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Table 1 — PATIENT ACCOUNTABILITY

(As of 7/25/01 Cut off Date)

INFUSE™ Bone GraftiLT-CAGE ™ Davice — LAPAROSCOPIC Investigational Group

Preoperative Surgary £ Waeks 3 Months B Months 12 Months 24 Months
(1Day Io [ 24 Weaks 10 <9 | (28 Wasks 1o <5 > 5 Monihs bo <8 (= 3 Mordhe 1o (> 19 Months 1n
<4 Wasks) Waoaks) Months} Months) <18 Maonihs) =30 Monihs)
Theorelical
FU"UW“UFIi 134% 134 134 134 134 134 134
REDACTED
Percent Follow-up | 100.0% 1000% | 978% | 1000% | 981% | 8915 | B865H%
REDACTED
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CORFIDENTIAL

IaFUSE{TH) 2wae GraiT/IT-CRASGE(TM] Device lap Study

Table . Demographic Information

Iovestigational  Control

Variahle [Hal3d) (Mml3E; Povalue -
hge {yTs5.]
L 134 138 C.g%y
Mean 42.4 42.3
5réd 0.5 8.7
i _— i
| — -
Height (in.)
o 134 134 L.217
Mean 7.5 EH.1
5td 4.0 4.1
A ] i
L A L
Height [1bs.}
k] 134 134 U.C14
Mean 1£5. & 181.1
Std 6.3 ir.0
L L] ——
—-—— —— e
Emx [n ()]
Male 5T { 42.5) 5% { 50.0% 0.225
Female TP L ELE) &F § 50.0)
Race [z (%]]
Cancasian 128 ¢ 83.3) 111 ¢ B1.E} 0.017
Black £ 4 .m 18 § 12.2)
Roian of 0.0 p{ 0Q.of
Hispanic 30 2.2 51 2.7}
tther 20 1.5 2t 1.5}
Marital Statuzx [o [¥)]
Single x4 [ 17.5) 18 | L3.2) 0495
Married 91 [ e7T.9) 91 | B&._%)
Divoroed 1a [ 10.4) 20 [ 14T
Separatad 2 f 1.5} E{ 3.7
HWidowwd 0 &2 2 1 1.5)
Frogram {Date] : T _DEMDG (QERIGOLY [16:93) {BAGE 1 OF 2}

* For continvcus variables, p-values ars from ANOVA and Lor categorical
variables, they are from Fisher's exact test or Chi-sguare test.



CONFIDERTIAL

ItFOSE{THM] Bone Graft/LT-CRGEE[THM) Device lLap Study

Investigaticmal Control

Variahle [(H=1314} [H=138) p-value -
Education Level [n (&]]
= High Schosl 7L .2 17 | xZ.§) 0.098
High scheol 35 [ 29.1) 353 [ 2B.%)
+ High Sckoal E8 [ E5.7) 79§ BE.E)

HWorker's Compansaticn o (%$}]
Yez 42 [ 31.7%) 47 § 34.4) d_EDE
Ko 22§ 52.7) BD § £5.4)

Fpinal Lirigatiom (o (¥)}
YeE 11 [ E.Z) 22 | 1e.2} bD.0g2
He 123 [ §81.8) 114 | B3 .8}

‘ftobaceo Used [o (&)]

T 0 0 25.%) 4% { 8.4} 0,202
o 94 ¢ 70.1) ET { G4.0}

hlechol Use [o ()3
Tes 66 | 45.3) 43 [ 31.8&) 0.e0q
He EB { 5O0.7) 53 [ EE.4)

Preop Work Statuz  [n (%]
Working 70 ¢ 52.2) 50 [ 3§.8) O_D3d
Hot Working B4 | 47.8] B8 [ B1.2)

Frogram (Date] : T_DEMOG (16AINGO1} (16:03) [FAGE 2 OF 2

= For continuoueg variables, p=valuss are from AMOVA and for categorical
variabies, they are from Figher's exact test or Chi-sguare test.
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ILFISE(TM) Acoe Grait/LT-CAGEITM] Device Lap Study

