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Sample Implant Contents

This report has been produced by NEC Software Solutions on behalf of EUROSPINE. It
represents activity recorded in Spine Tango for Combo based on data collected up to the
specified date. This report is made available to Combo under the Spine Tango Agreement
between the parties. Usage and distribution of this report is restricted as detailed in the
EUROSPINE Subscriber Terms and Conditions.

Notes on Comparator

This report compares usage and outcomes recorded for Sample Implants against all other
surgical cases recorded within the Spine Tango registry. This comparison is provided for
information purposes only and does not imply agreement that this forms a reasonable
comparator. The implant under review may be used in specific cases not representative of the
wider data set. You should satisfy yourself that the comparator allows for meaningful analysis.

Notes on Data Quality

This report reflects data recorded in the Spine Tango Registry between 2004 and the specified
date. Missing data and issues with the quality of data recorded may impact the results shown.
Data from earlier years of the Registry may be less complete than current submissions. In
interpreting this report you should satisfy yourself that the quality and completeness of data
allows meaningful analysis of the usage and outcomes of the implant.

Notes on Methodology
Please see the accompanying Methodology and Guidance Notes for further information.
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Sample Implant Activity Overview

Activity Overview

First Recorded Procedure 05/02/2007
Last Recorded Procedure 21/12/2023
Number of Patients 100
Number of Procedures 101
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Pre I2016 20l16 20|‘I7 20l18 20|19 20|20 20|21 20|22 20|23 20|24
. Patient COMI EuroQol . Surgery Followup
Surgery Oswestry Disability Index . Other

Form Type Pre 2016 2016 2017 2018 2019 2020 2021 2022 2023 2024 Total
Patient COMI 98 14 10 9 7 5 1 3 0 0
Surgery 59 4 11 8 5 0 B 6 5 (] 101
EuroQol 15 3 2 2 3 0 0 0 0 0 25
Oswestry Disability Index 5 2 2 1 1 0 0 0 0 0 11
Surgery Followup 27 4 5 2 0 0 0 0 0 0 38
Other 0 0 0
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Sample Implant Activity Tables

Activity Tables

Surgery Activity

Country Dept. Pre 2016 2016 2017 2018 2019 2020 2021 2022 2023 2024
Austria 1 1 0 0 0 0 0 0 0 0 0
Austria 2 1 0 0 0 0 0 0 0 0 0
Belgium 3 1 0 0 0 0 0 0 0 0 0
Belgium 4 1 0 0 2 0 0 1 0 0 0
Germany 5 0 0 0 2 1 0 0 0 0 0
Italy 6 0 0 4 0 0 0 0 0 0 0
Italy 7 0 1 0 0 0 0 0 0 0 0
Portugal 8 0 0 0 1 0 0 0 0 0 0
Slovenia 9 0 0 0 1 1 0 0 0 0 0
Switzerland 10 1 0 0 0 0 0 0 0 0 0
Switzerland 11 1 0 0 0 0 0 0 0 0 0
Switzerland 12 0 0 1 0 0 0 0 0 0 0
Switzerland 13 1 0 0 0 0 0 0 0 0 0
Switzerland 14 2 0 0 0 0 0 0 0 0 0
Switzerland 15 1 0 1 0 0 0 0 0 0 0
Switzerland 16 0 0 0 1 0 0 0 0 0 0
Switzerland 17 1 0 0 0 0 0 0 0 0 0
Switzerland 18 0 0 1 0 1 0 0 1 0 0
Switzerland 19 0 1 0 0 0 0 0 0 0 0
Switzerland 20 0 0 0 0 0 0 0 1 0 0
Switzerland 21 1 0 0 0 0 0 0 0 0 0
Switzerland 22 2 0 0 0 0 0 0 0 0 0
Switzerland 23 12 1 2 0 1 0 0 0 0 0
Switzerland 24 0 0 0 0 0 0 0 0 1 0
Switzerland 25 0 0 0 0 0 0 0 0 1 0
Switzerland 26 0 0 0 0 0 0 0 0 1 0
Switzerland 27 0 0 0 0 0 0 0 1 0 0
Switzerland 28 0 0 0 0 0 0 1 0 0 0
Switzerland 29 0 0 0 0 0 0 1 0 0 0
Switzerland 30 0 0 0 0 0 0 0 0 1 0
Switzerland 31 0 0 0 0 0 0 0 0 1 0
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Sample Implant Activity Tables

Country Dept. Pre 2016 2016 2017 2018 2019 2020 2021 2022 2023 2024
Switzerland 32 0 0 0 0 0 0 0 1 0 0
United Kingdom 34 3 0 1 0 0 0 0 0 0 0
United Kingdom 35 7 0 1 1 1 0 0 2 0 0
United Kingdom 36 1 1 0 0 0 0 0 0 0 0
United Kingdom 37 3 0 0 0 0 0 0 0 0 0
United States 38 1 0 0 0 0 0 0 0 0 0
United States 39 1 0 0 0 0 0 0 0 0 0
United States 40 1 0 0 0 0 0 0 0 0 0
United States 41 2 0 0 0 0 0 0 0 0 0
United States 42 2 0 0 0 0 0 0 0 0 0
United States 43 1 0 0 0 0 0 0 0 0 0
United States 44 2 0 0 0 0 0 0 0 0 0
Unspecified 45 0 0 0 0 0 0

----a-m-m-m
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Sample Implant Activity Tables

Country  Dept. 2:1': 2016 2017 2018 2019 2020 2021 2022 2023 2024 (Y“:::s'; :(::f;
Belgium 1 1 0 0 ©0 0 O 0 0 0 0 202202202
Belgum 2 2 1 0o 1 o0 2 o0 1 0 o0 1.60 1.00-2.02
Italy 3 o 0o 2 3 o0 0 0 0 0 0 056 025093
Italy 4 o 1 o 0 o0 0 0 O0 0 0O 0 0
Portugal 5 o o o 1 o0 0 0 O0 0 0 0 0
Slovenia 6 o o o0 0 4 3 1 1 0 o0 1.00 0.28-2.24
Switzerland 7 3 0 0 0 O 0 0O 0 0 0 062025098
Switzerland 8 2 0o 0 0 O 0 0O 0 0 0 022015028
Switzerland 9 1 o0 0o o0 0 0 0 0 0 0 0 0
Switzerland 10 2 0 (0] 0 0 0 0 0 0 0 0 0
Switzerland 11 1 0 1 0 0 0 0 0 0 0 0 0
Switzerland 12 o o o 1 0 0 0O 0 0 0 010 010010
Switzerland 13 1 o 0o o0 0 0 0 0 0 0 012012012
Switzerland 14 0o 2 1 0 0 0 0 0 0 0 028012044
Switzerland 15 o 0o o 0 O0 0 0 1 0 © 0 0
Switzerland 16 1 1 0o 0 0 0O 0 0 0 0 013013013
Switzerland 17 1 0 0 0 0 0 0 0 0 0 0 0
Switzerland 18 40 5 0 0 0 0 O 0 0 0 123 0.22-5.04
E;:;Z‘;m 19 0 1 2 1 1 0 0 0 0 0 1.09 0.19-2.05
Eﬂ;‘lm 20 0 3 4 2 2 0 0 0 0 0 1.25 0.24-2.80
E{:;Z%m 21 2 0 0 0 0O 0 0O 0 0 © 0.13 0.13-0.13
;’;’::Sd 22 1 o0 0o 0 0 0O 0 0 0 0 224 224-224
;’t’;'tt:f 23 1 0o o0 0 0 0 0 0 0 0 253253253
gtr;'ttjf 24 3 0 0 0 0O O 0O ©0 0 © 015 0.12-0.18
Unspecified 25 0.30 0.04-1.09

