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ABSTRACT Objective To evaluate the reliability and validity of Chinese Medicine Symptom Scale ( CM-
SS ), observing the improvement of CM symptoms severity in colon cancer patients during adjuvant chemotherapy
by Jianpi Bushen Sequential Formula. Methods A total of 111 colon cancer patients after radical operation from
Xiyuan Hospital, China Academy of Chinese Medical Sciences were included in the study to assess the reliability
and validity of scale. The Cronbach's alpha coefficient ( Cronbach's alpha ) of the scale was calculated to assess
the internal consistency, and factor analysis was applied to evaluate the structural validity of the scale.This study
was a secondary analysis of a randomized, controlled, double-blind placebo, multicenter clinical trial. Between
December 2018 and December 2021, 400 patients after radical colon cancer surgery were included and randomly
assigened in a 1:1 ratio to the experimental group and placebo group. The experimental group received the oral
administration of Jianpi Bushen Sequential Formula, while the placebo group received placebo. Both groups
received these interventions during the XELOX adjuvant chemotherapy period. The secondary analysis primarily
focused on comparing the improvement of CM symptoms between the two groups, as well as the changes
in these symptoms over time. The efficacy of Jianpi Bushen Sequential Formula in improving symptoms was
evaluated. Results The TCM-SS for colon cancer during adjuvant chemotherapy includes 11 symptom items.
Scale Cronbach's « The coefficient is 0.698, and the retest reliability is 0.730. A total of 4 common factors are
selected, with the cumulative contribution rate of total variance of 60.753%.The factor load is greater than the
minimum acceptable value.Analysis of the statistical results in the clinical study section showed a statistically
significant difference in the vomiting scores between the test and control groups (Z=2.069, P=0.039 ) .Repeated
measurements showed statistically significant differences in vomiting ( P=0.003 ), numbness ( P<0.001),
diarrhea ( P=0.023 ), constipation ( P=0.007 ), fear of cold ( P=0.024 ), nocturia ( P=0.001), spontaneous
sweating (P=0.017 ), and mouth ulcers ( P=0.002 ) over time after taking the Jianpi Bushen Sequential Formula.
Conclusions The CM-SS has good reliability and validity and can be used to evaluate the improvement of TCM
symptoms during adjuvant chemotherapy of colon cancer. In addition, Jianpi Bushen Sequential Formula can effectively
alleviate the severity of vomiting symptoms of colon cancer patients during adjuvant chemotherapy .

KEYWORDS colon cancer; Chinese medicine symptom; adjuvant chemotherapy; Jianpi Bushen Sequential
Formula; randomized controlled trial
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