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Summary of Research Results for RTOG-0926: A Phase Il Protocol For
Patients With Stage T1 Bladder Cancer To Evaluate Selective Bladder
Preserving Treatment By Radiation Therapy Concurrent With
Radiosensitizing Chemotherapy Following A Thorough Transurethral
Surgical Re-Staging

Introduction

First and foremost, thank you for participating in this study. Your energy, effort, and willingness
have the potential to help many people. Without assistance from individuals like you, making
advances would be nearly impossible. This summary reviews the main results of the study.
There may be benefits and risks to learning study results. A benefit for some people is knowing
that they contributed to the research and their participation is appreciated. Another benefit is
what was learned from the study may help them make decisions about their health care now or
in the future.

For some people, a risk is getting results that make them feel distressed or remember a difficult
time in their lives. Some people may feel upset about the study results if the study did not help
their condition.

Please talk with your doctor about any questions you may have about this summary. Your
doctor can help explain these results to you in relation to your medical concerns.

NRG Oncology thanks you for your participation in this research. Your participation has helped
us learn more about your disease as described below.

Background of the study

For patients with bladder cancer with high grade T1 tumors there has been considerable debate
regarding the appropriate approach for initial management. If the standard treatment (such as
Bacillus Calmette-Guerin (BCG) therapy) was not successful or if it was unacceptable, the next
step for treatment was bladder removal. However, there have been reports that indicate a good
success rate in treating this type of bladder cancer using a repeat of combination that includes a
surgical procedure called transurethral resection of the bladder tumor followed by radiation
therapy plus chemotherapy.

The purpose of this study is to investigate the use of radiation with radiosensitizing
chemotherapy following repeated transurethral resection (trimodality therapy) as an alternative
to radical cystectomy in T1 bladder cancer which has failed BCG.

What did the study involve?

After enrolling on this study, participants underwent a surgical procedure called a transurethral
bladder resection. After this procedure, the patients received radiation and chemotherapy
treatment. After the completion of these treatments (about 8-10 weeks), the bladder was re-
examined. If the tumor has disappeared, the patient would continue to
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periodically see their doctor. If the tumor has not completely disappeared another transurethral
resection or surgical removal of the bladder would be completed.

What were the major findings of the study?

Thirty-seven patients were enrolled, with thirty-four patients being eligible for the study.
Trimodality therapy resulted in bladder preservation in 89% of patients otherwise facing
cystectomy. In those who underwent cystectomy, none was found to have muscle-invasive
disease. Cancer-specific survival was comparable to that seen in patients with T1 disease who
are treated by cystectomy.

Are there any steps that may need to be taken at this time or in the future for
those who participated in the study?

For participants in this study, there are no immediate or long-term steps that need to be
considered because of these findings. All participants in this study have completed their
treatment and should be followed by their doctor.

What did the researchers learn that will be helpful to other people with this
condition?

Based on the study results, this small NRG/RTOG study demonstrates the feasibility and
bladder preservation rate for patients with T1 bladder cancer progressing despite BCG therapy.

Who can | contact for further information?

Please talk with your doctor about any questions or concerns you may have about this
summary. Further details about the design, conduct and results of this study are available at
www.clinicaltrials.gov. Once you access the webpage, you can search by NRG Oncology study
number.
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