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New measures for management of susceptibility test interpretive criteria package
insert for systemic antibacterial and antifungal drugs by FDA
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Abstract: Currently, FDA built a web page for susceptibility test interpretive criteria at https://www.fda.gov/STIC. Meanwhile, the
relevant material of STIC will no longer be listed on the package insert. Instead, it’s advised to check the page. Thus, this accelerates the
transmission of STIC information and promotes the rational selection of antimicrobials as well. Therefore, FDA announced systemic
antibacterial and antifungal drugs: susceptibility test interpretive criteria package insert for NDAs and ANDAs guidance for industry in
December 2017. This paper introduces the main content of the guideline. We look forward to the early implementation of this efficient
Internet + STIC management model in our country.
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