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Abstract

Background: As an alternative technique to arthrodesis of the cervical spine, total
disc replacement (TDR) has increasingly been used with the aim of restoration of the
physiological function of the treated and adjacent motions segments. The purpose
of this experimental study was to analyze the kinematics of the target level as well as
of the adjacent segments, and to measure the pressures in the proximal and distal
disc after arthrodesis as well as after arthroplasty with two different semi-constrained
types of prosthesis.

Methods: Twelve cadaveric ovine cervical spines underwent polysegmental (C2-5)
multidirectional flexibility testing with a sensor-guided industrial serial robot.
Additionally, pressures were recorded in the proximal and distal disc. The following
three conditions were tested: (1) intact specimen, (2) single-level arthrodesis C3/4, (3)
single-level TDR C3/4 using the Discover® in the first six specimens and the activ® C
in the other six cadavers. Statistical analysis was performed for the total range of motion
(ROM), the intervertebral ROM (iROM) and the intradiscal pressures (IDP) to compare
both the three different conditions as well as the two disc prosthesis among each other.

Results: The relative iROM in the target level was always lowered after fusion in the
three directions of motion. In almost all cases, the relative iROM of the adjacent
segments was almost always higher compared to the physiologic condition.
After arthroplasty, we found increased relative iROM in the treated level in
comparison to intact state in almost all cases, with relative iROM in the adjacent
segments observed to be lower in almost all situations. The IDP in both adjacent
discs always increased in flexion and extension after arthrodesis. In all but five cases,
the IDP in each of the adjacent level was decreased below the values of the intact
specimens after TDR. Overall, in none of the analyzed parameters were statistically
significantly differences between both types of prostheses investigated.

Conclusion: The results of this biomechanical study indicate that single-level
implantation of semi-constrained TDR lead to a certain hypermobility in the treated
segments with lowering the ROM in the adjacent levels in almost all situations.

Keywords: Total disc replacement, Cervical spine, Adjacent level biomechanics,
Intradiscal pressure, Cervical arthroplasty, Disc prosthesis, Fusion, Arthrodesis, Range of
motion, Sheep model
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Background

Cervical disc arthroplasty has become an alternative technique to intervertebral fusion.
One reason for this trend is the observation that in clinical studies, patients with a history
of cervical arthrodesis seem to have a higher incidence of adjacent segment degeneration
[1-3]. Furthermore, in biomechanical investigations, most authors have reported an in-
crease in the segmental range of motion (ROM) and the intradiscal pressure (IDP) in the
levels proximal and distal to a simulated mono- or bisegmental arthrodesis [4-13]. In con-
trast, with arthroplasty, the kinematics in the target segment as well as in the neighboring
segments reach near to physiologic state, indicating an almost physiologic restoration of
the affected motion segments [4,6-8,14,15].

For in vitro-testing, cadaveric specimens from the human spine are often used as a
biomechanical model. However, factors limiting the interpretation of results include
confounding effects due to variability in age, height, gender, stiffness, bone quality, as
well as the grade of degenerative changes inherent in cadaver specimens. In contrast,
spinal specimens from some animals are generally easier to obtain and more homoge-
neous than human cadaver specimens. For this reason, several authors have performed
comparative biomechanical investigations with the aim of identifying adequate substi-
tute animal models for the human spine. The ovine cervical spine has for instance been
suggested as an accepted substitute for in vitro-testing [16-18].

The primary objective of the present study was to quantify changes in operative- and
adjacent-level kinematics like total ROM (tROM) and intervertebral ROM (iROM) and the
IDP after monosegmental arthroplasty in comparison with those in the intact condition and
after a single-level arthrodesis. The secondary objective was to compare the results between
two different types of semi-constrained disc prosthesis using the same test set-up. As the
goal of both implants is to restore the physiologic function of the motion segment and its
kinematics, the purpose of this study was to show, whether these criteria can be fulfilled.

Methods

Specimen preparation

Twelve fresh frozen cadaveric cervical spines from full-grown sheep with a minimum age
of two years were used in this investigation. Before biomechanical analysis, dual-energy
x-ray absorptiometry (DXA) was performed to exclude any specimens with pathologic-
ally low bone mineral density (t-score more than -2.5). In preparation for biomechanical
testing, the cervical spines were thawed to room temperature and dissected clear of all re-
sidual musculature. Care was taken to preserve all ligamentous structures and their at-
tachments, as well as the intervertebral discs and facet joint capsules. Three motion
segments, from C2 through C5, were tested in a polysegmental setup. The proximal (C2)
and distal (C5) ends of the specimen were embedded in cold curing methylmethacrylate
resin (Technovit, Heraeus Kulzer GmbH, Wehrheim, Germany) using three perpendicular
screws per endplate for additional stabilization. Markers for the optical tracking system
were inserted in the vertebral bodies of C2, C3 and C4 by connecting rods. Pressure sen-
sors were placed in the centers of the discs C2/3 and C4/5 under fluoroscopic control.

