
Table 1: Additional Surgical Procedures – Dynesys Randomized 

Subject 
ID Assignment 

  
1-Level 
or  
2-Level 
Surgery 

Index 
Surgery 
Date 

Date of 
Additional 
Surgical 
Procedure 

Days 
from 
Surgery 

Analysis 
Interval for 
Censoring Intervention 

Description of 
Intervention Surgery 

 Dynesys 1-Level 28-May-03 12-Jun-03 14 3-weeks Reoperation 

Decompressive 
laminectomy at L3-4 and 
L4-5 on 6/12/03; Hardware 
prophylactically removed on 
6/16/03 

 Dynesys 1-Level 2-Oct-03 15-Sep-05 703 24-month Suppl. Fixation 
Laminectomy and fusion at 
L4-5 and L5-S1 

 Dynesys 2-Levels 1-Sep-04 20-Jan-06 499 12-month Reoperation 
Lumbar microdiscetomy at 
L4/5 and L5/S1 

 Dynesys 2-Levels 12-Aug-03 6-Jul-05 684 24-month Reoperation 

(R) L4-5 laminectomy; 
medial facetectomy; 
foraminotomy; L5 nerve 
root decompression, repair 
of dural tear; (R) L3-4 
hemilaminectomy, medial 
facetectomy at non-
investigative site 

 Dynesys 2-Levels 16-Jan-04 11-Jan-06 715 24-month Removal/ Suppl. Fixation 

Removal of device at L4-S1 
with posterior fusion with 
instrumentation T9-S1 due 
to adjacent level 
degeneration and 
degenerative scoliosis with 
back pain 

 Dynesys 2-Levels 10-Nov-03 26-Nov-03 16 3-weeks Reoperation 

Removal of epidural 
hematoma at L2 to L4 on 
11/26/03 and surgery 
repeated on 11/27/03 
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Subject 
ID Assignment 

  
1-Level 
or  
2-Level 
Surgery 

Index 
Surgery 
Date 

Date of 
Additional 
Surgical 
Procedure 

Days 
from 
Surgery 

Analysis 
Interval for 
Censoring Intervention 

Description of 
Intervention Surgery 

 Dynesys 1-Level 3-Nov-04 6-Sep-06 663 24-month Suppl. Fixation 

Laminectomy and fusion at 
L3-4 due to disc 
degeneration disease 
diagnosis. 

 Dynesys 1-Level 17-Dec-03 12-May-04 145 3-month Removal/ Suppl. Fixation 

Exploration of lumbar 
incision and removal of 
pedicle screws (Dynesys) at 
L4-5 with reimplantation of 
pedicle screws and rods and 
posterior lateral fusion L4-5 
with bilateral 
foraminotomies at L4 and 
L5 

 Dynesys 1-Level 2-Apr-04 21-Mar-05 349 12-month Removal Removal of device 

 Dynesys 2-Levels 14-Jul-03 31-Jul-03 17 3-weeks Reoperation 

Re-exploration of wound 
with lavage, culture and 
secondary closure due to 
wound dehiscence 

 Dynesys 2-Levels 10-Sep-04 13-Oct-05 393 12-month Suppl. Fixation 
(L) transforaminal interbody 
fusion (TLIF) at L5-S1 

 Dynesys 2-Levels 13-Apr-04 19-Oct-05 546 12-month Removal/ Suppl. Fixation 

Removal of device; fusion 
with instrumentation at L4-
S1 

 Dynesys 2-Levels 14-Jun-04 15-Nov-04 151 3-month Reoperation 

Decompression of L4 and 
L5 nerve roots at the L4-5 
level; re-instrumentation of 
the Dynesys system from L3 
to L5 level 

 Dynesys 2-Levels 29-Mar-04 21-Dec-05 622 12-month Revision 
Revision of device and 
decompression at L2-3 
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Subject 
ID Assignment 

  
1-Level 
or  
2-Level 
Surgery 

Index 
Surgery 
Date 

Date of 
Additional 
Surgical 
Procedure 

Days 
from 
Surgery 

Analysis 
Interval for 
Censoring Intervention 

Description of 
Intervention Surgery 

 Dynesys 1-Level 29-Apr-04 28-Jan-05 269 6-month Removal 
Removal of device L4-5, 
L5-S1 

 Dynesys 2-Levels 4-Oct-04 20-Oct-04 16 3-weeks Reoperation 
Wound drainage; Irrigation 
and Debridement 

 Dynesys 2-Levels 29-Sep-03 15-Oct-03 16 3-weeks Reoperation Irrigation and Debridement 

 Dynesys 2-Levels 21-Jul-04 28-Jul-04 7 3-weeks Reoperation Irrigation and Debridement 

