
Testing docetaxel-cetuximab or the addition of
an immunotherapy drug, atezolizumab, to the
usual chemotherapy and radiation therapy in
high-risk head and neck cancer
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NRG-RTOG 1216 is a clinical study that is testing two
different types of drug therapy combined with
radiation for people receiving treatment after their
surgery for high-risk head and neck cancer. This study
has two parts and the first part of the study has already
been completed. The initial results showed that the
chemotherapy drugs docetaxel and cetuximab given
with radiation therapy is better than docetaxel alone
with radiation therapy in controlling high-risk head
and neck cancer. In the second part of the study, which
is now seeking volunteers, doctors want to learn if
docetaxel and cetuximab with radiation therapy or
radiation therapy with cisplatin plus the
immunotherapy drug, atezolizumab, is better than the
usual approach to treating high risk head and neck
cancer. 

The usual approach for patients who are not in a study
is the combination of cisplatin chemotherapy and
radiation therapy. As an immunotherapy drug,
atezolizumab is different from the other drugs in the
study in that it works by stimulating the body’s own
immune system to fight cancer instead of directly
attacking cancer cells. It is approved by the U.S. Food
and Drug Administration to treat other cancers, but not
head and neck cancer. Doctors want to learn if
atezolizumab could be helpful for treating high-risk
head and neck cancer and this is one of the reasons why
this second part of the study is being conducted.
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Frequently Asked Questions

MORE INFORMATION

What is a clinical trial?
Clinical trials are research studies that look to find better ways to prevent, diagnose, or treat
disease.

Who can join this study?
Men and women 18 and older, who have a proven diagnosis of head and neck squamous cell
carcinoma involving the oral cavity (excluding lips), oropharynx (p16 negative), larynx, or
hypopharynx, may be eligible for the study.

Am I required to be in this study?
No. Taking part in this study is voluntary. You are free to choose to participate or not to
participate. If you choose to participate in this study, you are able to leave the study at any time.
If you decide not to take part in this study, your doctor will discuss other treatment options with
you.

What are the possible treatments? 
If you decide to take part in this study, you will either get:

Usual approach of radiation therapy with cisplatin chemotherapy OR
Radiation therapy with docetaxel and cetuximab chemotherapy OR
Radiation therapy with cisplatin chemotherapy and the study drug, atezolizumab, which is an
immunotherapy drug. 

How long will I  be in this study?
After you finish your treatment, your doctor and study team will watch you for side effects. They
will check you 1 month after treatment, 3 months after treatment, and every 3 months for 2 years
after treatment. After that, they will check you every 6 months for 3 years, then annually.  

Are there side effects?
There may be some.  There is a risk that you could have side effects from the study approach.
These side effects may be worse and may be different than you would get with the usual
approach for your cancer. Some of the most common side effects that the study doctors know
about are: infection; nausea and vomiting; diarrhea; pain; tiredness; kidney problems;
numbness/tingling in hands and feet. There may be some side effects that the study doctors do
not yet know about. Your doctor will review all of the potential side effects with you. 

 

Visit the National Cancer Institute website at https://www.cancer.gov for more information
about studies or general information about cancer. 

You may also call: 1-(800)-4-CANCER (1-800-422-6237).

https://www.cancer.gov/

