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IN-PERSON CONSENT FORM 

INTRODUCTION 

It is important that you read and understand the following explanation of the proposed research 
study before you agree to participate. This consent form describes: 

• The purpose,
• The description of the study,
• The benefits,
• The risks and/or discomforts,
• Steps taken to decrease or eliminate the risks, discomforts, or possible pain,
• Any other treatments that may be available, and
• Confidentiality and use of research results.

This consent form may contain words you do not understand. Please ask the study doctor 

or the study staff to explain any words or information that are not clear to you. 

PURPOSE OF THE STUDY 

You are being asked to voluntarily participate in a research study because you have justcompleted 
treatment for an episode of Clostridioides difficile infection that recurred after at least 
one previous episode. This study is being done to find out whether fecal microbiota 
transplantation (also known as a "stool transplant" or "fecal transplant"), is an effective treatment 
to prevent future episodes of Clostridioides difficile infection, when it is given after a course of 
antibiotics as the initial treatment. In this study, you will be randomized (like the flip of a coin) to 
receive fecal transplant or placebo after having a favorable response to a standard course of 
antibiotic treatment. Placebo treatment will appear identical to fecal transplant, but contains no 

fecal material or other medicine. 

Patients are thought to be at risk for Clostridioides difficile infection when the normal communities 
of microbes (the microbiota) that live in the colon (large intestine) are disrupted, which is usually 
due to antibiotic use. A normal or healthy microbiota is made up of hundreds of different types 

of bacteria, containing trillions of individual bacteria. This healthy micro biota is believed to be a 
barrier for disease-causing bacteria like Clostridioides difficile to enter the colon and cause disease. 
An unhealthy, or disrupted, micro biota is one where the diversity and number of bacteria is 
decreased, making it easier for Clostridium difficile to enter and cause disease. Patients who have 
just completed treatment for an episode of Clostridioides difficile infection have a very disrupted 
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