Three-dimensional motion segment testing
Testing was performed using a sensor-guided six axis industrial robot (KUKA GmbH,
Augsburg, Germany) which is a validated method against the Pure Moment Apparatus
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(PMA) and capable of applying pure, unconstrained rotational moments about three
axes (x, ¥, z) [19,20]. Hereby, nondestructive pure-moment loading modes were applied:
flexion and extension (x-axis, +2.0 Nm), lateral bending (z-axis, +2.0 Nm), and axial ro-
tation (y-axis, +2.0 Nm). Loading was applied to the superior end (C2) of the vertically
oriented specimen, whereas the distal portion of the cadaver (C5) remained fixed to the
socket of the robot. No axial preload was used. Each test was repeated for three loading
and unloading cycles at a rate of 0.2 degrees/second which approaches quasistatic testing
conditions. The data from the third cycle were used for computational analysis. The
tROM of the polysegment C2-5 was measured by the robot itself. To prevent desiccation
during assessment, specimens were moistened with 0.9% NaCl sterile irrigation solution.

Segmental ROM

For evaluating the iROM in the segments C2/3, C3/4 and C4/5, an optical tracking sys-
tem (Polaris Northern Digital Incorporation, Ontario, Canada) was used. A rigid rod
connected the tool with its four optical markers to each vertebral body of C2, C3 and
C4. One tool was fixed to the socket of the robot, to which the most distal vertebral
body (C5) was attached (Figure 1).

Figure 1 Anterior view of an intact spine specimen. Each rigid rod connected four optical markers to
the vertebral bodies of C2 (left side), C3 (right side) and C4 (left side) for the optical tracking system,
whereas the most distal tool was fixed to the socket of the robot, simulating the vertebral body of C5. The
intradiscal pressure measuring sensors were inserted into the discs C2/3 and C4/5 from the left side and
loosely fixed by elastic tapes to prevent dislocation.
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Intradiscal pressures

Specially manufactured piezoelectric pressure measuring sensors (FMSPEZ07, MIPM
GmbH, Mammendorf, Germany) were inserted into the discs of C2/3 and C4/5 from
the left side (Figure 1). Their central location in the nucleus pulposus was controlled
under fluoroscopy in anterior-posterior (a.p.) and lateral view. The pressure data were
recorded under continuous visual control on a display. The maximum (saturation)
pressure of the sensors was 7 bar.

Reconstructive conditions

The specimens were divided into two groups (group 1: specimen 01 to 06; group 2:
specimen 07 to 12) and investigated in three conditions: intact, fused at the C3/4 level,
and with two different types of arthroplasty, respectively as follows. After the first ana-
lysis of the intact polysegment C2-5 (group 1 and 2), a complete discectomy was per-
formed at the level C3/4 in each specimen. The posterior longitudinal ligament (PLL)
was preserved because of its pivotal role in stability [21]. Then a tricortical bone graft,
which had been taken from a spinous process of the lower cervical spine, was inserted
in the disc space and an anterior plate (ABC2 Anterior Cervical Plating System, Aescu-
lap AG & Co. KG, Tuttlingen, Germany) was supplemented to simulate a single-level
fusion (group 1 and 2) (Figure 2a). After testing this situation in all specimens of both
groups, the plate, the screws and the bone graft were removed. Thereafter, the corre-
sponding endplates were prepared using a high-speed burr to ensure adequate implant
positioning. Cervical arthroplasty was performed according to the recommendations of
the implant manufacturer. In the first six specimens (group 1), the Discover®-prosthesis
(“IDR Type D”) (DePuySpine GmbH, Kirkel-Limbach, Germany) was inserted at the
C3/4 level (Figure 2b), in the other six cadavers (group 2), the activ® C (“IDR Type A”)
(Aesculap AG & Co. KG, Tuttlingen, Germany) was utilized as TDR, also at the C3/4
level (Figure 2c).

» 4
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Figure 2 Anterior view of the specimens in the different conditions (C2-C5): a Single-level arthrodesis
C3/4 with ABC2-Plate, b single-level TDR C3/4 with Type D-prosthesis, and c single-level TDR C3/4 with

Type A-prosthesis.
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Radiographic control
All implanted disc prosthesis had a.p. and lateral radiographs to check their correct
position in the intervertebral space (Figure 3).