Teble 3. Fregperative Medical Conditior and Medication Usage
|Humber %) of Patiente]

rovestigaticnal Control

Variable iNel3d; [H=136&} p-value *
Frevious BRCK Surgery
k{-}] 3% { 24.58) % [ 4d.4) a.odé
Ha 161 [ 7E.4) £1 ( 55.&}

Frevicus BExck Surgery

1 15 [ 56.0) 24 { B1.8) C.2e3

»1 16 [ 50.0) 21 { 3B8.2)

piabecic
Tes 30 2.2} 10 0.7 0,369
Mo 1211 § 87,81 135 [ 99_3})

Gout
YoE o { 0.0) 2 { 1.8) C.45%8
Ho 134 (100.0) 134 { %8.5)

SeiZures
Yas 2 [ 1.5} o f w.ol Q.245
Ho 132 [ SE.51 13¢ ([100.0%

Hepatitis
b {17 20 1.5% 30 2.2 1.4000
Ko 121 [ #8.5) 132 { p7.8)

Total Waddel Sicma

1 popitive 4 1 2. 16 { T.4) 0.270
2 Bosiktives 14 0.7 1 1{ p.7%
3 Poritives Tt 0.0 o { 0.0]
4 Positives 4 0.4 g { ©.ul
S Pogitives ¢ § Q.0 o { 0.0}
Hop-Marcotic Medicaticons
Tes 97 { 72.4) 75 [ 55.1) L.a0q
H 37 { 27.86] 61 | 44.%)
Haek Narooric Medications
YeE Bl [ &5%.5) ET { 45.3) 0.54%
Ho T3 [ 54.5) &% { 50.7}
Seromg Narcotic Medicaticons
Tes 17 § 1z.7) 3 [ 24_3} o.0ala
Ho 117 [ A7 .3) 103 [ 75. 7
muscle Eelaxant Medications
TeE 4% { 3E.6) 3T L 2T L.117
Ho EE { B3 4] %3 [ 72.8)
Frogram (Pate; : T FREMED [IERTGOLY {16:03) [FAGE 1 DOF 1]

* Pu.values pre from Fieher's exact test or CThi-aguare test.



CORFIDENTIAL

‘\__ InFUSE (TM! Bone Graft/LT-CHEEITM) Device Lap Study

Takle 4. Summary of Deospnsrative Disc Dieeas= DHagnostic Characteristics
[Huzbar (%) of Patients]

Investigabtional Conrral
Variable {Hells] [W=1348)
Characteristics of Degenerative Dise Disepse
k. Inzstability 13 ¢ 8.2] 10 [ 7.4}
E. Ostepphyte Formatian 36 ¢ 2€.%) 25§ 21.13)
. Decreaszed Digc Height 11% { BE.E) 128 | %4.1])
0. Thickening of Liganentous Tisgue 27 [ 20.1) 24 { 17.6}
E. Disc Herniatiaa 46 [ 34.3) EE [ 47.8)
F. Facet Join:t Degeneraticn 54 [ 40.3) 2B [ 20.8)
Humher of Characteristics Indicatec
1 48 [ 34.3) iz { 2B.7}
] 46 § 34.3) 3 [ 39.0}
- 2 20 { 14.9) 33 [ 2¢4.3)
! 4 1 { 119 S0 aA.n
\ 5 E { 3.7) 3 [ 2.2)
_. & 1[0 6.7 [ 2.2)
Program {Date] : T IKTIASION 11EAUGOL] (15:03) (PRGE 1 OF 1)
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InPUSE{TM) Lepe Grafb/ T-CRCE(TM) Devige Lap Study

