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Table 1 - PATIENT ACCOUNTABILITY

INFUSE™ Bone Graft/LT-CAGE™ Device — OPEN Investigational Group
(As of 7/25/01 Cut off Date)

Precperative Surgery 6 Waeks 3 Months 6 Months 12 Months 24 Months
(1 Day o (24 Wooks o <0 | (>0 Weoks lo <5 (= 5 Moniha lo <8 (= 8 Months 1o (= 18 Months tn
<4 Wesks) Weoks) Months) Months) <19 Months) | <30 Months)
Thenretica;l
Follow-up 143° 143 143 143 143 143 143
REDACTED
Percent Follow-up | 100.0% | 100.0% | ©03% | ©00.3% | ©08.6% | 064% | 92.5%
REDACTED

CONFIDENTIAL
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Table 1a - PATIENT ACCOUNTABILITY

Control Group
(As of 7/25/01 Cut off Date)
Preoperative Surgery 6 Weoks 3 Months 6 Months 12 Months 24 Months
{1Day lo (24 Waoks to <0 | (>0 Waoks lo <5 {= 5 Months to <8 (= 9 Months 1o (> 18 Months 1o
<4 Weeks) Weeks) Months) Months) <19 Months) | <30 Monihs)
Theurelicﬁtl
F'UHW?UD 136 136 136 136 136 136 136
REDACTED
Percent Foliow-up | _100.0% | 1000% | 985% | G65% | " 985% | 96.9% | 90.8%
REDACTED

CONFIDENTIAL



CONFIDLNTIAL

InFUSEITM) Econe Grafe/LT-CAGE(THM] Device Open Study

Table 2. Demographic Informacion

Investigational Contrel

Variable [Hm243) IM=136) p-value *
Age [yrs.)
n 143 136 D.369
Mean 43.3 42.3
Sed 9.8 9.7
L — ——
- ml— —
Height {in.)
n 142 134 0.984
Maan 68.1 68.1
Std 4.2 4.1
> _—
-—_ -
Weight (lbs.}
n 143 134 0.639
Mean 175.1 1E1.1
Secd 31.1 7.0
- i —
- A _—
Sex [m (%))
Male 78 [ 54.5) 8 [ 50.0) 0.473
Female &5 { 45.5) &0 [ S0.0})
Rrace [m (%]
Caucasian 127 ([ B8.B) 111 [ B1.6) 0.218
Black B [ 5.8} 18 { 11.3)
hsian 1{ 0.7} e 0.0
Hispanic 5 { 3.5] 5[ 3.7
ocher 20 1.4) 2 [ 1.5)
Marical Scatus [m (%))
Eimgle 24 (| 16.8) 18 ( 13.2) 0.877
Married 9% | 66.4) #1 1 66.%)
Diverced 16 ( 12.6) 20 [ 14.7)
Separated £ { 3.5 50 37
widowed i{ 9.7} 2 [ 1.8}
Program (Datel: T_DEMOG (2ZAUGOL1)} (11:26}) (PAMGE 1 OF 2}

* For coatimuous variables, p-values are £rom ANOVA and for categorical
wvariables, they are from Pisher's exact test or Chi-square Cest.
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CONFIDEKNTIAL

IRFUSEITH] Bonw Gralt/LT-CARIE(TM] Device Qpen Scudy

Table 2. Demographic Information

Investigational Control

Variable H=1431] [K=l36) p-value *

Educetion Level [n (%)}
« High School 13 { 9.1) 17 [ 12.6) 0.621
High School 45 { 31.8) % [ 28.9)
» High Schoel B85 | 59%.4) 79 [ 5B.%)

wWorker's Compensaticn [m (%))
Yes 47 | 33.9) 47 [ 34.8) 0.801
He 96 | 67.1) 8% | 65.4)

Spinal Litigacicm [n (%))
Yes 18 | 12.8) 22 | 16.2) 0.400
Ho 125 | 87.4) 114 { 83.8)

Tobacco Used (o (%))
Yes 47 | 32.9) 4% [ 36.0) 0.615
Re 96 | €7.1) 87 [ €4.0)

Alcohol Use In (%))
Yes 38 { 27.3) 41 [ 31.8) 0.434
Ho 104 [ 72.7) 83 [ 68.4)

Precp Work Status (o (%))
Working 68 | 47.8) 50 [ 36.8) 0.071
Hor MWorking 785 [ 52.4) 86 { 63.2)

Progra= (Date): T_DEMOG (22AUG0L1) (11:26) [PAGE 2 OF 2)

* For continuous wvariables, p-values are from ANOVA and for categorical
variables, they are from Fisber's exact test or Chi-sguare ctest.



