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4 Zi\= &Lt 2 i & ,:ﬁxT}é]E?F ¢ * cage’ G4
L3,L4,L5 {5 > f £ P » L4-L5 ¥ % *= Cage -
ZNRETEHEG R RBRE o
p 105.03.01 # »z
L - H rriﬁafaﬁﬁ“‘ﬁ REHSEIRTFFHRUMTRE &
PR TR EHIEFR Y o
D112-9 P, S RGP RS FUSE  F L AT RIS
ﬁq, } %’3ﬁﬁﬁﬁﬂ5?$ﬁﬁﬁﬂﬁﬁﬁz4ﬁ% * o
3 T I L I MV Efl"g{«)?‘} B R AR o
T FEFETFALEERY o
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(FRORIELHAD 2 %

r g4 fiFIE P

+ MR R B RAE) [11] B W
BN L EIE P hod 40P REIRP T E A L FR AR R R iE

PR LRIAD A ghdc |55 Azig P
ifﬂétﬁ“ﬁ*ﬂfﬂfiféﬁﬁb’«‘SHEL”@%& 101 # 12 *
64279B* | (Revisional diskectomy : cervical ~ thoracic ~ 14379 (01 p 2 iz
lumbar) 4
106 & 10 *
83022C |{g R &+ K,% #¥— ¢ ta (Diskectomy-cervical ) 30512 |01 p %iz
7
84 £ 03 *
83023C 13 A5 27 K,% i — 334 (Diskectomy-thoracic ) 16000 (01 p % iz
7
84 £ 03 *
83024C |ja R & & iy — "4 (Diskectomy-lumbar) 13000 |01 p % iz
7
. - e (k S 84 & 03 ”
g3o0oc |23 UM GRE) = = w g 11080 (01 p % iz
( Laminectomy for decompression- =2 segments ) r
N b s e ok e k% 84 £ 03 *
gaoozc |IF P IpA GRE) — ALE- & 16080 |01 p 1 iz
( Laminectomy for decompression->>2 segments ) ~
7
. L 106 # 10 *
830338 *?Cﬁ?};‘;aﬂy) 28304 |01 P 1 iz
5
YHpmer—age LaAAIFQ)=r & 93 # 07 *
83043B ( Spinal fusion-anterior spinal fusion without 15352 |01 p % iz
spinal instrumentation =4 motion segments ) z
ThpeF—v@e 23 ALFD=r & 93 # 07 ®
83044B ( Spinal fusion-anterior spinal fusion with spinal 18992 |01 p 1 iz
instrumentation =<4 motion segments ) 4
THpEN —iméE LERATY, 84 £ 03 *
83045B ( Spinal fusion-posterior spinal fusion without 13480 |01 p 3 iz
spinal instrumentation ) s
THRpgeF—ERE 27 HTFQ)=> & 93 £ 07 *
83046B ( Spinal fusion-posterior spinal fusion with spinal 19406 |01 p 1 iz
instrumentation <6 motion segments ) s
830058 || I EATE@E-LEF TSI H = & g0, 9307
( Spinal fusion-anterior spinal fusion without 01 p 2ig
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FP AR &R D S A
spinal instrumentation 4 additional motion segments &
add)
i*w FHF-TRE 27 AR QFH = 93 & 07
P : : : . : : 1p3ig
830968 ( Spinal fusion-anterior spinal fusion with spinal 10853 Oﬁ hie
instrumentation 4 additional motion segments add ) 7
FHpeEN—ERE 27 AT, Q)FH == 93 & 07 *
83097B &+ ( Spinal fusion-posterior spinal fusion with spinal| 14795 |01 p % iZ
instrumentation 6 additional motion segments add ) 5
A mE T AT 102 & 06 *
64280B+ | (Revisional posterior spinal fusion with 21496 (01 p 3 iz
instrumentation ) 7
*1 ;@r@;;z EHFAEEER N ERY A ‘;ﬁ;ﬁa% 2 2.% 18 fp pFY 47 1 83022C - 83023C - 83024C -

f%@ RIFIVM it > 83022C A i B R A R 20074 BLUY 3R o
’rl i RE © R R L AR ’?Ma)ﬁ%%imé Gl g S (1)#&;»%&%”4,5*7’“% EEEN S 2L
(2)£: % fair > "f ez AR Q)R AR S BATE LI (Adjacent syndrome) % 4& « (4) i # 12 &
& jits > gk & 7 2 (Pseudoarthrosis) £ 4 3] faf"”‘ RNERFMSAN GRpER 27 FRpFY 4
64246B ~ 83046B ~ 83097B -

(2) 4 & FRPHEEG BR B AER

#A 1 2019 # 05 * 31 p i+ » 12 “Artificial Disc ~ fusion s* CAGE” % 4 Bi4E5 &
1K ?5’1%57?4493..@.&?“‘ vz HoAn Bl FREMPRTR WiREFEER > s BFp o
EPS # #* $ e ( Canadian Agency for Drugs and Technologies in Health, CADTH ) ~ &+ %5
R PRIE3R3a % B ¢ (Medical ServicesAdvisory Committee, MSAC) ~ ;& %5 F AT BA P
# (Medicare Benefits Schedule, MBS ) £ {& 48/ % (Prostheses List) » 2 & B & j’\;f

B TRE L A% 7 I (National Institute for Health and Care Excellence, NICE) % ;
*’?'pg’/%fﬂfiz}%“?" SR RTEEHF > ¢ HEFREA F R RitRir (National health
services, NHS) 2 % R 5 =n 5,35 K e B2 5,;5 Fe At B4 PRFE¢ ww (Centers for Medicare &

Medicaid Services, CMS) # g 4phd & 4 3%
SHEF LA T S MIFTE 2R IRL Y S “"’a‘fr‘fﬁét/’?ﬁfﬁt AR R AR
ﬁﬁ%@ﬁi%@“i@gﬁ@ﬁCMEW@ﬁagr BRGNP 8
1. CADTH (4 £+ ) [12]
PHe g1 4

‘L gEde 4 143 P4 ("LDR" Mobi-C Cervical Disk Prosthesis )
ZRE-F3HEA-EH)o
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#£ 71 2019 # 05 % 31 p i3 CADTH 2B 3 F > 4%~ % “CAGE & Artificial
Disc” ¢ A A EAPM =R - L AL T AT - hir £ X A g FRHPP TR
_E'fj—‘iﬂv AR R P IEG IR L TR & i o

v PR A 4R 2 (6]

**“ﬁ*QM&ewgﬁﬁeﬁeeﬂﬁﬂeﬁe’feeméﬁeﬁﬁﬁ
4 & # 4w (Cervical Artificial Disc Replacement, C-ADR ) #4p #3¢ i & jis % 370 f 57
AL B 431 M s 2 AR o~ X iﬁ‘£$ﬁ5¢$&%3”Tﬁﬁﬁng
AR g 2k (oA )

PR A R AR AT AR NFE wFY #¥5:=* [ GRADE (Grading of
Recommendations Assessment, Development and Evaluation ) | i& 7% % k *& (risk of
bias) % &+ iAo AR EFHRETLEI A i A e X FRRR R F
Bapre mh b e AP Ep e R0

(1) FHIEEE Y SR TR R A BT (05 f2 & A S o
G B TLARER R AT BRI YRR AN ¢ LD
(GRADE : % )~ i 4ph 2 = 5% (GRADE: 3 )~ }?r,‘ A ‘J%ﬁﬁi (GRADE :
$)0 A H SR A p AR S+ F (GRADE: # )

(2) ﬁ&%gg%%%,ﬁﬁﬁwﬁﬁﬁ%ifgpﬂggﬁﬁﬁtﬁz%éi%
Pefh 2 £ w1 i (GRADE: ¢ ) ir%miiﬁw*?‘ ‘2 4o 454 (index site) ¥
BIPUIE Sk LR 2§ (GRADE D ¥ ) s 2 F el fr b s 8
(GRADE : # ) rt2 [ § 12 @ IE M 413 1 fhom s MG e 4
(GRADE : ¢ ) -

e A H &8 2 ST MR RS TS R A RO R S
W TG FEYR A U T gRAT & b fL £ kv (adjacent-level surgery ) s 4 5 2 e §
7 A% (GRADE i) 7 2 - T Sp 1t 2 B #ip b F ol BH hE x4 o

FMn T MEFHRET I A o 4 B FHETEE BN R
4 fEsk & o (patient-important) » 2 g3t P E REF R VRO R A 4 5 gt eh o
FPHAE R B HATip ROt R & T AR L ¥ i 4 o

A

AEOF MR L AL T 12 R EFRIT R R B R R

Yo g 1l RFIA R T AR S 4 0 2 LA MR e 4 R
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BEEICEARR LT L LR %ﬁﬁﬁ“ﬁ”“ﬂﬁ%ﬁ”iém§?”
2R s Sk TR L AR K ARG ¢ RRL RS
GES RN LR RE S R T R R Y 8 R € Y A
I% B o

2y -‘%Jfﬁ IR N ?Eﬁtﬁﬁ*ﬁﬁ’ihﬁ:ﬁ:]}%ﬁw}’;‘;&% jzﬁtﬁ%égﬁjﬁ'ﬁir}ﬁh
«&rf:z;r* (numbness} FRHAEETAL RS M B Rk T 2T
B B0 bl h AL s okE T L RA R EiT 0 e
Foein Rt o BREEF IR G s R G D L RS R
BIFFIEES DR RA o & G G FHRAEE B AT T AR
B iain g g garan T2 Ao

‘r

2. MSAC (&)

#£1 2019 % 05" 31 p ik » 3> MSAC 2B 3T » 4% “CAGE” & X 4 jE4p il
FiEARL > @ 44 “Artificial Disc” RIFE 3 LA 2 =R L » 2 154 142/
AR e (DA 1R R 49 5 Application 1090) ~ 1 4 L 4t - iR AR

( Application 1090) 2 "&+4t * 1 ¥4 % 3 v (Application 1090.1) & {7 chf 70 % 1
LA R R o gt B R 3 1 18 5 (Application 1145) 97 2 2 2 3= 4F
;C}, °

MSAC »+ 2006 & 02 * =2 2 =542 (Application 1090 ) » =% MBS 12§

o & 2 £ (interim public funding ) % i B & A 1 48 fF 42 ¥ 3% i+ (artificial intervertebral
disc replacement, AIDR ) * 55 H & "E4g g /47 5 o 2 - LS SEAE m,
£ R ¥ REE YR e X H 0% (conservative therapy) 2 pi s 4
5% 2011 & 04 7 £ = 454 2= 4R 4 e 7 { 47 (Application 1090.1) ﬁ;ﬁ;u 2L
TR LK sh N e B2 4 ’?ﬁrmfﬁ”“g#féz%’ » TR ER Y REAR X
% (fluoroscopy )t & 5 ¥ — >3 H 32 5 MSAC »t 2011 # 11 * (Application 1145)
BH o ZR MBS %t 4 1 AR R O (AIDR-C) * v ipf e A2 k2 H
ERER R A SRR el IR R B (skeletally mature ) ~ 3¢ f& #6442 T_> ¥3°
T el F o T gRXEFRIMTR A UT AW EEEE i 3T
BAR L i Sz 2 (pER A )

A. 2006 & 02 * (Application 1090) [13]

Appllcatlon 1090 & & P eni X A T TS B i 2 Frek 2 A
»rh 0 B2 HALGIEREZR -

e 4 H ST S A s A 2 H - SR T ko SRR PR A REEE R
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MSAC i &  ~ p 1966 # 1 2005 & 02 * % % ** Medline ~ Embase ~ Cochrane
Library~CINAHL -~ Biological Abstracts 2 Australasian Medical Index 7~ /I%g;aﬁ AT

