
Every day, research uncovers 
new information about medical 
conditions and their treatment. 
Volunteer involvement in clinical 

studies is a key part in the  
development and advancement 

of future therapies. Results  
collected from clinical studies 

have led to thousands of  
medications and devices  

becoming available to  
patients all over the world. 

Will the study cost anything?
The study drug will be given at no cost to you, and you will not  
be charged for any study doctor visits, laboratory work, tests, or  
procedures that are needed for the study.

How can I learn more about the study?
To ask questions or find out if you could participate, please contact:
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Better safety and  
effectiveness is the  
goal of our B-cell  
cancer research.

Join a study of an investigational 
treatment engineered with safety  
and effectiveness in mind.



What is a clinical study?
A clinical study (also known as a clinical trial) is designed to learn more 
about a drug’s ability to treat a specific disease or condition. Regulatory 
agencies such as the U.S. Food and Drug Administration (FDA) use the  
results of clinical studies to decide if an investigational drug should be 
made available to patients and if changes should be made to how  
approved drugs should be prescribed. 

Clinical studies are conducted by experienced and trained medical  
professionals who monitor the health of participants throughout the  
study. Also, every clinical study is reviewed by an Institutional Review 
Board (IRB), which helps ensure that the study is conducted safely  
and that the rights of study participants are protected.

What is the purpose of this study?
This study is being done to learn more about an investigational drug  
(also known as the “study drug”) called orelabrutinib for patients with 
certain types of B-cell malignancies (cancers that attack the immune 
system). You are being asked to take part in this study because you have 
been diagnosed with a type of B-cell malignancy that requires therapy.

What is the study drug being tested?
Orelabrutinib is a newer type of drug called a Bruton’s tyrosine kinase 
(BTK) inhibitor. BTK is an enzyme that plays an important role in B-cell 
development. Inhibiting BTK may slow down the process by which 
B-cells develop, including cancerous B-cells. BTK inhibitors are  
commonly used in cancer treatment, and other BTK inhibitors have  
been approved by the FDA for the treatment of some types of B cell 
malignancies, including marginal zone lymphoma, mantle cell lymphoma, 
chronic lymphocytic leukemia, and small lymphocytic lymphoma.

Orelabrutinib is being tested because earlier studies have shown that  
it has high selectivity to BTK, which means it may have good anticancer 
activities with fewer side effects than other BTK inhibitors. It could  
eventually serve as an alternative treatment option for patients with B-cell 
malignancies with the potential for improved safety and efficacy. In other 
clinical trials, orelabrutinib has already been tested in over 350 people.

Who can be in this study?
To participate, you must be at least 18 years old and have a diagnosis  
of one of the following:

• Mantle cell lymphoma (MCL) that has come back after treatment  
(recurrent) or did not respond to treatment (refractory)

• Chronic lymphocytic leukemia (CLL) or small lymphocytic lymphoma 
(SLL) that is recurrent, refractory, or has not had prior treatment

• Follicular lymphoma (FL) that is recurrent or refractory

• Marginal zone lymphoma (MZL) that is recurrent or refractory

Your medical history and other criteria will be reviewed at study  
screening to determine if you are eligible to take part.

What is involved in the study?
Approximately 66 participants will be enrolled at around 30 US study 
sites. The study is divided into 5 main parts:

1. Screening Period: Your medical history will be reviewed and you 
will have tests and procedures done to find out if you can be in the 
study. Screening may last up to 4 weeks.

2. Study Treatment Period: If you qualify, you’ll begin study  
treatment with orelabrutinib, which is taken once each day as  
tablets by mouth. You’ll come to the clinic three times during the 
first 8 days of cycle 1 for study tests, and then have monthly visits 
for approximately 6 months. At the end of 13 treatment cycles,  
if the study doctor thinks orelabrutinib is helping, you will be able  
to continue study treatment until product approval in the U.S. or 
alternative decision regarding product development in the future. 
If you continue past 13 cycles of study treatment, you’ll return for 
study visits about every 3 months.

3. End of Treatment (EoT) Visit: Within 7 days after your last dose of 
orelabrutinib, you’ll have a visit to the clinic for study testing and to 
check on your health.

4. Safety Follow-up Visit: One month after your last dose of  
orelabrutinib, you’ll come to the clinic again to check on your health. 

5. Long-term Follow-up Period: After the last visit we will continue  
to contact you every 3 months for as long as possible to check on 
your health.

Why should I participate in the study?
The information collected in this study will help the study sponsor  
and doctors learn more about orelabrutinib and if it could be used  
in the future to treat other people with certain B-cell malignancies.

Taking part in a clinical study is completely voluntary. If enrolled, you  
can choose to end your participation at any time and for any reason. 

Clinical studies are the only way we  
can develop new and better cancer  
treatments and improve patient care.