CONFIDENRTIAL

.- IaFUSE (TH) Beone Graft/LT-CAGE(TM] Levice Open Study

Table 3. Precperative Medical Condition and Medicaticon Usage
[Humber (%) of Patients]

Investigational Comtrol
Variable (H=143) (N=136) p-value *

Previous Back Surgery

Yes 54 [ 37.8) 55 [ 40.4) 0.713
1] 8% ( 62.2) Bl | 59.8)
Previous Back Surgery
1 39 ( 72.2) 34 [ 61.8) @.310
»1 15 ( 27.8) 21 { 38.2)
Diabetic
Yee € 4.2) 1( 0.7} 0.121
Ho 137 ( %5.8) 135 ( 9%.3)
Gout
Yes 1{ 0.7} 20 1.5 0.614
Ke 142 { 99.3) 134 [ 98.5)
Hepatitis
Yes 5 { 3.5) i { 2.2} 0.723
Mo 138 ( 96.5) 133 ( 97.8)
o Total Waddel Sigms
1 Positive 4 [ 2.8) 10 { 7.4) 0.194
2 Positives 240 1.4 1( 0.7)
3 Positives 0 { 0.0} o { 0.0)
4 Positives o f °.0) o { 0.0)
5 Positives o { 0.0} o { o0.0)
Neon-Narcotic Medications
Yes B0 { 55.9) 75 [ 55.1) 0.%05
Ho 63 ( 44.1) €1 [ 44.9)
Week Narcotic Medications
Yes 77 ( 53.8) 67 | 49.3) 0.473
He 66 { 46.2) €% ( 50.7)
Streng Narcotic Medications
Yes 31 ( 21.7) 33 ( 24.3) 0.670
Ne 112 { 78.3) 103 { 75.7]
Muscle Relaxant Medications
Yes 45 { 31.5) 37 | 27.2} 0.511
He 58 ( 68.5) 8% [ 72.8]
Program (Date) : T_FREMED [22AUG01) {11:26) (PRAGE 1 OF 1)

* P-values are from Figsher's exact test or Chi-sguare test.



CONFINERTIAL

InFUSE{TM) Bone Greft/LT-CRGE(TM) Device Open Study

Table 4. Summary of Degenerative Disc Disease Diagnostic Characteristics
[Mumber (%) of Patients)

] e o e i

Investigaticnal Control
Variable (H=143) (H=136)
Characteristics of Degenerative Disc Disease
h. Imstability 11 { 7.7} 0 0 7.4)
E. Ostecphyte Formationm 41 ( 28.7) 2% ( 21.3)
C. Decreased Disc Height 127 ( 88.8) 128 [ 94.1)
D. Thickening of Ligamentous Tissue e { 21.0) 24 ( 17.€)
E. Disc Hermiaticm 79 [ 55.2) 65 ( 47.8)
F. Facet Joint Degeneratiom 36 { 25.2) 28 { 20.6)
Bumber of Characteristics Indicated
1 44 ( 20.8) s ( 28.7)
2 54 { 37.8) 53 { 39.0)
3 17 | 11.8) 33 ( 24.3)
4 12 [ B.4) E{ 3.7
5 13 | 9.1} 3 ( 2.2
e 3 ( 2.1) 3( 2.2)
Program (Date): T_INCLUSION (22AUG0L) (11:26) {PAGE 1 OF 1)



COKNFIDERNTIAL

InFUSE (TM) Bone Grait/LT-CAGEITM] Device Open Study

Table 5. Precperative Evaluaticns of Clinical Endpeints

Investigational Control
Variable {H=143) (Hal3&) p-value®
Oswestry Pain Score
n 143 136 0.361
Mean 53.7 5.1
std 12.7 11.8
—_ -_— —_—
- - -
Mean Neurclogical Score
o 143 13E 0.278
Mean §2.2 90.8
Scd 9.8 11.9
- -_— —
- ) A
SF-36 PCS
n 142 136 0.014
Mean 27.7 29.4
std 5.7 6.2
- i —
o A .
SF-36 MCE
n 142 136 0.047
Hean 44 .1 41.1
s5td 13.2 11.7
- - L
r [ S
Back Pain Score (0 - 20)
-1 143 136 0.383
Hean 15.8 16.1
5td 3.2 3.0
- [ :
(] -
Leg Fain Score (0 - 20)
o 143 136 0.958
Mean 12.5 12.8
std 5.4 .3
- -y -
-_ _— ——
Program (Date}: T _EFFPREOQP (22AUG0L1) (11:26) (FREE 1 OF 1)

* pP-values are from analysis of variance.



CONFIDERTIAL

InFUSE(TH] Bene Grafc/LT-CAGE(TM] Device Open Scudy

Table €. Surgery Information

Investigational Control
Variable (H=143) (N=136)

Cperative Time (hrs)

0 143 136
Mean 1.6 2.0
ged 0.6 0.7
i — -
1 - L
dimn ™ -t
Blood Loss (ml)
-1 142 136
Mean ' 109.8 183.1
std 117.3 175.1
ay a— A
-— N ol
Hospital Stay (days)
n 143 136
Mean 3.1 3.3
std 1.6 1.3
. [ uns
E — [ e
- —— [

Treatment Levels [n (%))

L4-L5 37 | 25.8) a2 { 23.8)

LE=-51 106 ( 74.1) 103 [ 75.7)

L5-L& . 0 { 0.0} i{ 0.7
Cperative Approach [n (%}]

Retroperitoneal 116 { 81.1) 105 ( 80.1)

