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Objectives
• Discuss eligibility criteria on adjuvant bladder and kidney 

cancer trials

• Discuss considerations in defining and managing disease 
recurrence on adjuvant bladder and kidney cancer trials

• Review common goals and methods for clinical trial 
conduct
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Considerations for Inclusion Criteria on Adjuvant 
Trials

• Variant histology

• Positive margins

• Extent of surgery

• Exclusion criteria
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Considerations for Managing NMIBC on Adjuvant 
Bladder Trials

• Development of NMIBC on an adjuvant study

• Administering BCG while patient is on an 
experimental treatment

• Monitoring patients
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The Definition of Disease Recurrence

• Consideration of: 
– Entry criteria for indeterminate lesions
– Definitions of recurrence for RCC trials
– The role of biopsy in determining recurrence
– Work up for equivocal or indeterminate findings









14

The Patient Experience
• Patient input and experience necessary to goals

• Patient advocates on each panel

• Opportunities for comments and Q&A 
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Structure of the Workshop

• Speaker(s) will frame discussion

• Panel to discuss the data and gaps in data

• Each session followed by time for audience Q&A and 
comments 

• Lunch 12-12:45
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Overall Goals
• Inform the GU community of the current state of the 

science

• Allow for expert opinion and potential consensus in 
areas where data is lacking

• Allow for public commentary 
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