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Abstract: In May 2025, the FDA issued*“Recommendations to Reduce the Risk of Transmission of Mycobacterium tuberculosis (Mtb)
by Human Cells, Tissues, and Cellular and Tissue-Based Products (HCT/Ps) Draft Guidance for Industry”’and mandated immediate
implementation.In the absence of specific screening methods for detecting Mtb infection in donors, this guidance provides evidence-
based recommendations using comprehensive donor screening measures to mitigate transmission risk through HCT/Ps. Key
recommendations include: Screening a donor for risk factors and conditions for Mtb infection; Screening a donor for clinical evidence
of Mtb infection; Screening a donor for physical evidence of Mtb infection; testing a donor for evidence of Mtb infection and additional
risk reduction measures. While, no analogous guidance currently exists in China. This paper offers an exhaustive introduction of the
FDA guidance, aiming to raise awareness among Chinese HCT/Ps research institutions, production units, and regulatory authorities
regarding the critical importance of screening and excluding HCT/Ps donors with Mtb infection.
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