-ﬂ-ﬂ----ﬂﬂ
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Sample Implant Activity Tables

EQ-5D-3L Activity

Mean Range

Country  Dept. 201 6 2016 2017 2018 2019 2020 2021 2022 2023 2024 o8 "M
Austria 1 1 0 0 0 0 O 0O 0 0 0 0 0
Italy 2 0o 1 0 o0 o0 0 o0 0 0 0 0 0
Portugal 3 o o o0 1 1 0 0 0 0 0 075 0.75-0.75
Switzerland 4 1 1 0 0 0 0 0O 0 o0 o0 0.13 0.13-0.13
Switzerland 5 1 0 0 0 0 0 0 0 0 0 0 0
Ui 6 9 1 2 1 2 0 0 0 o0 0 117 0.24-2.29
Kingdom

United 7 10 o0 0 0 O 0O 0 0 0 223 2.23-2.23
States

United 8 0o 0 o o0 0 0 0 0 ©0 0.18 0.18-0.18
States

------ﬂﬂﬂﬂﬂ

Mean Range

Country  Dept. 201 c 2016 2017 2018 2019 2020 2021 2022 2023 2024 i
Italy 1 o 1 0o 0o 0 0 0 0 0 o0 0 0
Portugal 2 o 0o o 1 1 0 0 0 0 0 075075075
Switzerland 3 o 1 0o o0 0 0 0 0 0 0 376376376
Switzerland 4 2 0 0 0 O 0 0 0 0 0 022015028
Switzerland 5 o 0o 2 0 0 0 0 O 0 0 005003008
Switzerland 6 1 0 0 0 0 0 0 0 0 0 0 0
E{:;Z‘im 0.13 0.13-0.13

------ﬂﬂﬂﬂﬂ
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Sample Implant Activity Tables

Surgery Follow-up Activity

Country  Dept. 2:1': 2016 2017 2018 2019 2020 2021 2022 2023 2024 (Y“::fs'; :(::?;
Switzerland 1 1 0 0 0 0 0 0 0 0 0 0 0
Switzerland 2 2 0o 0 0 0O 0 0O 0 0 © 0.22 0.15-0.28
Switzerland 3 0 0 0 1 0 0 0 0 0 0 0 0
Switzerland 4 1 o0 0o 0 0 0 0 0 0 0 0 0
Switzerland 5 o o 1 0 0 0 0 O0 0 0 0.03 0.03-0.03
Switzerland 6 o 1 0 0 0O 0 0O 0 0 © 0 0
Switzerland 7 % 3 3 1 0 0 0 0 0 0 048 0.12-1.52
LKJiT;Zim 1 0 1 0 0 0 0 0 0 0 0.22 0.19-0.25
lSJtr;'tt:Sd 9 1 0 0 0 0 O 0 0 0 0 0 0
Unspecified 10 0.54 0.12-1.08

-----ﬂﬂﬂﬂﬂﬂ
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Sample Implant Level of Procedure

Level of Procedure

S14

Sacrum (82-5) 7
Coccyx

llium

Unknown

10% 20% 30% 40%

2
X

. Group 1 Group 2 Group 3 Group 4

Level of Procedure Group 1 Group 2 Group 3 Group 4
Upper Cervical 1.0% (1) 0.5% (1) 1.3% (4) 1.0% (4)
Mid-Lower Cervical 14.9% (15) 15.9% (32) 14.6% (44) 13.6% (55)
Cervico-Thoracic 4.0% (4) 3.5% (7) 2.3% (7) 2.5% (10)
Thoracic 9.9% (10) 4.5% (9) 5.0% (15) 7.7% (31)
Thoraco-Lumbar 11.9% (12) 7.0% (14) 5.3% (16) 4.5% (18)
Lumbar 47.5% (48) 53.2% (107) 51.5% (155) 50.6% (204)
Lumbo-Sacral 23.8% (24) 26.4% (53) 28.9% (87) 29.0% (117)
Sacral 1.0% (1) 1.5% (3) 0.3% (1) 0.7% (3)
Coceyx 1.0% (1) 0.0% (0) 0.7% (2) 0.0% (0)
llium 0.0% (0) 0.5% (1) 0.0% (0) 0.0% (0)
Unknown 1.0% (1) 1.0% (2) 1.0% (3) 1.2% (5)
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Sample Implant Main Pathology

Main Pathology

Degenerative Disease -
I
Fracture / Trauma
-
Spondylolisthesis (Non-Degenerative) 1
]
Infection
-
Repeat Surgery -
Failed Surgery
—
Non-Degenerative Deformity 5
—
Pathological Fracture -
|
Tumor -
-
Inflammation
]
Other
Unknown
0% 20% 40% 60% 80%
. Group 1 Group 2 Group 3 Group 4
Main Pathology Group 1 Group 2 Group 3 Group 4
Degenerative Disease 70.3% (71) 76.6% (154) 77.7% (234) 76.7% (309)
Fracture / Trauma 8.9% (9) 6.0% (12) 4.3% (13) 5.2% (21)
Spondylolisthesis (Non-Degenerative) 2.0% (2) 4.0% (8) 43% (13) 3.2% (13)
Infection 1.0% (1) 1.5% (3) 1.0% (3) 0.5% (2)
Repeat Surgery 3.0% (3) 3.5% (7) 4.3% (13) 3.0% (12)
Failed Surgery 0.0% (0) 1.0% (2) 0.7% (2) 2.2% (9)
Non-Degenerative Deformity 5.0% (5) 2.0% (4) 0.7% (2) 2.2% (9)
Pathological Fracture 5.0% (5) 2.5% (5) 2.0% (6) 2.2% (9)
Tumor 1.0% (1) 2.0% (4) 3.7% (11) 3.2% (13)
Inflammation 2.0% (2) 0.0% (0) 0.3% (1) 0.0% (0)
Other 2.0% (2) 0.0% (0) 0.0% (0) 0.5% (2)
Unknown 0.0% (0) 1.0% (2) 1.0% (3) 1.0% (4)

EURO BT o

TAN
S PIN E Go ©2024 NEC Software Solutions Ltd



Sample Implant Preoperative Profile

Preoperative Profile

Group 1 Group 2 Group 3 Group 4

<18 0.0% (0) 1.0% (2) 1.0% (3) 1.0% (4)

18-39 20.8% (21) 10.0% (20) 12.6% (38) 11.4% (46)

40-49 11.9% (12) 20.9% (42) 18.3% (55) 15.1% (61)
50-59 19.8% (20) 15.9% (32) 17.3% (52) 18.6% (75)
60-79 37.6% (38) 43.3% (87) 44.2% (133) 45.2% (182)
>80 9.9% (10) 9.0% (18) 6.6% (20) 8.7% (35)

TR N N S
Male 50.5% (51) 46.8% (94) 48.8% (147) 49.1% (198)
Female 49.5% (50) 53.2% (107) 51.2% (154) 50.9% (205)
o — —— ——
39.6% (40) 32.8% (66) 35.2% (106) 32.0% (129)

Yes 7.9% (8) 9.5% (19) 6.0% (18) 10.4% (42)
Unknown 52.5% (53) 57.7% (116) 58.8% (177) 57.6% (232)

<20 7.9% (8) 4.5% (9) 2.0% (6) 2.5% (10)

20-25 24.8% (25) 18.4% (37) 18.9% (57) 20.8% (84)
26-30 23.8% (24) 18.4% (37) 23.3% (70) 21.1% (85)
31-35 10.9% (11) 14.4% (29) 10.6% (32) 10.2% (41)

> 35 5.0% (5) 5.5% (11) 5.0% (15) 4.7% (19)

Unknown 27.7% (28) 38.8% (78) 40.2% (121) 40.7% (164)

e S | E— S ——
36.6% (37) 35.8% (72) 35.2% (106) 35.0% (141)