Table 5. Presperative Evaluaciens of Cliniral Endpoints

Investigaticnal Comtral
Yariahie [M=1394} [M=13g] p-valnax
pDswestry Fain Soore
o 134 13& Q.05&
Mean 52.32 55.1
Srs 11.7 11.8
Al - _—
wille - olllle
Mean Neurological Score
n 134 135 Q.000
Mean 58 .5 Q.8
sed 7.8 1l.%
i —
ol A i
5F-3& DCE
o 134 13€ 0.13%
Mean 8.3 28 .4
scd B.1 k.2
il ahE— ——
_— _—— L]
SF-3€ MCE
i v 134 136 f.po7
M aT a5.¢ 41.3
std 12.2 11.7
1 r— r—
—_— L
Eack Palin Score {0 - 24}
o 134 13E t.5%7
Mean le.1 16.1
std 4.2 3.0
o A
o sl T
Leg Fain Score {0 - 20)
n 134 13€ Q.912
Henrn 10.8 1.8
scd E.1
 —— — —
A L
Program {Date): T_EFFFREQP T1EADGDL] [1&:02) [EMGE 1 OF 1}

+ Devalues are from analysis of variance.



CORFIDERTEAL

g IcFUSE ! Tl Bome Graft/LT-CREE(TH! Device Lap Frudy
e

Table &. Surgery Information

variable {H=134} IN=134)

gperative Time [ors}

] 134 12&
Mean 1.5 2.0
ttd Q.2 0.7
il A F
v ﬁ o
Bloodl Leoss i@l
n 134 136
Hean 146.1 183 -1
atd 206.2 175.1
_— [ ——
iR A g
o R
Hospital Stay i{days}
o 134 13t
Mean 1.2 2.3
std 1.1 1.3
i a——— Smm—
_—_ . ]
ol —— S
a Treatmant Levels [n {¥)]
\_ L4 -L5 21 { 15.7} Z2 [ 23.5}
- L5-51 11% { B4.3} 1oO% ¢ 75.7)
L5-L& o { o.0) 1 f 0.7
operative Appremch [n (W)
Rerroperitoneal 2B | 20.9] los { 80.11
Transperitooeal 106 € 78.1) BE { 1§.1}
ther & ¢ 0.9} 14§ B.T
Exrernal Othosis [B {%})
Low Profile Brace 22 [ 16.9) g% [ 51.5)
Hioh FProfile Bracs 1 0.8} 5[ 3.%)
coraet 103 § 78.2) 47 § 35.3)
Orher £ { 3.1} iz { 9.40)
Patian: Clazsified as [o {%}]
dutpat ient fAmbnlatory 59 [ 44.7) o[ 0.0
Iopatient 72 [ 58.3] 135 (GB.0)
Program (Date): T SURG [L&RI=01) {1€:03) (BAGE 1 OF L)



