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Abstract: Objective
traditional Chinese medicine (TCM) decoction pieces. Methods

To establish a quantitative risk assessment method of bile salt — resistant Gram - negative bacteria in
Data on the bile salt — resistant Gram — negative bacteria in the
CNKI from January 1,2012 to December 31,2021 were collected and analyzed from the possible species and bioburden of these
bacteria by the potential failure mode and effect analysis (FMEA) model. Risk indicators were quantified to assess the level of
risks. Results A total of 53 varieties (760 batches) of TCM decoction pieces were included. The risk of contamination was high
in Andrographis Herba, Anemones Raddeanae Rhizoma, partial Lycii Fructus and partial Ophiopogonis Radix decoction pieces
(6.25%) , that was medium in Carthami Flos, Prunellae Spica and partial Chrysanthemi Flos decoction pieces (4.69%) ,and that
was low in other TCM decoction pieces (89.06%). The risk assessment results of seven out of ten TCM decoction pieces
(including Lycii Fructus and others) were consistent, except for Lycii Fructus, Ophiopogonis Radix and Chrysanthemi Flos.
Conclusion The established quantitative risk assessment method of bile salt — resistant Gram — negative bacteria in TCM decoction
pieces is feasible, which can provide a reference for microbial control in TCM decoction pieces, and it is a supplement to the
current risk assessment model for exogenous contamination in TCM decoction pieces.

Key words: traditional Chinese medicine decoction pieces;bile salt — resistant Gram — negative bacteria;risk assessment;failure mode

and effect analysis;risk management
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Tab.1 Risk assessment model for bile salt—resistant Gram—negative
bacteria in TCM decoction pieces based on FMEA
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®2 PHRATEREZAEETRERARREITESER (n = 64)

Tab.2 Contamination status and risk assessment of bile salt — resistant Gram — negative bacteria in TCM decoction pieces (n = 64)
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Continued Tab. 2 Contamination status and risk assessment of bile salt - resistant Gram — negative bacteria in TCM decoction pieces (n =64)
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Tab.3 Results of risk assessment of ten TCM decoction pieces
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Fig. 1 Source and transmission of bile salt—resistant Gram—negative

bacteria in TCM decoction pieces
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