Data and statistical analysis

For statistical analysis, the data (mean value and standard deviation = SD) from the
third loading cycle for the six main spinal motions were used. They were evaluated with
special interest to the tROM C2-5 as the sum of the neutral and elastic zones (ROM =
NZ + EZ) and representing the peak tROM (Euler angles’ rotation). The NZ is the dis-
placement between the neutral position and the initiation point of spinal resistance to
physiological motion and was calculated as well. Analogous to the tROM, the iROM at
the three segments C2/3, C3/4 and C4/5 was quantified in terms of peak ROM at max-
imum load. The values were compared among the three different spine conditions and
the percent changes in case of simulated fusion and TDR were correlated to the intact
situation. The IDP in C2/3 and C4/5 in all three conditions was calculated directly to
the motion angle corresponding to 90% of the value of the maximum motion angle in

T .

Figure 3 Lateral radiograph of two different specimens. Demonstration of the correct position of the
Type D-prosthesis (a) and the Type A-prosthesis (b).
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the fused specimen. Differences between the TDR and the other conditions (intact,
arthrodesis), were compared using a paired Student’s t-test, differences between
both types of the prosthesis using an unpaired Student’s t-test. A significance level
of p<0.05 was applied.

Results

Total ROM

The differences between the two groups in the intact condition were not statistically
significant in all three motion directions with the following values: for flexion-
extension 35.38° +6.57 (group 1) versus 34.82° +3.64 (group 2), for lateral bending
66.02° £9.96 (group 1) versus 67.48° +9.51 (group 2), and for axial rotation 16.75° +4.77
(group 1) versus 15.25° +5.05 (group 2). The mean tROM in flexion-extension, lateral
bending and axial rotation was always recorded at the maximum loading of +2 Nm
(Figure 4a, b). In both specimen groups (group 1 and 2) we found significant different
changes in flexion-extension between these conditions: intact to arthrodesis (decrease,
p =0.000 group 1; p = 0.047 group 2), arthrodesis to TDR (increase, p = 0.001 group 1;
p =0.023 group 2) and intact to TDR (increase, p = 0.005 group 1; p = 0.042 group 2).
In lateral bending, only in the first six cadavers (group 1) was the difference significant
between these both situations: intact to fusion (decrease, p = 0.001) and arthrodesis to
TDR Type D (increase, p = 0.003). Also, in axial rotation, significant increases were
seen only in the TDR Type D-group between the intact and the prosthetic condition
(p=0.017) as well as between the state of fusion and TDR (p = 0.011).

When both types of prosthesis were directly compared with each other, we found no
significant differences in tROM for flexion-extension (p = 0.598), lateral bending (p = 0.652),
or in axial rotation (p = 0.322).

The percentual changes of the fused condition and the state with TDR in relation to
the intact situation showed in all three motion directions almost always decreasing
after arthrodesis and increasing after arthroplasty in both groups (Table 1). In flexion-
extension, tROM decreased by 26.68% in group 1 and by 14.19% in group 2. In lateral
bending, we observed similar values with decreasing by 22.06% in group 1 and by
13.95% in group 2. In axial rotation, the changes were low with decreasing by 1.62%
in group 1 and increasing by 3.08% in group 2. After implantation of the Type
D-prosthesis, tROM increased by 30.77% in flexion-extension, by 9.84% in lateral

Total ROM C2-5 Total ROM C2-5
*

— 2

mintact
DArthrodesis 70
DTOR Type D

®intact
DArthrodesis
OTDR Type A

T

0 0
a Flexion-Extension Lateral Bending Axial Rotation b Flexion-Extension Lateral Bending Axial Rotation

g 3

tROM (degrees)
tROM (degrees)

Figure 4 Mean tROM [degrees] with standard deviation at the maximum loading of £2 Nm. Range
of motion in flexion-extension, lateral bending and axial rotation in the three different conditions: intact,
arthrodesis C3/4 and TDR C3/4 with Type D-prosthesis (a) and Type A-prosthesis (b). Statistically significant
differences are signed by * with bars connecting the corresponding columns.
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Table 1 Changes [%] of tROM of the fused condition and the state with TDR in relation
to the intact situation

tROM C2-5 Arthrodesis (group 1) TDR Type D
Flexion-extension Lateral Axial Flexion-extension Lateral Axial
bending rotation bending rotation
Mean —26.68 -22.06 -1.62 30.77 9.84 61.96
SD 6.20 793 23.76 16.15 1435 4311
tROM C2-5 Arthrodesis (group 2) TDR Type A
Flexion-extension Lateral Axial Flexion-extension Lateral Axial
bending rotation bending rotation
Mean —-14.19 —1395 3.08 22.05 -0.65 36.67
SD 13.26 14.03 20.74 19.93 15.07 3544

SD means standard deviation.

bending, and by 61.96% in axial rotation, in relation to the intact condition. In
the TDR Type A-group, we also observed an increasing by 22.05% in flexion-extension
and by 36.67% in axial rotation, whereas in lateral bending there was a slight decreasing
by 0.65%.