|
TABLE 7 — ADVERSE EVENTS' - INFUSE™ BONE GRAFT/LT-CAGE™ DEVICE - | APAROSCOPIC APPROACH |
Surgery P oentoparathe 5 Weaka AMonthe B Manitha 12 Wondin 24 Moniha Tolnl Advarse Evarrt # ol Palients Reparing
U day - Woaks) | Lk Wi - <8 Winaka) | 129 Wi + <6 Martha] | (25 Moa- <9 Months} |59 Mos- <19 Maotha]}i=1§ Mos-<30 Mentha )
Complization FUSE™LT| Conkal Jinkuse==wT| Comm! rmmmr Conirol [InFUSE™LT] Control BarUSE™LT] Contol rusErLy Comrol [inFusernr| Contol [isEUsE™LT| Control | mFUSELT | Cammid
Device Devlca Dexlon Device Denica Devica Device Dievlcs Devke £ 2]
#rhel 13
AnatormicalTechrical ) 2 ] 0 o 0 0 ] D 0 o 0 0 ] ] Z srm.n] } Y
Cilfficulty
Back andior Leg Pain 0 [} 6 4 3 5 1 5 7 4 3 7 2 B Pl 3B | 240178 _| 3223
Cancer ] a 0 B i} 0 0 1 [ ] o ¥ 0 0 0 1 oo | 1T
CardiVascukar 2 [ 2 5 4 ] 0 3 0 1 2 2 [+ 1 10 14 7{5.21 12 14 A
Dezth [ v 1] i [ (] 4 0 0 1 [ [ ] 7 i 1 000} 14075
Duwal Infury 0 [1] 0 0 [ 0 0 1 o 1] o ] ¥ 2 1 1 0 0.0} 1037
Castmolntastnal 1 [ 16 H ] 0 2 1 1 1 5 3 3 5 28 at 21180 | 28(19.1)
Graft 58 Retated 0 0 [ ] B (1] [ [ 0 0 0 [ 0 i] 0 B PO BiGo
tmptant Digplacements i o 1 ¥ 1 0 0 0 ) 0 0 0 0 0 2 ¥ 2i1.5) 0[]
Lexgekg
Infection 0 g B f 4 4 2 1 3 1 1 i 0 2 18 17 T2y | wgly
Matposilicned implanl 4 D 1] 0 i 0 D 1] 1] g g (1] 1] 0 4 0 4 (3.0} agany
Meurohogica N o 2 5 ] 3 _|_z 2 3 2 4 3 3 T 17 2 AR R IR
NorUnlon o 0 0 0 0 0 1 ] 0 ] 1 0 1 1 ] k1 327 anmn
[CUTCORE PENDING)
Olher 2 g 7 0 3 2 ] 4 3 4 B ] 4 [ i 40 22{164) [ IB{E5T)
Ciher Fain 1] g 0 1 ) 1] i 2 2 1 1 f 2 3 8 13 a5 1 1268
Fesplralory 0 i ¥ F 3] a o 1] ] 0 0 ] o 1 1 1 TN | deey 3
Retrograde Ejaculalion L] 4] 1 1 4 1] [¥] L] L] 4] 2 [t} Q 0 7 1 a0d.5) . 17
{14.5) (ar__
Spinst Evanl 0 0 1 2 1 a 3 ] 3 ] 1 B 1 2 [ 17 Ban | 160118
Subsidence 1] o 0 2 i D g 0 g ] i o 0 0 1 2 1 4.7} 2015
Trauma i [ 1 4 4 3 7 8 1 5 9 g B 7 28 34 | 26(194) | 2913
Lirogeniial | 1 0 T 4 1 § i 7 2 1 t 1 1 2 13 10 13487} DI5E
Vasoudor IniraOp ) i) 1 { 1] a 0 )] 0 1] 1] 0 4 Q i) i) B (6.0 ST
EE:MWHB Evan! 92 {38.7) 108 AR )

! Since fusion is a primary effectiveness endpoint, nonunions repotied as adverse events by (he lnvestigator are pof included in the table il the nenunion resalted

in & second surgery. These nonunions are captured in the secondary surgery 1able and the fusicn 1able.
* Percent for 57 males.
* Percent for 68 males,

1250

CONFIDENTIAL



TABLE 8 — SECONDARY SURGERIES'

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

TIEEMT - Laparpacopis

REDACTED

CONFIDENTIAL

Uperalive Hoapital 8 Wooks 3 Months 8 Months 12 Manthe 24 Months Total Events? # of Patlases
Discharge Femmrii - -
Tyma of WUSEN T Cuntrol [“WWFUSE™ | Conirol | WFUGE™ | Comiral | WRUSE™ | Gumtrol | WFUBE™ | Comtrol | WFUSE™ | Gonbral | WFUSE™ | Gamrol | WFUSE™ | Convat | mrose | it
Secondary | OmALT GradLT LT CratLT GramLT GrafLT GrmLT SratLT Gral 1 B
Surgical Do Davlea Dwvice Cavice Dwrica Dirvkcie Dwica [evien Thevles
Procadure ,f.‘::,ﬂ
Raviskons [ 0 i 0 v i 0 0 a 0 0 0 1 0 1 T N
Removala o 0 1 0 1 0 i o a g 0 0 0 o D | 28 | A
Supplamants 1] 0 0 1 0 0 1 3 2 2 T it 4 7 14 T{52 Aoarne
Flxafions I I
Recperationa i} 0 1] 1) Q L) 0 1 1 2 1 1 1 2 3 [ L P R
Ofher 0 0 3 a 4 1 i ) 0 2 3 14 1 12 12 36 | 102} | 2h:En



b VR R T

TafuES Ty Eons Srei:iSLT-CAREITHMI Device Lap btuos

Tab.e 5. Summary of Succese Rates of Rediographic Fusioen
[Fumber (%) of Patientel

