Zanidatamab

Zanidatamab HERIZON-BTC-01
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NON-CURATIVE

@

ADJUSTMENTS

Quality of life

*.

M Not qualified for an ESMO-MCBS credit

Serious and disabling adverse effects

Other adjustments

HERIZON-BTC-01

Zanidatamab HERIZON-BTC-01

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

Tumour type: Gastrointestinal Cancers

Therapeutic Indication: EMA: Zanidatamab as monotherapy is indicated for the
treatment of adults with unresectable locally advanced or metastatic HER2-positive
(IHC3+) biliary tract cancer (BTC) previously treated with at least one prior line of
systemic therapy. FDA: Treatment of adults with previously treated, unresectable or
metastatic HER2-positive (IHC 3+) biliary tract cancer

Experimental Arm: Zanidatamab

Control Arm: Single arm
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