Intervertebral ROM

The mean absolute values of the iROM C2/3, C3/4 and C4/5 in the intact condition in-
creased from cranial to caudal in flexion-extension in both cadaver groups (C2/3: 8.22°
and 9.52° in group 1 and group 2, C3/4: 11.74° and 11.54° in group 1 and group 2, C4/5:
14.89° and 13.55° in group 1 and group 2) (Table 2). In lateral bending, we found the fol-
lowing distribution in the intact state: C2/3: 21.38° (group 1) and 21.36° (group 2), C3/4:
20.89° (group 1) and 21.16° (group 2), C4/5: 23.57° (group 1) and 22.89° (group 2). In axial
rotation, the corresponding values were in C2/3 5.52° and 8.11° in group 1 and group 2, in
C3/4 5.44° and 7.46° in group 1 and group 2, and in C4/5: 7.69° and 6.48° in group 1 and
group 2.

The percentual changes of the fused condition and the state with TDR in relation to
the intact situation showed significant differences in group 1 in flexion-extension iROM
between arthrodesis and intact in C3/4 (decrease by 86.18%, p =0.001) and C4/5 (in-
crease by 6.66%, p = 0.024), between Type D-prosthesis and intact in C2/3 (increase by
13.93%, p = 0.037), C3/4 (increase by 64.58%, p = 0.007), and C4/5 (increase by 11.65%,
p =0.009) (Table 2). The increased iROM between TDR and fusion was significant in
all three levels (p=0.038 in C2/3, p=0.001 in C3/4, p=0.044 in C4/5). A significant
decrease of lateral bending iROM by 77.15% was observed in the fused situation in C3/4
(p=0.000), and a significant increase was seen between TDR and arthrodesis in the same
segment (p = 0.002). In axial rotation, a significant increase of iROM in C4/5 had occurred
only after arthroplasty by 72.31% in comparison to the intact (p = 0.012) and fused state
(p = 0.032).

In comparison to the TDR Type D-group, less variations appeared in the TDR Type
A-group with significant differences however observed in flexion-extension iROM be-
tween arthrodesis and intact in C2/3 (increase by 11.85%, p = 0.007), in C3/4 (decrease
by 62.01%, p =0.009), and in C4/5 (increase by 8.92%, p = 0.002). After arthroplasty, a
significant increase in iROM was seen in C2/3 by 14.29%, (p=0.011) and C4/5 by
10.75% (p = 0.032) compared to the intact cadavers. In C3/4, a significant increase was
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Table 2 Values of the mean iROM [degrees] C2/3, C3/4 and C4/5 in both cadaver groups
in flexion-extension, lateral bending, and axial rotation and changes [%)] of the fused
condition and the state with TDR in relation to the intact situation

iROM, F/E Intact Arthrodesis TDR Type D

Group 1 c2/3 C3/4 Ca/5 C2/3 C3/4 Ca/5 C2/3 C3/4 Ca/5
Mean 8.22 11.74 14.89 8.64 1.62% 15.88% 9.37%# 19.31%# 16.63%#
sD 248 1.85 235 292 1.20 290 3.09 4.68 295
Change [%] 5.06 —-86.18 6.66 13.93 64.58 11.65
iROM, LB Intact Arthrodesis TDR Type D

Group 1 Cc2/3 C3/4 C4/5 C2/3 C3/4 Cc4/5 Cc2/3 C3/4 C4/5
Mean 21.38 20.89 23.57 21.55 4.77*% 23.94 22.84 21.72# 22.84
SD 4.82 252 3.00 439 293 3.36 414 6.85 3.99
Change [%)] 0.80 —77.15 1.57 6.84 397 -3.10
iROM, AR Intact Arthrodesis TDR Type D

Group 1 C2/3 C3/4 C4/5 C2/3 C3/4 C4/5 C2/3 C3/4 C4/5
Mean 552 544 769 6.36 459 852 6.31 1093 13.26%#
sD 220 1.73 370 235 260 313 244 437 283
Change [%] 15.27 -15.50 10.77 14.32 100.95 72.31
iROM, F/E Intact Arthrodesis TDR Type A

