There’s life beyond
your Crohn’s disease.
VIVID-1

If you have moderate to severe Crohn’s
disease, you may want to learn more about
the VIVID-1 study. This study aims to find out
whether an investigational drug can reduce the
symptoms of Crohn’s disease. To learn more,
talk to your doctor and visit VIVID-1.com today.

Are there new treatments for Crohn’s?
Crohn’s disease is an ongoing (chronic) disease that causes inflammation or ulcers in the digestive tract. Symptoms
can vary, but they usually include diarrhea, stomach pain and cramping, ulcers, fever, fatigue, and difficulty
absorbing certain nutrients. The worst symptom, though, is the unpredictable flare-ups.
There are a lot of treatment options available for Crohn’s flare-ups. Maybe you haven’t found the right one yet, or maybe
your current treatment doesn’t work as well anymore. That’s why research is happening now on an investigational
drug for adults with Crohn’s disease. The VIVID-1 study is an important step in finding an effective treatment for
Crohn’s disease, and you may be able to help.

What is the VIVID-1 study?
This clinical study aims to find out whether treatment
with the investigational drug is effective. This is done
by tracking participants’ symptoms during treatment,
as well as looking for signs of Crohn’s in the digestive
tract with an endoscope.
Results of treatment with the investigational drug will
be compared to treatment with another medication
already being used for Crohn’s, as well as an inactive
drug (placebo). The drug being tested cannot be
prescribed by doctors in everyday practice. Right now,
this drug may only be used in research.
Certain people will qualify to participate in this study.
We are looking for:
•Adults ages 18 to 80 who have been diagnosed
with moderate to severe Crohn’s disease for at
least three months
• People whose existing Crohn’s treatment:
° Is not working well enough
° Is not working anymore
° Has side effects they can’t tolerate

•People who agree to complete the study activities,
including endoscopy and a daily diary entry
If you qualify, you will receive one of these study
treatments:
• The drug being tested
• Another medication already being used for Crohn’s
• An inactive drug (placebo)
The study treatment you receive will be decided by
chance. You won’t know which medication you are
taking, and the study doctor won’t either. You have a
2-in-11 chance of getting placebo. You have a > 80%
chance of getting active drug, and those < 20% of
patients initially getting placebo may still get on active
drug if the placebo does not generate a response.
About 1,100 patients in approximately 36 countries will
take part in the VIVID-1 study.

What is the VIVID-1 study like?
The VIVID-1 study will take up to 1 year and 5 months. It will consist of these four study periods:
• Screening period: During this period, which could last up to five weeks, the study team will decide if you qualify
to participate.
• Study dosing period 1: If you qualify for the study, you will start to receive one of the three study treatments. You
will receive treatment as an infusion into a vein (IV), injections under the skin, or a combination of both. Study dosing
period 1 lasts 12 weeks and includes six study appointments.
• Study dosing period 2: This period lasts an additional 40 weeks and includes 10 appointments, one of which is
a phone appointment.
• Follow-up period: When the study is over, you will be asked to return to the study site for follow-up appointments.
You will come back at four and 16 weeks after your final appointment in study dosing period 2.
After completing the VIVID-1 study, you may qualify to be in an optional extension study. This is a clinical study in
which participants take the investigational drug over a longer period of time. If you join the VIVID-2 extension study,
you will complete the after-treatment follow-up after you finish the extension study.
You will receive the study medications and procedures for the study at no cost.

What are clinical research studies?
Clinical research studies are health-related studies that people take part in. These kinds of studies can help researchers:
• Answer specific health questions
• Learn about the effects and safety of investigational medications
• Help find new ways to use existing medications
When people volunteer for clinical research studies, their rights, safety, and physical and emotional health should
be protected. Rules are in place to help make sure that these studies protect the people who take part.
Participating in any clinical study is completely your choice, and you can stop at any time for any reason.
If you or someone you know may be interested in this study,
please contact the research site listed below.

Thank you for considering the VIVID-1 study!

VIVID-1.com
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