Transperitoneal 27 { 18.9) 26 [ 19.1)

Other o[ 0.0} 1{ 0.7}
External Othosis [n (%)]

Low Profile Brace 72 | 51.4) €9 ( 51.9)

High Profile Brace 0 { 7.1} 5 { 3.8)

Corset 48 [ 34.3) 47 [ 35.3)

Other 10 ¢ 7.1) 12 { 9.0)
Patient Clasgified as [o (¥)]

Cutpatient/Ambulatory 1{ 0.7) 0 { 0.0]

Inpatient 140 [ $5.3) 135 (100.0]

Program (Date): T_SURG (22AUGOL1) (11:28) {(PAGE 1 OF 1}
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TABLE 7 — ADVERSE EVENTS' - INFUSE™ BONE GRAFT/LT-CAGE™ DEVICE - OPEN APPROACH —l
Surgery Poaloparstive 8 Weoks 3 Meniths ® Months 12 Moniha 24 Month Tolal A " arE Tt i
(1 day - o Woeks) | (24 Wis - & Wesks) | (20 Wies. <5 Months] | (5 Mos- <0 Months) ’Emmm  Mos- 0Months) GrermeBvents § Mol Pafons oo
Com MHUSE““: Control ﬂsﬁ‘: Control | WFUSE™ | Control | WFUSE™ | Control | InFUSE™ | Control | InFUSE™ | Cortrol | InFUSE™ | Control | InFUSE™ | Control {InFUSE™ Grafi|  Contrl
plication CAGE™ T /LT~ GrafLT- Graf/LT - Graf/LT- GrfyLT- GrlLT- LT-CAGE™ | #(%ol13)
: CAGE CAGE™ CAGE™ CAGE™ CAGE™ CAGE™ CAGE™ Dewice
hn'hl Device Devica Device Devica Dererlcn Device Devvice A6 el 143
Anatomicalf 0 2 - .
Technical Difficully . o ¢ 0 0 0 0 0 0 o 0 0 0 o 2 0 {0.0) 2015
A I ; 3 5 2 : : s 4 u 17 4 B 41 3| 8EeR | @)
o - { < 0 0 0 0 a 1 [1] 0 1 [{] 0 0 1 1 1 {0.7) 1{0.7)
s ar = : : 5 2 2 1 3 2 1 1 2 0 1 B 14 8 (5.5) 12 (A.8)
T 5 < 0 0 0 0 0 0 1 0 0 0 [1] 0 1 0{0.0) (0.7}
Gasointestnal : > . . 2 g ! 9 g L g 9 L 0 1 0 (0.0 1{0.7)
lt;-r:l’tﬁlh a 0_ 0 2 Fl 2 0 3 1 6 1 4 3 1 5 ar k1) 30 (21.0) 6 (9.1
s Relaled g- g 0 g 0 0 0 0 0 0 0 0 0 0 0 8 0 (0.0) A(59)
yhio | 0 1] 1 0 1 0 0 0 0 ] ] 0 2 ] Z(1.4) AN}
infection 0 0 11 g 4 4 2 1 2 1 2 0 0 2 21 17 11 By
- = _} B26 | 15(11.5)
Malpositioned Implant 1 0 0 0 0 0 0 0 1] [1] 1] 1] 0 0 1 0 TEU.? ) 0 (0.0
WI g g : 5 4 3 3 2 2 2 3] 3 2 T 2 2 19(13.3) 21 {15.4)
Unlon 0 o ] 0 0 0 2 1 0 1 1 7 Az
oA \ , ] 3 1iD7) A7 2
Other 4 8 B 10 3 2 1 4 3 4 7 ] 5 6 31 40 24 (168) | 35(25.0)
Other Paln 0 0 1 [ 0 3 2 3 1 6 8 4 3 19 13 15 (10.5) 12 (B.)
Rasplratory 0 0 2 2 1 0 0 0 1] 0_ 0 1 0 1 3 IRy ] 42y
Retrograde Ejaculation 0 0 3 1 1 0 1 0 0 [V} 0 0 0 0 5 1 5(3.5) 1(n.7}

_ - (64) {1.9)"
Spinal Event 0 0 0 ] 0 0 B 2 5 3 7 8 3 2 il 17 19133 | Bm
Subsidence 0 1] 3 2 1 1] 1 0 1 0 0 0 0 0 ] 2 6 {4.2) 2{15)
Trauma 0 0 1 4 0 3 4 ] 12 5 18 g 4 7 39 3 IELT) | w1l
Urogenital 0 0 13 4 1 0 1 2 4 1 2 1 3 2 24 10 20 (14.0) o (6.6
Vascular Intra-Op [] 5 [1] 0 0 0 0 0 0 0 0 0 D i B 5 6(4.2) 5(17)
Verlebral Fracture 0 0 1 0 ] 0 0 0 0 0 0 0 0 [1] 1 0 1{0.7) 0 (0.

Any Adverse Event 113 (79.0) | 100(A11}
Y

' Since fusion is a primary effectiveness endpoint, nonunions reported as adverse events by the investigator are ot included in the table if the nonunion resulte:d
in a second surgery. These nonunions are captured in the secondary surgery table and the fusion table.

