
Contact your doctor to determine 
your eligibility for the PUNCH CD3 
research study.
www.rebiotix.com

If yes, you may have a recurrent C. diff infection 
and be eligible to participate in a research study.  
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Does your C. diff diarrhea 
keep returning?

R E S E A R C H  S T U D Y



1. What is the main purpose of  
 PUNCH CD3 research study?

The purpose of this research study is to learn about 
the effectiveness and safety of RBX2660 to treat  
recurrent Clostridium difficile infection (CDI). 
RBX2660 is an investigational new drug that is being 
tested in people and has not yet been approved  
for sale by the United States Food and Drug  
Administration (FDA) or Health Canada.   

RBX2660 is made by Rebiotix, the sponsor of the 
study. This is the fourth study using RBX2660 for  
recurrent CDI; it is common for new products to  
undergo multiple studies before being approved  
by the FDA. However, there is no guarantee that 
RBX2660 will be approved for use by the FDA or  
Health Canada.

2. Why might I consider participating?
Participants in this research study may have 
access to an investigational new drug that is not 
available to the public.  

By taking part in this study you may help advance 
treatments for other people that suffer from CDI. 
In 2011, CDI was associated with approximately 
29,000 deaths in the United States.    

3. How long is the study going to last?
Your participation in the study ends 6 months  
after you receive the final study treatment.

4. If I agree to participate in this study,  
 will I receive RBX2660 for my  
 recurrent CDI?  

If you meet the study enrollment criteria, you  
will receive treatment with either RBX2660 or  
a placebo. The treatment you receive will be  
selected at random by a computer. For every  
two people that receive RBX2660, one person  
will receive a placebo. You and your healthcare 
provider will not know the type of treatment  
you receive.

If your CDI returns, you may receive a second 
treatment that will be RBX2660.

5. Are there risks to me if I am in this  
 research study? 

There are risks, discomforts, and inconveniences 
to being in this study that will be discussed with 
you during a process called informed consent. 

During informed consent, detailed information 
about the study will be given to you. You will have 
time to ask questions and talk with your loved 
ones before enrolling in the study. Make sure all 
your questions about this study are answered to 
your satisfaction before you agree to participate. 

FREQUENTLY ASKED QUESTIONS

R E S E A R C H  S T U D Y



Short title: PUNCH CD3  
Formal Title:A Phase 3 Prospective, Randomized, Double- blinded, Placebo-controlled  
Clinical Study to Evaluate the Efficacy and Safety of Rebiotix RBX2660 (microbiota  
suspension) for the Prevention of Recurrent Clostridium difficile Infection. 

ClinicalTrials.gov Identifier No. XXXXXXXXXXX or NTC #XXXXXXXX
www.rebiotix.com  

© 2017 Rebiotix, Inc. All rights reserved. #172 (6/17)

6. What will I need to do if I qualify for,  
 and decide to participate in, the  
 PUNCH CD3 research study? 

◼ Sign the consent form after understanding  
details about the study including risks, benefits 
and your responsibilities as a participant.   

◼ Carefully follow instructions of the study  
doctor and research staff, and complete all of 
the study-required clinic visits and phone calls. 

◼ Be truthful about your health and medications, 
including your medical history, and complete 
the study questionnaires and diary to the best 
of your ability.   

◼ Report all injuries, illnesses, doctor visits,  
hospitalizations, emergency room visits, 
symptoms or complaints to the study team as 
soon as possible, even if you don’t think they 
are related to your CDI, study product or study 
procedures.   

7. Do I have to pay for any part of  
 the  study?

If you choose to participate in the study, the cost 
of the study drug, study-related tests, as well as 
study follow-up calls and visits will be paid for by 

the study sponsor. You and/or your medical  
insurance are responsible for regular medical  
care that is not part of the study. You will receive 
compensation for each in-person office visit  
and follow-up call completed during the course  
of the study.

8. What happens if I join the study and  
 then decide I don't want to participate?

Participation in a clinical research study is  
voluntary and you may choose not to be in this 
study, or leave it, at any time.   

9.  How are my rights and welfare  
 protected if I participate?

Clinical research studies have multiple safeguards 
to protect participants. This includes supervision 
by government agencies, institutional review 
boards, research ethics committees, your doctors 
and medical staff. 

The laws and code of conduct that guide the  
practice of medicine also apply to clinical research 
studies. Clinical research follows a carefully  
controlled study plan, called a protocol, that  
details what researchers will do in the study. 

Thank you very much for considering 
participation in the PUNCH CD3 research study. 

Your study doctor and research staff are available 
to answer any questions you may have.


