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ABSTRACT Objective To study the efficacy of Modified Xuefu Zhuyu Decoction (MXFZYD) in
treating patients with restless legs syndrome (RLS). Methods Totally 234 RLS patients randomized by
computer were assigned to two groups, 119 in the treated group (treated with MXFZYD according to syn-
drome differentiation), and 115 in the control group treated with pramipexole. Changes of scores rated by
International RLS Study Group (IRLSSG) Scale, Pittsburgh sleep quality index (PSQIl), Hamilton Anxiety
Rating Scale (HAMA ), Hamilton Depression Scale-17 (HAMD,, ), Short Form 36 Health Survey Question-
naire (SF-36), and Treatment Emergent Symptom Scale ( TESS) were observed before and after treat-
ment in order to compare the efficacies of MXFZYD and pramipexole. Results The total effective rate of
the treatment group on treating RLS was 81.3 % (87/107 ), better than that of the control group
[(67.3%,70104); P <0.05]. At the end of the 4th week, the IRLSSG score in the treatment group was
significantly lower than that of the control group (P <0.01). The scores of sleep quality, sleep latency,
sleep duration, medication use, daily function, and the overall score of PSQI factors in the treatment
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group were significantly more improved, as compared with those of the control group (P <0.05, P <

0.01). The patients’ HAMA score was significantly lower in the treatment group than that of the control
group (P <0.01). The reduction of patients’ HAMD17 score was not statistically different between the two
groups (P >0.05). At the end of the 4th week, the Physical Functioning (PF), Role-Physical (RP), Bodi-
ly Pain (BP), General Health (GH), vitality (VT), Social Functioning (SF), Role-Emotional (RE), Men-
tal Health (MH), and the total score of the treatment group were all significantly higher than those before
treatment (P <0.05, P <0.01), and their PF, BP, VT, and SF scores were significantly higher than those
of the control group (P <0. 05). But the total score between the two groups was not statistically significant

(P >0.05). Conclusion

MXFZYD had better efficacy in treating RLS, and improved their symptoms such

as dyssomnia, anxiety, depression, and elevated QOL.

KEYWORDS Modified Xuefu Zhuyu Decoction; restless legs syndrome; dyssomnia; anxiety; quali-
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