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Abstract: Objective To make a comprehensive clinical evaluation of Compound Xiatianwu Tablets (5 77 & K JC ) in the treatment
of rtheumatoid arthritis, so as to provide relevant references for drug selection and rational drug use in medical institutions. Methods
Based on evidence-based medicine, clinical epidemiology, clinical medicine, evidence-based pharmacy and pharmacoeconomics, using

public data, literature data, pharmaceutical research, questionnaire survey and other information, multi criteria decision analysis
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(MCDA) model and CSC v2 0 software was used to make a comprehensive clinical evaluation of Compound Xiatianwu Tablets from
the “6 + 1” dimensions of safety, effectiveness, economy, innovation, suitability, accessibility and characteristics of traditional Chinese
medicine, according to the Guidelines for the Management of Comprehensive Clinical Evaluation of Pharmaceutical Products (trial
version 2021) and the Standards of Clinical Comprehensive Evaluation Report of Chinese Patent Medicine. Results According to
the monitoring data of spontaneous reporting system (SRS) and literature reports, the main adverse reactions of Compound Xiatianwu
Tablets were gastrointestinal reactions such as nausea, vomiting, abdominal pain and diarrhea, followed by skin and accessory damage
such as rash and pruritus. Based on the existing research, it was considered that the risk was controllable and the safety was good,
which was evaluated as grade B. The results of Meta-analysis showed that Compound Xiatianwu Tablets combined with conventional
treatment was superior to conventional treatment alone in reducing erythrocyte sedimentation rate (ESR), C-reactive protein (CRP),
shortening joint tenderness time, morning stiffness time, improving joint swelling index and increasing apparent efficiency; However,
there was no difference in improving grip strength with conventional treatment alone. Comprehensively investigate the effectiveness,
evidence quality and clinical value, it was considered that the evidence had clinical significance and was evaluated as grade C. The
results of pharmacoeconomic research showed that the minimum cost analysis method was used to find that the efficacy and adverse
reactions of Compound Tianxiawu Tablets and Compound Fengshining Tablets (& 5 X T F') were similar, but Compound
Tianxiawu Tablets has a certain cost advantage. It was considered that Compound Tianxiawu Tablets has a good economic result in the
treatment of rheumatoid arthritis. It can explain the relative economy according to the existing evidence, and was rated as grade B. In
terms of innovation, Compound Tianxiawu Tablets takes local medicine Yujiang Xiatianwu (Corydalis Decumbentis Rhizoma) as the
main drug, aiming at the main pathogenesis of rheumatoid arthritis, wind, cold, dampness, blood stasis and pain; There were also good
innovative measures in the pharmaceutical industry and ensuring supply. The overall evaluation was innovative and rated as grade B.
The results of the questionnaire showed that Compound Tianxiawu Tablets could meet the drug needs of clinical doctors and patients;
The brochures, labels and other publicity materials are accurate and complete without exaggeration and misleading. The overall
suitability was good, and the evaluation was grade B. Compared with the price of similar drugs, Compound Tianxiawu Tablets was
cheap and sold in 28 provinces and cities across the country, but some medicinal materials were animal drugs and substitutes. Hospitals
at all levels were equipped with relatively low equipment, with general availability and accessibility rated as grade B. Compound
Tianxiawu Tablets was a modified prescription of Dahuoluodan (K74 F}), an ancient classic prescription, which has been cut on the
basis of the original prescription; The compatibility of monarchs, ministers and envoys was rigorous. Aiming at the Chinese medicine
etiology theory of “wind, cold and dampness are mixed, and the combination is arthralgia”, has its own uniqueness in the theory of
traditional Chinese medicine (TCM); Yujiang Corydalis Decumbentis Rhizoma was a geographical indication product, and it was a
representative local medicinal materials in Jiangxi, it had the prominent characteristics of TCM, and its characteristics of traditional
Chinese medicine were rated as grade B. Based on the evidence evaluation results of “6 + 1 dimension of Compound Tianxiawu
Tablets, the comprehensive evaluation of clinical value was B grade. Conclusion The clinical value of Compound Tianxiawu Tablets
in the treatment of rheumatoid arthritis is good, and the characteristics of traditional Chinese medicine are prominent. It is suggested
to convert it into the relevant policy results of basic clinical medication management according to the procedure.
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Table 2 Summary of GRADE evidence of Compound Xiaxiawu Tablets in treatment of RA

RCTy/ R GRADE
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CRP HHEREK+CTvsCT 2 fEE OATE OATE PE Te  MD=-2534,95%CI[-28.57, <0.00001 B
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FH RS 10~15 mg: &'+ ERfhAR . FIEIENS 10 mg- A~ SRECKEF 10 mg A UEENE 2.0 g+ R EAT 0.4 gv SRHFKEF 50 mg 5k 20 mg

CT-ibuprofen 0.9 g, methotrexate 15 mg per week + folic acid 30 mg, meloxicam + methotrexate, symptomatic and supportive treatment + Fenbid capsule 0.6
g, upper, middle and lower gout decoction 1 dose-d™!, methotrexate 10—15 mg per week + voltaren, methotrexate 10 mg per week, leflunomide 10 mg +

sulfasalazine 2.0 g + celecoxib 0.4 g, leflunomide 50 mg or 20 mg
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Table 4 Summary of questionnaire survey of doctors and
patients
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