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Abstract Objective: To evaluate the efficacy and safety of Panlongqi tablets on the treatment of knee osteoarthritis. Meth-
ods: A multicenter, randomized, double-blind, placebo parallel controlled study was performed on 300 outpatients with knee
osteoarthritis, who were diagnosed from May 19,2018 to September 3,2019. The participants were randomly assigned 21
to the test group or the control group according to the American College of Rheumatology clinical classification criteria for
knee osteoarthritis released in 1995 (ACR 1995). The test group was given 4 Panlongqi tablets three times per day.while
the control group was given 4 placebo tablets three times per day. The intervention lasted 4 weeks. The primary outcome
was the knee joint pain visual analogue scale (PVAS) ,and the secondary outcome was the Western Ontario and McMaster
Osteoarthritis Index (WOMAC) score as well as the short Form-36 health survey summary (SF-36) score. Statistical
analysis was performed on the dataset which was consistent with the study. Results: After 4 weeks of treatment, the change
from baseline to week 4 in the visual analogue scale (VAS) score was significantly different between the test group and
the control group (P<C0. 05). The change from baseline to week 2 in the VAS score was also significantly different
between the test group and the control group (P<C0. 05). Additionally, the change from baseline to week 4 in WOMAC
score was significantly different between the test group and the control group (P<C0. 05). However, there was no signifi-
cant difference in WOMAC score compared with the baseline improvement value after 2 weeks of treatment (P>>0. 05).
Meanwhile, the change from baseline to week 4 in the SF-36 scores did not show significant difference between the test
group and the control group (P>>0.05). During the trial period, 8 participants (4. 1%) in the test group had 10 adverse
events,all of which were mild in severity; 4 participants (4%) in the control group had 5 adverse events, of which one
case was moderate adverse events, as the participant had skin rashes on the body, while others were mild. In the test
group.there were 4 cases (2. 1%) of 6 cases of adverse events,including high white blood cell count, high percentage of
neutrophils, nose bleeding,abnormal liver function,agitation,and sore throat, respectively. In the control group, there was
1 case (1%) and 1 case,which was a body rash; each group had 2% or more adverse events,and the control group had 2
cases (2%) with an upset stomach. There was no incidence above 2% of adverse events in the test group. Other safety
indicators showed that laboratory indicators in both the test group and the control group were normal, such as blood rou-
tine, urine routine,biochemical examination,electrocardiogram,vital signs.and physical examination. Conclusion: Panlongqi
tablets as a monotherapy can significantly help patients with knee osteoarthritis reduce knee pain ( VAS score) and
improve joint function ( WOMAC scale). The treatment outcome is even better after 4 weeks treatment. Comparing
between placebo and Panlongqi tablets, the incidence rate of adverse events is similar. Therefore,Panlongqi tablets are safe
for patients with knee osteoarthritis.

Keywords: knee osteoarthritis; Panlong qi tablets;treatment outcome;safety
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