
HBI 8000
303 STUDY

Patient Information

This brochure contains information 
about the HBI-8000-303 Study for 
adults and adolescents with melanoma. 
This information should help you decide 
whether you, or someone you know, 
may want to take part in the study.

Who can take part?
You, or someone you know, may be 
able to take part if you or they:

  are 12 years of age or older

  have been diagnosed with 
melanoma that has either spread  
or cannot be removed by surgery.

What else do I need  
to consider?
  The study team will explain the 

possible benefits and risks of  
the study.

  You may be reimbursed for reasonable 
travel costs during participation.

  The study medication, anti-cancer 
medication, and study-related tests 
will be provided at no cost. 

  A team of doctors and nurses will 
monitor your health carefully.

  The study has been reviewed by 
an Ethics Committee (EC), which 
protects the rights, safety, and  
well-being of the participants.

How do I get  
more information?
To find out more, please contact  
the study team using the information 
provided here. Study participation  
is voluntary. By contacting us, you  
are under no obligation to take  
part in the study. 
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Why are clinical research  
studies important  
for everyone?
All medications must be tested in 
clinical research studies before they  
can be approved to prescribe to 
patients. Without people taking part  
in these studies, we would have no  
new medications.

Clinical research studies should include 
all kinds of people as certain conditions 
and medications may affect people 
differently based on their sex, gender, 
race/ethnicity, and age.

About the  
HBI-8000-303 Study
The HBI-8000-303 Study will see how 
safe an investigational medication is 
for melanoma when given with another 
anti-cancer medication. The anti-cancer 
medication is used to treat cancer in 
some countries. This study will also look 
at whether this combination can help to 
improve melanoma outcomes.

Why is this study important? 
Melanoma is a serious form of skin 
cancer. Recent advances have shown 
potential improvements in outcomes, 
but they do not work for everyone. 
Therefore, more options are needed. 

The study is made up of 3 parts.

Deciding to take part in  
a clinical research study is 
an important decision. If you 
have any questions, please 
contact the study team. 

Screening period 
(up to 28 days)
You will visit the study center to 
check if you may be able to take part.

Study treatment period 
(about 24 months)

  You will have an equal chance to 
receive either the investigational 
medication or a placebo (which 
looks like the investigational 
medication, but has no active 
ingredient). Either is taken by 
mouth twice a week at home. 

  You will visit the study center every 
28 days for tests and assessments. 
Along with the study medication 
(either the investigational 
medication or the placebo), you 
will also receive the anti-cancer 
medication. This medication will be 
given by intravenous (IV) infusion, 
which is a drip into the vein.

Follow-up period 
(about 100 days)
You will visit the study center for tests 
and assessments about 30 days after 
the last dose of study medication. 
You will have another study center 
visit about 100 days after the last 
dose of the anti-cancer medication.

Visits every 
28 days

Up to 
28 months

What will this study involve?
Participation in the HBI-8000-303 Study 
will last for up to 28 months. You will 
need to:

  take medications 

  record medication use and side 
effects, if any 

  attend study center visits at least  
once every 28 days

  have scans to check the cancer. 