? Percent for 78 males

3 Percent for 68 males

CONFIDENTIAL



TABLE 8 - SECONDARY SURGERIES'

INFUSE ™ Bone Graft/LT-CAGE™ Device — Open Approach

al

REDACTED

Operative Hospital 6 Weeks 3 Months 8 Months 12 Months 24 Months Total Events’ # of Patinnts
Discharge {24 Wia, - 28 Whe. - {25 Months - {28 Moniths - (=19 Moniths - Reporting
{1 Davy - <d Wha.)} < Wis.) «5 Monihs) <8 Months) <18 Manths) <30 Manths)
Type of WFUSE™ | Control | WFUSE™ | Contrel { WFUSE™ | Combrol | WFUSE™ | Control | WFUSE™ | Comirol | WFUSE™ | Conrel | WFUSE™ | Conbol | WFUSE™ [ Control WFUSE™ | Gestit
Secondary | Onfll. GrfLT: GrafhT. OrafiLT- Gt OrafLT- GrafiLT- GraiLT. O )
Surglecal CAGE™ CAQE= CABE= CADE™ CADE~ CAGE~ CAGE™ CAGE™ ;T;'li:'itr;] e
m'h‘ h'u h‘h Ml h‘lh Mh DI'I‘HI Devlca L
Procedure P i
Revisions ] 0 o 1] [/} (1] 0 1] [1] 1] (1] (1] 0 0 [i] 0 0 (0.0 GIGET
Removals 0 [] 1 [1] 0 0 1 0 0 0 0 0 0 0 2 0 21{1.4) fngnn
Supplemental 0 0 1 [V} 0 0 2 1 0 2 5 T 2 4 i 14 10 {7.0) 14 {002
Fixations -
(Reoperations | 0 0 1 0 0 0 1 1 0 2 4 1 0 2 8 § 6(a2) | A9
Other 0 0 1 3 2 1 3 4 0 2 14 14 9 12 k] 6 3 (21.7) | 2R20.6)
e — —— f—

i
I_



GURSTIENT A

InFUSE (TH) Bone Grafe/L7-CRGE(TM) Device COpexn Study

Table §. Summary of Success Rates of Radiographic Fusicn
[Humber (%) of Patients]

Investigational Control

Variable (Hel43) IH=136)
T

—— —— L

— L ]
12 months

SuUCCEEE 127 ( 96.9) 112 ( 92.8)

Failure 4 [ 3.1) §{ 7.4)
24 Menths

Success 120 ( 94.5) 102 ( 868.7)

Failure 7 [ 5.5 13 [ 11.3)
Program (Date): T _FUSION (22a0G01) (11.:26) {PAGE 1 OF 1)}

REDACTED

I



CORTIDERTIAL

INFUSE(TM) EBone Graf¢/LT-CRGE(TM} Device Open Study

Table 10. Summary of Oswestry Low Back Pain Disability Scores

Precperative FPain Score

n 143 136

Mean §3.7 5.1
std 12.7 11.86
- e -
- - L

REDACTED

I



CORFIDENTIAL

inFUSE (TM) Bome Grafc/LT-CAGE(TM) Device Open Study

Table 10. Summary cf Oswestry Low Back Pain Disability Scores

REDACTED

12 Menths Fain Scere
o 130 125
Mear 25.5 25.6
ﬁ 1.2 is.1

[ ] -
- - -
Change from Frecperative

n 130 125
Mean -27.7 =-28.9
Std 18.2 15.5
L] — g
- o L]
p-value * <0.001 <0.001

24 Months FPain Sccore
n 122 108
Mean 23.% 23.8
std is.8 20.7
- A -_
- —-_— am

Change from Precperative

n 122 108
Mean -29.0 =-29.5
Std 19.8 22.0
L -_— -
L -_— L
p-value * <0.001 =0.001

Program (Date}: T_OSWlL (22ADGO1} (11:26) I(PRGE 2 OF 2)

* P-values for change from precperative in each group are from paired t-test.

g~
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CONRFIDERYIAL

“1‘_ InFUSE(TH] Bone Graft/LT-CAGE(TM]) Device Cpen Study
Table 11. Summary of Success® Rates of Oswestry Low Back Pain Measures

[Humber (%) of Patients]

REDACTED

12 Menths
Success 100 { 76.9) 94 ( 75.2)
Failure 30 { 23.1) 31 ( 24.8)
24 Months
Success B3 { 73.0) T { 73.1)
Failure 33 { 27.0) 28 | 26.9)

Program (Date): T_OSW2 (22RAUGOL) (11:Z(PFAGE 1 OF 1)

