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ABSTRACT  Objective: To observe the clinical curative effects and safety of oral applications of Yishen Yangsui Fang (25 B 28677,
YSYSF) and mecobalamin for treatment of cervical spondylotic myelopathy (CSM) with liver — kidney deficiency syndrome. Methods: The pa-

tients with liver — kidney — deficiency type CSM enrolled in the study were randomly divided into 2 groups,and were treated with combination
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therapy of oral applications of YSYSF granules and mecobalamin tablets ( YSYSF group ) and combination therapy of oral applications of
mecobalamin tablets and placebos ( mecobalamin group ) respectively. The YSYSF granules were taken for consecutive 8 weeks, two times a
day,10 g at a time. The mecobalamin tablets were taken for consecutive 8 weeks,three times a day,0.5 mg at a time. The placebos were
taken for consecutive 8 weeks,two times a day,10 g at a time. Japanese Orthopedic Association( JOA ) CSM scores, the neck disability index
(NDI) , heart rate,blood pressure, pulse,respiration and adverse reactions were observed before treatment, after 4-week treatment and after
the end of the treatment respectively. The total curative effects were evaluated after the end of the treatment according to the therapeutic
effect evaluation standard of cervical spondylopathy which was extracted from Guiding principles of clinical research on new Chinese medicine
(try out). Results: One hundred patients were enrolled in the study,50 cases in each group. Two patients in YSYSF group and 6 patients in
mecobalamin group were excluded for failing to take medication or finish the treatment as required. The examination results of heart rate,
blood pressure,pulse and respiration were normal and no adverse reactions were found at each observation timepoint in patients of the 2
groups. There was interaction between time factor and group factor in JOA scores( F =1.612,P =0.002) . There was no statistical difference
in JOA scores between the 2 groups in general ,in other words ,there was no group effect( F =0.746,P =0.325). There was statistical difference
in JOA scores between different timepoints before and after the treatment ,in other words, there was time effect( F =0.878 ,P =0.034). The
JOA scores presented a time — dependent increasing trend in both of the 2 groups, while the 2 groups were inconsistent with each other in
the increasing trend of JOA scores. There was no statistical difference in JOA scores between the 2 groups before treatment and after 4-week
treatment( 12. 86 +/-2.25 vs 13. 63 +/- 1. 63 points,z =0.520,P =0.660;14. 53 +/-2. 16 vs 14.06 +/- 1. 71 points,t =0.720,P =
0.367). The JOA scores were higher in YSYSF group compared to mecobalamin group after the end of the treatment(15.60 +/-2. 18 vs
14.21 +/-1.75 points,t =0.976,P =0.031) . There was interaction between time factor and group factor in NDI( F =1.601,P =0.000).
There was statistical difference in NDI between the 2 groups in general, in other words, there was group effect( F =1.021,P =0.000).
There was statistical difference in NDI between different timepoints before and after the treatment ,in other words , there was time effect( F =
1.018,P =0.001). The NDI presented a time — dependent decreasing trend in both of the 2 groups, while the 2 groups were inconsistent
with each other in the increasing trend of NDI. There was no statistical difference in NDI between the 2 groups before treatment
(26.80 +/-9.65 vs 30.55 +/-14.19% ,: =0.766,P =0.304) . The NDI was lower in YSYSF group compared to mecobalamin group after
4-week treatment and after the end of the treatment ( 18.41 +/-9.89 vs 27.82 +/-14.34% ,1 =0.989,P =0.014;12. 61 +/- 7. 87 vs
23.87 +/-13.26% ,t =0.999,P =0.000) . The YSYSF group surpassed the mecobalamin group in total curative effect at the end of treat-
ment ( Rygygp aronp =29 83 R obadamin oy =04.68,7 = —6.580,P =0.000) . Conclusion ; Oral applications of YSYSF and mecobalamin can
effectively improve clinical symptoms and signs of patients with liver — kidney — deficiency type CSM,and its curative effect is better than
that of monotherapy of oral application of mecobalamin, meanwhile it has high safty.
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