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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

Tumour type: Genitourinary Cancers
Therapeutic Indication: Bacillus Calmette-Guerin (BCG)-unresponsive, high-risk, non-
muscle invasive bladder cancer (NMIBC) with carcinoma in situ (CIS) with or without
papillary tumors who are ineligible for or have elected not to undergo cystectomy
Experimental Arm: Pembrolizumab
Control Arm: Single arm (Phase II)
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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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