. * Success: Pre Score - POBC Score => 15,

I4



CONFIDERT LA

InFUEC (TH) Bone Grafc/LT-CAGE(TM) Device Open Study

Table 12. Summary of Neurological Status Scores

Investigational Control
Feriod Variable [H=143) (=136
12 Months Motor
n 132 124
Mean 52.7 95.2
std 1.7 3.8
_ - =
] L
Mctor Change from Precp
a 1i2 123
Mean 0.7 1.6
Srd 2.3 T.2
- - =
- - J
p-value * 0.001 0.012
Sensory
o 13z 124
Mean 89.1 58.3
Std 3.6 5.3
- - _
- -_— L
Senscry Change from Freop
n 132 123
Mean 2.2 4.1
std 6.3 11.3
- ' L
- (=
p-value * <0.001 =0.001
Reflexes
o 132 124
Mean 83.5 95.2
std 17.2 16.5
- ' ——— —
- F—=
Reflexes Change from Preop
o 132 124
Mean =1.1 4.0
5td 22.98 23.%8
L] L -
- L A
p=-value * D.568% 0.058
Program (Date}: T_NEUROC1 (22AUG01) (11:26) (PAGE B OF 11)

* Peyalues for change from precperative in each group are from paired t-test.

2.2



CORFIDERTIAL

InFUSE(THM} EBone Grafc/LT-CRGE(TH) Device Cpen Study

Takle 12. Summary of Neurclogical Status Scores

Investigaticmal Contreol
Pericd Variakble [H=143) (H=136)
12 Months Straight Leg Raise
n 132 124
Mean 5.1 54.6
Std 18.1 20.1
- = —
- L ]
S5LR Change from Precp
n 131 120
Hean 17.2 16.0
stad 35.1 31.€
- L L
- — _—_
p=value = <0.001 «0.001
Cverall
n 132 124
Mean 96.9 96.8
sed 7.1 E.DQ
_— il A
- S [ |
Overall Change from Precp
n 13z 123
Hean 4.7 6.4
std 11.4 12.3
- L ] -
S wg—
p-value = <0.001 <0.001
Frogran (Date): T_NWEURCL (2ZRUG01) (11:26) (FAGE § OF 11}

* pPovalues for change from precperative in each group are froe paired t-test.

23



COWPIDERY AL

S
b’ InFUSE(T! Bone Grafi/LT-CAGE(TM) Device Cpen Study
Table 1:i. Suemmary of Neurological Status Scozes
Investigaticnal Centrol
period Variable {H=143) {Nel36)
24 Months Motor
n iz lo8
Mean 59.4 39.¢6
std 3.8 1.9
s e
ol —
Motor Change from Preop
n 122 107
Mean 0.5 1.7
std 4.0 7.0
_— _—— e
— [ A
p-value * 0.175 0.013
Sensory
o 122 108
Mean S8.6 58.7
scd 6.4 4.2
L] ]
- A L]
Sensory Change from Preop
n 122 107
U Mean 1.8 5.0
Sed B.7 13.6
aismm s e
- - S
p-value = 0.015 <0.001
Reflexes
n 122 io8
Mean $4.7 #3.5
g- 16.1 19.1
_— e
_— - o
Reflexes Change from Frecp
-] 122 108
Hean 0.0 2.8
Std . 22.5 25.2
— — i
- J—
p-value * 1.000 0.254
Program (Date): T_NEUROC1 (22ARUGO1} (11:26) (PAGE 10 OF 11)

* PF-values for change from precperative in each group are from paired t-test.

24



CORFIDERTIAL

InFUSE(TH) Ecne Grait/LT-CRGE(TM) Device Open Study

Table 12. Summary of Neurological Status Scores

Investigational Centrol
Periocd Variable (=143} {M=136)
i4 Monthe Erraight Leg Raise
-] 122 108
Mean §5.5 §6.3
s5ed 12.3 14.8
- = -_—
- r ]
SLR Change from Frecp
n 121 104
Mean 19.0 17.1
Srd 4.6 30.0
- S L
i L —
p-value * <0.001 <0.001
Cverall
o 132 108
Mean 87.1 7.0
Brd 7.4 7.1
| o
- —
Cverall Change f£rom Preocp
n 122 107
Mean 5.3 6.7
Scd 12.1 12.7
s L ] ——
_—— ] ]
p=value * <0.001 <0.001
Frogram (Date): -rﬂmnm. (22AUG01) (11:26) (PAGE 11 OF 11)

* P-values for change from precperative in each group are from paired t-test.

25
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Rt ENT AL

INFUSE (TM) Bone Graft/LT-CAGE(TM! Device Open Study
Table 1. Summary of Success® Rates of Neurclooical Status
iHumber (%) of Patienteg)

Investigaticnal Control
Periad Variable (K=143) (H=136)

REDACTED

12 Months Motor

Success 138 { 87.0) 118 | 95.2)
Failure « { 3.0} & { 4.8)
Sensory
Success 123 ( §1.2) 117 { S4.4)
Failure {1 E.8) 70 5.8)
Reflexes
Success 116 { B7.%) 116 { $3.5)
Failure 16 ( 12.1) 8 [ €.5)
Straight Leg Rajise
Success 127 ( 96.2) 120 { 9¢.8)
Failure 5 {( 3.e) 4 { 3.2)
Cverall
Success 108 { £1.8) 105 { B84.7)
Failure 24 { 18.2) 1% ( 15.3)
Frogram {(Date): r_,:um: (22A0301) (11:26) (PAGE 2 OF 3)