2-3 29.7% (30) 26.9% (54) 26.9% (81) 29.3% (118)
>=4 7.9% (8) 6.0% (12) 4.7% (14) 4.7% (19)

Unknown 25.7% (26) 31.3% (63) 33.2% (100) 31.0% (125)

67.3% (68) 71.1% (143) 73.4% (221) 69.0% (278)

1 23.8% (24) 17.4% (35) 16.9% (51) 20.8% (84)
> 1 8.9% (9) 9.5% (19) 8.6% (26) 8.9% (36)
Unknown 0.0% (0) 2.0% (4) 1.0% (3) 1.2% (5)

EURO BT
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Sample Implant

Perioperative Profile

Perioperative Profile

Characteristic

Group 1

Group 2

Group 3 Group 4

<100 ml

100 - 500 ml
500 - 1000 ml
1000 - 2000 ml
> 2000 ml

Unknown

37.6% (38)
34.7% (35)
6.9% (7)
2.0% (2)
1.0% (1)
17.8% (18)

33.8% (68)
383% (77)
6.5% (13)
4.0% (8)
0.5% (1)
16.9% (34)

40.9% (123) 40.2% (162)
33.2% (100) 33.0% (133)
10.3% (31) 6.5% (26)
2.0% (6) 3.0% (12)
0.7% (2) 0.7% (3)
13.0% (39) 16.6% (67)

None

< 2 units
> 2 units
Cell Saver

Unknown

55.4% (56)
2.0% (2)
1.0% (1)
8.9% (9)

33.7% (34)

51.7% (104)
1.0% (2)
0.5% (1)
3.5% (7)

44.3% (89)

51.8% (156) 52.9% (213)

0.7% (2) 0.2% (1)
1.0% (3) 0.5% (2)
6.0% (18) 5.5% (22)
40.5% (122) 41.2% (166)

None

Infection
Thromboembolism
Ossification

Other

Unknown

2.0% (2)
45.5% (46)
34.7% (35)
0.0% (0)
0.0% (0)
51.5% (52)

1.5% (3)
38.8% (78)
33.3% (67)

0.0% (0)
0.5% (1)
57.2% (115)

0.3% (1) 2.5% (10)
42.5% (128) 40.7% (164)
37.2% (112) 30.5% (123)
0.3% (1) 0.5% (2)
0.0% (0) 0.0% (0)
54.2% (163) 55.3% (223)

Technology ! | | |

Conventional 49.5% (50) 36.8% (74) 44.5% (134) 44.2% (178)
MISS / LISS 12.9% (13) 15.4% (31) 11.6% (35) 9.9% (40)
Loops 5.9% (6) 7.0% (14) 5.3% (16) 6.2% (25)
Endoscope 0.0% (0) 1.0% (2) 0.7% (2) 0.7% (3)
Microscope 38.6% (39) 49.3% (99) 50.5% (152) 47.6% (192)
CASS 0.0% (0) 0.5% (1) 1.0% (3) 0.7% (3)
Neuromonitoring 4.0% (4) 2.5% (5) 2.7% (8) 3.0% (12)
Intraoperative 3d-Imaging 1.0% (1) 0.5% (1) 0.7% (2) 1.2% (5)
Other 3.0% (3) 2.5% (5) 2.3% (7) 2.7% (11)
Unknown 9.9% (10) 12.9% (26) 5.3% (16) 8.7% (35)
EURO BFI1T: i
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Sample Implant Perioperative Profile

Characteristic Group 1 Group 2 Group 3 Group 4
operatonTme |
<1hr. 25.7% (26) 23.4% (47) 23.3% (70) 18.6% (75)
1-2 hrs. 26.7% (27) 33.3% (67) 32.9% (99)  35.5% (143)
2-3 hrs. 17.8% (18) 11.4% (23) 19.3% (58) 17.9% (72)
3-4 hrs. 10.9% (11) 10.0% (20) 7.6% (23) 7.9% (32)
4-5 hrs. 3.0% (3) 4.0% (8) 5.0% (15) 42% (17)
5-6 hrs. 1.0% (1) 1.5% (3) 1.7% (5) 2.2% (9)
6-8 hrs. 4.0% (4) 0.5% (1) 1.0% (3) 1.7% (7)
8-10 hrs. 0.0% (0) 1.0% (2) 1.0% (3) 0.2% (1)
> 10 hrs. 0.0% (0) 0.0% (0) 0.0% (0) 0.0% (0)
Unknown 10.9% (11) 14.9% (30) 8.3% (25) 11.7% (47)
nterio pecess
No Anterior Access 88.1% (89) 83.6% (168) 83.1% (250)  88.3% (356)
Transoral 1.0% (1) 0.0% (0) 0.0% (0) 0.0% (0)
Anterolateral 6.9% (7) 9.5% (19)  10.6% (32) 8.7% (35)
Cervicothoracic Anterolateral 1.0% (1) 2.5% (5) 1.0% (3) 0.5% (2)
Cervicothoracic With Sternotomy 0.0% (0) 0.0% (0) 0.0% (0) 0.0% (0)
Cervicothoracic Anterolat With Sternotomy 0.0% (0) 0.0% (0) 0.0% (0) 0.0% (0)
Thoracotomy 0.0% (0) 1.0% (2) 0.3% (1) 0.2% (1)
Cervicothoracic Anterolat With Thoracotomy 0.0% (0) 0.0% (0) 0.0% (0) 0.0% (0)
Thoracoabdominal 0.0% (0) 0.0% (0) 0.0% (0) 0.0% (0)
Retroperitoneal 3.0% (3) 0.5% (1) 3.7% (11) 2.0% (8)
Thoraco-Phrenico-Lumbotomy 0.0% (0) 0.0% (0) 0.0% (0) 0.0% (0)
Transperitoneal 0.0% (0) 0.0% (0) 0.7% (2) 0.0% (0)
Trans-Psoas (XLIF) 0.0% (0) 2.0% (4) 0.7% (2) 0.0% (0)
Other 0.0% (0) 1.0% (2) 0.0% (0) 0.2% (1)
Postnoraccess ||
No Posterior Access 15.8% (16) 19.4% (39) 16.3% (49) 14.9% (60)
Midline 703% (71)  69.7% (140)  71.8% (216)  68.2% (275)
Paramedian 11.9% (12) 9.0% (18) 8.6% (26) 11.4% (46)
Posterolateral 0.0% (0) 1.0% (2) 0.7% (2) 2.0% (8)
Percutaneous 0.0% (0) 0.5% (1) 1.0% (3) 2.0% (8)
Para-Coccygeal (AxiaLIF) 0.0% (0) 0.0% (0) 0.0% (0) 0.0% (0)
Other 2.0% (2) 0.5% (1) 0.7% (2) 0.5% (2)
Unknown 0.0% (0) 1.0% (2) 1.0% (3) 1.0% (4)

EURO BT 3
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Sample Implant Surgical Measures