Group 2 Cc2/3 C3/4 C4/5 C2/3 C3/4 Cc4/5 Cc2/3 C3/4 C4/5
Mean 9.52 11.54 13.55 10.65% 4.38*% 14.76* 10.88* 16.014# 15.01%*
SD 333 131 1.60 368 292 1.70 374 535 1.52
Change [%)] 11.85 —62.01 892 14.29 3869 10.75
iROM, LB Intact Arthrodesis TDR Type A

Group 2 Cc2/3 C3/4 C4/5 C2/3 C3/4 C4/5 C2/3 C3/4 C4/5
Mean 2136 21.16 2289 22.22 10.171* 23.87 2289 21.00 2353
SD 269 3.56 1.80 417 3.50 1.60 423 13.38 2.96
Change [%] 4.05 —52.23 428 7.7 -0.77 2.83
iROM, AR Intact Arthrodesis TDR Type A

Group 2 c2/3 C3/4 Ca/5 C2/3 C3/4 Ca/5 C2/3 C3/4 Ca/5
Mean 8.11 746 648 6.37 445 7.06% 5.98 9.72 10.71
SD 5.12 3.12 245 240 1.55 201 232 530 394
Change [%] -21.44 —40.31 9.03 -26.20 30.26 65.37

SD means standard deviation.
F/E = Flexion-Extension, LB = Lateral Bending, AR = Axial Rotation. *indicates significant differences to intact state, # indicates
significant differences between TDR and arthrodesis.

detected in relation to arthrodesis (p =0.028). In lateral bending, the only significant
change was seen in C3/4 after fusion (decrease by 52.23%, p = 0.016) and in axial rota-
tion the only significant difference was after arthrodesis in C4/5 (increase by 9.03%,
p =0.027), always in correlation to intact.

When comparing both types of prosthesis directly, we found no significant differences
in iROM of C2/3 (p = 0.616 in flexion-extension, p = 0.989 in lateral bending, p = 0.875 in
axial rotation), C3/4 (p = 0.381 in flexion-extension, p = 0.919 in lateral bending, p = 0.753
in axial rotation) or C4/5 (p =0.412 in flexion-extension, p =0.786 in lateral bend-
ing, p=0.369 in axial rotation).

In addition to the absolute values, we analyzed the relative distribution of the iROM
with respect to tROM for each motion segment C2/3, C3/4, and C4/5 (Figure 5a-f). In
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Figure 5 Relative distribution of the iROM with respect to tROM for each motion segment C2/3,
C3/4, and C4/5: Flexion-Extension in TDR Type D- (a) and Type A-group (b), lateral bending in Type
D- (c) and Type A-group (d), and axial rotation in Type D- (e) and Type A-group (f).

A\

flexion-extension, the relative iROM decreased in the treated segment after arthrodesis
in both groups (from 33.68% to 6.20% in group 1, from 33.35% to 14.72% in group 2)
(Figure 5a, b). In the neighboring levels, the relative iROM always increased (in C2/3
from 23.59% to 33.04% in group 1 and from 27.50% to 35.74% in group 2, and in C4/5
from 42.73% to 60.75% in group 1 and from 39.15% to 49.55% in group 2). After im-
plantation of both types of disc prosthesis, the relative iROM in the aim segment
showed increasing with higher values compared to the intact situation (from 33.68% to
42.63% in TDR Type D-group, from 33.35% to 38.21% in TDR Type A-group). In con-
trast, we observed lower relative iROM in the adjacent levels compared to the physio-
logic state (in C2/3 from 23.59% to 20.68% in group 1 and from 27.50% to 25.97% in
group 2, and in C4/5 from 42.73% to 36.70% in group 1 and from 39.15% to 35.82% in
group 2). In the other two motion directions, we observed the same trend in the aim
segment with decreasing of relative iROM after arthrodesis from 31.73% to 9.50% (lat-
eral bending in group 1) and from 32.36% to 17.99% (lateral bending in group 2), as
well as for axial rotation from 29.15% to 23.59% in group 1 and from 33.84% to 24.90%
in group 2 (Figure 5c¢, d, e, f). In both neighboring levels, the relative iROM always in-
creased after fusion, except for slight decrease in C2/3 in axial rotation in group 2
(from 36.78% to 35.62%). After arthroplasty, the relative iROM in the target segment
showed always increasing in lateral bending and axial rotation compared to intact, ex-
cept for slight decreasing in lateral bending from 32.36% to 31.15% in the TDR Type
A-group. In each of the adjacent levels, there was no uniform pattern with some in-

creasing and some decreasing relative values in lateral bending and axial rotation.

