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Do you currently 
suffer from 
moderate to severe 
Ulcerative Colitis?

Please consider participating in 
our research study    If you would like to receive more information, 

please contact the study site below:

B7981005

B7981005

Your Rights as a Study Participant 

It is up to you to decide if you wish to 
participate in this study. It is not possible 
to know whether the study drug will have a 
beneficial effect—that is the purpose of the 
study. You are encouraged to discuss your 
possible participation in the study with your 
physician and with your family or caregiver. If 
you qualify, and choose to participate, your 
participation is always voluntary. You may 
withdraw from the study at any time and for 
any reason. This will not affect your care in the 
future or affect any benefit to which you are 
otherwise entitled. 

Before participating in the study, you must 
provide your consent to participate. As part of 
this process, you will be asked to review and 
sign an “informed consent” document. This 
document provides all of the details, procedures 
and known risks associated with the study, 
detailed information about the trial design, 
purpose, procedures, and risks and benefits, 
who to contact if you have questions about  
the trial.  

Signing the consent document means that you 
understand the study and its requirements, 
potential benefits and known risks, and that 
you agree to participate in the study.

Protecting your privacy is important to the  
site staff and the sponsor of the study. 
Measures are in place to help protect your 
private information. 

Are there risks of joining a  
clinical trial?

The study drug is not currently approved. All 
medications have side effects. The study doctor will 
explain the side effects of the study drug to you.

Points to Consider:

	�  You may not receive any health benefit or 
improvement in your condition by participating 
in any research studies. 

	�  Others may benefit in the future from the 
information gathered from research studies.

	�  Taking part in research is entirely voluntary. 
You may change your mind and end your 
participation at any time and for any reason.



Participant Eligibility

To be eligible to participate in this study you 
must meet several criteria including  
the following:

�	You are between 18 and 70 years of age

�  You have been diagnosed with ulcerative colitis

�  You are willing to complete participant 
assessments and attend scheduled clinical 
visits, and

�  You satisfy all of the eligibility 
requirements.

All study medication or placebo 
and study-related examinations 
and procedures are provided at no 
cost. Qualified participants may be 
reimbursed for time and travel.

What is a clinical  
research study? 

Prior to making a new drug 
available to doctors or their 
patients, drug companies must test 
the investigational drug in a series 
of clinical research trials. 

A Clinical Research Study for 
Moderate to Severe Ulcerative Colitis  

A clinical research study is underway to 
evaluate the safety and effectiveness of two oral 
investigational medications for UC. The study is 
planning to enroll 360 adults in the US, Canada, 
Europe, Asia and the Middle East, aged 18 to 70 
years of age, who have moderate to severe UC 
with inadequate response of symptoms from at 
least one standard UC treatment. 

Participants in the study will be asked to attend 
11 study clinic visits over a 10-month period 
including: a screening visit, a baseline visit, 8 study 
dosing and evaluation visits and a follow-up visit. 
Participants will receive investigational medication 
or placebo (a tablet that looks like the investigation 
medication but has no active ingredients) in a 
tablet form, to be taken once a day for 32 weeks

At the start of the study, participants will be 
randomly assigned to one of the two study drug 
groups. Participants within each study group 
will then be randomly assigned to receive either 
active study drug or a placebo.

Study-related examinations and health 
assessments will be performed at each study 
visit and participants will be asked to complete 
study daily bowel movement diaries. 

Ulcerative colitis (UC) is a chronic disease that can seriously affect quality of 
life for those who suffer from this painful condition. Defined by inflammation 
and ulceration of the colon, many people with UC experience symptoms of 
rectal bleeding, lower abdominal pain and diarrhea. Symptoms of UC may 
disappear during periods of remission that can last days, weeks or even 
years. The goal of medication is to keep people in remission longer. 

If you suffer from moderate to severe UC, and have not responded to or could 
not tolerate other therapies for relieving the disease, you may be eligible to 
participate in a research study of two oral investigational medications for UC.

Research studies may involve risks and side 
effects that are already known, as well as 
risks that are currently unknown. Negative 
side effects, which may vary from person to 
person, could occur. Additionally, there are no 
guarantees that the investigational medications 
will work.

By participating in this clinical research study, 
it is possible that your condition or health may 
improve if given the investigational medication or 
because you are monitored closely throughout 
the study during the study visits. Information 
gathered from this study may also help other 
people in the future.

Your study doctor will explain all of the known 
associated risks and benefits of participation to 
help you decide if participation in this trial is right 
for you. 

All participants in a clinical research study are 
closely monitored by the study doctors who are 
specialists in their field. 