Surgical Measures

Decompression

Characteristic Group 1 Group 2 Group 3 Group 4
Decompresin ] [
None 23.8% (24) 11.4% (23) 9.0% (27) 10.9% (44)
Discectomy 40.6% (41) 46.8% (94) 45.8% (138) 47.6% (192)
Vertebrectomy Partial 3.0% (3) 2.5% (5) 1.7% (5) 1.7% (7)
Vertebrectomy Full 0.0% (0) 0.5% (1) 1.0% (3) 0.2% (1)
Osteotomy 1.0% (1) 1.0% (2) 2.0% (6) 1.0% (4)
Laminotomy 16.8% (17) 25.4% (51) 28.6% (86) 30.5% (123)
Hemi-Laminectomy 4.0% (4) 6.5% (13) 9.0% (27) 7.2% (29)
Laminectomy 14.9% (15) 10.9% (22) 14.6% (44) 13.6% (55)
Facet Joint Resection Partial 18.8% (19) 28.4% (57) 28.9% (87) 27.3% (110)
Facet Joint Resection Full 7.9% (8) 9.5% (19) 7.6% (23) 6.2% (25)
Flavectomy 38.6% (39) 353% (71) 35.9% (108) 33.7% (136)
Foraminotomy 18.8% (19) 25.9% (52) 28.9% (87) 25.1% (101)
Sequestrectomy 9.9% (10) 13.9% (28) 18.9% (57) 14.4% (58)
Flavotomy 4.0% (4) 15% (3) 2.7% (8) 1.5% (6)
Uncoforaminotomy 1.0% (1) 2.5% (5) 2.0% (6) 1.0% (4)
Other 3.0% (3) 4.5% (9) 4.7% (14) 4.7% (19)
Unknown 0.0% (0) 1.5% (3) 1.3% (4) 1.7% (7)

EURO BT ”
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Sample Implant Surgical Measures

Characteristic Group 1 Group 2 Group 3 Group 4
Fuson Promoing vessres ] ][]
None 54.5% (55) 52.2% (105) 54.8% (165) 56.1% (226)
Posterolateral Fusion 14.9% (15) 11.4% (23) 13.3% (40) 11.7% (47)
Posterior Fusion 11.9% (12) 9.0% (18) 5.3% (16) 8.7% (35)
Interbody Fusion (A-IF) 9.9% (10) 9.5% (19) 9.0% (27) 5.2% (21)
Interbody Fusion (PLIF) 5.9% (6) 4.5% (9) 4.7% (14) 3.5% (14)
Interbody Fusion (TLIF) 8.9% (9) 11.9% (24) 7.6% (23) 9.9% (40)
Interbody Fusion (XLIF) 0.0% (0) 2.0% (4) 1.0% (3) 0.0% (0)
Other Interbody Fusion 1.0% (1) 1.0% (2) 2.7% (8) 3.0% (12)
llio-Sacral Fusion 0.0% (0) 0.5% (1) 0.0% (0) 0.0% (0)
Other 4.0% (4) 10.9% (22) 12.3% (37) 11.2% (45)
Unknown 0.0% (0) 2.0% (4) 2.3% (7) 2.5% (10)

EURO BT "
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Sample Implant Surgical Measures

Stabilisation

Characteristic Group 1 Group 2 Group 3 Group 4
igasaviimion 1 | ] ] ]
None 475% (48)  49.3% (99) 52.5% (158)  53.3% (215)
Interbody Stabilisation With Cage 25.7% (26) 29.4% (59) 29.6% (89) 25.8% (104)
Interbody Stabilisation With Auto-/ Allograft 2.0% (2) 0.5% (1) 0.7% (2) 1.7% (7)
Vertebral Body Replacement By Cage 0.0% (0) 1.0% (2) 1.7% (5) 0.7% (3)
Plates 5.0% (5) 6.5% (13) 6.3% (19) 5.7% (23)
Pedicle Screws With Rod 19.8% (20)  234% (47)  23.9% (72)  21.6% (87)
Pedicle Screws With Plate 0.0% (0) 0.0% (0) 0.0% (0) 0.0% (0)
Facet Screws 0.0% (0) 1.0% (2) 0.0% (0) 0.2% (1)
Transarticular Screw 0.0% (0) 0.5% (1) 0.7% (2) 0.0% (0)
Transarticular Screw C1-C2 0.0% (0) 0.0% (0) 0.0% (0) 0.0% (0)
Laminar Hooks 2.0% (2) 1.0% (2) 0.0% (0) 0.0% (0)
Pedicle Hooks 2.0% (2) 0.0% (0) 0.3% (1) 0.5% (2)
Lateral Mass Screw 1.0% (1) 2.0% (4) 1.0% (3) 1.2% (5)
Odontoid Screws 0.0% (0) 0.0% (0) 0.3% (1) 0.0% (0)
Laminar Screws 1.0% (1) 0.0% (0) 0.0% (0) 0.0% (0)
Pedicle Screws Cemented 2.0% (2) 1.0% (2) 1.0% (3) 1.7% (7)
Pedicle Screws Uncemented 9.9% (10) 7.0% (14) 4.0% (12) 6.5% (26)
Other 1.0% (1) 1.5% (3) 1.0% (3) 2.2% (9)
Unknown 3.0% (3) 3.5% (7) 2.7% (8) 2.2% (9)
Moton presening saiisaion |||~ ]
None 96.0% (97) 92.5% (186)  95.3% (287)  94.8% (382)
Disc Replacement 1.0% (1) 1.5% (3) 1.7% (5) 2.5% (10)
Dynamic Stabilization 3.0% (3) 4.0% (8) 2.3% (7) 2.0% (8)
Interspinous Spacer 0.0% (0) 1.0% (2) 0.7% (2) 0.5% (2)
Other 0.0% (0) 1.0% (2) 0.0% (0) 0.5% (2)
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Sample Implant Complications

Complications

General Complications

Group1  Group 2 Group 3 Group 4

None 73.3% (74) 67.2% (135) 66.8% (201) 69.0% (278)
Anaesthesiological 0.0% (0) 0.5% (1) 0.0% (0) 0.0% (0)
Cardiovascular 0.0% (0)  0.0% (0) 0.0% (0) 0.0% (0)
Pulmonary 0.0% (0) 0.0% (0) 0.0% (0) 0.0% (0)
Thromboembolism 0.0% (0)  0.0% (0) 0.0% (0) 0.0% (0)
Death 0.0% (0)  0.0% (0) 0.0% (0) 0.0% (0)
Other 0.0% (0)  0.0% (0) 0.3% (1) 0.2% (1)
Not Documented 26.7% (27) 32.3% (65) 32.9% (99) 30.8% (124)
postoparatve Ganera Compkationsneoreishaige || | ]
None 64.4% (65) 55.7% (112) 59.1% (178) 60.0% (242)
Cardiovascular 0.0% (0) 0.0% (0) 1.3% (4) 0.0% (0)
Pulmonary 0.0% (0) 0.0% (0) 0.7% (2) 0.5% (2)
Cerebral 0.0% (0)  0.0% (0) 1.3% (4) 0.0% (0)
Kidney / Urinary 0.0% (0) 1.0% (2) 0.7% (2) 0.2% (1)
Liver / Gi 0.0% (0)  0.5% (1) 0.0% (0) 0.5% (2)
Thromboembolism 0.0% (0) 0.0% (0) 0.0% (0) 0.2% (1)
Death 0.0% (0)  0.0% (0) 0.0% (0) 0.0% (0)
Positioning-Related 0.0% (0) 0.0% (0) 0.0% (0) 0.0% (0)
Other 0.0% (0) 0.5% (1) 0.7% (2) 1.5% (6)
Not Documented 35.6% (36) 42.8% (86) 37.2% (112) 37.2% (150)

EURO BT .
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Sample Implant Complications

Surgical Complications

Group1  Group 2 Group 3 Group 4

None 70.3% (71) 61.2% (123) 63.8% (192) 66.3% (267)
Nerve Root Damage 0.0% (0) 0.0% (0) 0.3% (1) 0.2% (1)
Spinal Cord Damage 0.0% (0) 0.0% (0) 0.0% (0) 0.0% (0)
Dural Lesion 2.0% (2) 5.5% (11) 2.7% (8) 2.2% (9)
Vascular Injury 0.0% (0) 0.0% (0) 0.0% (0) 0.0% (0)
Fracture Vertebral Structures 0.0% (0) 0.5% (1) 0.0% (0) 0.2% (1)
Other 1.0% (1) 0.5% (1) 0.3% (1) 0.5% (2)

