
For more information about this research 
study, please go to: www.ClinicalTrials.gov  
and type “Rebiotix” in the search box.
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R E S E A R C H  S T U D Y

To determine your eligibility for the 
PUNCH CD3 research study, contact:

If yes, you may have a recurrent C. diff 
infection and be eligible to participate  
in a research study.

Does your C. diff diarrhea  
keep returning?

If you are interested in participating in the 
PUNCH CD3 research study or have further 
questions, please talk to your doctor.

Research Study Participation 

Your participation in a research study is strictly 
voluntary. You may decide, at any time, to stop 
participating in the study. Reasons people may 
volunteer to be in a research study include: 

• Access to investigational therapies

• Study-related medical check-ups at no cost

• Additional time with healthcare   
professionals

You May Be Able to Participate If:

• You are at least 18 years old and have had at 
least 2 episodes of C. diff-associated diarrhea 
controlled only while taking antibiotics

• You are willing and able to fulfill all of the  
study-required clinic visits and phone calls

• You are willing and able to complete the   
study-required subject diary

• You meet other study requirements as   
determined by your doctor
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What Is C. diff?

C. diff (Clostridium difficile) is a microbe (“germ”) 
that infects the intestines, called C. diff infection 
(CDI), and may cause severe, frequent diarrhea, 
that doesn’t stop. CDI occurs in some people after 
taking antibiotics.1 In serious cases, CDI can be 
life-threatening.     

What Is the Purpose of PUNCH™ CD3? 

The purpose of PUNCH™ CD3 research study is to 
gather additional safety and efficacy information 
about RBX2660.

RBX2660 is an investigational new drug that is being 
researched to determine its effectiveness in people. 
It has not yet been approved for sale by the Food and 
Drug Administration (FDA) or Health Canada.

The study doctor will determine whether you are 
eligible to participate in the PUNCH CD3 research 
study. If your study doctor thinks you are a good 
candidate, you will be provided additional information 
about the study. You will have time to ask questions 
and talk with your loved ones before enrolling in the 
study. To enroll, you will be asked to sign a consent 
form to confirm your understanding of the study  
and your responsibilities as a participant.

About RBX2660 
RBX2660 is a microbiome-based enema drug product. 
It is a preparation of live intestinal microbes, which 
are tiny living cells that can’t be seen without a 
microscope. 

Everyone has “good” and “bad” microbes in their 
intestines. In healthy people, the good microbes 
keep the bad microbes in balance. There is scientific 
evidence that people who experience recurrent CDI 
may have an imbalance in their intestines that allows 
the “bad” C. diff microbes to grow more easily and 
overtake the good microbes, causing severe diarrhea 
and other debilitating symptoms.1

Some research studies have shown that introducing a 
mix of good microbes into the intestines of someone 
infected with C. diff may relieve or stop recurrent 
CDI.4,5  RBX2660 is not intended to treat active CDI. It 
is not known if the microbes in RBX2660 will have a 
similar effect on your CDI. 

What Is Expected of Me If I Participate?

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

2. You will receive treatment for  
recurrent CDI and be asked to:

• Take antibiotics as instructed  
by your doctor.

• Receive 1 enema.

• Keep a diary about your general 
health from the time you join the 
study to 7 days after your enema.

3. Participate in follow-up care:

• Return for clinic visits at weeks 1, 4 
and 8, following your enema.

• Participate in phone calls from the 
study nurse five different times 
during the study. 

• Provide several stool samples 
to Rebiotix, the study sponsor, 
throughout the study.

• Your participation in the study ends 
after the 6-month phone call.

4. Your personal information will be kept  
confidential throughout the study.

The Problem of Repeated Episodes 
An additional course of antibiotics 
successfully treats most cases of CDI.  
However, for 20% to 30%2 of patients, the 
diarrhea returns after they stop taking the 
antibiotics. Once the diarrhea returns, many 
patients develop a pattern of repeated 
episodes.3 This is called recurrent CDI.

Treating recurrent CDI is challenging. Doctors 
have few options besides more antibiotics, 
which often only control diarrhea while 
they are being taken; once the antibiotics 
are stopped, the diarrhea returns. 

PUNCH CD3 is the 
fourth FDA approved 
study using RBX2660 
for recurrent CDI. It 
is common for new 
products to undergo 
many studies before 
being approved by 
the Food and Drug 
Administration (FDA) 
or Health Canada.


