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Establishment of graded management standards for off-label use of Shenqi fuzheng injection
WU Min, YU Mei, YIN Shengnan, LIU Dongmei (Dept. of Pharmacy, Taizhou Hospital of Traditional Chinese
Medicine, Jiangsu Taizhou 225300, China)

ABSTRACT OBJECTIVE To establish the graded management standards for off-label use of Shenqi fuzheng injection.
METHODS Systematic searches were conducted in databases including CNKI, PubMed and the Cochrane Library to retrieve
guidelines/consensuses, systematic reviews/meta-analyses, and randomized controlled trials (RCTs) of Shenqi fuzheng injection.
The quality of evidence was evaluated using AGREE II , AMSTAR Il , and the Risk of Bias 1.0 tool recommended by Cochrane
Collaboration, and the graded management standard for off-label use of Shenqi fuzheng injection was developed by using the
Thomson grading system. RESULTS A total of 534 articles were involved, including 11 guidelines, 22 systematic reviews/meta-
analysis, and 501 RCTs. They covered 79 off-label indications for Shenqi fuzheng injection: cancer-related fatigue, colorectal
cancer and breast cancer, all with high-quality evidence were classified under grade A management (grade 1 commendation)
allowing all physicians across the hospital to prescribe relevant treatments; five diseases, such as ovarian cancer, liver cancer,
leukemia, heart failure and cerebral infarction, were classified under grade B management (grade Il a commendation) , with
prescription restricted to physicians with intermediate or higher professional titles in specific departments; eleven diseases,
including sepsis, cervical cancer, esophageal cancer, etc., were classified under grade C management (grade I b commendation),
requiring strict evaluation by senior physicians before prescription; the use of Shenqi fuzheng injection for other conditions was
explicitly prohibited due to a lack of sufficient evidence. CONCLUSIONS Off-label use of Shenqi fuzheng injection is prevalent.

The graded management standard established by evidence-based medical approach provides a scientific basis for standardizing the
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clinical application of traditional Chinese medicine injections

and offers an operable paradigm for implementing

differentiated drug use supervision in medical institutions.
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