10 3R 2R Ix

S AL R BOANAP RO TR & ATAp $ R AR R 0 1R A R
%%$$,$$¢%%H P AL GFAALRE R AR g & TR dp AR IR AR I
fe b IF GRS W Dl A R A AN SEHEH24 BT 0 S AR
&

F

A OERH A LA A R AR RO AL R & AR R R R o~ 2 IR NEE A
A PR 2 RSk R T B A I R R AR RO &
VLo A AR G TR B4 B o 2 F 2R R

PHRE 2EER

FEAIFIRAREEBRAPEOTIER S AR 2 X o 1A
AR RER 1Lk ) ks g (caseseries) 2 1K HTAdR 2 5 H 7 Bgis A i
HRFRERpN > B A IR E R (n=27) % p&jtv (n=28) %2 %
A AR E g A B | AEHRF P EFLE (RR=0.93; 95%CI 5 063 & 1.36) °

AR A TR T TR RO R S AR R 2 K 29 5
Pos RES S R E R 3RSk - 15 T b SFNVET N2 Kk ,?fu]é‘_éjgk‘?“)ilﬁ » 2 3 5 HTA =R
200 8¢ LA Es A R R RS R 4 0 0 B 4 1 T U (n=205) 2
& (N=99) 3 4 3 A% engs At blx A s BEF L3 (RR=0.98 ; 95%Cl
520861 1.11)-

¢

XA BE A I NF LR BEMOL YT 2 (2058 ) F 3 FE -

MSAC B %23 MBS e > £ AL £ A H & A 1 g B 45 B 3% 3000 %
ESgfe i Mg p 2 - §L 4 Tl A RIEBVAREN 2§
RS R A RTaE A 5§ 0 MSAC 23R 3t 3 E P R AR T B e
FF A m L A Ronddy 0 2 BEHA TGRSR e

B. 2011 & 04 * (Application 1090.1) [14]

PG L AR § A - (2R 3R 2 (Application 1090) 2. 4 1 Mg g

CERE LR AR E R
TREE AR TR R

(not blinded ) ;&3 i7 -
(not blinded ) 75 #4 i+ -

i md
T E
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R HoE S L ATan=i (Application 1090.1) B 0% 3= MBS #ricfieht 1 i
WEE RS o pE SEa R S Am o 2 k- S8R5 ¥ el A9
R AT DETRT o A pp 4 0 L3 UHEBTEP B L 2

RoRZ F Aok G EFE LA ES NG L EEF LR MSAC BT R
M E A AL S SRR R R o

. MSAC# 2 > A% EREH S ELRAFEARBRFT £ SR LA E &4
1 MEAR AR A R AR 0T 18 ) B4 gk & 5 (posterior fusion) T Sk o H

AN ESERAFEARL AP REERFE LT LI LA REL AT

1. MSAC a‘ﬂ Ao HON R RS AR A e e AR R R ,;% m:}% T s
WAL B 3 s Bl E ST Rinf > k0 g RS RFTEERETE
ik g (discogenic pain) > P W AFEAL S iy 4 o A I MR A AR B R
d @4 ?ﬁ,ﬁ‘li{"ﬁ‘_ﬂﬁi%ﬁ 4 (LR IFEAFLE A ‘fgg‘_ﬂ%sl%é‘i -
Vo b LR B RIE AT L o

. MSAC 3 » MBS M 2 X A & 2 VS A 1 " fa B B e 211 §
I AR (FEHE0B ) P X AEFE X ERPE 2 FEX 2 HEE
e 24 S MSAC & 2 0 A 1 Mfa g i 47 ¥ ke 2H g4 5 7 “,fiﬁ:r (lumbar
laminectomy ) % /&\ g & fF o 2 F FRE I BER IR D2F ALK FERL
e R R o E sk 3% 5 40 1 50 B o

0 BRI

AT  MSACH M EX A 1 R EEHiraedh 1 Hipikr v
PR EALpe & - ok o R g FIRENT 22 RAREARA R > s W
L4 5t £ % (Oswestry disability index, ODI ) ~ & J§ 34 ~ £ =t £ &5 4 F ~ 1 (7}
a@&ﬁ%&:%%ﬁﬁAl@ﬁﬁﬁﬁﬁﬁwwm%%ﬁﬁbﬁ&#ﬂ%&%
B ERLERK»% #33 ODl=a £ E 1 & Tk B85 % = # 3 (overall success )
2 BAAETLHE 2& s B P LIRS s R R RR NS CEE A TR 0 B
AT EFRLEI N 2 e apER SR T AR T LR -

PR

h

AT 2R

MSAC 3Ll A 1 St 45 B 3 b7 & Bl ft i & - fen% 2P0 7 i 1
Z > 5‘_:]1 1F|‘T‘F'KT£E$F'&T ﬁ%’%ﬁ;’fﬁ ’15,_'?,;' q_r} T 1B ’fEI;F"}xE.ﬁi,{h‘ LI I
AR R R R R A AR E AP I T A ETRAIEFLE -

8 MSAC # 2 %34 | ® (Advisory Panel) enfek & R B RE @ oA I T KM 3
Maverick (Medtronlc Australa5|a Pty Ltd) ~ In Motion (previously marketed in Australia under the name
‘Charité”) (Johnson & Johnson Medical Pty Ltd T/A Depuy Australia) ~ Flexicore (Stryker Australia Pty
Ltd) - 2 ProDisc (Synthes Australia Pty Ltd) -
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F13t - MSAC 1845 4 1 4 i B 45 B 4 ien® 21 i 0c 2 & 4ok 4 M TR,
I A AT 2 S R G0 L IS 2 MBS BT (44
ltems 48691 ~ 48602 % 48693) °: A 1 EfL R R B H 0 ¢ 42 H FERE K A B
G2 H- WSS P - SRR PR ATRLETRB LN 2
HO RS SR A RHR A 0 T RE F RS X KA o

C. 2011 # 11 * (Application 1145) [15]

PR AR LR SR AR L e R O e R e g
AL e }P‘aﬂ(i\-*“ MBS i ATends i 538 - B P gpiada B 4 R & B g SN IR
e A RTdE A > PRI S G o oo R R (axial pain) # A R
(neurological compression ) -

MSAC % & 7 3¢t enE 2t @45 > ¢ 7 % p FDA 2 ¥ ¢ 3% (regulated
trials) rﬁ{é#f; ) éféﬁﬁ-b’%% i A ¢ 2 3 7MW 0 Bryan® -~ Prestige® %
ProDisc-C » i & Discover™disc 2. §f f8 & fFF 4

MSAC 2% 5 - 23k F i&lﬁméﬁ’ AL RIpE T 0 IR iy £
»2 % (incremental beneflt) #3535, 48¢ 135 01, AR Ty B R E R E
8 & ;7> MSAC AR T & ¢ R4nF L 2 FRMISHK = 7 (overall success) ha &
%%*FﬂﬁmﬁpﬁmmhL’wﬁ%mﬁﬁﬁmé@£$w¢@wﬂ?ﬁma
HREHHEFVTEREIA4I58 ) bil4e !

l. 4% Bryandisk & Fsptata ¥ & ¥ 3 5% ACDF > 5718 % #% 45 #ic (Neck disability
index, NDI) 4 %]+ :xL 86%% 67% ;
. ¥ Bryandisk i& (7 3g {2 & 4z & 3692 ACDF> JE{a% i34 ¥ 4 Bt L 82%

% 67% ;
. EXFaa & 5 # sz ACDF(Prestige® disc): + k% 7 324 ¥ & Wit +52.5
EA47.7 & o

MSAC ik & § 18 7 L BErs™ 3 ﬁ%&m*’wﬁﬂﬁﬁfﬁﬁw£m&@2
EHLEETTRE 25 5% 0 MSAC A e e g R R SRR S 2 5 (1
2L A pFhR ) I EhpF e IR AR R e 2 d *’?3’:47?'”’7* LS
7 - 8RR

Rk > MSAC i i a B4 S 3 s “fr ACDF - % > » ¥ it fr& 8
s R R A

° 5 A3 MBS 2B # T ¥ A 4 ltems 48691, 48692 2 48693 2 4 M 45 it -
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MSAC %% 4 8 A 1 e e 4 B A R 20 0 ds i chg 2~ rocd =
horh 2 M EBHE ERMBS 22 A L HF AT R A NS A
2opk 2 B @i E 2 o 0 2 B ae S B (skeletally mature ) ~ §7 4848 4012
R HWERTIORLG F BT D B EXEHFE TR A

YTAHEMBS X Gk 18 L AR 2 F Rk 4w p (Category 3
-THERAPEUTIC PROCEDURES ) » H ¢ 1 % % &-%F 4 1 "2 [F 4 % 3% 4 (ltem
51130) - #Ap M 2 Fir Ak % 5 1,793.65 /£ - £ 7 75%4 2+ Medicare # 24 %
#oooT S 134525 RN~ 1 X S A 1 R B 4 (tem 51131) > A Ap b 2 ¥
ek § % 5 1,082.70 /2% 2 ¢ 75%+d R Medicare 4 e+ § * - W 5 812.05 2%
[16] ¥ 3 11 £ ¥ jam e icx 5 L LR RAPM 2 F Rl B HM P > R4k 5o

7 5MBS fcfi g kS An M2 FR A 4 H D

Item Descriptor Fee (/2% ) | Benefit (;£% )

Category 3 - THERAPEUTIC PROCEDURES / T8 - Surgical Operations / Subgroup 17 -
Spinal Surgery

Artificial intervertebral total disc replacement

Lumbar artificial intervertebral total disc
replacement, at one motion segment only,
including removal of disc and marginal
osteophytes:

(a) for a patient who:

(i) has not had prior spinal fusion surgery at $1793.65 75% = $1,345.25
the same lumbar level; and U
(i1) does not have vertebral osteoporosis; and
(iii) has failed conservative therapy; and

(b) not being a service associated with a
service to which item 51011, 51012, 51013,
51014 or 51015 applies

51130

Cervical artificial intervertebral total disc
replacement, at one motion segment only,
including removal of disc and marginal
osteophytes, for a patient who:

(@ has not had prior spinal surgery at the
51131 | same cervical level; and $1,082.70 | 75% =$812.05
(b) is skeletally mature; and

(c) has symptomatic degenerative disc disease
with radiculopathy; and

(d) does not have vertebral osteoporosis; and
(e) has failed conservative therapy

Spinal decompression

Spinal decompression or exposure via partial

51011 . .
or total laminectomy, partial vertebrectomy or

$1,435.50 | 75% = $1,076.65
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Item

Descriptor

Fee (j£%)

Benefit (2% )

posterior spinal release, one motion segment,
not being a service associated with a service
to which item 51012, 51013, 51014 or 51015
applies

51012

Spinal decompression or exposure via partial
or total laminectomy, partial vertebrectomy or
posterior spinal release, 2 motion segments,
not being a service associated with a service
to which item 51011, 51013, 51014 or 51015
applies

$1,913.80

75% = $1,435.35

51013

Spinal decompression or exposure via partial
or total laminectomy, partial vertebrectomy or
posterior spinal release, 3 motion segments,
not being a service associated with a service
to which item 51011, 51012, 51014 or 51015
applies

$2,392.25

75% = $1,794.20

51014

Spinal decompression or exposure via partial
or total laminectomy, partial vertebrectomy or
posterior spinal release, 4 motion segments,
not being a service associated with a service
to which item 51011, 51012, 51013 or 51015
applies

$2,870.70

75% = $2,153.05

51015

Spinal decompression or exposure via partial
or total laminectomy, partial vertebrectomy or
posterior spinal release, more than 4 motion
segments, not being a service associated with
a service to which item 51011, 51012, 51013
or 51014 applies

$3,349.15

75% = $2,511.90

Spinal fusion

51041

Spinal fusion, anterior column (anterior, direct
lateral or posterior interbody), one motion
segment, not being a service associated with a
service to which item 51042, 51043, 51044 or
51045 applies