—avestigational Control
Variable {He=iZq) IN=13B]
S
= _—=
I L]
12 Months
Bucoers 35 { 54.1) 112 { 92.8)
Failure & { 5.9 g { 7.4]
74 Momths
Success Bl [ 94.Z} ip2 [ BB.T]
Failure E [ E.8} 13 [ 11-3]
Program (Date}: T FUSICN (1&RUGIL) {16-:103] [FPAGE 1 ©F 1)

REDACTED

|0



CORFIDENTIAL

IRFUSE [TK! Bone Grafr/LT-CAGE!TH! Cewige Lap Study

Table 10. Summary of Oswestry Low Back fain Disabillity Seores

paricd Variable Invegtigaticnal
Presperative Fain Scoze
L] 134 136
Mean 5= .5 5.1
std 11.7 111
[t _—— ah——
- a—— _—

REDACTED

F-values for chamoe from precperative in sach group &re from paired t-test.

Ed



CONFIDENTIAL

1nFUISE (TM) Zoac Srafb/i7T-QRZE(TH! Device lLap LStudw

Table i0. Summary of Qewestry Low Back Fain Disabilicy Soores

REDACTED

12 Momthe Fein Scoze
n 1314 125
He A 20.4 25.E
Std 189.§ 18.1
[ [ -
[ e S
Change from Precperative
" 134 125
.07+ -3l1.z -ZE6.8
std 18.3 15.5
il L ——
ik L] ———
p-valus * <0.g01 «0.001
24 Monthg Fain Score
: o3 108
Mapan 18.7 23.8
2td 15.3 207
Ann A -
i J e
Change from Precperative
o 82 104
Mean =33.3 -23 .5
=14-1 16.5 22.0
Tl A i
[ L A
p-value * <§. D] Q.00
Frogram (Datel: T _GSW1 {16ADG0L) [16:03] (PRAGE Z OF 2!

* P-valuesz for change from precperative in earth group are Sram palired t-test.

P2



COKFIDERTIAL

IaFUSS T Eone Gyalik LT-CAGE (THM) Zevice Lap Studv

Table 11, Summary of Suceess® Eatea of Oowestry Low Back Faio Measures
: [Humber (&) of Fatiencs)

12 Momths
Sucoess g1 §{ ?5._8) B4 { TE.Z)
Failure 23§ 20.2) 31 { 24.8)
Z4 Months
Succeks Bl { 87.1) 75 [ 73.1)
Feilure 12 { iz.9) 29 [ 2&_9)

Program (Datel: T {%W2 (I6ADG01) (16:0{FAGE 1 DF 1]

* Bucresg: Pre Score - Post Score mx 15,

(3
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CONFIDERTIAL

InFUSE(TH) Bope Graih/LT-CASE{(TM) Devige Lap Study

Table 12. Summary of Heuralogical Status SocTes

Pericmd variable W= 34)
12 Months Motor
n 112
Mean bw.2
&td 4.4
—— E
ol il
Mator Change from Preop
n i1z
Hean -4.0
5kd 4.7
il a——
[ T
p-value * f1.5968
Senscry
n 112
Huan 30,4
zrad 5.4
wanak L
— E
S=ansory Chapge from Precp
n 112
Mean o.7
&std 1.3
wilh
p-value * '5%
Rmflexes
o 111
Mean BE. 2
2td 16.7
- —_—
[ 3 i
Feflexer Chanoe from Preoy
n 111
Mean 1.4
5td 15 .4
o i
- A
p-value T C.357

Program (Dare): T NEOROL [17AUS01) (0%:56)

-

Z

Control
{H=13&;

124
55.2
3.8

124
38.3
5.3

133

il.3

<0.001

124
55.2

{FAGE B DF 11)

p-wplues For chaoge from precperative in each group are from pajred t-test



Iaclsz (T

2ene Graft/LT«ChRGE ITM)

CONVIDLRRTL L

SEVice Lap SEufyr

Table 12. Summary of Nevrological Status Scars:s

(=123¢)

