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PRELIMINARY SCORE

CURATIVE

NON-CURATIVE

ADJUSTMENTS

Quality of life

Serious and disabling adverse effects

Other adjustments
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FINAL SCORE

CURATIVE

NON-CURATIVE

Overall Survival / Disease-Free Survival / Pathological Complete Response

INFORMATION

Therapeutic Indication: HER2-positive breast cancer that is metastatic (has spread to
other parts of the body) or cannot be removed by surgery. HER2-positive means that
the cancer cells produce a protein called HER2 in large quantities on their surface,
which makes the tumour cells grow more quickly. Used on its own in patients who
have received one or more HER2-targeted treatments
Experimental Arm: Trastuzumab deruxtecan
Control Arm: Single arm study (Phase II)

More serious and disabling adverse events
observed

Overall Survival / Disease-Free Survival / Pathological Complete Response

Overall Survival

Progression-Free Survival

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

Overall Response Rate / Duration of Response

ORR
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