Not Documented

None 61.4% (62) 56.7% (114) 59.8% (180) 59.8% (241)
Epidural Hematoma 0.0% (0)  0.0% (0) 0.7% (2) 0.7% (3)
Other Hematoma 0.0% (0)  0.0% (0) 0.0% (0) 0.5% (2)
Radiculopathy 0.0% (0) 0.0% (0) 0.0% (0) 0.0% (0)
CSF Leak / Pseudomeningocele 0.0% (0) 0.0% (0) 0.3% (1) 0.0% (0)
Motor Dysfunction 10% (1) 0.0% (0) 0.0% (0) 1.0% (4)
Sensory Dysfunction 0.0% (0) 0.0% (0) 0.0% (0) 0.5% (2)
Bowel / Bladder Dysfunction 0.0% (0) 0.0% (0) 0.0% (0) 0.2% (1)
Wound Infection Superficial 0.0% (0) 0.5% (1) 1.0% (3) 0.2% (1)
Wound Infection Deep 0.0% (0) 0.0% (0) 0.0% (0) 0.0% (0)
Implant Malposition 0.0% (0)  0.0% (0) 0.3% (1) 0.0% (0)
Implant Failure 0.0% (0)  0.0% (0) 0.3% (1) 0.2% (1)
Wrong Level 0.0% (0) 0.0% (0) 0.0% (0) 0.0% (0)
Recurrent Nerve Paresis 0.0% (0) 0.0% (0) 0.0% (0) 0.0% (0)
Other 2.0% (2) 0.0% (0) 0.7% (2) 0.0% (0)
Not Documented 35.6% (36) 42.8% (86) 37.2% (112) 37.5% (151)

26.7% (27) 32.3% (65)

Postoperative Surgical Complications Before Discharge ----

32.9% (99)

30.8% (124)
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Sample Implant COMI Analysis - Back / Legs

COMI Analysis - Back / Legs

Summary

<3 <6 <2 >2 Mean Range

Group Patients Baseline

Months Months Year Years Years (Years) (Years)
1GrOUP 52 39 20 16 13 17 18 098  0.00-5.04
SrOUP 100 91 45 28 29 45 31 112 001-8.59
SFOUP 166 146 81 40 54 69 50 1.05 0.00-6.21
EFOUP 204 176 89 58 64 87 68 1.08  0.00-9.25

Back Pain Analysis

Group 1 Group 2
10.0 1
7.5
5.01 E - S
2.5
c
‘@ 0.01
o
é Group 3 Group 4
m 10.0 1
7.5
5.01 - ——e— —
2.5
0.01
Baseline Last Submission Baseline Last Submission
— Group 1 Group 2 Group 3 Group 4
Error bars depict the 95% CI
Baseline Last Submission
Group Paired Observations Mean Cl (95%) SD Mean Cl (95%) SD  p-value
Group 1 23 5.30 3.86-6.75 3.53 430 3.13-548 288 0.17
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Sample Implant

COMI Analysis - Back / Legs

Baseline
Group Paired Observations Mean Cl (95%) SD
Group 3 100 573 5.18-6.28 2.80
Group4 118 6.65 6.15-7.15 277

Note: p-values were calculated using a one-sided Wilcoxon test

Last Submission

Mean
3.61
4.26

Cl (95%) SD  p-value
3.04-4.18 291 < 0.001
3.71-4.82 3.06 < 0.001

EURO BT
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Sample Implant COMI Analysis - Back / Legs

Leg Pain Analysis

Group 1 Group 2

10.0 1

251 S:

c ]
w 0.0
o
o Group 3 Group 4
% 100

7519

5.0 T e

251

0.01 1 1 T T

Baseline Last Submission Baseline Last Submission
— Group 1 Group 2 Group 3 Group 4
Error bars depict the 95% CI
Baseline Last Submission

Group Paired Observations Mean Cl (95%) SD Mean Cl (95%) SD  p-value
Group 1 23 6.48 5.19-7.76 3.15 3.61 2.24-497 334 < 0.001
Group2 64 6.52 581-7.22 2.88 291 2.18-3.64 298 < 0.001
Group 3 100 6.44 5.88-7.00 2.84 3.07 244-370 3.22 < 0.001
Group4 118 6.75 6.20-7.29 3.04 3.29 2.69-3.89 331 < 0.001

Note: p-values were calculated using a one-sided Wilcoxon test

EURO BT .

TAN
S PIN E Go ©2024 NEC Software Solutions Ltd



Sample Implant COMI Analysis - Back / Legs

Composite Score Analysis

Group 1 Group 2
10.01
751 . ) e
© 501 S S
<]
Q
W 254
i)
'g 0.01
a
g Group 3 Group 4
O 10.01
@
3 504 \ \-—.
251
0.01 1 1 T T
Baseline Last Submission Baseline Last Submission
— Group 1 Group 2 Group 3 Group 4
Error bars depict the 95% CI
Baseline Last Submission
Group Paired Observations Mean Cl (95%) SD Mean Cl (95%) SD  p-value
Group 1 23 7.63 6.83-842 195 4.87 3.77-597 270 < 0.001
Group2 64 7.65 7.25-8.06 1.64 444 3.75-5.14 284 < 0.001
Group 3 100 7.54 7.23-784 157 4.14 3.59-470 283 < 0.001
Group4 118 7.80 747-812 1.81 4.65 411-518 297 < 0.001

Note: p-values were calculated using a one-sided Wilcoxon test
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Sample Implant COMI Analysis - Back / Legs

Domain Analysis

. Group 1 Group 2 Group 3 Group 4

Back Pain

Leg Pain

Normal Tasks

Rest of Life q

Quality of Life q

Usual Activities

Work 1 | |

o
N 4
o~

Improvement
Error bars represent the 95% Cl
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Sample Implant COMI Analysis - Neck / Arms

COMI Analysis - Neck / Arms

Summary

<3 <6 <2 Mean Range

Group Patients Baseline

Months Months Year Years Years (Years) (Years)
1Grour> 9 9 5 3 0 9 4 1.08  0.04-497
SrOUP 2 18 4 8 5 13 11 129  0.03-5.31
SrOUP 34 25 1 12 15 16 12 1.02  0.01-499
Group 38 24 11 8 12 21 11 136 0.02-592

4

c
‘®
o
é Group 3 Group 4
= 10.0 1

7.5

5.0

2.5

0.0

Baseline Last Submission Baseline Last Submission
— Group 1 Group 2 Group 3 Group 4
Error bars depict the 95% ClI
Baseline Last Submission

Group Paired Observations Mean Cl (95%) SD Mean Cl (95%) SD  p-value
Group1 6 2.67 -0.36-5.69 3.78 2.67 -0.64-5.97 4.13 1

EURO BT ”
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Sample Implant COMI Analysis - Neck / Arms

Baseline Last Submission
Group Paired Observations Mean Cl (95%) SD Mean Cl (95%) SD  p-value
Group3 18 5.11 4.18-6.05 2.03 317  1.76-458 3.05 0.04
Group4 18 389  2.18-5.59 3.69 383 241-525 3.07 0.72

Note: p-values were calculated using a one-sided Wilcoxon test
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Sample Implant COMI Analysis - Neck / Arms

Arm Pain Analysis

Group 1 Group 2
10.0 1
7.5 p— —
5.07 .
25+ T T
E 0.01 —t—— —
c Group 3 Group 4
< 10.01
7.5
5.0
254 E—— T
0.01 I I T T
Baseline Last Submission Baseline Last Submission
— Group 1 Group 2 Group 3 Group 4
Error bars depict the 95% CI
Baseline Last Submission
Group Paired Observations Mean Cl (95%) SD Mean Cl (95%) SD p-value
Group1 6 3.67 044-689 403 2.67  -0.09-542 344 0.79
Group 2 12 6.33  5.14-752 210 2.83 0.61-5.06 3.93 0.01
Group3 18 494  3.60-6.28 2.90 3.28 1.96-459 285 0.06
Group4 18 489  3.21-656 3.63 4.50 2.94-6.06 338 0.8

