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Phase lll Study Of Sorafenib Versus Stereotactic Body Radiation
Therapy Followed By Sorafenib In Hepatocellular Carcinoma

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, arisk 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

Liver cancer (called hepatocellular carcinoma or HCC) is one of the most common types of
cancer. For patients with this disease and cannot have surgery or have local treatments, the
usual treatment option has been the oral drug sorafenib. Stereotactic body radiation therapy
(SBRT), which is the use of focused high dose radiation has also been used to treat this
disease.

The purpose of this study was to determine if the addition of stereotactic body radiation therapy
(SBRT) to sorafenib can help patients better compared to patients taking sorafenib alone.

What did the study involve?

After enrolling in this study, participants were randomized to receive sorafenib or SBRT followed
by sorafenib.
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What were the major findings of the study?

One hundred and seventy-seven patients participated in the study because enrollment ended
earlier than planned due to the change in the standard treatment approach during the

trial. Although the enrollment ended earlier than planned, the study showed that patients who
received stereotactic body radiation therapy lived longer compared to patients who had only
received sorafenib.

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, it was found that in patients with locally advanced liver cancer,
SBRT was associated with patients living longer compared to sorafenib alone. Due to this,
SBRT should be recommended as part of the usual treatment option for selected liver cancer
patients.

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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