$1,082.70

75% = $812.05

51042

Spinal fusion, anterior column (anterior, direct
lateral or posterior interbody), 2 motion
segments, not being a service associated with
a service to which item 51041, 51043, 51044
or 51045 applies

$1,515.80

75% = $1,136.85

51043

Spinal fusion, anterior column (anterior, direct
lateral or posterior interbody), 3 motion
segments, not being a service associated with
a service to which item 51041, 51042, 51044
or 51045 applies

$1,894.75

75% = $1,421.10
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Item

Descriptor

Fee (j£%)

Benefit (2% )

51044

Spinal fusion, anterior column (anterior, direct
lateral or posterior interbody), 4 motion
segments, not being a service associated with
a service to which item 51041, 51042, 51043
or 51045 applies

$2,057.15

75% = $1,542.90

51045

Spinal fusion, anterior column (anterior, direct
lateral or posterior interbody), 5 or more
motion segments, not being a service
associated with a service to which item 51041,
51042, 51043 or 51044 applies

$2,165.40

75% = $1,624.05

51061

Spine fusion, anterior and posterior, including
spinal instrumentation at one motion segment,
posterior and/or posterolateral bone graft, and
anterior column fusion, not being a service
associated with a service to which item 51062,
51063, 51064, 51065 or 51066 applies

$2,834.65

75% = $2,126.00

51062

Spine fusion, anterior and posterior, including
spinal instrumentation at 2 motion segments,
posterior and/or posterolateral bone graft, and
anterior column fusion, not being a service
associated with a service to which item 51061,
51063, 51064, 51065 or 51066 applies

$3,674.35

75% = $2,755.80

51063

Spine fusion, anterior and posterior, including
spinal instrumentation at 3 motion segments,
posterior and/or posterolateral bone graft, and
anterior column fusion, not being a service
associated with a service to which item 51061,
51062, 51064, 51065 or 51066 applies

$4,450.35

75% = $3,337.80

51064

Spine fusion, anterior and posterior, including
spinal instrumentation at 4 to 7 motion
segments, posterior and/or posterolateral bone
graft, and anterior column fusion, not being a
service associated with a service to which
item 51061, 51062, 51063, 51065 or 51066
applies

$4,952.85

75% = $3,714.65

51065

Spine fusion, anterior and posterior, including
spinal instrumentation at 8 to 11 motion
segments, posterior and/or posterolateral bone
graft, and anterior column fusion, not being a
service associated with a service to which
item 51061, 51062, 51063, 51064 or 51066
applies

$5,477.80

75% = $4,108.35

51066

Spine fusion, anterior and posterior, including
spinal instrumentation at 12 or more motion

$5,767.50

75% = $4,325.65
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Item

Descriptor

Fee (j£%)

Benefit (2% )

applies

segments, posterior and/or posterolateral bone
graft, and anterior column fusion not being a
service associated with a service to which
item 51061, 51062, 51063, 51064 or 51065

LAV

i ot 2007 # (4 4 %2 ) (Private Health Insurance Act 2007 ) » & F4 4
CEFRN R R B EMA SR Y o Rl

R A%

u;ﬁk’r

ERETHER OB E Alﬁﬁffﬁgéﬁﬁt’aﬁrﬁgéﬁ‘ SR QUL Agﬁ‘g%‘i R i
#H (Prostheses List) {ri e 3

Fefv i

Committee, f§ 4% PLAC

i

SF =R A2A (HTAProcesses)

#: % R ¢ (Prostheses List Advisory
.._b]( i\. z

L AR MRS A 2 g,q Aot e et § Res) A bl ( Prostheses List )

S R i o

=4 3% 4 =L (Commonwealth of Australia) - 2019 & 03 * & 37

N F e

Prothese List % A ?%% 8 % Spinal # - fefiz EEE AT HFEApMENSE > TR

st CAGE ~ A 1 5p4ata ¥ 45 2 L4 CAGE 2 & % fom4p b 2
PR A R B

(benefit) #4534 6[17] »

# 6 ;27 Prostheses List z§* 2 & 7% (CAGE) 2 «

g m A~ RO 2

LS

£, 2y P
PRl S

1 fi B 4 (Artificial Disc) &8

s ’“fE‘ g/ﬁﬁﬁ?
< 1‘}!%’]‘;‘,.

Billing : Benefit
ipti Size o
Code Sponsor Product Name Description 1z (k)
57 1o & 48 3F 2 (CAGE)
13 - Spinal
13.10 - Fusion Cage
13.10.02 - Interbody, No Integral Fixation
13.10.02.01 - Cervical
B Braun Australia | Aesculap ACDF Interbody .
BB278 All sizes $2,409
Pty Ltd Interbody Cage cage
Various
Zimmer Biomet | Trabecular Metal | Composition heights,
Z1536 . . . $2,409
Pty Ltd Spinal Devices Trabecular Metal diameters and
sizes
) i . Various
Zimmer Biomet | Trabecular Metal | Composition - ) )
Z1330 . . heights, sizes | $2,409
Pty Ltd Spinal Devices Trabecular Metal )
and diameters
1 ¢ a8 7 45 (Artificial Disc)

13 - Spinal
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Billing . Benefit
S Product N Descripti Size -
Code ponsor roduct Name escription ()
13.11 - Disc Replacement
13.11.01 - System
13.11.01.01 - Cervical
Cervical
intervertebral  disc
prosthesis
Medtronic . consisting of a
) Bryan  Cervical
MIO58 | Australasia Pty Disc polyurethane 14mm-18mm | $6,256
Ltd nucleus designed to
fit between two
titanium alloy
shells
Cervical
_ intervertebral  disc
Medtronic i ) ) | 5mm - 8mm
) Prestige Cervical | prosthesis with
MIO59 | Australasia Pty | . X 12mm - | $6,256
Disc ball-and-trough
Ltd ) 18mm
designed
articulation
Length X
Depth:17mm
. X
Cervical disc
) 13mm,20mm
. prosthesis, also
) ) Discocerv ) x15mm;
SX084 | Scientx Australia ) i supplied pre-loaded i $6,256
Cervical Disc . Height:
on single-use
. . 5.25mm,
inserter tip.
6mm 6.7mm,
7.5mm,
8.25mm
e B 48 35 28 (CAGE)
13 - Spinal
13.10 - Fusion Cage
13.10.02 - Interbody, No Integral Fixation
13.10.02.02 - ThoracoLumbar / Lumbar
Medtronic
) TLIF vertebral | Length:
MI062 | Australasia Pty | Capstone Control $3,465
Body Spacer 27-32mm

Ltd
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Billing . Benefit
S Product N Descripti Size g
Code ponsor roduct Name escription ()
Medtronic Lateral  vertebral | Length:
) Clydesdale
MIO65 | Australasia Pty i body spacer (PEEK | 40mm - | $3,465
Spinal System
Ltd & PTC) 60mm
ARDIS H 8 to 16mm;
Zimmer Biomet | LUMBAR A lumbar interbody |[W 9 &
Z1615* : $2,888
Pty Ltd INTERBODY fusion cage 11lmm; L 22
SPINAL CAGE to 34mm
B Braun Australia | Aesculap PLIF Interbody )
BB365 All sizes $3,465
Pty Ltd Interbody Cage Cage
"Length
22mm X
Width - 9mm

Fenestrated and

) i TM  (Trabecular X Height -
Zimmer Biomet _ | non-fenestrated
Z1868* Metal) Ardis | 8-16mm $2,888
Pty Ltd intervertebral body
Interbody System i ) (Imm
fusion device )

increments,

excludes

15mm)

Fenestrated and
) ) TM  (Trabecular | non-fenestrated
Zimmer Biomet .. .
Z1869 Pty Ltd metal) Ardis | intervertebral body | Total 8 sizes. | $3,465
y Interbody System | fusion device - for
single insertion

* Billing code ZI615 2 ZI868 = 5 =t & 3 H is 37t eivfs s (Suffix) =Paired > & gt 3 38 =0 % § B e 61§ 2
( Changed Benefit) -

3. NICE (#®) [18]

#£712019# 057 31 p ks 3 NICE 2B ®F > 4 “CAGE” i % & jE40 B 2
TR A 447 Atificial Disc” £ FE 5L TR 1Y REF RS AZAM
Hape 3224 4~ i 4 51 (Interventional procedures guidance, IPG ) 4 %] 5 2009
# 07 " 2 2010 & 05 " - $Hiuain 47 4 B 4/ (IPG306) [19] » = Ffuta F &
A8 ¥ e IPG341 )3  chfi » (255 37 51[20]> 2 1 4 2016 4 06 * 4% Mobi-C*°
HONTEIR R R R 2 F R e #7331 (Medtech innovation briefing,

1 Mobi-C ("% " X 5t 4 1 42 4 ["LDR" Mobi-C Cervical Disk Prosthesis] ) % # =t := % 538

7 — o
~
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MIB70) [21] ; &4 it 3 4 F L & BLAE & 4ofs o
A ERIE R AR HA 4~ fsk 4751 (IPG306) [19]

NICE »+ 2009 # 07 # =2 2 "Efata B G240 8 F i / » i d 51 (IPG306) >
FIRACT ArA

L 3 Mt Eiaie B A R e end D R on IR T A A N b
¢ iv (clinical governance ) i ¢ foftle & (consent) % #&+% (audit) #p B e
TR

I Z5ick ¥ a@tRaps Riopa? FRBE > BFER2 e F i
BT A GE AT U] N T o A R & F L A 4

Nl B} F § B E L E T L 138 > &+ 5 B dh o 0 % p 20wl i Bien
s Fl oNICEZRBEFTE2 2L LD RS a LI HEke
Fopr GEE FiE- HIEX TP T

B. Sptuief i R HEME v 4~ s dpsl (IPG341)

NICE »+ 2010 # 05 ' =4 2 gidfa W& {540 B #4054 » s 40 31 (IPG341)>
FIRACT 5]

. lﬁuﬁ BT SR AL AR A B e vt ‘*%iﬂ N e s ST E P e
&e— st E 0 T TR R s 5 (revision) ;s A% 2 M mI
S A TR R AT A 4 B S AT M AR 2 2
F & fe sk §is (clinical governance) ~ s + #oii-fe & (consent) % #+% (audit)
A0 BE AR B 0 W L L AR i
I iR o by YV RARFFRE s P FLE 2
1. N|CEL*F5‘J%£ HAELFREFEEME PR TR b ¢ R E DT
Ed iy AT & s % (adjacent-segment disease) e 4 o R @ £ £ g
"2 chE 8P ficdy o

-

C. Mobi-C * *: 3 fi it 4 % # b2 ¥ $A4137H 51 (MIB70) [21]

NICE ** 2016 & 06 * 4% TMobi-C™#* ** gy {4 ¥ 4 B 44w | # F 2 F s piiv
BITHE S (MIB70) » & Bh4E & 4o (foc3ta )

Mobi-C 5 — 4 * *v 8 & & 2 S gifafa 4 % e dl > * SN0 g e e

1 Mobi-C ("% @ 7 X §it 4 1 42 7 4 ["LDR" Mobi-C Cervical Disk Prosthesis] ) % # =t := % 58

7 — o
=
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BT AR A o PRI L T R RS e EiER 0 ¢ 7 1
7k IEW"@F 2L AT RGESE 0 o~ 1675 B 4k aﬁgﬂﬁ@ )?Jew«}éﬁ
‘*%:}F] 0 F& X Mobi-C spta e B 4 B 3 4ivx 7 %30 ACDF; @ #8873 Aldg 1>

2 2 & Mobi-C giafa B4 & #erip >t ACDF» { Efeir v & 23 mﬁg’&g
;;J;«smé HoN PR F| MR A RRehp AR L AR ER 4 M ?f‘ﬂ‘}—éﬁ%
K177 4 &1 v (adjacent-segment degeneration, ASD ) » % {8 F T &%

