overall Survival

Progression-Free Survival
Non-inferiority (Improved Quality of Life or Reduced Adverse Events) / Response Rate

Overall Response Rate / Duration of Response

Overall Survival / Disease-Free Survival / Pathological Complete Response

INFORMATION

Therapeutic Indication: Treatment of patients with breast cancer, whose tumours
overexpress HER2 (ErbB2) in combination with capecitabine for patients with
advanced or metastatic disease with progression following prior therapy, which must
have included anthracyclines and taxanes and therapy with trastuzumab in the
metastatic setting

Experimental Arm: Lapatinib + Capecitabine

Control Arm: Capecitabine
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