Intradiscal pressure analysis

The IDP always showed higher values in flexion and extension in the level above and
below the fused segment, compared to the intact condition, which was expressed as
percentual changes (Figure 6a, b). In flexion, the increasing of the IDP was always sta-
tistically significant in both discs (in C2/3 increase by 172.05% in group 1, p = 0.004
and by 59.05% in group 2, p =0.043, in C4/5 by 324.26% in group 1, p =0.000 and by
65.49% in group 2, p = 0.016). In extension, the IDP had also increased in the adjacent
discs (in C2/3 by 41.47% in group 1 and by 81.11% in group 2, in C4/5 by 51.77% in



Daentzer et al. BioMedical Engineering OnLine (2015) 14:27 Page 10 of 15

Percental Change of IDP C2/3 at 1324° in Flexion-Extension Percental Change of IDP C2/3 at 2426” in Lateral Bending Percental Change of IDP C2/3 at 724° in Axial Rotation
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Figure 6 Percentual changes of IDP C2/3 and C4/5 after arthrodesis and arthroplasty in flexion-extension
(a: C2/3; b: C4/5), lateral bending (c: C2/3; d: C4/5) and axial rotation (e: C2/3; f: C4/5) in comparison
to the intact condition. The IDP was calculated directly to the motion angle (see headline) which
was corresponding to 90% of the maximum value of the motion angle in the fused specimen.
Statistically significant differences to intact are signed by * in the columns, significant differences between
arthrodesis 1 (=group 1) and Type D- as well as arthrodesis 2 (=group 2) and Type A-prosthesis with * and bars
connecting the corresponding columns.

group 1 and by 112.12% in group 2), but statistically significant only in group 2 (in C2/3
p =0.004, in C4/5 p = 0.008). After arthroplasty, we always observed decreased IDP below
the values of the intact condition in flexion in the cranial and caudal level (in C2/3 de-
crease by 44.30% with TDR Type D and by 51.79% with TDR Type A, in C4/5 by 10.85%
with TDR Type D and by 54.50% with TDR Type A, p = 0.040). In extension, TDR led also
to decreased IDP in the neighboring segments, except for C4/5 in the TDR Type A-group
(increase by 33.12%).

In lateral bending, we always observed increase of IDP in C2/3 and C4/5 after arth-
rodesis with statistical significance in both segments to the right side in group 1 (in
C2/3 increase by 101.90%, p = 0.003, in C4/5 by 130.15%, p = 0.001) (Figure 6¢, d). After
TDR, the changes were not significantly different compared to the intact situation, and
increasing (mostly to the left side of direction) as well as decreasing (always to the right
side) of the IDP had occurred.

In axial rotation, the IDP showed increased values after fusion in comparison to the
physiologic state except for the motion direction to the left side in C2/3 in group 2 (de-
crease by 35.22%) (Figure 6e, f). All changes were not significantly different. With
arthroplasty, we mostly observed decreased IDP in both groups to both directions ex-
cept for a slight increase (by 4.75%) to the right side in the TDR Type D-group in C4/5.
Again, the changes were not significantly different.

When comparing both types of TDR directly, we found no significant differences
in the changes between the Type D- and Type A-prosthesis regarding the IDP in
C2/3 (p=0.854 in flexion, p=0.958 in extension, p=0.186 in lateral bending to
the right side, p=0.103 in lateral bending to the left side, p=0.770 in axial rota-
tion to the right side, p = 0.898 in axial rotation to the left side) and in C4/5 (p = 0.803 in
flexion, p = 0.943 in extension, p = 0.219 in lateral bending to the right side, p =0.148 in
lateral bending to the left side, p=0.312 in axial rotation to the right side, p = 0.939
in axial rotation to the left side).
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Discussion

As motion preservation technology is of great interest in the operative management of
degenerative disc disease in the lumbar as well as in the cervical spine, in vitro-studies
are important to investigate the biomechanical behavior of the different implants. In our
study we tested the kinematics of polysegmental cervical cadavers from sheep under three
different conditions (intact, arthrodesis and two types of semi-constrained arthroplasty).
Furthermore, the pressures in the discs adjacent to the aim segment were analyzed.

As expected, total range of motion (tROM) of C2-5 decreased after simulating arth-
rodesis in the target segment C3/4 whereas this finding was almost without exception
the clearest in the flexion-extension direction. After arthroplasty, we consistently ob-
served an increasing tROM C2-5 in the three directions tested when compared to the
intact condition, the increase was even more pronounced when contrasted to the fused
situation. When comparing the data of both types of semi-constrained prosthesis, we
always observed higher values of tROM with the TDR Type D than with the Type A-
device. This suggests, that the Type A-prosthesis has some characteristics in its design
which allow it to more closely approach the physiologic kinematic situation in the cer-
vical spine. None the less, the differences between each of the prosthesis never reached
statistical significance.

