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Mid-term follow-up efficacy of interspinous dynamic stabilization system for lumbar degenerative diseases SONG
Kun-peng,ZHANG Bin ,MA Ju-let,WANG Bing,and CHEN Bo. Department of Orthopaedics ,People s Hospital of Beilun Dis-
trict ,the First Affiliated Hospital of Zhejiang University School of Medicine ,Ningbo 315800, Zhejiang , China

ABSTRACT Objective:To explore mid-term clinical efficacy and effect on adjacent segment degeneration of Wallis and
Coflex interspinous implants for lumbar degenerative diseases. Methods : From January 2011 to January 2013,55 patients with
Ly 5 degenerative lumbar spine diseases treated with interspinous devices were retrospectively analyzed ,including 31 males and
24 females aged from 25 to 67 years old with an average of 43.3 years old;21 patients were lumbar spinal stenosis and 34 pa-
tients were lumbar disc herniation. All patients were divided into Wallis group (33 cases) and Coflex group (22 cases) accord-
ing to the interspinous fixation system. Visual analogue scale (VAS) was used to evaluate low back pain and lower limb pain,
Japanese Orthopedic Association (JOA) score and Oswestry Disability Index (ODI) score were used to evaluate lumbar func-
tion. Surgical segment and adjacent segments, range of motion (ROM),disc height and the Pfirrmann grade of upper the adja-
cent segments were compared before and after operation. Results; Fifty-five patients were followed up from 48 to 72 months with
an average of 60.4 months. VAS score of low back pain and lower limb pain, JOA and ODI score of lumbar at 48 months after op-
eration were improved than before operation between two groups (P<0.01), but there was no statistical difference for group com-
parisons (P>0.05). ROM, disc height of surgical segments were significantly lower than those before operation between two groups
(P<0.05) ,while ROM of the upper and lower adjacent segments and disc height did not change significantly (P>0.05). There was
no significant difference in ROM and disc height for group comparisons (P>0.05). There was no change in Pfirrmann grade of the
upper adjacent segment degeneration between two groups (P>0.05). Four patients with primary lumbar disc herniation had a re-

currence of 1 to 3 years after operation , including 3 in Wallis group and 1 in Coflex group, with an average age of 35.2 years old.
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Conclusion: Wallis and Coflex interspinous implants have the similar mid-term efficacy for the treatment of lumbar degenera-

tive diseases,and could delay adjacent segment degeneration, but could not prevent recurrence of disc herniation.
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Tab.1 Comparison of general data of patients treated by interspinous dynamic stabilization system between two groups

4151 e FEACED A (xs ) L LS ST
5 % B A A e

Wallis 2 33 18 15 42.32+12.95 13 20 62.60+10.24

Coflex 4 22 13 9 44.15+14.23 8 14 60.16+12.48

e 56 (. x=0.111 1=0.872 x’=1.046 1=0.533

P 0.787 0.281 0.092 0.624
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Tab.2 Comparison of clinical symptoms and lumbar function before and after operation between two groups treated by

interspinous dynamic stabilization system (x+s ,score )

a5 - JB%E VAS $F43 R VAS 34y JEHE JOA PE43 ODI #43

AT ER/L ) A ER/ V] A KR i vy AT ERINC V]
Wallis 41 33 6.14+2.42 127154 7.36+1.94 1.52£0.97*  12.35%2.81 25.84%3.07%  55.74x10.61 7.07+2.68"
Coflex # 22 6.21£2.15 1.3321.08%*  7.40£2.15 1.45+1.14**  13.5623.10  25.32x2.89A%  54.18+11.42  7.20+2.84°°
i 0.127 0.239 0.218 -0.192 0.094 -0.345 -0.419 0.271
P 0.802 0.725 0.681 0.635 0.826 0.482 0.398 0.563

S ARET A, 1=2.891,P<0.05 ;% *1=2.941,P<0.01 ;*t=3.215,P<0.01 ; **¢=3.112,P<0.01 ; 4¢=3.871,P<0.01 ; #4:=4.015, P<0.01 ; “4=6.435 ,P<0.01 ;

