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ABSTRACT Objective To evaluate the safety and efficacy of Tongmai Formula in treating varicocele-induced
oligoasthenozoospermia ( Gan depression and Pi deficiency ) . Methods A randomized, controlled clinical trial
was conducted. Totally 94 varicocele-induced oligoasthenozoospermia ( Gan depression and Pi deficiency ) patients
who visited department of andrology, Xiyuan Hospital of China Academy of Chinese Medical Sciences, from Dec,
2020 to Nov, 2021 were included. The patients were randomly assigned to the experimental group (47 cases ) and
the control group (47 cases ) . The experimental group received Tongmai Formula granules, while the control group
received MaiZhiling tablets, the treatment course was 12 weeks, and follow-up time was 4 weeks. The primary
efficacy indicators included sperm concentration, progressive sperm ( PR ), and progressive sperm combined with
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non-progressive sperm ( PR+NP ) . The secondary efficacy indicators included Chinese medicine ( CM ) syndrome

score, maximum inner diameter of the varicocele, and partner pregnancy rates. Safety indicators comprised blood

and urine routine, liver and renal function, and electrocardiogram. Results Totally 44 cases in the experimental

group and 43 cases in the control group completed the study. Compared with baseline, the sperm concentration at 12th
week of treatment, PR at 4th, 8th, and 12th week, PR+NP at 8th and 12th week increased, CM symptom scores
at 8th, 12th week and follow-up decreased in the experimental group (P<0.01, P<0.05) . PR and PR+NP at 12th
week increased in the control group (P<0.05) . Compared with control group at the same time, sperm concentration
at 12th week, PR and PR+NP at 8th and 12th week increased, CM symptom scores at 8th, 12th week and follow-up
time decreased in the experimental group (P<0.01) .There were no statistical significance in the maximum diameter

of the bilateral spermatic veins, partner pregnancy rates and safety indicators between the 2 groups ( P>0.05) .

Conclusion Tongmai Formula can improve semen quality and CM syndrome score in varicocele-induced

oligoasthenozoospermia ( Gan depression and Pi deficiency ) patients.

KEYWORDS Tongmai Formula; varicocele; oligoasthenozoospermia; Gan depression and Pi deficiency;

Chinese herbal compound; randomized controlled trial
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