F 4 5 o4& B Mobi-C g ia B e & 5 1,750 243 (7 2 3 ) 4p i

SR gl T

>
\%- —L)‘

% 7 Mobi-C 8 I 4 B 5w 2 ¥ $ApIR7 31 (MIBT0) 4 b 355k I

B Mobi-CHttfiM G s 5— i * 0 &2 2 ${efal
B H AT > ST NI S 0 R g eh

Mobi-C % % % ¥ &t it oo

SISV Y/ & ol W 7L TR (Aol 88 F o~ P IRisR ok i85
FIAE L)~ ACDF » 2 4 P43 B 3 5 % % ey R n R
EH -

B S RERELPIRERSTOIR 2 7 1 k5
T }%‘%‘?)@Ei 3 IENER A R R IR B (FIER o BT
T AFERT B9 3 AR A R L A
¥R ess ACDF -

W 2 T 1,319 s 4 ek f:urié;gwégzgwg a1
EXH S Mobi-C et & % #1373 ACDF» e
4 B hB =8+ v (heterotopic ossification, HO) 2%

i—r°

WG S e pew ien L 2% 2 & Mobi-C R 48R
BB TR R &R (n=330) 0 EHLA # ik dp
J1 > Mobi-C SEe4a ¥ 4 % # 2 ACDF A 93 66%%
36%zrps 4 7 L TIAF & BAis R ¥ 3 3 (p<0.0001) -
B 713X HEH & Mobi-C 5ptfa FF 45 ¥ a8 2 ¥t
sk (n=245) if B 5 & e % 4591 Mobi-C e ia
RY 45 B g pieciug & BRSO S 7 % 5 61.9% » ACDF
522% (st v 2 g )
B 7 134E<E S Mobi-C5f fata /Y '“g#ﬁﬂfﬁv"ifﬁmmﬁ
Midsk (n=111) %% B4 1 > Mobi-C §Ffa 4/ & ¥ 4%
ﬁ:rifgﬁv“ ACDF: %3t } v RE R & 7| { ~ ehM &2 d R
Pk TS BE 4 # 0 BRITE G R L e 4 Koo
Mobi-C 3¢ i & [ 45 % &% ACDF 4 | 5 0%3% 7.1% o

BB LR T R
#

g =4+ % i+ (heterotopic ossification) i ¥ 7) % T A2t e gk o

Bt ERISRSH Ik c TR # 4p # (Neck Disability Index, NDI) ;=4 ~ 7 2
FHE L eng 4 5 s M e R E 2 R R EGER R A

P
4l
™
b
e
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u L*?'i%—*ﬁ#% oo F AR A R o g A O R X
I0 B R AREF s ML ARt o
Top i & T enfiev sk o BIF R Mobi-C St e

Hoprfem 4 FlE AR g

13 B % Mobi-c & FF % e #85F L 2 % 4 - & & PEEK
cartridge - ¥ 0 FEd X kg HiE MY iz} o

B Mobi-Cif # *Faed B & 4 5 ¥ fd B ALY wend
Hok LR R A S

e
ol
ek

ACDF=anterior cervical discectomy and fusion
NHS[22]

2015 & 07 * % B NHS 4 %357 o4& & 42 ¥ 4% #( Cervical Disc Replacement[CDR]
g« Disc Arthroplasty ) * »%75 5 5718 #° 842 (5495 % (cervical radiculomyelopathy ) £
Tk 338 7 7 L (Clinical Commissioning Policy ) Ry FmEEA }I%‘_?“)éﬁi
($WaFEFFL (FDA) sk & % ;; dp o FEARR R E B H e 75 ACDF >
P RFSHRT VAL s E o kY (5T £ ) ihE 23 B A FE
NHS $$ >34 A 1 e P F B s | i 2 2 Ap M R 4 & 40 ¢

SEIE A A B #esg * 1% 2 (Criteria for Commissioning )

FHEFER @G FEL > P EERZ 1B RN cha Ay A o T 905
AW E RIVE 4R 5 F # |y (multidisciplinary team, MDT ) i& 73436 0 35 H i &
EE B Ly FHAEEREZ S FdpraoT 28

A 12 C3/4 3 C6/7T 5 H &2 2 &3 it fp (fgtF’”i“ % di[herniated disc] &
& ¥ f/[spondylotic osteophyte]) ERAGRFER L) S BRI 0 Y gﬁ%
Fooab2b 2 nok e s ) (refractory ) i 4o

B. 12 C3/4 3 C6/7 F H & & 2 & it fa 5 ({gu—;"’#“ ZORF ) R
O % & & B 510 % (myeloradiculopathy ) » 2% 3 & mSEIRA R > & R E
IFERIPE IR -

¥ T A MR A B TG R R s T

A B A SRR R A RO R PR R A
B. ﬁ*«&ﬂ*? é**%‘ﬁfﬁfa(%‘wF)»f%&;;ﬁaﬁt TiE R e
Tsn %t (osteoporosis) £ ¥ v (osteopenia) o & 35 E & H) H % MF FG S

O
«'Tﬁ»a#

D. ﬁ“ EF AR EE L 0 ¢ A2 ket s %5 B (lateral flexion-extension )
LA L E > B = (translation) X £ <> 3mm> & & 2 X R <3011 B
E. BEEsi3i (spondylosis) . & 5 > © & 2 b erdliz > a0 §-1 B
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(flexion-extension) Z e & > {8 FF 42 B & 5 + 3% 50% » £ bridging
osteophytes » 24 5 b E #*
Bt o) B o i (facet joint arthropathy )
F e 448X (ankylosing spondylitis )
CRE RS STEE SR P
R TE SR A R
A b GREBE & (rheumatoid arthritis )
7 ’ér:ﬁ‘* 7 4 A
{658 2 w451t g (ossification of the posterior longitudinal ligament )
iy EER
LA A 2 DM 7

ZzZIrx=s=-xT60m

ook ’ﬁﬁ},% # 3 (patient pathway ) » &4 . ‘1!'7));‘;, RiE6E T A ES A
F ek BEie Al o #%ﬁ% PR SRR AR A o RE D FRE PR
w%’ﬂﬂ*ﬁ?mmﬁ B e gk o

FeX LR E B e 4 0 s 1R X ¥ 4 F £ (Spinal Registry ) » & &
AL & 2 F 25 £ & (Visual Analogue Scale, VAS) {v EQ-5D - F|5f f it F 45 % 4%
WL B IRA IR E R ek R R &‘Pp?’/% B 2 TRk fidy o

4. % R[23,24]

E 4 @?]Ea,ﬁérs;%:;;g (Brg g %M%:ﬁgé PRFEP & (CMS) 4 Efa e 42 B ks 2ep
AW 24 (CAG-00292R): % £ 7 60 gk 12+ 1 Medicare iff)%* Fie A B R
Brdg B Hegbrs 2 700 2 0 & en s )0t i3 371 Medicare B 726 /& % (National
Coverage Determination, NCD ) » p 2007 & 08 * B 4n4 2% % = e E{a e M 45 &
WS IER S AR S IE e A

I BRSEHEGE E © A
I R RA % B

é“CMSmé%ﬁﬁW*ﬁ#ww%@%ﬁﬁmO%m@«ﬁ B R E
&80 > F]pt p 2007 & 08 7 14 p & > Medicare #-7 ¥ i M4 fa B A7 B 3R 3047
i 60  hops

"m.  #Hw:

Mg arsk £ 60 & 1+ Medicare Fom thre A R AL B i B 0 Tl CMS 1F T gk
#[24] -
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- 41<60 # g 4 e % ¥ ¢ Medicare %5}% i B Ij‘l_—‘lé’f ( Medicare
Administrative Contractors ) 37 T_% i if 1% o

AR L R H e > CMS 7 e 2 d § # Medicare 37 2Ap B 45 0E 2
B OELEF R R R E R e B r R [25] -

blde e 2 R BB N ViEEEREF AL A € (HEALTH EVIDENCE REVIEW
COMMISSION, HERC ) 4% 4 1 fa ¥ 45 B $E o737 2.2 4p B & £ dpal o 3 2012 #
08" 09 p+:/8 > 7302014 & 11 * 13 p £ X BP ; a6 i 4 512k 4cis [1]

AL AR R R B

1) dokd 2P0 H > FAL RS- LR REFXE 5 2 5 FEPDRA
RN

2) g kb JE ol 8T 60

=t

B)f&'té;%‘?ﬁbFDA#;’s‘rmx?iE )
Bgﬁff}ﬂﬁ EEAET ) O8N g—r;yr;

© HMREETIRI OB BISRF R

G e kg o FDA B Z £ 8 F

s
l

=~

[l

L R

o PR ARLE FGEAR PELESERATET AR RLE
1SR

AL FFRtR R B R

L) s 4 JF & FDA PR eime @ if oo > 2 i i p 5 FDA B RS F R
Eg*ﬁ*flﬂ'lﬁf@)—i ’ IE é —r}.lju,,. ]__ .

o B RS R

. P%@&'%i LB RN BT ¢ A2 Rk s ﬁmmﬁgﬁ@
(A % SEREE #wﬁ%)AakkﬁﬁmW“#%aﬁmmﬁ ;¥ E

(2) 3 FHREHM
1. #F3 2

%ﬁ%é@ﬁ%ﬁ%%ﬁﬁﬁ%ﬁ%’$$%&§CmmmmmmMWMMd
/Hm&“ﬁ"?% FMERS BH R AL 2L HF g /e CAGER 2
IR AR ek St ]‘Jcri"}ép (systematic review, SR) ~ st & 4 47 (meta-analysis,

&
2
W
&8
>
%‘-
e
W
I
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MA) ~ g2 508 A 45 (network meta-analysis, NMA ) 2 &F 45 ¥ B8 25 5%

e wU v

(randomized-controlled trial, RCT ) » 1 7 3 & & 5 44 Fp ¥ 20 4p ¥+ 2 1 o

k42 4w iz f CAGE 2 A 14 P4 > 12T 5| PICOS # s 30& iF 12 > 30& 8 &
AIUEERA M BRI H 2 BRI T 25 4 ¥ (population) ~ iR 2
(intervention ) ~  »< ¥t & & (comparator ) ~ J »<if £ 45 # (outcome) % 77 3 3k 3+ &
=% (study design) > H & if & I 4o T

(1) CAGE
Population o iEE R RLFHILHR S LR A R
Intervention tantalum ~ titanium ~ PEEK & plasmapore +1 " 2

CAGE
Comparator #£3E
Outcome #£3K

Study design ST 4 ¥ PR 2% (randomized controlled trial,
RCT)~ &k sk = /F*Je w B ( systematic review, SR) ~
L& &7 (meta-analysis, MA) ~ 23L& & 47

( network meta-analysis, NMA )

iz p& it 2. PICOS - i i Cochrane Library/PubMed /Embase % % + FAL & » 12
™ tantalum - titanium ~ polyetheretherketone ~ PEEK ~ plasmapore | % B 43 i& 7 40%F >

(2) * 2o % (artificial disk)

Population PoriER I FRIGRIE A IRT R E LR
A g

Intervention AL R

Comparator ;K

Outcome kR rcE & 2R %

Study design | L8 4 it RiER (RCT) ~ kst~ grw g
(SR) ~ 42 245 (MA) ~ & 52 A 45 (NMA)

%P+ it 2. PICOS > i% i Cochrane Library/PubMed /Embase # & + FHLE » 14
"disk replacement ~ discectomy ~ disc arthroplasty | ¥ B 4 3 & (740F - H0F {od 3