REDACTED

27



RS T BN § I LS D S

IMFUSE (T, Eone Gralig/LT7-CAGE(TH} Device Opesn Siudy

Table 13. Summary of Succesc* Rates of MNeurclocical Stetus
[Mumber (%) of Patients]

lnvestigational Control
Period Variable (N=143) H=138&)
24 Months Moter
Success 1193 { 27.5) 104 | 96.3)
Failure i { 2.5 4 [ 3.7
Sensory
Success 111 { 51.0) 103 { §5.4)
Failure 11 { 9.0} & [ 4.8)
Reflexes
Success 110 ( 80.2) 58 ([ 90.7)
Failure 1z ( #.8) 10°( 9.3)
Straight Leg Raise
Success 11% { 97.5) 105 { 97.2)
Failure 3 { 2.5) 3 (L 2.8)
Cverall
Success 101 [ B2.8) 50 ( B32.3)
Failure 21 { 17.2) 18 { 16.7)
Program (Date): T WEUROZ (2ZRDGO1) ({11:26) (FAGE 3 OF 3)

REDACTED

28



CONFILERTIAL

ImFUSE(TM) Beone Gralitc/LT-CRGE(TH] Device Open Study

Table 14. Summary of Back Pain Scores

Fericd Variable Invescicaticnal Control

Frecperative Fain Score

n 143 13e
HMean 15.8 16.1
Std 3.3 3.0
- - [
F - L
REDACTED
Program (Date): T PAINI (22AUGOL) (11:26)  (PAGE 1 OF 2]

P-values for change from precperative in each group are from paired test.

29



CORNFIDERTIAL

InTUSEITH) Eone Graft/LT-CRGE(TH| Device Open Study
Table l4. Summary of Back Pain Scores
Periecd Variable Investigational Coentral
12 Menths Pain Score
n 128 128
Mean 8.0 B.4
5td 6.0 6.1
— - i
- —— A
Change from Precperative
T 12% 138
Mean -7.8 =7.6
std 6.3 5.9
- ™ -l
—-— ]
p-value = <0.001 <0.001
74 Momths Pain Score
n 12z 108
Mean 7.2 7.9
Etd 6.2 €.2
- L L
- L -
Change from Precperative
n 122 108
Mean =8.4 -B.1
Scd 6.4 6.2
- an— —
— - ———
p-value = <0.001 <0.001
Frogram (Date): T_PAIN1 (22ZADGCL1) (11:26) {PRGE 2 OF 2)

* P-values for change from precperative in each group are from paired test.

30



Crrin BRI LA

br,
InFUSEITH! Eone Graft /L T-CAGE[TM) Zevice Upen Sgucy

Table 15. Summary of Back Pain Succes:z* Rates
[Hurber (%) of Patients]

Variable Iovestigaticonal Control

11 Months
Success 102 [ 79.1) 81 ( 72.8)
Failure 27 { 20.9) 34 ( 27.2)
24 Months
Success 91 [ 74.8) Bs5 { 78.7T)
Failure 31 ( 25.4) 23 { 21.3)

Frogram (Date): T_PRAIN3I (22ADG01) (11:(PRGE 1 OF 1}

o

REDACTED

«
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CORFIDENRT AL

InFUSE(THM} Bone Gralt/LT-CAGE(TH] Device Open Study

Table 1£. Summary of Leg Pain Scores

Period Variable Investicational Control
Precperative Pain Score
n 143 136
Mean 12.% 12.5
5ed 5.4 5.3
. il ——
L] L

-

REDACTED

P-values for change from precperative in each group are from paired test.
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- InFUSE(TH]} Bone Graic/LT-CRGE(TM] Dewvice Qpen Stucy

Table 16. Summary of Le=o Pain Scores

Period Variable Investigational Control

REDACTED

12 Mcnths Pain Score
n 128 125
Mean 6.3 6.6
Std B.4 6.4
[ o
- a -
- Change from Precperative

n 129 125
Mean =6.4 =5.6
s5td T.3 E.3
i . -
- ol— L4
p-value * <0.001 <0.001

24 Months Fain Score

B 122 108
Mean 6.3 6.3
5td 6.3 6.7
- - -
W, - a

Change from Precperative
n 122 108
Mean -6.5 =5.9
5td 7.0 6.8
-ty i _——
- - S
p-value * <0.001 =0.001

{11:286) {BRGE 2 OF 2}

Program {Date|: T_PARINZ {22AUGO01)
P-values for change from precperative in each group are from paired test.
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InFUEBT(THi Eone Graf:,/ 7-CRGEI(TH: Device Open Stuav

Table 17. Summarv of Leg Pain Success* Rates
[Humber (%) of Patients)

Variable Investigatiomal Comntrol

12 Memthe
Success g3 { 72.1) 91 ( 72.8)
Failure 36 { 27.%9) 34 | 27.2)
24 Months
Success 58 ( 80.3) 80 ( 74.1)
Failure 24 { 19.7) 28-{ 25.9)

Program (Date}: T_PARIN4 (22ADG01) (11:(PAGE 1 OF 1)

