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Enforcement Policy Regarding Investigational New Drug Requirements for
Use of Fecal Microbiota for Transplantation to Treat Clostridium difficile
Infection Not Responsive to Standard Therapies

1) the licensed health care provider treating the patient obtains adequate
consent from the patient or his or her legally authorized representative
for the use of FMT products. The consent should include, at a minimum,
a statement that the use of FMT products to treat C. difficile is
investigational and a discussion of its reasonably foreseeable risks;

2) the FMT product is not obtained from a stool bank;

3) the stool donor and stool are qualified by screening and testing
performed under the direction of the licensed health care provider for
the purpose of providing the FMT product for treatment of the patient.
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