We further found increasing values of segmental ROM in the intact specimens, when
progressing from the cranial to the caudal level in flexion-extension, and this progres-
sion was more distinct than in lateral bending and axial rotation. After fusion of C3/4,
expectedly, the ROM in this segment always significantly decreased in flexion-
extension and lateral bending in both groups. With each type of TDR, we almost al-
ways observed higher values compared to the intact state in C3/4, and with the Type
D-prosthesis the relative changes were always more pronounced than with the TDR
Type A. In direct comparison, the differences between both prosthesis were not statisti-
cally significant. Concerning the adjacent levels, we get the best information when ana-
lyzing the percentual distribution of the iROM in relation to the tROM, because it is
independent of the absolute values of the tROM. In the intact state, we see a relative
equal fraction of the percentual iROM of the three levels. After arthrodesis, the percen-
tual iROM in the target segment C3/4 was always lowered after fusion in the three di-
rections of motion with most reduction in flexion-extension and lateral bending in
group 1 and least decreased in axial rotation in both specimen groups. Consecutively,
the motion was clearly spread to each of the neighboring motion segment, most im-
pressive in flexion-extension and lateral bending indicating a certain overload. There-
fore, the percentual iROM of the neighboring levels was almost always higher (C2/3
more than C4/5) compared to the intact condition. After arthroplasty, we found always
increased percentual iROM in the target level in comparison to intact state (except for
lateral bending in TDR Type A-group) with percentual iROM in the adjacent segments
even below the initial values, except for C2/3 in lateral bending and for C4/5 in axial
rotation in both groups. These findings suggest that, from a biomechanical point of
view, both semi-constrained prosthesis have influence on the target and adjacent level
with leading to a certain hypermobility in the aim segments and lowering the ROM in
the adjacent levels in most situations.

When we discuss our results of the IDP, we have to consider, that we did not analyze
the peak values but the data which were calculated directly to the motion angle
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corresponding to 90% of the value of the maximum motion angle in the fused speci-
men. This technique became necessary because sometimes the maximum values of the
IDP could not be recorded by the transducers due to extreme range of motion angles
which led to pressures beyond the measuring zone, especially in the fused state. There-
fore, we did not show absolute data but percentual changes of the pressure, which per-
mits an appropriate interpretation of the results. The findings of the IDP were similar
to those of the iROM in the neighboring segments. After fusion, the percentual change
of the IDP was significantly higher in C2/3 and C4/5 in both specimen groups in
flexion, but in extension only in the group 1, compared to the intact condition. After
arthroplasty, the IDP showed decreasing in each adjacent level in flexion and extension
except for extension in C4/5 with the Type A-prosthesis. In lateral bending (to the right
and left side), the IDP was constantly higher in both adjacent disc spaces after simu-
lated arthrodesis. After TDR, the IDP was lowered in C2/3 and C4/5 in lateral bending
to the right side, but not significantly increased to the left side. In axial rotation and
after fusion, we always observed not significantly increased IDP in C2/3 and C4/5 ex-
cept for the left side in group 1. After arthroplasty, the IDP was always not significantly
decreased below the initial values in both segments. We only found a not significant
slight increase in C4/5 in the TDR Type D-group in axial rotation to the right side.

In summary, none of the analyzed parameters (tROM, iROM, IDP) showed any statis-
tically significant differences between both types of prosthesis, even though the Type
A-prosthesis demonstrated a more similar kinematic behavior to the intact condition
than the Type D-TDR, which could eventually be an evidence of a certain degree of hy-
permobility of the Type D-prosthesis.

If we compare our own results with the data from other investigations, we have to
consider the different study designs, which had been utilized. However, the optimal
testing method has not been validated yet, so that a standardized testing protocol for
analogous experiments is not available yet [22]. Nevertheless, a trend can definitely be rec-
ognized. In several experimental studies, the iROM in levels adjacent to a simulated fusion
was shown to increase [5-11,13,23-25]. After TDR, the iROM in the neighboring seg-
ments approximated the corresponding values of the intact condition [5,6,8,14,23-26].
There are only two published in vitro-studies which investigated the kinematics after im-
plantation of the Discover®-prosthesis in a comparable test set-up to our model [25,26]. In
the presented study and the evaluation of Phillips et al., the relative changes in the target
segment showed significantly increasing of iROM in flexion-extension (64.6% and 43.0%)
and not significantly increasing of iROM in axial rotation (101.0% and 9.1%), whereas in
lateral bending we found no significant differences (4.0% and —-18.9%), always compared
to the intact condition [26]. Terai et al recorded only in extension a 22% decrease of
iROM in the treated motion segment (not significant) [25]. In flexion, lateral bending and
axial rotation the changes in the iROM were similar or lower than to the intact state. Both
authors did not report any significant differences of the percentual changes in the neigh-
boring levels after implantation of the Discover®-prosthesis [25,26]. This is in contrast to
our study, because in flexion-extension we found a significant higher iROM in both adja-
cent segments, compared to the intact cadavers, as well as in the caudal adjacent level in
axial rotation. No kinematic data about the activ® C-prosthesis have been published to
date. The analyses of the IDP in the present study show the same trend seen in compar-
able investigations with increases in the levels above and below a simulated arthrodesis
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[8,9,11,12]. After TDR, the values of the IDP in the adjacent segments approximate to the
values of the intact situation [4,8].

