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Abstract: [ Objective] The aim of the present retrospective study was to access the long—term efficacy, complication
rate, reoperation rate and survival rate of Coflex interspinous process dynamic stabilization system in the treatment of

lumbar degenerative disc disease, and investigate the influencing factors of implant survivorship and reoperation.
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[ Methods ] Totally 109 patients with lumbar disc degenerative disease who underwent posterior decompression or discec-
tomy + Coflex fixation in Guangdong Provincial People’s Hospital from May 2008 to June 2011 followed up for minimal 10
years were selected. Preoperative and postoperative Japanese Orthopedic Association (JOA) score, Oswestry Disability In-
dex (ODI), visual analogue scale (VAS) score were collected.And complications, reoperation, and device survival rate of
patients with different diagnoses were evaluated. [Results] Of the 109 patients, 74 cases were male and 35 cases were fe-
male, average 45.55+11.83, M (P,;~ P,.) [45 (38 ~ 52) ] years. 28 cases were lumbar disc herniation, 16 cases were di-
agnosed as lumbar stenosis, 61 cases were lumbar stenosis combined with lumbar disc herniation, and 4 cases were spon-
dylolisthesis. The mean follow—up time was 133.37+11.68 (120-157), M (P25 ~ P75) [130 (123 ~ 142) | months. VAS,
JOA and ODI scores at last follow—up had significantly improved compared to pre—operation (P < 0.05). Overall complica-
tion rate was 12.8% (14/109) , the reoperation rate was 9.2% (10/109) and the 5—-year and 10-year survival rates were
95.4% (104/109). Compared with patients of other diagnoses, patients with lumbar disc herniation had the highest rate of
complication (21.4%, 6/28) and reoperation rate (14.3%, 4/28) , and the lowest 5—year and 10-year survival rates
(92.9%, 26/28). Patients with spondylolisthesis who had Coflex placed at the adjacent segment as Topping—off had no
complications or reoperation, and the survival rate was 100%. [ Conclusions] Coflex implantation can achieve satisfactory
long—term survival rate and clinical outcomes in the treatment of lumbar disc degenerative diseases. The risk of complica-
tion, reoperation and implant removal may be related to indications. It should be performed with caution in patients with
lumbar disc herniation, but may be indicated in one to two level mild—to—moderate lumbar stenosis and Topping—off with
considerable high safety.

Key words: interspinous dynamic stabilization system; Coflex; lumbar disc degenerative disease; survivorship;
reoperation
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Table 1 Baseline characteristics in patients with different diagnoses (x +5)
Preoperative diagnosis LSS+LDH LDH SS Spondylolisthesis
(n=61) (n=28) (n=16) (n=4)
Gender Male 44 19 8 3
Female 17 9 8 1
Agelyears 44.48 £10.97" 42.54 +9.09" 52.75 £12.22 54.25 £6.40
Preoperative VAS/point 76.48 £13.18 74.46 £17.07 79.06 +14.17 86.25 +17.97
Preoperative JOA/point 12.75 +2.66” 12.21 +£3.00” 11.37 £2.09” 15.75 +4.35
Preoperative OD1/% 58.90 £15.98 60.24 +16.11 60.37 +18.73 51.15 +19.07
Procedure With lumbar discectomy 61 28 0 0
Without lumbar discectomy 0 0 16 4

L.SS: lumbar spinal stenosis; LDH: lumbar disc herniation; '’ Comparing with LSS or Spondylolisthesis, P<0.05;% Comparing with Spondylo-

listhesis, P<0.05.

&2 BEAREARIE6 A REHRKEEIERTT LB

Table 2 Comparison of the clinical outcomes before surgery and 6 months, final follow—up time after surgery (% + s)

Items Preoperation 6 months after surgery Final follow—up time( Average 133.3 months)
VAS/point 76.70 £14.55 11.83 +7.95" 10.41 + 8.31"

JOA/point 12.52 +2.82 22.47 + 3.39" 24.46 + 3.40"%

OD1/% 59.17 £ 16.39 17.12 + 13.48" 10.16 + 11.00"-?

