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HIGHLIGHTS OF PRESCRIBING INFORMATION REBYOTA (fecal microbiota, live - j

slm) suspension, for rectal use. Initial U.S. Approval: 2022 https://www.fda.gov/vaccines-

blood-biologics/vaccines/rebyota

HIGHLIGHTS OF PRESCRIBING INFORMATION VOWST (fecal microbiota spores, liv

e-brpk) capsules, for oral administration. Initial U.S. Approval: 2023 https://www.fda.gov/

vaccines-blood-biologics/vowst

Health Canada. Guidance Document: Fecal Microbiota Therapy Used in the Treatment of
Clostridioides difficile Infection Not Responsive to Conventional Therapies. 2022. https:/

/www.canada.ca/content/dam/hc-sc/migration/hc-sc/dhp-mps/alt _formats/pdf/brgtherap/applic-de

mande/guides/regulation-fecal-microbiota-therapy-treatment-difficile-infections-2022-09-26.pdf
Guide to the quality and safety of TISSUES AND CELLS for human application 5th Ed

ition. European Directorate for the Quality of Medicines & HealthCare. https:/freepub.ed
gm.eu/publications/ AUTOPUB_17/detail

Regulatory Considerations for Fecal Microbiota Transplantation Products. Carlson PE Jr.
Cell Host Microbe. 2020; 27(2): 173-175. https://doi.org/10.1016/j.chom.2020.01.018
[RGB AR 6 FERMK R ERE e ELOMOSEEE RZOmEA IO
C O https://www.mhlw.go.ip/ stf/newpage 53739.html

JEAGBE A0 6 MR WY 3 B RAIL EXRIZ OV T ERYER
5 & A > R https://www.mhlw.go.jp/stf/newpage 53739.html
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