1z Months

Straight Lec Raize
n
HMean
sta
L ]
_—

L Chapge from FPrecp
n
Mean
atd
L
_—

p-ralue *

Cveral 1
o
Mean
=td
———
-

Overall Change from Precp
n
Mean
Std
L]
L

p-value *

112
3.1
5.4

0. o5

11z
S84
5.4

123

Program [(Datep: T NEUROE {17alkz1l} (D8:56}

# Peymlums for change from precperative ip each group are

Faya

[FAGE @ QF 11;

from paired t-cest.,



CORFINERT LA

TRFUEE (TH; Eonse Graft /LT-TRCE(TH; Device Leo Study

Table 12, Summnary of Neurclesgical Status Scores

Investigational Conrrol
Feriod variakle [M=134) (NmlAE)
Zd& Mcotks Motor
o 83 1038
Mean SE B g0_8&
5td B.B 1.5
L] v -
[ Y A a—
Motor Change from Freop
-1 a2 107
Mean -5 1.7
Scd .2 7.0
g - -
[ s -
pevalues * 0.34% &.013
Sennory
n 83 108
Hean 855 BE.7
Std .8 Q.2
- i
- —
Smnsory Changw froom Precp
n 53 14a7
Mean 0.7 .0
Std 3.3 1i.8
- —_—
gl Sinimy gl
p-value D934 =0.00]
Reflexea
o 53 108
Mean 54.8 5% .5
5kd 18.2 15.1
- e F
ke o A
EFeflexesn Change from Precn
n 53 1p8
Meman 1.3 2.8
std 1.8 25.2
i i L
L ] L F
p-valoe 0.487 0.354
Program [(Date): T_NEURZ [L7AMGEDL) (0B:5&) [FRGE 10 OF 11}

* P-valuer for chance from prepperative in earh group a2re Ifrom paired t-tesc,

23



GURNFIDEWTIAL

ICFTSZ (TM] Bope Griff/LT-CRGE|TH) Lewvice Ler study

Tahle 12, Summary cf Heurclesical Status Scores

Straight Leg Raice
bl
Mean
std
e

-

SLR hange from FPreop
=]
Mean
5ta
i
ol

P-value *

Crargll
I
Mean
5td

—_—
-

Overall Change from Precp
I
Mean
Srd

Investigational

(W=134)

Cancrol
[H=13&)

Frogram {Date]: T_KEURO1 [1TRIK3O1}

* P-values for change from precsperative in each group are

Period
24 Maonths
i
b
S

{PE:56)

24

[FARGE 11 OF 11)

from palired t-teet.



nFPEF (TM) Boae Creit/LT-CASEITWY Device Lap 529

(18

Table 12. Submayy of Suceess* Rates of Neurclogicsl Statue
[Humber {%) of Fatients]

Irvestigatiomal Control
Pariod Varimple {H=134] [Mi=13&)

REDACTED

12 Months Moteor

SucTEEs i0% { 97.5) I1E [ 85.2)
Failure 30 2.7 E [ 4.8]
Senaory
Succens 107 { %5.5) 127 { 9443
Failure E [ 4-5) 7T { 5.6}
Reflmxes
Sumreas 110  §%.1} 116 [ 83.5)
Failure 10 ©.5) g [ £.5]
Straight Leg Raise
Succeas 121 { $3.1) 120 { 96.8})
Failure 11 0.7 « { 3.2}
Crvarall
Buccess 195 [ 3.8} 105 | B4.71
Failure 70 k.3 1% { 15.3}
Program [Date}: T_NEDRCZ [17RUGOL} (0H:536) {PREE z OF 2}

REDACTED

2l
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TOFTSE (T bone Grafs/LT-CASE!THM) Cevice nap SEasy

Table i53. Summary of Success* Rates of Keurclogical Startus
[Pumter (%t of Patiente)