Hotelling’ s T-squared generalized means test: F,, =1 192.83, P,

<0.001; F,,=374.11, P, ,<0.001;F

=367.53, P,,<0.001; " Compar-

JOA JOA oDr [N}

ing with the clinical outcomes before surgery, P<0.05;> Comparing with the clinical outcomes 6 months after surgery, P<0.05.
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F3 1461 Coflex BEBANF L EBEFRRLET (1)
Table 3 The complications and treatments of 14 patients with Coflex implant (1)

Cases Agelyears Gender .Preop. Affected Complications
diagnosis levels

1 68 M LSS+LDH L4/5 Spinous process fracture
2 38 M LSS+LDH L5/S1 Residual low back pain
3 52 F LSS L4/5 Traumatic spinous process fracture
4 49 F LDH LA4/5 Superficial wound infection
5 37 F LSS+LDH L4/5 Superficial wound infection
6 41 M LSS+LDH L4/5 Superficial wound infection
7 45 M LDH L4/5 Lumbar disc reherniation
8 48 M LSS+LDH LA4/5 Lumbar disc reherniation

43 F LDH L4/5 Lumbar disc reherniation
10 42 M LDH LA4/5 Adjacent level LDH (1.5/S1)
11 45 M LSS+LDH L4/5 Lumbar disc reherniation
12 30 M LDH L4/5 Fixed—wing breakage
13 39 M LSS+LDH L5/51 Restenosis of the affected level
14 50 M LDH L4/5 Restenosis of the adjacent level

F4 140 Coflex BEBMNFREZZF BT R R ELET % (2)
Table 4 The complications and treatments of 14 patients with Coflex implant (2)
Cases Fime of complica- Additional treatments Reoperation fmplant Fime of last fol-
tions/months retention low—up/months

1 6 Brace No Yes 155
2 4 Caudal block No Yes 142
3 3 Revision with internal fixation of pedicle screws Yes No 138
4 0.5 Anti-infection and dressing change No Yes 122
5 0.5 Debridement and suturing Yes Yes 130
6 0.5 Debridement and suturing Yes Yes 120
7 4 Revision with internal fixation of pedicle screws Yes No 124
8 3 Revision with internal fixation of pedicle screws Yes No 131
9 2 Revision with internal fixation of pedicle screws Yes No 130
10 1 Resection of nucleus pulposus Yes Yes 127
11 30 Revision with internal fixation of pedicle screws Yes No 131
12 Intra—operation Change another Coflex implant No Yes 140
13 105 L5/S1 TILF (Without coflex removal ) Yes Yes 135
14 101 L5/S1 TILF (Without coflex removal ) Yes Yes 130

M: male; F: female; LSS: lumbar spinal stenosis; LDH: lumbar Disc Herniation.
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Table 5 Comparison of the patients with and without the second surgery (x+5)

Ttems With (n=10) Without (n=99)  Reoperation rate/% /X P
Gender 0.042 0.837

Male 6 68 8.1

Female 4 31 11.4
Agelyears 4420 +4.77 45.69 £11.53 -0.403 0.688
Preoperative diagnosis 1.055 0.639

LSS+LDH 5 56 8.2

LDH 4 24 14.3

LSS 1 15 6.3

Spondylolisthesis 0 4 =
Procedure 0.082 0.774

With lumbar discectomy 9 80 10.1

Without lumbar discectomy 1 19 5
NASS PSI Grade

1 6 58

2 3 34

3 1 7

4 0 0
Satisfaction rate 90% 92.9% 0.105 0.746

With : patients with the second surgery ; Without: patients without the second surgery; LSS: lumbar spinal stenosis; LDH: lumbar disc

herniation.
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Table 6 Results of multivariate Cox regression analysis of 109 patients

Variables b S, Wald x* P HR HR 95%CI

Age 0.018 0.044 0.167 0.683 1.018 (0.934, 1.110)
Gender 1.242 0.932 1.775 0.183 3.463 (0.557, 21.529)
Procedure -0.046 1.179 0.002 0.969 0.955 (0.095, 9.622)

A=F: Thirty-nine—years—old male, diagnosed as L5/S1 lumbar stenosis and lumbar disc herniation according to the preoperative imaging and the
symptoms of low back and leg pain; F~G: He received L5/S1 discectomy and decompression with symptoms relieved. H-M: The symptoms of low back

and leg pain recurred 8 years after the first surgery and preoperative imaging showed L5/S1 re—stenosis. N=O: The patient received revision surgery of
L5/S1 TLIF without Coflex removal.

1 Coflex#BAARGEFARBERGERR

Fig.1 The imaging of a patient who received revision surgery after Coflex implantation
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