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Breast Cancer

Efficacy and Safety of Trastuzumab Emtansinein Chinese
Participants With Human Epidermal Growth Factor Receptor 2
(HER?2)-Positive L ocally Advanced or Metastatic Breast Cancer

Trial Status Trial Runs In Trial Identifier
Completed 1 Countries NCT03084939 BO29919

The source of the below information is the publicly available website ClinicalTrials.gov. It has been
summarised and edited into simpler language.

Trial Summary:

This is a Phase lll, randomized, multicenter, two-arm, open-label study designed to
evaluate the safety and efficacy of trastuzumab emtansine compared with that of lapatinib
+ capecitabine in Chinese participants with HER2-positive, unresectable locally advanced
breast cancer (LABC) or metastatic breast cancer (MBC) who have received prior
trastuzumab-based therapy. A total of approximately 350 participants will be enrolled in
China. The study will consist of 2 stages. Stage 1: Eligible participants will be randomized
in a 3:1 ratio to receive either trastuzumab emtansine or control (lapatinib + capecitabine).
Stage 2: After Stage 1 is recruited, eligible patients will be enrolled to receive trastuzumab
emtansine only.
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Eligibility Criteria:

Gender Age Healthy Volunteers
All >=18 Years No
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