Lshrd = o
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(1) CAGE

#£ 3 2019 # 07 » 02 p i+ » 12 T tantalum ~ titanium ~ polyetheretherketone ~ PEEK ~
plasmapore | % B 43 i {7 48% » ++ Cochrane Library 4% 7] 2,910 4 541" » PubMed
& 3] 27,659 £ F 4L » Embase 4% 7] 115,831 £ Ffl » Fik A2 /gﬁ%igiﬁﬁé g

BT “'é"‘ﬁS EPNF L2 AP é}ﬁ% ) :}*”f g2k g 2. PICOS 7 4 ~ €45 2 v}l% s
fridia b~ Ty L2 FHQ%J‘% FH3t TR R AR £ T s R
%7 F CAGE ﬁ%? (A R4F 24 £ 2977 (2 M H &8 ) ) cfp b 2c 2 £ 2ot g
BERICRFERAFLESERN 1A RS EER (f i TIPEEK) #p >t 5
g5 & £ % K HPEEK 3£ % (A PEEK) * »% TLIF 2§/ 2 % it § 3% 5 4p ik

(NCTO03063008) [26] » ¥ 4 » 2 f & %= }E%W"léj (systematic review, SR) %2 1 & %t
& & 7 (Meta-analysis, MA) » 2 ¢ 1 B 5 4% PEEK :E 2 # 250k e FF 4239 v
P & 185 A fa i (spondylolisthesis) ek fvc 2 B F g them R [27] - 1 & 5 &
¥ Ti/PEEK & & i 5 # ’}Ef,ﬁﬁ M 2R s B 2 Rk :}ﬂ LG 2 SR[28] » &2 1 Bt
Pt E EAPROT PEEK s ¥ Em i E BT B L F 2 R b

MA[29] ; #4F 2 & % % J& plasmapore % & % 42 £ fh4p M 2. RCT & SR/MA ot
»2. 138 RCT~2j SR 2 1k MA £ Bh3E & 4fs

A EEMES R S E A
Scott Seaman (2017 ) [29]

2017 & d Scott Seaman % 4 2 £ cnMA » P en% WL fék & 4 dp ot PEEK s
TRpEFERLBEFTUF LTI BES I PO TROEE L EY LT
B3 fmom ~fa B R O i A 4 1 o (ossified posterior longitudinal ligament )
B RREHKE L PEEKEE Y T EmEMNZIMATE B H LB 2 65
FE 410 tgp 4 R (7356 (458 £=228 0 PEEK=182 i) T 353 g 12 1 102.1
B2 B TIogEEI36 B (5645 34B 2 JPEEK 2 38 % P )i 4t
58 AT PEEK 2 » o ¥ A sz v ¥ £ 8 (OR=1.16 > 95% CI=0.59
1289 p=0686) Ed AEENF I HEFLIRF REET NF LS
(OR=3.59 » 95% CI=1.28 % 10.07 > p=0.015) -

Yusuf Assem (2017 ) [28]
2017 # ¢ Yusuf Assem % < ’;§ 2SR P i %%’r} R ;;Jef_%/éﬁi% [N R

i % % TIPEEK £ @ iF 3 ﬁ“’fstﬁﬁ B2 STt E 2 TRk R R R R
BELRANTEFATREAER ( T 654 L &%k PEEK 2% - 2 1§ TI/PEEK

'® Cochrane Library 2,910 % 742 ¢ % : Cochrane Reviews 20 4 » % Trials 2,890 % -
Ve g shwm ety 2 Lk TPl RCT 5%
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zy:_;iﬁﬁ

¥y 3Ry

2
€$’15P
P45 ) TIPEEK 3% 7 it { i chenfe &

p\)s’l’-,pm’d ¢ Zﬁvﬁﬂ "fﬁ
51}};] d1 TI/PEEK % ¥ i 3|4v PEEK #p 12 mﬁﬂ;
F(3B2=96%">12 B * =100
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% 18R "=94%) FFAEH < o

Roel Frederik Mark Raymond Kersten (2015) [27]

» TI/PEEK #p #i3t PEEK ?‘-&# , k%

F (91.7%) >

2015 # ¢ Roel Frederik Mark Raymond Kersten % 4 4 % en SR> P e % ;ﬁ*d s
[¥ e A B PEEK SR ¥ S0io i 1R B4R 20 1 4 o 2 2 & i e nfpi

R WA G B RS W RF TR (4

PEEIt PRk 2 3wkt R R ) P

PEEK 2 2 Ap it #5 42
*ﬁgﬁaﬁa%ﬁé*zﬁzﬂ:w%ﬂﬁﬁﬁﬁ“1ER““”
o PEEK S5 > it D EF R TIRE o g BT

2 UK g & % (86.5%% 100% » p=0.03)

B. LA IRHFE RS

M. Rickert- NCT03063008 [26]

NCT03063008 5 1 78 “ﬁ%&m\ P BRFT Y o AT A &
(spinal claudication) » ® £ % %<5k 3 >~ B @&
L5 H & 2 2 & TLIF s A A NEH A %3
' TIPEEK 4p #2t PEEK # 2% TLIF 2 Tk 2 a0 8325 31 1

P

ZiomslEawmsi4nt 4 (ODI) =4 o

ZE L L

AR B S % doth & TR o

» TIPEEK 4p #2.2* PEEK > 7 3
a0 2 1218 0 FEd ﬁ%%%naépﬁéﬁmﬂ T EERR
3 epeis 1 & > TIPEEK

st > 1
./La\-;

P EFE DG VAS %

%a‘ﬁ

2/ RCTs~5 j; #
C RS AR E Y

é*iﬁﬂﬂ%&i*Lﬁgﬂﬂﬁp%:%PEH(%w#Mﬂ
pdio 45 E £4p

F (16.2%% 0% p<0.01) >

AR
ETIRR MR FHRE L2
% PEEK(n=20)z TIPEEK 3£ 2 (n=20);

* g f7

__'Q ‘::I_'—\:—'QLFI

hEMTS 3612 B 7 0 WA N E
PARFAP Y EE
237 R 34 (p=0.029); ¢

ODI
T 351 (95%CI)

EQ-5D
T 151 (95%CI)

VAS back
I 3518 (95%Cl)

VAS leg
T 3518 (95%CI)

3B

PEEK

32 (24 & 40)

0.75 (0.63 % 0.87)

2.8 (17 % 3.9)

1.7 (0.5 = 3.0)

TIPEEK

28 (20 & 36)

0.80 (0.70 % 0.90)

1.8 (0.8 & 2.8)

24(12 % 3.6)

p it

0.436

0.577

0.192

0.474

6 1 7

PEEK

22 (12 1 30)

0.78 (0.63  0.92)

2.9 (1.8 = 4.0)

23 (11 % 3.6)

TIPEEK

27 (19 1 35)

0.76 (0.63 % 0.88)

27(1.7 1 3.7)

3.1(19 3 4.3)

32/86




108SMD05005_s99_0 0 [0 0 0 0 (CAGE)D O 0 0 O O (Artificial Disc)

ODI EQ-5D VAS back VAS leg

T 327E (95%CI) | T35 (95%CIl) | T 3=2E(95%CI) | T 358 (95%Cl)
p e 0.344 0.818 0.801 0.400
12 i *
PEEK 16 (7 1 25) 0.86 (0.70 2 1.00) | 24 (1.2 12 3.7) |1.6(0.2 = 3.0)
TiPEEK 27 (19 = 36) 0.76 (0.62 = 0.88) | 3.6 (2.6 = 4.7) | 3.7(24 1 4.9)
p i 0.079 0.214 0.162 0.029*
Overall p i& | 0.205 0.536 0.245 0.112

ODI=0swestry Disability Index ; EQ-5D=EuroQoL-5D ; VAS=visual analogue scale
*significant difference (p < 0.05)

¥4 1% > PEEK 2 TiPEEK ¥ £ Pl4p I chipft dp 12 & i & 5 > ¥ TIPEEK &
EHRA RS LR LR T AR TIPEEK ik % o

(2 +xrhFg

#£ 3 2019 # 06 * 17 p 1+ » 2 Tdisk replacement ~ discectomy -~ disc arthroplasty

i % B 4EF 8 (74 2 0> Cochrane Library % 3] 1,602 4 5 41> PubMed #% 7| 3374
¥ Fof - Embase #£F 1] 14,827 £ T > Kk A2 f»‘uﬂr%\#ﬁﬁ BN EE o 7Y L5 2
EREELARM Y pT P 2 PICOS A~ EAT L v s W R
HEFEfri a2 Wy HEPREE IV RL RS Wﬂéﬁ Fuhiag
Yo B 4 B He kT chdp $H zﬁ S3E AL RN A ‘P\ ~ 7% SRIMA %2 518
RCTs (7}??;@1}%)2 He 75 SRIMA > & ulé 7 6 5 %~ Bk = (ﬂ'%@go;;;@,f%;
ZRE A ﬁx«’ *+ 2000 +« ) [30-35]% 1 };;; :% WA St ta AR B R [36]HTiE 7
1 SRIMA; @ 5 78 RCTs '+ 2017 # {8 % & & R » 3t SRIMA = ik 2 #d sk (X
P A BAT200 4 ) e el IELE&W\].O EOE%(2 B 2 ;;&,NCTOO437190)[37, 38]~
2 78 i B 7 & ez % (¢ % Vaccaro et.al.[2018] ~ NCT00389597 ) [39, 40] ~ 1 78 3¢ §¢ 2
EE: T EagE (25> lﬁ’% ; NCT00637156 ) [41,42] » % 138 if B¥5 & chidk
(NCT00374413)[43] > @ 444" A 1 ME4R e P 45 B Heabr | chdp o 2 % 2t o
AL BEE DX 25 SRIMA(S § 15 s e ios 1§ £ ¥ g5 & )44, 45]
% 178 i g 5 & (h RCTs (NCT00295009) [46] - } i » =m0 9 K SRIMA %2 6 78
RCTs> 2+¢ 8% SRIMA 2 6378 RCTs # M ¥R ey 2 ey 2415 SRIMA >
Peniimin &L A2 e 4z B 3 (cervical artificial disc replacement, ADR) {& »
B =% it (heterotopic ossification, HO ) 3 4 F[32] -

B T AL R, 2 A TR B AT R~ R

—

8 Cochrane Library 1,602 & ¥ 4L # z : Cochrane Reviews 8 % - Cochrane Protocols 1 % » 2 Trials 1,593
1 B3t A2 2 HEEFG R (42 %) Fpt A4R2 EE 480 2 & N3 4 2 %k Ak SRIMA >
Z A et SRIMA 2 £ # #7 RCT »
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% SRIMA % 6 55 RCTs 4 %] & BL4E & 40T o
A AT R

a  espe Jrw AR S8 A4

Dariusz Latka (2019 ) [33]

2019 # ¢ Dariusz Latka % * % 2 c0oMA > 3 & p i v WG T 4 B He v
(cervical disc arthroplasty, CDA ) #p >t ACDF 2 4p$f % »c % & 25 5~ 38 & 47
PiE G H SN 2 A SRR N VR R RXIGR L P B2 £
RCT ; &% % 4 » 20 78 RCTs » 3,656 i ¢ (SFiae 4 ¥ #=2,140 == >
ACDF=1516 =) &£ {75 & 247 > FF L B 5 F B 40T ¢

o  fARH B He (n=1,302) tpi>t ACDF (n=1,051) > i3t Bg ¥t £ T 354 v

pER (324 [95%C1]=0.23[0.09 % 0.36] » p=0.001) %> g2 4 & § 3 4c & Blig |3
(T ¥5 £ [95%C1]=9.23[5.35 % 13.12] > p=0.0001) ' ;

o IS EE24 B > JRRYAE B e (n=740) 4p>t ACDF (n=686) it b ¥
BE i PR eh VAS % 5 324 (T 35 4 [95%CI]=-2.30[-3.72 % -0.87] >
p=0.002) ;

o JMUh s BEISEEE24 B Y o RV B HF (n=1,815) 4p#>t ACDF (n=1,554)
Mt PV R PR NE g FEL A a0 2 £ (360 B 7 ) ARIT &0