 Dynesys 2-Levels 3-Dec-03 8-Aug-05 605 12-month Removal/ Suppl. Fixation 

Removal of device at L4-5, 
L5-S1 with lumbar fusion, 
pedicle instrumentation L4-
5, L5-S1 with interbody 
fusion X 2 levels 

 Dynesys 2-Levels 12-Nov-04 30-Jan-06 438 12-month Removal/ Suppl. Fixation 

Removal of device at L4-5 
to L5-S1 with posterolateral 
fusion at L4-5 to L5-S1 with 
ST360 instrumentation 

 Dynesys 1-Level 4-Aug-04 1-Dec-04 117 3-month Removal/ Suppl. Fixation 
Removal of device at L3-4; 
Fusion at L3-4 

 Dynesys 2-Levels 13-Oct-04 19-Apr-05 186 6-month Suppl. Fixation Anterior inner body fusion 
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Table 2: Additional Surgical Procedures – Silhouette Randomized 

Subject 
ID Assignment 

  
1-Level 
or  
2-Level 
Surgery 

Index 
Surgery 
Date 

Date of 
Additional 
Surgical 
Procedure 

Days 
from 
Surgery 

Analysis 
Interval for 
Censoring Intervention 

Description of 
Intervention Surgery 

 Silhouette 1-Level 12-Feb-04 26-Feb-04 14 3-week Reoperation Irrigation and Debridement 

 Silhouette 1-Level 16-Dec-03 8-Mar-04 82 3-month Revision 

Revision laminectomy (L) 
L4-5; partial pedicle 
resection (L) L5 (previously 
fractured during index 
surgery) and 
instrumentation removal on 
left side at L4-5 

 Silhouette 1-Level 6-Apr-04 25-Apr-05 379 12-month Suppl. Fixation 

Pars fracture repair; revision 
decompression; extend 
segmental fixation to 
inferior level  - extend from 
L4-5 to L5-S1 

 Silhouette 1-Level 2-Mar-05 21-Mar-05 19 3-week Reoperation 

Irrigation and Drainage of 
site, dural tear repair and 
closure 

 Silhouette 1-Level 3-Nov-03 1-Mar-04 118 3-month Reoperation 
(L) hemilaminectomy, 
foraminotomy L3-4 

 Silhouette 1-Level 15-Dec-03 5-Apr-05 470 12-month Removal/Suppl. Fixation 

Removal of Silhouette 
instrumentation L5-S1, 
exploration of 
pseudoarthrosis at L5-S1; 
PLIF at L4-5 and L5-S1 

 Silhouette 2-Levels 13-Dec-04 13-Dec-05 360 12-month Removal/ Suppl. Fixation 

Removal of device, re-
fusion with BMP, removal 
of lipoma, exploration of 
fusion (pseudoarthrosis) 
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Subject 
ID Assignment 

  
1-Level 
or  
2-Level 
Surgery 

Index 
Surgery 
Date 

Date of 
Additional 
Surgical 
Procedure 

Days 
from 
Surgery 

Analysis 
Interval for 
Censoring Intervention 

Description of 
Intervention Surgery 

 Silhouette 2-Levels 8-Oct-03 17-Oct-03 9 3-week Reoperation Irrigation and Debridement 

 Silhouette 2-Levels 12-Nov-03 19-Dec-03 37 3-week Reoperation Irrigation and Debridement 

 Silhouette 2-Levels 26-Jul-04 31-Jul-04 5 Imm Postop Revision 

Re-exploration and 
reinstrumentation of the (R) 
L3 pedicle screw; 
reinstrumentation of L3-L5 
PLF due to misplaced screw 
during index surgery 

 Silhouette 1-Level 26-Feb-04 17-Nov-05 621 12-month Revision 

Lumbar decompression at 
L4-5; bilateral posterolateral 
fusion L4-5; exploration of 
fusion (pseudoarthrosis) L5-
S1; removal and 
replacement of hardware 
with extension of grafts L5-
S1 

 Silhouette 1-Level 1-Sep-04 22-Oct-04 51 3-week Removal 

Exploratory surgery with 
unilateral removal of (L) 
implant at L4-5 
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Table 3: Additional Surgical Procedures – Dynesys Roll-in 

Subject 
ID Assignment 

  
1-Level 
or  
2-Level 
Surgery 

Index 
Surgery 
Date 

Date of 
Additional 
Surgical 
Procedure 

Days 
from 
Surgery 

Analysis 
Interval for 
Censoring Intervention 

Description of 
Intervention Surgery 

 Dynesys 2-Level 1/27/04 10/28/05 631 12-month Revision 

Revision of device – 
removal of device at L3-4, 
L5-1 with reimplantation of 
device at L3-4 to L5-S1 
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