REDACTED

34



CORFIDERTIAL

IRFUSE (TM} Bone Grafr/LT-CRGE(TH] Device Opern Soudy

Table 16. Summary of Hip (Doncr Site) Pain in the Control Group Patients

Period Staristic Control

Discharge Pain Score
o 134
Mean 12.7
grd 4.5
-_—— L
- a——
p-valus * «0.001

Appearance of Graft Site
Good (it bothers me very little or oot at all) 58 [ 43.8)

Fair {it bothers we some) 62 [ 46.6)
Poor {it bothers me very much) 13 ( 5.8)
€ Weeks Pain Score
n 132
Mean 6.7
std 5.8
_— -
-_— L]
p-value * <0.001
Appearance of Graft Site

Good (it bothers me very little or not at all) &4 { 71.2)
Frir (it bothers me some) 33 ( 25.0)
Poor (it bothers me very much) 5 | 3.8)

3 Meonths Pain Score
o

134
Mean 3.5
Scd 4.6
L L]
- r 1
p-value * =0.001

hppearance of Graft Eite

Good (it bothers me very little or not at all) 56 | 72.2)
Fair (it bothers me some) 34 | 25.6)
Poor (it bothers me very much) 32 {1 2.3}

Program (Date) : T_HIPPAIN (22RAUGO1) {11:2€) (PAGE 1 OF 2)

* P-values are from t-test cooparing mean with zerc.
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InFUSE (THM] Bone Gralt/LT-CRCE(TM} Device Open Study

Table 18, Summary of Hip (Donor Site) Pain in the Contrel Group Fatients

Pericd Statistic Control

& Monchs Faip Score
-] 132
Mean 2.6
Srd 4.5
- L
- r
p-value - <0.001

Appearance of Graft Site
Good (it bothers me wvery little or net at all) 110 | B4.€)

Fair (it bothers me some) 18 { 11.5)
Poor (it bothers me very much) 5 { 2.8)
12 monchs Pain Score

n 130
Hean 2.1
Std 4.0
— ——
L L
prvalue *® <0.001

Appearance of Graft Site
Good (it bothers me very little or not at all) 109 { 83.8)

Fair (it bothers me some} 16 [ 12.3)
Poor (it bothers me very suach) 5 [ 3.8}
24 Mocths Pain Score
R 117
Mean 1.8
Std 3.6
L _——
_—
p-value * <0.001
Appearance of Graft Site
Good (it bothers me very little or mot at all) 87 | B3.86)
Fair (it bothers me some) 1 ( 13.8)
Poor (it bothers me very much) 3 { 2.8)
Program (Date): T_HIPPAIN (22AUG01) (11:26] (FAGE 2 OF 2)

* P-values are from t-test comparing mean with zero.
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InFUSE iTM) Bone Grafct/LT-CAGEITM]) Device Open Study
Table 1%. Summary cf SF-3& Health Survey Scores

Period Variable Investigational Control
Frecperative FPCS
n 143 136
Hean 27.7 29.4
5td 5.7 6.2

MCS
a 142 136

Mean 44.1 41.1
Scd 13.2 11.7

REDACTED

I S ——— e

Frogram (Date): T_SF361 (22AUG01} (11:2€) (PAGE 1 OF 11)
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Table 15, Summary of SF-36 Health Survey Scores

Pericd Variable Investigational Control
12 Menths PCE
n 131 125
Mean 41.3 40.8
Std 1.0 12.1
PCS Change from Frecp
n 130 128
Mean 13.7 11.1
Btd i0.7 11.3
MCE
-1 131 125
Hean 45%.8 45.7
Std 11.5 11.8
MCS Change from Freop
n 130 125
Hean 5.4 B.1
scd 13.2 13.8

REDACTED

A el e i . -

Prograc (Date}: T_SF361 (22RUG01) (11:26] (FAGE 8 OF 11)
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inFUSE(TH! Bene Gralic/LT-CAGEI(TM]} Device Open Erudy
Table 1%. Summary of 5F-3€ Health Survey Scores

Fericd Variakle Investicational Centrol
24 Months PCS
o 122 108
HMean 4.4 £2.1
sctd 11.% 12.B
PCS Change from Preop
n 121 108
Mean 14.7 12.2
Sed 11.7 1z2.0
MCE
o 122 108
Mean 50.5 45.7
5td 10.6 11.%
MCS Change from FPreop
o 121 108
Mean 5.8 7.5
Std 13.7 15.1
Program (Date): T_SF3€1 (22AUGO1) (11:26) (FRGE 10 OF 11)
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Table 0. Summary of Success® Rates of SF-36 Health Survey

Feriod variable

investigational

Control

12 Months PCS
Success
Failure

MCE
Success
Failure

- i R

118 ( 50.8)
12 | $.2)

BS [ 65.4)
45 ( 34.8)

REDACTED

pProgram (Date): T_SF3é2 {22aUG01) (11: 2‘]

51

REDACTED

100 { BO.0)
25 { 20.0}

s4 { 75.2)
31 ( 24.8)

(FAGE 4 OF §)