(H R 45 B 3 /=056 4 -~ ACDF=638 « ) égF 2 & » jahd & % i fdo™ £ ¢

940 ¥ 4 B 4%+ vs. ACDF

7 o Tl R OR=0.69 ; 95%CI=0.49 % 0.98 ; p=0.04
it 131 (ASD) OR=0.33 ; 95%CI=0.21 % 0.50 ; p<0.0001

OR=o0dds ratio ; ASD=adjacent segment degeneration ; ACDF=anterior cervical discectomy and fusion

el i AiSEB60 B 7 0 2R SR A AR R ARG ) VO R BB &
Wit g I pFeng 25 R AP F e A PR GESEREST LY 5
REHEAITREFARTRIAT LR T IR BT EH I ng 2 o

C. Findlay (2018) [31]

2018 #d C.Findlay % « # £ chSRIMA » P eni b g A 4 Jp ik eng e B &
Bitpgp (¢ GHERBERE S VB B pp1 P2l £ i
45 % 37 (total disc replacement, TDR) 4p#2*t ACDF 2“2 2 ¢ 8§ 3 & #1375 4p

Do ToL EEER R a0 F B R 1 (1°=83.56%) -
L~ T oA fepd IR £f A Bl B R AF R e=1302 4 5 ACDF=1,051 + ;  » %2 & £ i
A g e R #=1522 £ > ACDF=1,256 * -
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teend £ 5 d# £ 4o 1495 RCTs (22 f % ¢ > 3,160 iy ¢ )» # ¢ % 838 RCTs
P E AT (2339 gp ) MERANSER2 E (‘BH) 2 437 (P 1K
) FeRF#F (LR 4pHR) 2HEF RSP F PR RFE AT

o ERESRAH I B2 & (75 RCTS) ARESRE S 5 e i
R4 B 4% 40 (relative ratio [RR]=0.60 ; 95%CI=0.52 % 0.69) > 4pi>> ACDF » 3¢
AR B e " M 40% s A PTh R 0 P FR DT A RER T ER- K
Mk s m SHEHEH (43 7 &) FHmEAPTES BRI SR I F
e 3t e B B e (RR=0.60 ; 95%CI=0.51 = 0.71);

o HEBimAH 3B g E2 & (638 RCTS) 14 B 3 irtp it
ACDF > %38 F v g 5l g dwl &8 5% & # % (RR=0.59 ; 95%CI=0.43 %
083);m iy d = 7 & (538 RCTs) 2 & & ] a5 £ B (RR=0.70;
95%CI=0.52 % 0.96) » FF {8 4 ¥ 45 % & e ' 1< 30% e3¢ S 5o % ph ' o

o W ISEHIA D T AR > 2 m AT G A48 (NDI) - SF-36- &
9 i & 5k i =4 (physical component scores ) ~ & w: FEE % i A LR EFR A
o BE Y e iR R o

Tl IS E HT 2 3]{e ACDF - fhenjafrck » 2 A ik
LRk BH 5 20 MG T R BT E R g 2 Rk R R
RN W - C

Ru-sen Zhu (2018) [35]

2018 #d Ru-senZhu & A # 4 chMA > P eni v RFF AL HT i (48 T S
AR Fia A s (CDA) 4p#> ACDF» 2 2 v > &% = 0 & jisengy 4 5
BB 2 o~ 21 38 RCTs (4,208 fi:}?a A PSS EE AT

o 3% E41EE (index level ; n=3,379) & 4837 & (adjacent level ; n=3,568) ** -
Sl A ¥ Herip gt ACDR 23t 9 P R E PR ME R 5 - & £ iy
4 5 ifp 1% & RR=0.47 (95%CI1=0.36 = 0.63 ; p<0.05) ~ #8iT & RR=0.48
(95%CI=0.36 © 0.65 ; p<0.05)

o AdIRE 2 ATE L H AT E > FHRT L R % (n=2,260) 4p#t ACDF
(n=1,948) > 2t} 77 F Pl i< % - & L vehg 4 & (RR=0.49 ;
95%CI=0.41 = 0.60 ; p<0.05) -

i & AR S 7 % (overall success) o 10 fadp e 7355 1 & F R\ 4 i £4 (ODI)~SF-36 #
# & B £ % (36-Item Short-Form Health Survey; SF-36 ) ~ %5)%‘ ®4H4E » 2 % F (success of the device )
AT G LK a0 2 A B L & (neurological success )

Bi o B L A e LA U T 3R ]S L A AL ERad ~ B2 F s (reflex
function) -

“htR SR G A B R B AL 1,829 4 0 ACDF ;1550 * -

PERT &~ R g A i A B # TS 1,923 4 0 ACDF 5 1,645 4 o
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T%'ﬁ B F SRR L g 4 S S AT AE B e peBE F <t ACDF p oh
AL 5 AT Gl R en xR+ 7 IR T B s
B2y - L g4 X o

Liang Dong (2018) [30]

2018 £ d Liang Dong % * % % «hMA » B eh 5 Wb e §i {240 B 45 % #% 45 (CDA)
1o gt ACDF» BERApHReri® i S 0 3R a7 3 8%k @ 3 F % & level Il 11 &
RS (RCT R 2 vl d S 7 ) R 2% » Al BB BEHREFT TR
TR HE39 B Y A R R R AT

o FHANUEBOZ 247 AEHO24 B0 GBI § HTE R
ACDF » 22- + 4V BEF i Pl M ART & L B2 L prehiF 4 5 e 50 3
24 " OR=0.53 (95%CI=0.33 % 0.85; p<0.01) > jirts if Hi>24 & * OR=0.31

(95%CI=0.21 % 0.47)

o T EE AP ACDFY » sipt b v BT F RS 48T 6321 (adjacent
segment degeneration, ASDeg ) 573 4 & (OR=0.40;95%CI=0.33 1 0.50;p<0.01);
HY B 282 S GHBTFERHDIEFLFE AN > B 2855
e 45 B Hegiedn 0t ACDF?® > 7 ik -5 74% ASDeg =% 4 & (OR=0.26 ;
95%CI1=0.17 % 0.41) > H & SE4a F 4 % 4% 4070 > 54% ASDeg 3 4

(OR=0.46 ; 95%CI=0.36 % 0.58)

o pteh s FERR AR B 44 (n=554) #p>t ACDF (n=553) i3t} ¥ AF ¥if 3|
FARIT & % (adjacent segment disease, ASDis) % 4 & (OR=0.5 ;
95%CI1=0.34 = 0.94 ; p<0.05)

o IR R i ot ACDRo st v R F L Bl L angE e s & (range of
motion, ROM ; p<0.01) > X @ 5§ ¥ if Beps FF e 4o > TEIR LAY 48 B 4 Bt Tk
®g (ROM) Rlsz 5 7% (<24 B " : weighted mean difference[WMD]=10.76 ;
>24 % 7 : WMD=7.16) **

e | FHLHLI 4 B 4 prip Bt ACDF > B liF 6501 » s L g
PR STEER R ST L RR o P VEIIRF PFRERR S KA 0 Rtk
£l TR E AR R AT RS AL RS LD -

Jiaquan luo (2018) [34]

o ARIT R SR £ R s A B0 3 24 B 0 4R B #F 5 1,330 4 > ACDF 3 1,262
Aoy @ oEEES24 B0 JE A 4F B RS 1,315 4 > ACDF A 1,119 4 -

o gmig &3 (ASDeg) 3E % ehyn 4 Mt f R4 B 42 1,050 « 0 ACDF 5 968 4 o

Pipor gmT &30 (ASDeg) 3R e 4 e #E 2 AR H B s 257 4 0 ACDF 5 193 ¢ 5 A
BAH SR Y ML 794 4 - ACDF 5 775 4 o

2 gorgrieiEto k. (ROM) 3275 i & #ic s B0 3 24 7 jef 4 B 457w 5 241 4 - ACDF 3 249
Ay omEEE>24 B R4 B s 111 4 - ACDF 5 169 4 o
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2018 & d Jiaquanluo & A # £ e MA > P i =G e 4 & 4 (CDA)
3t ACDF > 2R3 "T?fﬂfgaégm’f A& A TR aERr s o B ACDF 2 spg2
BFEHITL CEHA8 B RCT 2 R E AP S BT S HRABTEF L S BHL
IR BRER N QLB RREF TR AT R EFFE T

o TR R B 44 (n=1,139) Ap 3t ACDF (n=1,048) %+t ¥ ¥ E Tk
AR AT EF),% e 4 5 (OR=0.57 ; 95%CI=0.44 % 0.73 > p<0.00001)

e iz fa R B He (n=1,414) pit ACDF (n=1,247) > szt b v kg ¥ i
Pl RARIT & B X £ e 4 5 (OR=0.43595%CI1=0.29 1 0.64 > p<0.0001 )

xr—"z CE f"‘f:yi %8 /’a\%fr,f‘%-‘ic:}% AU SRR B 4R AP g3t ACDF > # 5 4R
ﬁﬁﬁ%ﬁﬁkk L 4 ) PR RGN R AT SR R
2321 o (DDD) 5 #ef BH A F SRS %0 7 AP FHRIEH R 2 F M
SERROE ARG G A A E Y R% 2 RCT ie— # %3 -

Yang Li (2018) [36]

2018 & YangLi ¥ 4 5 4 hSR» P N3 BB AL A AT R f A w0 vt
O AR A A i (cervical disc disease, CDD ) IRk L fgtfth’“g 5 3
#= (anterior cervical disc replacement, ACDR ) #p #&** ACDF 2_ §g/k K 2% 4 = 4 B #
PR AFERAOFEREL S EFHEFERFAM SRR > 2 7 TRCT 25
W BERK ~ 7 'L B 4 7 (finite element analysis, FFA) ~ &% k484 4 4 &

( cadaveric biomechanlcal) WA R E R~ 105 :25% (45 RCTs 2 638
non-RCTs) » 1,162 =5 4 (§¢{aid ¥ 4 ¥ 4% =665 = » ACDF=557 i) & {73=f » &
i“%-‘%a@@ YT

© G EEARERD AHAALE DR P AR GRS
(Japanese Orthopaedic Association Scores, JOA) *VAS % NDI %#:=5 415> 512
MFGE 2 ACDF # Azt v la¥F 4 8

o A i fa Az E i (n=530) Ap#t ACDF (n=407 ) %zt kg ¥ e £ £ jivpF
B (MD[95%CI]=31.42[2.71 = 60.14] > p=0.03) > e pA » T L a2 Z% F 5 43 &
B (17=98%) ;

o Rh FEiR R AR B Hodp ot ACDF s 53t T OB EH S S # 2 (ROM) »
BOUOBTERY - AR R SRR IS K.

iR ARRE B % dots A Ar

et 2 (ROM) | 5{aef 4 & # (n=82) vs. ACDF (n=167)
MD (95%Cl) =15.07 (11.25 % 18.88)+ p<0.00001 ; 1>=82%*

4 % L4 ¥ % (n=76) vs. ACDF (n=163)
OR (95%Cl) =0.27 (0.13 = 0.59) » p=0.001

?\
4\\4

B EE A S FEHie 4 % 4 (n=518) vs. ACDF (n=438)
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OR (95%Cl) =0.62 (0.45 % 0.87) > p=0.006

SR Ig A S | FiaF 4% # (n=434) vs. ACDF (n=293)
OR (95%Cl) =0.25 (0.14 % 0.44) > p<0.00001

PO ERERF G AR AR -
ROM-= range of motion ; ACDF= anterior cervical discectomy and fusion ; OR= odds ratio ; MD=mean
difference -