Note: p-values were calculated using a one-sided Wilcoxon test
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Sample Implant COMI Analysis - Neck / Arms

Composite Score Analysis

Group 1 Group 2
10.01
7519 -1
L 5019 I e ——
3
0 254 R
2 [
@ 0.0+
a
g Group 3 Group 4
O 10.04
3
g 7.517
O 5079 T B —
251
0.01 1 1 T T
Baseline Last Submission Baseline Last Submission
— Group 1 Group 2 Group 3 Group 4
Error bars depict the 95% CI
Baseline Last Submission
Group Paired Observations Mean Cl (95%) SD Mean Cl (95%) SD  p-value
Group 1 6 5.28 2.50-8.05 347 447 1.30-7.65 3.96 0.59
Group2 12 6.68 573-7.64 1.69 342 1.62-5.21 3.17 0.02
Group 3 18 6.71 579-762 1.98 435 2.76-594 344 0.03
Group4 18 6.17  4.66-7.68 3.27 4.83 341-6.25 3.08 0.11

Note: p-values were calculated using a one-sided Wilcoxon test
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Sample Implant COMI Analysis - Neck / Arms

Domain Analysis

. Group 1 Group 2 Group 3 Group 4

Neck Pain - | |

Arm Pain - I |

Normal Tasks

Rest of Life q

Quality of Life q

Usual Activities

Work 1

-2 0 2 4
Improvement
Error bars represent the 95% Cl
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Sample Implant EQ-5D-3L Analysis

EQ-5D-3L Analysis

Summary

<3 <6 Mean Range

Group Patients Baseline

Months Months Year Years Years (Years) (Years)
1Gr°“p 15 1 3 4 1 3 5 112 0.06-473
SFOUP 33 25 9 7 5 1 7 095  0.03-8.59
SVOUP 52 34 17 13 6 14 19 114 003-621
Group 61 39 16 14 7 21 12 103 002-9.25

4

bl
o
L

L
o
Q
(%3]
>
]
k<]
£ 0.0
-0.51
Baseline Last Submission Baseline Last Submission Baseline Last Submission
— Group 1 Group 3 Group 4
Error bars depict the 95% CI
Baseline Last Submission
Group Paired Observations Mean CI (95%) SD Mean Cl(95%) SD p-value
Group 1 1 0.69 Undefined Undefined 052 Undefined Undefined 1

EURO BT 29
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Sample Implant EQ-5D-3L Analysis

Baseline Last Submission
Group Paired Observations Mean Cl (95%) SD Mean Cl (95%) SD  p-value
Group4 6 0.21 -0.09-0.50 037 0.63  0.57-0.69 0.08 0.09

Note: p-values were calculated using a one-sided Wilcoxon test

EURO BT
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Sample Implant

Domain Analysis

EQ-5D-3L Analysis

. Group 1 Group 3 Group 4
Mobility 5 I I
Self Care I I
| I
| |
Usual Activities | |
| |
Pain § I I
| |
Anxiety q | |
I !
| |
| |
A0 05 00 05 10
Improvement

EURO

SPINE
SPINE REIZ

Error bars represent the 95% Cl
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Sample Implant Oswestry Disability Index Analysis

Oswestry Disability Index Analysis

Summary

G Patients Baseli <3 <6 <1 <2 >2 Mean
roup Fatients Baseline Months Months Year Years Years (Years)

1Gr°”p 7 4 4 1 1 0 1 1.24

Group

N 28 27 5 6 4 5 6 1.18

Group

3 47 37 14 12 13 5 9 0.94

Group

2 58 51 20 7 12 15 6 0.96

Range
(Years)

0.03-4.73

0.05-8.59

0.01-6.21

0.01-9.25

S PIN E TANGO ©2024 NEC Software Solutions Ltd
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Sample Implant Surgery Follow-up

Surgery Follow-up

A Surgery Follow-up form is completed by the examining surgeon. This section of the report is
based upon the surgeon’s clinical assessment.

Summary

Group Patients 6 Weeks 3 Months 6 Months 1 Year 2 Years Other Mean (Years) Range (Years)

Group 1 26 20 9 1 5 0 2 0.32 0.03-1.52
Group 2 79 49 29 16 20 4 6 0.53 0.07-3.31
Group 3 110 77 44 21 23 7 6 0.46 0.07-4.00
Group 4 139 88 58 25 27 10 14 0.49 0.04-3.86

Outcome

Outcome Group 1 Group 2 Group 3 Group 4
Excellent 16.0% (4) 30.9% (25) 31.5% (35) 25.2% (35)
Good 72.0% (18) 50.6% (41) 47.7% (53) 52.5% (73)
Fair 8.0% (2) 12.3% (10) 13.5% (15) 15.1% (21)
Poor 4.0% (1) 4.9% (4) 6.3% (7) 6.5% (9)
Not Applicable 0.0% (0) 0.0% (0) 0.0% (0) 0.7% (1)

Work Status

Work Status Group 1 Group 2 Group 3 Group 4
Not at work since OP 20.0% (5) 29.6% (24) 19.8% (22) 25.9% (36)
Started partially, same job 8.0% (2) 12.3% (10) 7.2% (8) 7.2% (10)
Fully reintegrated 12.0% (3) 17.3% (14) 21.6% (24) 12.9% (18)
Resumed work, but quit again 0.0% (0) 0.0% (0) 0.9% (1) 1.4% (2)
Resumed work, different job 0.0% (0) 0.0% (0) 0.0% (0) 0.7% (1)
Has been dismissed 0.0% (0) 0.0% (0) 0.0% (0) 2.2% (3)
Retired since OP 4.0% (1) 0.0% (0) 0.0% (0) 14% (2)
Retired before OP 52.0% (13) 32.1% (26) 38.7% (43) 38.1% (53)
Housewife/man 0.0% (0) 4.9% (4) 7.2% (8) 6.5% (9)
Child/student 0.0% (0) 0.0% (0) 0.0% (0) 0.0% (0)
Other 4.0% (1) 2.5% (2) 3.6% (4) 3.6% (5)
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Sample Implant Surgery Follow-up

Therapeutic Goals

Group 1
Group 21
Group 3
Group 41

Pain Relief

Group 1
Group 2
Group 31
Group 41

Functional Improvement

Group 11
Group 2
Group 31
Group 4

Neurological Improvement

Group 1
Group 21
Group 3 1
Group 41

Bowel / Bladder Function Improvement

Group 1
Group 21
Group 31
Group 4

Cosmetic Improvement

Group 1
Group 2
Group 3
Group 4

Spinal Stabilisation

Group 1
Group 2
Group 31
Group 41

Diagnostic Measures

Group 1
Group 21
Group 3
Group 41

Stop Deformity Progression

Group 1
Group 2
Group 31
Group 4

Prophylactic Decompression

Group 11
Group 2
Group 31
Group 41

Deformity Correction

Group 1
Group 2
Group 3 1
Group 41

Other

o
B

25% 50% 75% 100%

. Acheived Partially Acheived Not Acheived
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Sample Implant

Therapeutic Goals (Table)

