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& GAR T FEARR A b T IR 99. 32% (20 213/20 352) . 88.82% (135/152) .83.01% (1 378/1 660) .87.49% (59 892/
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Quality Control of Chinese Herbal Decoction Pieces in Medical Institutions Based on Failure
Mode and Effect Analysis*
CHENG Yuezhao, JU Xiaoyu, CHEN Yingchun, GUO Huiling, CHENG Jie ( Dept. of Pharmacy,

Hebei Provincial Hospital of Traditional Chinese Medicine, Hebei Industrial Technology Research
Institute of Traditional Chinese Medicine Preparation, Shijiazhuang 050011, China)

ABSTRACT OBJECTIVE: To probe into the practical application of Healthcare Failure Mode and Effect Analysis
(HFMEA) in the quality management of Chinese herbal decoction pieces in medical institutions, and to provide
reference for improving the quality management level of Chinese herbal decoction pieces. METHODS; The HFMEA
group was established to analyze the key nodes and failure effects of the whole quality process of Chinese herbal
decoction pieces in the hospital. Root cause analysis was used to explore the root causes of failure behaviors,
intervention and improvement were carried out in combination with PDCA cycle. The changes in various indicators
before intervention ( from Jan. to May 2024) and after intervention (from Aug. to Dec. 2024) were compared.
RESULTS . After intervention, the RPN values of 6 key failure links decreased significantly compared with before
intervention, with statistically significant difference (P<0.05) ; the acceptance qualification rate, temperature and
humidity compliance rate, bin cleaning rate and dispensing weight compliance rate increased from 99.32% (20 213/
20 352), 88.82% (135/152), 83.01% (1 378/1 660) and 87.49% (59 892/68 456 ) before intervention to
99.57% (20 847/20 938), 95.42% (146/153), 87.71% (1 456/1 660), and 88.23% (60 327/68 375) ; the
error rates of procurement acceptance, storage and maintenance, and dispensing review decreased compared with those
before intervention, and the total quality control score increased compared with that before intervention, the differences
were statistically significant (P<0. 05). CONCLUSIONS: HFMEA can effectively reduce the error rates in each link of
Chinese herbal decoction piece quality management, improve the quality management level, and ensure the safety of
Chinese herbal decoction pieces.

KEYWORDS Chinese herbal decoction pieces; Quality management; Healthcare failure mode and effect analysis
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