IGFUEE (TH] Zone Grafe/LT-CAGE(TH! Device Open STucy

Table 20. Summary of Success* kates of SF-3& Health Survey

Periogd Variakble Investigational Control
24 Menths PCS
Success 103 ( 85.1) 51 | B4.3)
Failure 18 { 14.59) 17 | LE.7)
MCE
Success 81 ( €6.9) 76 [ T0.4)
Failure 40 [ 33.1) 32 [ 25.86)
Program (Date): T_SF362 (22AUGO1] (11:2€) {PAGE & OF 5)

REDACTED
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IRFUSZITH! EBonme Grelio/LT-CRGE(TH) Device Open Stucdy

Table 1. Summary of Succes:s* Rates of Disc Height Status
[Humber (%) of Patients]

Investigational Control
Variable {H=143}) (Hellds)

REDACTED

12 Memths
Success 119 { 94.4) iz | 95.7)
Failure 7T [ E.6) 5 { 4.3)
24 Months
SucceEs 111 { 54.1) 100 [ 96.2)
Failure T [ 5.9) 4 | 3.8)
Program (Date): T_IVDH (22A0UG01) (11:26) (FRGE 1 OF 1)

REDACTED
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InFUSE (T} EZonme Greic/LT-CAGE(TH) Device Open Stucy

Table IZZ. Summary of Overall Succes:s Rates
[Herber (%) of Patients)

Investicational Control

Peried Variable [(Nel43) (H=136)
12 Mcnths Oswestry Pain
Success 100 | 76.%) 54 | 75.2)
Failure 30 { 23.1) 31 ( 24.8)
heurclogical
Success 108 [ El.8) 105 [ B4.7)
Failure 24 [ 18.2) 1% [ 15.3)
Fusicn
Success 127 { 96.9) 112 | 52.8)
Failure 4 1 2.1} 8 { 7T.4)
Second Surgery Failure
Yes 5 { 3.€) E{ 3.8)
Bo 133 { 6.4} 126 { 56.2)
sSerious Associacted AE
Yes 6B [ 4.3) 4§ 3.1)
WO 132 [ 3.7 127 | 96.59)
Overall Success
Success B0 ([ 55.7) 76 { 60.8)
Failure 54 ( 40.3) 4% [ 39.2)
Frogram (Date): T_ALLSUC (22AUG01) (11:36) {PAGE 2 OF 3)

REDACTED
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InFUSE (TH! Ecne Grafc/i7-CRGEITH: Device COpen Stucy

Table 2. Summary of Overall Success Rzres
{Hunber (%) of Patients)

Investigaticnal  Control
Period Variable [N=143) {H=136}
24 Moncths Oswescry Pain

Success B® [ 73.0) 78 { 73.1)

Failure 33 ( 27.0) 29 { 26.9)
Neurclogical

Success 101 { 82.8) 90 ( £3.3)

Failure 21 (17.2) 18 | 16.7)
Fusicn

Success 120 { 54.5) 2 [ es.7)

Failure 7 { 5.5) 13 { 11.3)
Second Surgery Failure

Yes % [ &.B) 12 [ 5.9)

NHo 123 ( 93.2) 108 { 90.1)
Sericus Associated AE

Yes w0 { 7.8) o ( 8.3)

Ho 122 { 92.4) 111 { 51.7)
Overall Success

Euccess 77 ( 58.8) €7 [ 56.3)

Failure 24 ( 4£1.2) 52 { 43.7)

e

R e e

Program (Date): T_ALLSUC (22ADG01] (11:286) {FRGE 3 OF 3)

REDACTED
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“‘ InFUSE(TM} Bone Grait/LT-CRGE(TH) Device Open Study

Table I7. Summary of Overall Success Rates for Intent-to-Treat Patients®
{Humber (%) of Patients)

Iovestigational Control
Peried Variable {H=143) {K=l36}
12 Meooths Fusica
Success 127 [ BB.B) 112 [ BZ.4)
Failure 16 ( 11.2) 24 [ 17.8)
Oswestry Pain
Success 100 ( 69.89) 94 | £5.1)
Failure 43 ( 30.1) 42 [ 30.9)
Heurclogical
Success 108 ( 75.5) 108 { 77.2)
Failure 35 [ 24.5) 31 ( 22.8)
Cverall
Success B0 { 55.9) 76 [ 55.9)
Failure €3 [ 44.1) 60 | 44.1)
24 Months Fusiom
Success 120 { 83.%) 102 [ 75.0)
Failure 23 ({ 16.1) 34 ( 25.0)
Cawestry Pain
‘ Success &y { 62.2) 7% [ 58.1)
Failure 54 | 37.8) £7 [ 41.5)
b. Neurclogical
Success 101 { 70.6) 20 [ 66.2)
Failure 42 [ 29.4) 46 ( 33.8)
Cverall
Success 77 [ 53.8) €7 ( 49.3)
Failure 66 { 46.2) €9 [ 50.7})
e L L L L L T T L T T A —— L ——— - e T T
Program (Date): T_ITT (22AUGOL1) {11:26) (PRGE 1 OF 1)

* all missing cbservations are considered as treatment failures.
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