Surgery Follow-up

Goal Goal Status Group1 Group2 Group 3 Group 4
Pain Relief Acheived 58.8% (20) 64.9% (72) 57.4% (89) 58.1% (111)
Pain Relief Partially Acheived 41.2% (14) 29.7% (33) 36.1% (56) 33.5% (64)
Pain Relief Not Acheived 0.0% (0) 54%(6) 6.5%(10) 8.4% (16)
Functional Improvement Acheived 44.4% (8) 67.4% (31) 66.1% (39) 55.3% (47)
Functional Improvement Partially Acheived 55.6% (10) 28.3% (13) 27.1% (16) 41.2% (35)
Functional Improvement Not Acheived 0.0% (0) 4.3% (2) 6.8% (4) 3.5% (3)
Neurological Improvement Acheived 57.1% (4) 63.6% (28) 72.9% (35) 69.2% (36)
Neurological Improvement Partially Acheived ~ 42.9% (3) 29.5% (13) 22.9% (11) 26.9% (14)
Neurological Improvement Not Acheived 0.0% (0) 6.8% (3) 4.2% (2) 3.8% (2)
Bowel / Bladder Function Improvement  Acheived 0.0% (0) 50.0% (1) 0.0% (0) 0.0% (0)
Bowel / Bladder Function Improvement  Partially Acheived 0.0% (0) 0.0% (0) 0.0% (0) 0.0% (0)
Bowel / Bladder Function Improvement Not Acheived 0.0% (0) 50.0% (1) 0.0% (0) 0.0% (0)
Cosmetic Improvement Acheived 0.0% (0) 100.0% (1) 50.0% (1) 0.0% (0)
Cosmetic Improvement Partially Acheived 0.0% (0) 0.0% (0) 50.0% (1) 100.0% (1)
Cosmetic Improvement Not Acheived 0.0% (0) 0.0% (0) 0.0% (0) 0.0% (0)
Spinal Stabilisation Acheived 100.0% (2) 100.0% (8) 88.9% (8) 100.0% (10)
Spinal Stabilisation Partially Acheived 0.0% (0) 0.0% (0) 11.1% (1) 0.0% (0)
Spinal Stabilisation Not Acheived 0.0% (0) 0.0% (0) 0.0% (0) 0.0% (0)
Diagnostic Measures Acheived 0.0% (0) 100.0% (1) 100.0% (1) 100.0% (1)
Diagnostic Measures Partially Acheived 0.0% (0) 0.0% (0) 0.0% (0) 0.0% (0)
Diagnostic Measures Not Acheived 0.0% (0) 0.0% (0) 0.0% (0) 0.0% (0)
Stop Deformity Progression Acheived 0.0% (0) 100.0% (2) 100.0% (2) 100.0% (2)
Stop Deformity Progression Partially Acheived 0.0% (0) 0.0%(0)  0.0% (0) 0.0% (0)
Stop Deformity Progression Not Acheived 0.0% (0) 0.0% (0) 0.0% (0) 0.0% (0)
Prophylactic Decompression Acheived 100.0% (2) 100.0% (2) 100.0% (2) 100.0% (3)
Prophylactic Decompression Partially Acheived 0.0% (0) 0.0% (0) 0.0% (0) 0.0% (0)
Prophylactic Decompression Not Acheived 0.0% (0)  0.0%(0) 0.0% (0) 0.0% (0)
Deformity Correction Acheived 0.0% (0) 0.0% (0) 0.0% (0) 0.0% (0)
Deformity Correction Partially Acheived 0.0% (0) 0.0% (0) 0.0% (0) 0.0% (0)
Deformity Correction Not Acheived 0.0% (0) 0.0% (0) 0.0% (0) 0.0% (0)
Other Acheived 0.0% (0)  0.0% (0) 100.0% (1) 100.0% (1)
Other Partially Acheived 0.0% (0) 0.0% (0) 0.0% (0) 0.0% (0)
Other Not Acheived 0.0% (0) 0.0%(0) 0.0% (0) 0.0% (0)
EURO BFI1T: -
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Sample Implant

Postoperative Complications

Surgery Follow-up

Complications? Group 1 Group 2 Group 3 Group 4
No 89.5% (34) 86.2% (106) 93.8% (165) 89.1% (196)
Yes 10.5% (4) 13.8% (17) 6.2% (11) 10.9% (24)
Complication Type Group 1 Group 2 Group 3 Group 4
Sensory dysfunction 0.0% (0) 4.9% (6) 0.6% (1) 2.7% (6)
Motor dysfunction 0.0% (0) 3.3% (4) 0.6% (1) 2.3% (5)
Bowel/ bladder dysfunction 0.0% (0) 0.8% (1) 0.0% (0) 0.0% (0)
Non-union 5.3% (2) 0.0% (0) 0.0% (0) 0.0% (0)
Implant failure 0.0% (0) 0.0% (0) 0.6% (1) 14% (3)
Instability 0.0% (0) 0.0% (0) 0.0% (0) 0.0% (0)
CSF leak/ pseudomeningocele 0.0% (0) 0.0% (0) 0.0% (0) 0.0% (0)
Wound infection superficial 2.6% (1) 0.8% (1) 1.1% (2) 1.4% (3)
Wound infection deep 0.0% (0) 1.6% (2) 0.0% (0) 0.0% (0)
Spondylitis 0.0% (0) 0.0% (0) 0.0% (0) 0.0% (0)
Discitis 0.0% (0) 0.0% (0) 0.0% (0) 0.0% (0)
Epidural hematoma 0.0% (0) 0.0% (0) 0.6% (1) 0.0% (0)
Extravertebral hematoma 0.0% (0) 0.0% (0) 0.0% (0) 0.0% (0)
Wrong level 0.0% (0) 0.0% (0) 0.0% (0) 0.0% (0)
Implant malposition 0.0% (0) 0.8% (1) 0.0% (0) 0.9% (2)
Recurrence of symptoms 0.0% (0) 3.3% (4) 0.6% (1) 2.7% (6)
Graft complication 0.0% (0) 0.0% (0) 0.0% (0) 0.0% (0)
Internal medicine 0.0% (0) 0.8% (1) 0.6% (1) 0.0% (0)
Sequelae anaesthesia 0.0% (0) 0.0% (0) 0.0% (0) 0.0% (0)
Adjac. segment pathology 0.0% (0) 0.0% (0) 0.6% (1) 0.5% (1)
Recurrent tumor 0.0% (0) 0.0% (0) 0.0% (0) 0.0% (0)
Decompensation of spine 0.0% (0) 0.0% (0) 0.0% (0) 0.0% (0)
Cardiovascular 0.0% (0) 0.0% (0) 0.0% (0) 0.0% (0)
Gastrointestinal 0.0% (0) 0.0% (0) 0.0% (0) 0.0% (0)
Central nervous system 0.0% (0) 0.0% (0) 0.0% (0) 0.0% (0)
Fracture vertebral structures 0.0% (0) 0.0% (0) 0.0% (0) 0.5% (1)
Thromboembolism 0.0% (0) 0.0% (0) 0.0% (0) 0.0% (0)
Other 2.6% (1) 2.4% (3) 1.1% (2) 0.9% (2)
None 89.5% (34) 86.2% (106) 93.8% (165) 89.1% (196)
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Sample Implant Surgery Follow-up

Complication Time

Group 14
Group 2 1
Group 31
Group 4

Sensory dysfunction

Group 11
Group 21
Group 3
Group 41

Motor dysfunction

Group 119
Group 2
Group 31
Group 41

Bowel/ bladder dysfunction

Group 1
Group 21
Group 34
Group 41

Non-union

Group 1
Group 2
Group 3
Group 4

Implant failure

Group 119
Group 21
Group 31
Group 4

Wound infection superficial

Group 117
Group 21
Group 3
Group 41

Wound infection deep

Group 119
Group 2
Group 31
Group 41

Epidural hematoma

Group 1
Group 21
Group 31
Group 41

Implant malposition

Group 19
Group 2 1
Group 31
Group 4

Recurrence of symptoms

Group 11
Group 21
Group 3
Group 41

Internal medicine

Group 17
Group 2
Group 31
Group 41

Adjac. segment pathology

Group 1
Group 2
Group 3
Group 4

Fracture vertebral structures

Group 17
Group 21
Group 31
Group 41

Other

o
S
=

0% 25% 50% 75%

B coy (<28 Days) Sub-acute (2-6 Months) Late (> 6 Months
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Sample Implant Reoperation Analysis for Group 1

