
This section provides a brief summary of the study.  It is important for you to understand why 
the research is being done and what it will involve before you decide.  Please take the time to 
read the entire consent form carefully and talk to a member of the research team before 
making your decision.  You should not sign this form if you have any questions that have not 
been answered. 

It’s Your Choice 
 

This is a research study.  Being in this research study is your choice; you 
do not have to participate.  If you decide to join, you can still stop at any 
time.  You should only participate if you want to do so. You will not 
lose any services, benefits or rights you would normally have if you 
choose not to take part. 
 

Research Purpose 
 

This research study is being conducted to learn the safety and 
tolerability of the drug-x when used in combination with chemotherapy 
for patients with advanced solid tumor cancer.  The information we 
learn will help us determine the safest, most effective dose of the drug.  
We will also be observing what the drug does to the body and what the 
body does with the drug.  Drug-x is an investigational drug and is not 
approved by the FDA.  
 

What’s Involved 
 

To see if you can be in the study, a number of screening tests and 
procedures are required.  If eligible and as long as you are benefitting 
from the treatment, you could be in this study anywhere from 3 months 
to 18 months.  
 
All participants in this study will receive drug-x and chemotherapy on 
an outpatient basis and will be asked to keep a medication diary.  Study 
participation includes blood and urine tests, electrocardiograms, oral 
drug-x and chemotherapy by IV infusion.  The study includes an 
optional biopsy.  Follow-up safety evaluations will occur after the last 
dose of the investigational drug.   
 

Key Information 

There are risks to the study drug and chemotherapy that are described 
later in this document.  Some risks include nausea, diarrhea, low white 
and red blood cell counts, being tired and weak, fever, muscle pain, 
reproductive risks and radiation risks from CT scans and tumor biopsies.  
It is important to review the risk section carefully.   

Many of the costs related to participation will be paid for by the research 
study, but there may be some costs to you. The study will reimburse 
limited expenses for your travel, like mileage and parking.  If you are 
injured because of study participation, we will help you get treatment; 
however, the costs for this care will be billed to you or your insurance.  
It is not known whether this treatment will be better or worse for you 
than what your doctor would normally choose.  By participating in this 
research study, you may help doctors answer this question.   

This study is not the only option you have for treatment of your cancer.  



If you decide not to take part in this study, you will still be able to 
receive medical care. The research team will discuss other treatment 
options with you.   

Learn More 

If you are interested in learning more about this study, read the rest of 
this form carefully. The information in this form will help you decide if 
you want to participate in this research or not.  A member of our 
research team will talk with you about taking part in this study before 
you sign this form.  If you have questions at any time, please ask us.   
  

 