48¢=7.048, P<0.01
Note : Compared with before operation, “1=2.891,P<0.05; **¢=2.941,P<0.01; *t=3.215,P<0.01; **=3.112,P<0.01 ; #t=3.871,P<0.01; #4:=4.015,P<

0.01;%1=6.435,P<0.01;2%1=7.048 ,P<0.01

*3 MATHRREOBEERARTHEEFATNEFATRM ETMEFTRIFEDEILR (x5,°)
Tab.3 Comparison of ROM of operative segment and upper or lower adjacent segment before and after operation between
two groups treated by interspinous dynamic stabilization system (x+s,°)

. TR E i 4R 3 B AR I B
215 (k3 - o - e - o
AR AW B AR R UKD AT AU
Wallis 41 33 6.71x1.82 3.16+1.23" 7.16£2.25 7.80£1.934 6.91£2.46 7.29+2.04%
Coflex 41 22 6.83+1.53 3.32£1.15%* 7.09+1.96 7.52+2.0144 7.1422.23 7.42+1.80%
2l 1.426 1.049 -0.928 -0.765 0.564 -0.345
P At 0.104 0.192 0.421 0.374 0.527 0.682

SRR #L, *1=2.631,P<0.05; **1=2.455,P<0.05 ; 41=1.048 , P>0.05 ; #4=1.031, P>0.05 ; “1=1.347 , P>0.05 ; “*1=0.994 , P>0.05
Note : Compared with before operation, *1=2.631, P<0.05 ; **1=2.455, P<0.05 ; 4=1.048 , P>0.05 ; #4=1.031, P>0.05 ; “1=1.347 , P>0.05 ; **1=0.994 , P>0.05

*4 AATRREEERFZATHEEFANEFATRMETHETRIEBRZSE (x5, mm)
Tab.4 Comparison of the intervertebral disc height of operative segment and upper or lower adjacent segment before and

after operation between two groups treated by interspinous dynamic stabilization system (x+s,mm)

) FARNE AR T B AR B
AL %k — Y — N — N
AHi AWK K Vi A Hi Vi8] AHi AWK KT
Wallis 20 33 9.47+1.88 7.09+1.674 10.34+1.72 9.83+1.46® 12.56+2.25 12.16+1.35"
Coflex 21 22 9.25+2.10 7.81+1.86% 10.11+1.59 9.65+1.26° 12.92+2.42 12.25+1.69Y
R [E] -1.402 0.989 -0.587 -0.345 0.564 0.614
P14 0.101 0.245 0.389 0.463 0.637 0.562

5N, 41=2.198, P<0.05 ; 41=2.175,P<0.05 ; ®t=1.310, P>0.05 ; “t=1.467, P>0.05 ; ®=1.180, P>0.05 ; +=0.883 , P>0.05
Note : Compared with before operation A1=2.198,P<0.05;%t=2.175,P<0.05 ;®:=1.310, P>0.05 ; °t=1.467 , P>0.05 ; ™=1.180, P>0.05 ; “+=0.883 , P>0.05
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Fig.1 Patient,female,49-year-old , lumbar disc herniation on Ly 5 treated by discectomy combined with Wallis device 1a. Preoperative lateral X-ray of

lumbar showed lumbar degenerative changes 1b, 1c. Preoperative dynamic X-ray showed limited lumbar motion ~ 1d. Preoperative lumbar MRI showed
disc herniation on Ly s and intervertebral disc on L, with unevenly low signal with Pfirrmann IV 1e. Postoperative lateral X-ray of lumbar at 5 years
showed good Wallis position, but the height of intervertebral disc on L, 5 was significantly decreased 1f,1g. Postoperative dynamic X-ray of lumbar at 5
years showed good range of motion  1h. Postoperative lumbar MRI at 5 years showed no significant changes of disc signal on L, 5,but disc signal was im-

proved compared with preoperative on L; 4 with Pfirrmann Ill
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