
As someone with recurrent (repeated) episodes of C. diff infection, you may 
be interested in learning about a clinical research study that is looking at an 
investigational therapy designed to prevent recurrent C. diff infection.

Participation in this study will be at no cost to you and reimbursement for travel 
costs will be provided.

What is the purpose of the PRISM4 Study?

The PRISM4 study is testing an investigational microbiome therapy called CP101 to 
evaluate its safety and how well it works to prevent recurrent C. diff infection. The 
microbiome is the community of microorganisms that live in the intestinal tract.

This study is for adults:
• Females and males (18+)
• Who have recurrent C. diff infection
• Who are taking or are about to start a course of antibiotics to treat their most

recent episode of recurrent C. diff infection.

What happens during the study?

The study has two parts: Part A and an optional Part B. Part A lasts up to 24 weeks 
from the first dose. Study treatment is either the investigational therapy CP101  
or placebo.

Your chance of receiving CP101 is two times higher than that of receiving placebo.

• The study therapy is a one-time dose.
• No bowel prep is needed.

Part B is optional. You may be able to take part in Part B of the study if you develop 
diarrhea that tests positive for C. diff in the first 8 weeks after taking the study drug 
(CP101 or placebo) in Part A. All participants in Part B will receive CP101.

What is screening?

The screening visit will happen at the study center or at your home. Before you 
can start the study, you will need to give your permission by signing an Informed 
Consent Form. You will then answer questions about your health and have tests to 
make sure the study is right for you. During screening, you will start or continue a 
course of antibiotics for C. diff.

For adults with repeated 
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Screening Study treatment and follow-up

1 visit 6 visits* (up to 24 weeks)

*There will be a mixture of in-person and remote visits.



What study medicine  will I take?

Participants will be placed by chance into one of two groups. 
• CP101: If you are in the CP101 group, you will receive the investigational therapy.

– CP101 is a microbiome therapy designed to deliver a diverse community of
healthy bacteria to your gut, which may prevent future episodes of C. diff
infection. It is not yet approved for use to prevent recurrent C. diff infection
and can only be used in a study.

• Placebo: If you are in the placebo group, you will receive capsules that look
exactly like CP101 but do not contain actual medicine.

Neither you nor your doctor will know which group you are in. 

How will I take the study drug?

To take CP101 or placebo, you will swallow 10 capsules at your first study 
treatment visit. 

What kind of tests and health checks will I have?

During the study, you will have visits for health checks and tests. Visits will 
happen at the clinic or, if you prefer, at your home when possible. 

Some of the tests and health checks are listed below. 
You may not have every test at each visit. 
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You will also be given an electronic diary (eDiary) to use during the 
study to record your bowel movements and check for symptoms.

Health information

Medicine review

Questionnaires

Physical exam

Vital signs

Heart activity (ECG)

Blood tests

Pregnancy test (if applicable)

Urine tests

Stool test

CP101 is considered investigational because it has not been approved by the U.S. 
Food and Drug Administration for the prevention of recurrent C. diff infection. 
Being in the study is voluntary and you can leave the study at any time. 

For more information on the PRISM4 Study, talk to your doctor.
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If interested, please contact us via phone: 713-442-1231 or 
email: Dorothy.Ruelas@kelseyresearch.com