TH L% RpWREfrar 244 Frsclpidpd > J &80 g FFE#
T s X 2T ERTRAFRACTSE T R Pis ACDF ecnfF ok EHR v g
—d-bi&f—?%t‘ E»ENF#}'J’Iﬂimg{%‘i(%"Jﬁl——iﬁﬁlk VR e

Lingde Kong (2017) [32]

2017 ¢ Lingde Kong % % # 57 SRIMA + P shi 3= 4% 4 1 R fe 04 3 #
# (ADR) ¥i5 » & =+ 4 it (heterotopic ossification, HO) =% 4 & ; 3 » 2= ¢
B R LR B HRIRCT » 0 BURAT 876 F5 (cross-sectional
study) ®BLEEATF 0 P S EHL D 10 F  BoHE B~ 38R L (IR
(2 RCTs» 3 # ¢ 5 A5 ) > ¥ 2,086 o 4 5 B it it o L4 1,796 =
FARRER R AR T

e EEAYERELN Y1 I 2% 235#>253 108 Bpd
g A4 A ) % 38.0%( 95%C1=30.2% % 46.5% )~52.6%( 95%C1=43.1% % 61.9% )
% 53.6% (95%CI=40.0%3% 66.7%); fe 3 » {7 F > & Flk Tk i
PHE RHTE AR AR (EHL I 2 1°=808% 2 1 5 & 1°=87.3%
5% 10 & 1°=53.7% > p i %+ <0.01) ;

° LL’P’Jh‘lviﬁj:}\l;L 2& ~235% %253 10& > B B d g4

ul % 10.9%( 95%CI1=9.0% % 13.2% )~22.2%( 95%CI=15.5% % 30.7% ) % 47.5%

(95%C| 30.0%% 65.8%): H ¥ ifgi2 3 582 53 10 & =i %kFHL {7 B
PhZTIRAFHEY  #%F 53 RE T (LH2315E 1°=71.3% 53
10 & 1°=74.3% > p &% <0.01) ;

s HHFERFARLR PR FL FERDIAPH (p<0.0l)> T g4 1 B2 -
B 4r 0.63%FE B b it e A oo

e,
F'
+

T RELAFRFERE T BRXFHATEE SIS B EF 2 B
A :Lﬁ’ (e

MR o e PR R s 40 fRNES B b a2t o
b. SR A IR PR

s L0

% jataRYdz B HenfE 48 ¢ 5 BryanDisc ~ Mobi-C - ProDisc-C * Prestige LP -
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Ghobrial, G. M. (2019) % William F. Lavelle (2019) - NCT00437190[37, 38]

NCT00437190 % 138 % ¢ & ~%g# 4 % (1:1) 2. # W FDAIDE = ¥ R % -

LR R R A B 3R 1] (focal osteophytes ) #3k4d 549 8 F B % 2 ¥ Fﬁ&?féﬁ
mﬁ.& i3 B o o 4 500 AREHS A % D # BRYAN®SEfa e fF 45 B # 4% (CDA) &
ACDF” ; fjiwis 3510 E£& G 2f ko 27 Ghobrial, G M. (2019) # 4 &2
1§J¢ ) P oot dE % BRYAN®; SRR R 4 B R gp #3t ACDF > jists 3 B 10 & &
3 sk 2 ART H o %O £ R X 2 gk (Symptomatic Adjacent Level Disease
Requiring Surgery, SALDRS ) v 4 & > 1%’%:5 & % BRYAN® z Prestige ST 57 1 1
47 B 4 pirendicdy o vt OETS £ BE84 B ¢ (7 # )SALDRS & 4 F[37]; & William
F. Lavelle (2019) chp enf] 5 & gieis i B 10 & &% BRYAN®$E%?L%?LF'§§ ¥ g
SRR T E & 2 14[38] -

A8 £ F 463t 4 g o~ KEHE A % (BRYAN®=242 i » ACDF=221 i) > $ 4 2
G w130 = (54%) % 105 = (47%) Jh % % % e 10 & i B BERRIA R & o
FRlA w128 % 104 B A iR R TS B0 £ hi % 4y 1 BRYAN®g
Tt 48 B 4 fdp ot ACDF > Stet 1 7 B FIRE oD aflie e = 4 5 (81.3%2
66.3% - p=0.005) » * i3 ¥ a#f;m, #:% (ROM; 8.69°% 0.60°) @ AT & F £ =
B L e 4 5 BRYAN® ST e fF 48 B 3% 52 ACDF RI 4 5§ 9.7%%
15.8% (p=0.146) ; fx fi=is ¢ K84 1 * - & ¥ BRYAN® 2 Prestige ST gita o 4 §
Hprerfcp ap o ACDF > Seah b RI™ B FIRSARIT & e 2 & pimenip 2 5
(6.9%% 11.7% - p=0.023) [37] =

BRYAN® s i o ¥ 45 & # i (128 =) Ap>t ACDF (104 i) > %3t + 7 &g ¥
ic 3 NDI T 3a:®n (Giris i B 10 & 4pfoties > 2 2 NDI 324 A wj:c i A38.3 2
A31.1>p=0.010)- % #. % 7 NDI ;5% = 5 % (90.5%% 75.7%>p=0.001); » BRYAN®
SEH R4 B ez ACDF jieis if B 10 & 4p ot fissn > gE382 £ BF VAS T soze i

uied (A54.3vs.A49.2 0 p=0.119) 2 ( A58.1vs.A51.6 » p=0.060) [38] -

1S IE BT #
ALEXANDER VACCARO (2018) [40]

ALEXANDER VACCARO % 4 >t 2018 &4 £ cn 138 5 ¢ S e a2

S g A AR L 6 b ehizb b L G o
%2 ACDF using a standardized anterior cervical plate (Atlantis; Medtronic) and allograft bone substrate
(Cornerstone; Medtronic) -

39/86



108SMD05005_s99_0 0 [0 0 0 0 (CAGE)D O 0 0 O O (Artificial Disc)

% P FDAIDE Tk i85 + #°4f = & 4 p k2 A E 5 (C3 1 C7) ey 4 ¥

ML A % T X SECURE-C 3 1 > & ¥ 4 % 3 i+ (cervical total disc replacement ,
CTDR) & ACDF; B e 5 v“ G f i ¥ 47 B 3 4i74p 3> ACDF 2 £ ¥ §k 2% %
BHGARERAEE A S EMeR e 5

B £ 346 fp A R AN T EEH RBREFHND 2 H LR E T L
FDA %5 2 45 & SRS & 7 5 > STHE 45 B st b 3 ,fﬁ& ACDE » % it 44
32 4w 5 86.3%2% 70.0% @ i&Jx FDA & R4~ W] 5 79.2%% 63.6%; 4 ¢t %ﬁ"
NDI % VAS ;24 e % 4y 01 0 # % ST 4 B 30 3 3% L5 %Hﬁﬁﬁ‘fm
FAFT TR P EF L A FI TS R HAER T FETIRE
& (96%% 88.8% ) ; IE‘;“M’EL{ELF,?& E% fein it ACDE » £ %485 £ jieg 4 % @_,_
ERAF P L B (42%% 153%) P o n % 2 PEEE SRR FHEFEEE
#Ap s ACDF » 7 2 SIS F o B4 (4.2%2 15.3%) 2 S jip bl ch? L 24 2
F (7.6%% 15.3%); ¥ if 40 B % 4ot & 90 m o

PEREHB A | R A % Frps 95% BCI
- ACDF . -
- CTDR CTDR (n=140) ( posterior probability ) ( Lower %
(n=89) (n=151) *F iRt Upper)
R a4
(N>[2)é%33:1) 84.1% 90.4% 86.0% 100% 86.8% -3.6 = 13.3%
v
L3 FEAH
;4ﬁ ; + ; g 93.8% 94.7% 84.3% 100% 99.6% 2.4 3 16.9%
2 REA
B 100% 100% 100% 100% 53.9% 223 2.7%

Po LR FHBRE A GIE® - ¥4 (spondylosis) > AR BRI 5 41 o
SR Fe R 26 enzboh LA R [47]

34?:;473;* FEREZAHEFMORFHFE 5 LNDI R R/ A4 dcAp Bt AW 3 0 se g 25% - 2.
Ea Pﬁ)% BHiE A pE EATERG - ﬁgvf - ﬂ FERRIFAFARACAFEF L 3G REETR
FL AR W GRS G E o 48 ACDF o i R g U £ e m#ﬂ%
44 -] 2 (bridging trabecular bone) # % & > ¥ i1 BEH & m;iiﬂb‘i (;ﬁ o st KGR
Hade® [ HR2 FE B R 2>3mm E HIE>2" ) F 'F%fi—’& P FDA T &2 4F & Mok~ # 3 E?J F
INDI % 7 [ Adpctp s A9 3 v 154 24082 AR S - L)1 ¢ L3718 - #
R R RE LA A 3 FAFATHAM ST LF R AP AL g R
fg T R iEE > 525 { 4% SECURE-C e F &8 el =& 5% o

Vet A7 8 2 ACDF jieis 7 & 3 B A W % 81.9%% 84.2% -

% Some adverse events resulted in surgical intervention at the index level, subsequent to initial surgery.
Secondary surgical interventions, classified as revisions, removals, reoperations, or supplemental fixation at
the index level, were considered to be study failures. By at least 7 years postoperative, there were 10
secondary surgeries on patients treated with SECURE-C, whereas 22 secondary surgeries were performed on
patients treated with ACDF. Out of the 10 surgeries in the SECURE-C patients, there were 6 removals, and
the remaining 4 required posterior decompression without removal of the device. In the ACDF patients, 16
out of 22 secondary surgeries involved adjacent-level treat-ments. Moreover, the rate of secondary surgeries
in the ACDF group was higher than the SECURE-C group throughout the study duration -
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PR | A % ACDF FloBx 95% BCI
s%- CTDR CTDR (n=140) (posterior probability ) ( Lower %
(n=89) (n=151) LR A ERN S o8/ X el Upper)
f g o= ] ] % |- ] ]
(ACDF) IN1%
FERD LR
f ﬁf""}% 81.5% 86.3% 70.0% | 100% 99.9% 6.3 3 25.8%
E
*y5 % B FDA % &
NDI
(g >15 2) 81.0% 88.8% 84.1% |100% |92.1% |-25z 15.7%
23 E AR
" ! ?;’F’ 93.8% 94.7% 84.3% | 100% |99.6% |24 3 16.9%
i F i 1=
2l @ N
1“;?: R lo37  |935% | 87.6% |100% | 93.6% |-17 1 14.2%
23 FERE
HAp M 17 | 93.8% 94.7% 82.6% |100% [99.9% |3.8 x 18.6%
A
Rt L
R 45 e | 98.9% 98.0% - - - -
e R
FERE LR
ffj i 76.9% 79.2% 63.6% | 100% |99.9% |5.7,27.0%
%

BCI= Bayesian credible intervals ; CTDR=cervical total disc replacement ; ACDF=anterior cervical
discectomy and fusion ; NDI=neck disability index

TH o @&k SR T EHEOUGHR X SECURE-C spia o [ 2 B #iih
7 if F|{ ACDF #p o2 e 22 % % }_H Y R RN Rt R
MMWﬁﬁﬁmz HAEM IR S H TS m R LR B8 Y ¥ B2 ACDF

R Y e S U E AR Lﬁﬁ@égﬁWWﬁ*Aﬂﬁ’véﬂ@@ﬁﬁ%$@$ﬁ

%iﬁﬁ%%ﬁﬁwﬁlﬂ$%%4$;wﬂ’?ﬁialﬁmmwu)ﬁawﬁ&

Bl HE PR ERACH B R - RS T R- KA FFRATE

P_ﬁ‘ﬁﬁr'?aﬁﬁ Yiae e SR Sl

Kris Radcliff (2017 ) - NCT00389597[39]