Reoperation Analysis for Group 1

Summary

Number of Reoperations at any level

Number of Reoperations at an adjacent level 2

Number of Reoperations at the same level 6

Cumulative Reoperation Rates

Any Level Adjacent Level Same Level

'(I'vi:;ers) ::sk Reoperations CRR (95% CI) Reoperations CRR w?f; Reoperations CRR (95% CI)
0 101 0 (0.0%—O?&)?’Z; 0 (0.0%—0(.)6?’;?)) 0 (0.0%—0(.)(.)?’;3
1 91 5 5.2% 0 0.0% 3 3.1%

(0.7%-9.5%) (0.0%-0.0%) (0.0%-6.5%)
2 81 > (4.1%- 116?‘55;3 0 (O.O%—O%?’/Do/c)) ! 0.1 %—Ef 12"/00/;
3 3 4 (7.4%—2125.111";%; 2 (0.0%—52..85"’/03 2 (1.3%-1 1655°/0f;
4 & 0 (7.4%—212?.11;0/; 0 (0.0%—Sz.éi;o/; 0 (1.3%-1 1655‘;3
. 0 anzzr ° oows P
6 61 0 (7.4%—2125.111"/05)7 0 (0.0%—52..85"2 0 (1.3%-1 1655‘;3
v St g (7.4%-212?'11;3 0 (0.0%-52.531?;3 0 (13%-1 16550/03
8 49 0 (7.4%—2‘]25.‘11;3 0 (0.0%—Sz.és"/oo/c)) 0 (1.3%-1 1655"/00/;
o 4 0 (7.4%—2125.111"/03 0 (0.0%- SZBi;S 0 (1.3%-1 1655°/0f;
10 34 0 (74%—212?:11;0/; 0 (0.0%—52.2'35‘;0/; 0 (1.3%-1 1655‘;3
wo = 0 unzzr ° oows P
12 23 0 (7.4%-2125310/03 0 (0.0%-52.6502 0 (13% 1655/0/)
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Sample Implant Reoperation Analysis for Group 1

Any Level Adjacent Level Same Level

Time At . . CRR (95% .
(Vears) Risk Reoperations CRR (95% CI) Reoperations I Reoperations CRR (95% Cl)
15.1% 2.5% 6.5%
14 4 0 (7.4%-22.1%) 0 (0.0%-5.8%) 0 (1.3%-11.5%)
15.1% 2.5% 6.5%
15 13 0 (7.4%-22.1%) 0 (0.0%-5.8%) 0 (1.3%-11.5%)
16 5 15.1% 2.5% 0 6.5%
(7.4%-22.1%) (0.0%-5.8%) (1.3%-11.5%)
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Sample Implant Reoperation Analysis for Group 1

Reasons for Reoperation

Any Level Adjacent Level Same Level

Reason for Percent Mean Range Percent Mean Range Percent Mean Range
Reoperation (Count) (Years) (Years) (Count) (Years) (Years) (Count) (Years) (Years)
Hardware 14.3% 0.91- 5 . ) 16.7% 0.91-
Removal @ 143 195 0.0% (0) Undefined Undefined ) 0.91 091
- 9 -
Instability 7.1% (1) 0.91 069_;1 0.0% (0) Undefined Undefined 16'7(1/; 0.91 069_;1
0.91- ) ) 16.7% 0.91-

0y 0,
Other 7.1% (1) 0.91 091 0.0% (0) Undefined Undefined ™ 0.91 091
85.7% 0.11-  100.0% 83.3% 0.11-
Unknown (12) 1.45 275 ) 201 2.01-2.02 ) 1.14 202
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Sample Implant Appendix A - Component List

Appendix A - Component List

Supplier Description Article Number Number Implanted
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Sample Implant Appendix B - Complications by Country

Appendix B - Complications by Country

Summary

Country Complications
Austria 1
Belgium 1
Germany 0
Italy 0
Portugal 1
Slovenia 0
Switzerland 18
United Kingdom 4
United States 1
Unspecified 1
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Sample Implant Appendix B - Complications by Country

Complications - Austria

Surgical Complications

Surgical Complications

Other

Intraoperative Postoperative (Before Discharge)

1 0
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Sample Implant Appendix B - Complications by Country

Complications - Belgium

Surgical Complications

Surgical Complications Intraoperative Postoperative (Before Discharge)
Motor Dysfunction 0 1
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Sample Implant Appendix B - Complications by Country

Complications - Portugal

Surgical Complications

Surgical Complications Intraoperative Postoperative (Before Discharge)
Dural Lesion 1 0
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Sample Implant Appendix B - Complications by Country

Complications - Switzerland

Surgical Complications

Surgical Complications Intraoperative Postoperative (Before Discharge)
Dural Lesion 1 0
Other 0 2

Surgery Follow-up Complications

Complication Type Early (< 28 Days) Sub-acute (2-6 Months) Late (> 6 Months)
Non-union 0 0 2
Wound infection superficial 1 0 0
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Sample Implant Appendix B - Complications by Country

Reoperation Reasons

Any Level Adjacent Level Same Level

Reason for Percent Mean Range Percent Mean Range Percent Mean Range
Reoperation (Count) (Years) (Years) (Count) (Years) (Years) (Count) (Years) (Years)
Hardware 14.3% 0.91- o " . 16.7% 0.91-
Removal 2 1.43 195 0.0% (0) Undefined Undefined ™ 0.91 091
. 0.91- ) ) 16.7% 0.91-
Instability 7.1% (1) 0.91 091 0.0% (0) Undefined Undefined ) 0.91 091
0.91- 16.7% 0.91-

0y 0, 1 T
Other 7.1% (1) 0.91 091 0.0% (0) Undefined Undefined ™ 0.91 091
57.1% 0.11- 50.0% 50.0% 0.11-
Unknown ®) 1.61 75 ) 2.02 2.02-2.02 3) 0.87 502
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Sample Implant Appendix B - Complications by Country

Complications - United Kingdom
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Sample Implant Appendix B - Complications by Country

Reoperation Reasons

Any Level Adjacent Level Same Level
Reason for Percent Mean Range Percent Mean Range Percent Mean Range
Reoperation (Count) (Years) (Years) (Count) (Years) (Years) (Count) (Years) (Years)
0.79- 2.01- 1.11-
() 0, 0,
Unknown 21.4% (3) 130 501 50.0% (1) 2.01 501 33.3% (2) 1.56 201
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Sample Implant Appendix B - Complications by Country

Complications - United States

Surgery Follow-up Complications

Complication Type Early (< 28 Days)

Sub-acute (2-6 Months) Late (> 6 Months)
Other

1 0 0
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Sample Implant Disclaimer

EUROSPINE produces this report through its contractor, NEC Software Solutions (UK) Limited (NEC) using data collected,
collated and provided by third parties. As a result, neither EUROSPINE or NEC takes any responsibility for the accuracy, currency,
reliability and correctness of any data used or referred to in this report, and disclaims all warranties in relation to such data, in
each case to the maximum extent permitted by legislation.

To the maximum extent permitted by law, neither EUROSPINE or NEC shall have any liability (including but not limited to liability
by reason of negligence) for any loss, damage, cost or expense incurred or arising by reason of any person using or relying on
the data within this report and whether caused by reason of any error, omission or misrepresentation in the report or otherwise.
This report is not to be taken as advice. Third parties using or relying on the data in this report do so at their own risk and will
be responsible for making their own assessment and should verify all relevant representations, statements and information with

their own professional advisers.
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