Finally, the animal model and the experimental set-up are to be discussed. As already
mentioned, the optimal testing method has probably not been found to date which is
the conclusion of a critical review of concurrent biomechanical testing systems [22].
Probably for this reason, several different techniques to perform such experimental im-
plant testing have been applied. Most studies utilize human cadaveric specimens, because
the implants of interest are designed for clinical use in the human spine. However, we
know that there are some disadvantages to human tissue testing, for instance the variabil-
ity in age, height, gender, stiffness, bone quality, and grade of degenerative changes. If the
goal is to perform a comparative analysis of modern motion preservation technology like
TDR, it is essential to have specimens without relevant degeneration and which are of
readily availability. Therefore, as others have suggested, we used the cervical spine from
sheep as an accepted substitute for the human cervical spine [16-18]. When comparing
our own results in the twelve ovine spines in the physiologic condition, we found a very
good reproducibility of the kinematics to similar animal and human experiments. Accord-
ing to the study of Kandziora et al., we chose the C3/4 segment as the target level for im-
plant testing [16]. The robot used in the present study is a validated method against the
Pure Moment Apparatus (PMA) and capable of applying pure, unconstrained rotational
moments about three axes (x, y, z) [19]. Therewith, it meets all the demands of a spine
tester, according to the recommendations of Wilke et al. [27]. One limitation of all PMA
techniques is that the reference position of the specimen is force-free since it lies within
the NZ of the polysegmental specimen, and is thus difficult to define. This may in part ex-
plain the asymmetrical behavior of the IDP in lateral bending and axial rotation with re-
spect to the right versus the left side. Another declarative aspect is the fact, that we know
from previous biomechanical studies with calf spines, that they behave asymmetrically
[28-30]. Another possible reason for the not symmetrical distribution of the IDP to both
directions in lateral bending and axial rotation can be the position of the pressure measur-
ing sensors. Although all these transducers had been controlled by fluoroscopy in a.p. and
lateral view after insertion into the disc to verify a central position in the nucleus pulpo-
sus, it cannot totally be excluded that some movement of the measuring sensors had oc-
curred during the testing cycles even if the pressure data were recorded under continuous
visual control on a display. Therefore the findings of the IDP especially in lateral bending
and axial rotation should be interpreted with caution and are not be overestimated. Some
investigators performed similar experimental testing with additional preload application
to the specimens to imitate the influence of muscle strength [4-6,12,15,26] in contrast to
the presented study, which was performed without any preload or muscle simulation
analogous to previous evaluations [8,9,13,24,25]. Therefore, we showed the values for
ROM and IDP not only as absolute data but also as relative changes in percentage which
are expected to demonstrate the same tendency with or without any load application.
However, under the influence of muscle simulation or with the use of a preload the abso-
lute values of ROM should be decreased whereas the absolute values of IDP should be in-
creased which is known from literature [31-33]. The applied loads in form of a pure
moment with +2.0 Nm and without an axial preload are in the lower range for an in vitro
testing set-up for cervical spines. No damage of the bony structure or tissue was observed
after testing. Therefore the range of motion of the in vitro tested ovine spines should be
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in the physiological range. As we do not know any values of the ovine spine for physical
loads or for IDP in vitro and in vivo as well as for ROM in vivo only the relative changes
in IDP after simulated fusion and arthroplasty compared to the intact state were pre-
sented and not the absolute values.

Conclusion

The results of both the presented biomechanical investigation and similar experimental
studies indicate that single-level implantation of semi-constrained TDR lead to a cer-
tain hypermobility in the treated segments with lowering the ROM in the adjacent
levels in almost all situations. Nevertheless, clinical long term follow-up studies over a
period of 10 to 15 years remain indispensable to observe the course in vivo, i.e. in the
patient itself in order to verify, if adjacent segment pathologies are to be avoided or
postponed after TDR.
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