Investisational Contrel
Peried Wariable [N=124) (N=13&)
24 Months Motor
Success 36 [ Da.S} 1G4 § 96.3)
Failure 3t 2.E 4 i 5.7
Sen80ry
EUCCass 50 { 95.EB) 03 [ 95.4%
Failure 240 .2 5 1 4.6}
Reflexen
SuccEss 50 [ 5E.8) DE [ BO.7)
Failure 3 [ 3.2) 10 [ 8.3)
Straight Leg Raize
Success BS [ 8g.7} ies § 57.2)
Failure 3 1.1} Z { 2.8}
Chrmratl
Bucsess £3 ¢ 20.2 sk [ B3.3)
Tailure % i 2B 1B [ 2.7
Program {Date}: T NEURQOZ L17AUGOL) {QB:5E]) [BRGE 3 OF 3)

REDACTED

27




CUORFINERTIAL

InTUEE (7} Eone Grefo/LT-CRGE(TM] Device Lap Study

Table 14, Summary of Back Pain Soores

Precperative Pain Scorse

u 134 136

Mean 1&.1 16.1
Srd 3,2 3.0
—— - .,
_— e Ay

REDACTED

Program (Dete): T_FAINL [16AUGOL) {15:03] [FRGE 1 OF Z}

+  pevalues for chanoe from precperative in each group are from peaired test,

2%



GCONFIDENTHAL

ICFUSE(TH: Bone Grafs/LT-CREE(THI Device Lsc Studwy

Table 14. Summery ¢f Eack Pain ScoTres

Period Variable Investigatiornal Comtrol
12 Memths Pain Score
n 114 125
Mman T.A 0.4
atd 5.8 B.1
- «ln
- [ i
Change from Frecperative
n 114 125
Mean 5.1 -7.E
std 5.7 5.9
N
- - a
p-value = =0.001 =0.0401
24 Months Pain ScoTre
-] qq 10E
Maan E.3 T.8
std 5.9 E.2

Change from Pregperative

n 24 108

Mean 5.5 -8.1
Std 5.5 6.2
p-value * <0.001 =0.001

Program (Date): T_FAIN1 (1SAUGOL} (1€:03) (BREE 2 OF Z)

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

FA:



o

i

DEE = Tk!

Y

Bone Grofi/LT-CROE(TH! Dovice Lap Eruaw

Tak_ e 5. Epmmary of Back Fain Success? Rates
INumber {%) of Patientel

REDACTED

12 Momthe
Sucterss 53 [ BL.E} 51 { 2.8}
Failure 2 [ 1a.4} 54 { 2T 20
24 Momthe
Success T8 { B4 .0} BE { TB.T}
Failure 15 { 16.0) 231 [ 21.3)

Program (Date): T PRIWE [1leAUR01] (1&: (PASE 1 OF 1}

REDACTED

30



CONFIDENTIAL

InFUES (TM; Hooe Graft/L7T-CAROGEITH) Device Lap Study

Table 1&. Summary of leg Pain Scoree

Imvestigaticoal Control
Preqgperative Pain Score
n 134 13g
Mean 1o & 12. 5
Etd E.1 £.3
L i A
] . [

REDACTED

Frogram {Date): T _PATMZ (1§AUGUL) (1£:03] {PAGE 1 OF 2}

* Pevalues for change from precperetive in each group are froxn palired tast.



CORFIDE KT AL

£

IaFVSE{TM] Bone Graft/nT-CeGE(TH) Device iay Eputy

Table i&. Bummary 2f Leg Fain ScoTes

REDACTED

12 Months Fain Score
n 11a 125
He=an 1.9 5.6
Hra .7 6.4
= = =
| .
Change freom Precperative
n 334 ’ 125
Hean -5.7 -5.€
o £cd £.6 6.3
' | — S —
- - .
- p-value * <0.001 <0. 001
24 HMcoths Pain Soare
n 54 1GE
Mt .1 E.3
ged .2 E.7T
] i N
W L —
Change frem Precperakbive
n o4 igE
Mean =€.2 =5.0
std 7.0 B
i iy ——
. . e
p=value * =Q.001 <Q. 00l
Progran [Cate): T_PAIKZ [16ADG01]) (16:02) [BRGE 2 QF 2)
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Failure T &.3) 1% § 15_3)
Fuasicom
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Failure 2 { 5.8] 18 { 18.7)
Fugicm
Buccesas 1§ A4.2) 10z { 86. )
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