NCT00389597 5 13f % © « ~ Hgt¥ A jawi pe i+ 2. % & FDA IDE §k 2% ; 44t
YR AL RRL EézzaﬁMMWﬁﬂwwfgmcaLm>m@A’m%%
A% T 4% Mobi-CPgEtt 21 P45 B #F (TDR) & ACDFY ; p eni 5 B sgin o ¥
R AT RO ACDF 2 K 2 e % 5 4 B3 4pik 5 FDA R & 247 & Filin

% ACDF with allograft and anterior plate was used as a control treatment.
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£ 400~ 599 i 4 P AEisaf T # ek S A 0 2 ST L R A
tp gt ACDF > St 7 B s Tl & cnfE Rl 5% = #5 5 (60.8%% 34.6% ;
p=0.0001) > fe B & Fpfafa A 45 & & ieip >t ACDF » BERE % = 2% 5 P R i szt
BEZ PR (552%% 50% ; p>0.05); @ # % E_NDI jo = 7 F iiébﬁ?;ﬁiﬁﬂ:)rﬁ A
Wb s dp iR E R TSR AR S GE A0 B0 2 SRR B R R R
ACDF > 1p R 2% & Ficfs £ ¢

R I B A L
TDR |ACDF | Z &% TDR |ACDF | Z &
(n=225) | (n=105) (n=164) | (n=81)
FEREMIS R 26.2/ 5.2/p>0.05
) 60.8 34.6 120,001 55.2 50.0 AN
TG A LR S 21.0/
v % (NDI success) 79.0 58.0 00,001 76.5 778 |13
R AN SR 11.8/ 9.3/
) 4.4 16.2 00,001 3.0 12.3 120,008
Wit e L A RERE _ -
%) 4.4 11.3 p=0.03 |37 136 | p=0.007
WS L 4 P (%) | 6.4 171 |07 14 |115 o1
v - ' ' p<0.05 ' ' '
7 AE i F 4 % (%) 5.3 8.6 3.3 6.1 3.7 2.4
E BTG LR & T
- (%) 10.1 0.1 1.0 9.3 45 4.8
EAF R L A _ _
S16) 85.9 739 p=0.039 | 90.9 77.8 | p=0.028

NDI= neck disability index ; TDR= total disc replacement ; ACDF= anterior discectomy and fusion

TR REERT E AL EMIRSH SRR 28 FHATEE
ehE ¥ %> ACDF > e B e P 5 8 #49R| 2 ¥ 3 ACDF; @ 7 #h 2 _H &2 2
S R L RS g R P ARITHR R R R 5 Lt 0 2
ﬁiwﬂwmﬁﬁw’?vﬁéﬁﬁ’f%ii&ﬁﬁﬁéf%ﬁﬁﬁ@Awwx&

cEMA T o B BT £ Y B A AR A b RS # a2 ACDF
A6 5 >0500% 88% o MEF L 2 H AL F R HoN o A B e 0 R EE#

T EEMISR A A F e 30 LiwT NDI R4 260 A e 4 0 i NDIEA D Vi 30 4 5 &
R A <60 A4 g A 0 TS D b ied 50% 5 2.4p RN A R AR L 300G TRAF AR
¢ (clinical events committee, CEC ) ﬁﬁ’éﬁ; FE B gFpad X g4 ;44 g el
3 DATEE IR Lak Ao

Ver e YR B e B §=164 =0 2 §=225 1= ; ACDF : ¥ &=81 = » 2 §=105 = o

Opeis 7 & EHS T R s ACDF A u] s 735%% 84.4% (#4485 80.2%) -

Moo PHE2 2GR Hjro

42/86




108SMD05005_s99_0 0 [0 0 0 0 (CAGE)D O 0 0 O O (Artificial Disc)

AR ACDF ehfifk o £ B { 4 Bf % > 2 7 1R 4 B 350 2000k 2 &5
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Matthew F. Gornet (2017 ) % Todd H. Lanman (2017 ) -NCT00637156[41, 42]

NCT00637156 5 178 % @ « ~ g8 4y pe it 2 2 & FDA +% .8 9 IDE fik 33
o A¥ARIT2 & (C32 C7) 5 “”ﬁ?g*“ﬂﬁv’ﬁﬁiex]fiiﬁﬁr%’ P
E A F A & *n}’%z% gvg@% NE- SFAE RN 2N F ] :’\m);??“‘z’%‘)i
%ﬁ@wxnkxpmmeP41¢Mﬂmm“E#mﬁ(ADRr]%Q) . ACDF

(n=188)%: ¢ 3 24+ Jo A G iR T Prestige LP S B 38 B Hieip i
*> ACDF i g 2 # (24 B 7 ) 57 &R ORORE % 2 A R L OEH
R AP T HAT LR SR 2R oA M Y R TR -

w@ﬁm}ﬁ’%ﬁﬁﬁﬁﬁﬁwiAﬁwgﬁﬁﬁﬁﬁﬁﬁwf&A%ﬁ

69.4%  FEHae 4 B R R IBM T (S ﬁowstwhNDup@Aﬁ s
ﬁmmﬂﬁﬂﬁwﬁ@%Aaw,mTwmﬁ@xirﬁﬂ s SR AR B e
w3 4% ACDF o % 2 3™ % % pldg 1 > 5piafa FF 4 B 4 fejp >t ACDF > + &
FEPRMFEPFEERPKEES 2E 284 F (Grade3 & 45 34.4%% 47.9%) ;
A HAFFEHE > L FHEHE 2 MO AT RAFRET AT 2H
AF 28 ERANE X FHAETE R #irip ot ACDF o A3t 7 F TR
MR % - SRR L 4 5 (24%2 8.0%) [41] -

W EHT # 0 2 E 3 B dpie TERIS RS2 5 (FHEFE R Hir2
ACDF FER8 o = 7 5 o W 5 78.6%2% 62.7% ; Fpiate 4 ¥ vk M g an®
is ¥ & [posterior probability of superiority, PPS] % 99. 9%) ~ NDI 2 # 5 8 55 = #
o AR R TR L B E R ACDF; st o 0 A H W opER R
FFiLfa Az B e ¥ 3 ACDF - @ % > 40 ?—;-% EI'HFH » HEIS L BET E 0 B A
Tod B EHHL~ & F R FHHL [ iAa B 07 2 LEEFA X 28T AERI

PR P AR 6 R S A S RF &@,;»,%/;g,a A4 B ok A Ak oo

“ Prestige LP * 1 & /¥ 4 3 low-profile 454 3 ( titanium ceramic) 4f & 4§ -

* The control group received a cortical ring allograft for each of the 2 levels and an Atlantis anterior

cervical plate (Medtronic Inc.) as part of ACDF

Pk % B FDA 252 A & FERE IS & P D1 dpgtpss o NDIg=A 3 el 15 4 2 2.2 %
FHWAAT LAY *?hé’a‘il“*ﬁ"fpg’%‘ ‘*’H*ﬁi L3¢ SE 3 A ek FREME > 545~ 2 i

MR EF AT RS 0 2 AgpEOTET T B R e L A gk wﬂ‘”h °

B e ST HE2 E oA (S S S Rk AL~ F 4L i 128 & (functional spinal unit, FSU ) ~ 3g 3%/ £
RETE R oo = 7 5~ SF-36 & 48 it & & o (Physical Component Summary, PCS)» 2 # 5% = # ( Gait

success ) & »xiEfz itk e

Moo SRt EHET EeanF s i E A (FSU) -~ §E3R/L BFR 7§ ok & 54 5~ SF-36 £ 4

@ik & o (Physical Component Summary /Mental Component Summary, PCS/MCS) & #
(Gait success) % »c3® s 4p o

4—
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e
)
Sy

%E*
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e
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FAR (266%% 27.7%) > eia Mg R T SRRMFRF BHE» 2 FRE
Ml r 2 Ljiip bl crfeE 2 A #82 & (Grade3 & 4:32%% 7.2%); * sE{atd
P47 B R irip o ACDR St P AV B F TR S - 08X £ g 4 5 (4.2%
2 14.7%) [42] -

D AR R Aol £

Prestige LP + 1 fa ¥4z ¥ $& ¥ (n=209) 2 ACDF (n=188) z_4p %% »%

e WS T E
0, 04 0 0f °
T 81.4%% 69.4% ; 78.6%% 62.7% ;
’ PPS % 99.3%* PPS % 99.8%*
FE G A Ha R # S | 87.9%% 79.2% ; 87.0%% 75.6% ;
( NDI success ) PPS % 98.6%* PPS % 99.3%*
WS A F . 91.6%% 82.1% ;
z 0
(neurological success ) 91.4%7 86.2% PPS % 99.0%*
Prestige LP 4 1 {& fF 4 ¥ 4 (n=209) % ACDF (n=188) 2z tpt% >+
TS I B2 # HE1S i g T &
FhEHE > & FREH 26.6%% 27.7%
o~z Zaeip M hA 2% | 15.8%% 20.7% Log HR (95% BCI) = -0.13
g (-0.55 % 0.26)
FREHE » & FREH 32%% 7.2% ;
f’é 2 Lpeablent 2% | 1.9%% 5.8% Log HR (95% BCI) = -1.19
it 4 % (Grade3 & 4) (-2.29 1 -0.15)
v o e 4.2%% 14.7% ;
L5 - 4 S £ peen | 24%2 8.0% ;
j;t TS RS S . 98904(;* Log HR (95% BCI) = -1.29
= = YA (-2.12 % -0.46)
e 6.5%% 12.5%:PPS % 94.20%*
WiTE R - R L g %% 3.2% ; ’
ﬁi N IR LA 2.4%2 3.2% Log HR (95% BCI) = -0.5937
= (-1.35 % 0.156)

PPS=posterior probability of superiority ; HR=Hazard Ratio ; BCI= Bayesian credible interval ; ACDF=
anterior cervical discectomy and fusion ; NDI= Neck Disability Index ; NS -
*PPS>95% is considered as being statistically superior -

Mt i B S #
Domagoj Coric (2017 ) - NCT00374413[43]

NCT00374413 5 13F % @ & ~ SE#s Ay pe it 2 2 B FDA 5,80 IDE 1/ 3#
B A AA gk HE (C31 CT) FFiufaf £ & SR % m}?a/\A'S
AEEH A T 2  Kineflex|C * 1§70 248 4 % # i (TDR ; n=136) & ACDF

(n=133); 3 & p e L 320 iiFis i 5 £ > &< £ ¥ £ % (metal-on-metal, MoM )

CARH N DIEE S o R PLE 6 B AR A P A GURE A S hE R A R -
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Jack Zigler (2018 ) [45]
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(DDD)# 5< d # v o g 2 AR T F 7 o 4 R B 2 AR B #-(TDR)
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# (ODI) i % ## (RR=1.0912 > 95%CI=1.0004 1 1.1903)~ f; * i% & & (RR=1.13 >
95%CI=1.03 & 1.24) % s+ g ¥ d Flf i 3 <+ jiF (RR=0.52 » 95%CI=0.35
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Xiaoping Mu (2018) [44]
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Kris Radcliff (2018) - NCT00295009 [46]
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T b2 H - éﬁfétﬁaﬁﬁ%% P2 e - ARG R Fankl A g %%i@%"ﬁﬁﬁ”ﬁ’
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BWRERL HWEIT LR F B I R REFHREOR A

R MBS 6 FH > 2 AEIB LA A RN FRAESAA > R 14
SEHALRRPE B ST LML FARE 7 5 179365 8% » ¢ 75%d
i Medicare 4484 3 % > 5 134525 8% 1 X A A4 1 a4 3 e 4
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Y R TIPEEK & &%iF 5 ¥ fof & i 4 o st 8 2 W‘r#ﬂ i
Y3 el 287 :}F] 415 TI/PEEK #p i >t PEEK £ 28 > ¥ 9 4 riiﬁﬂ:‘? Fo
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v AE 4% & PEEK FE“-%E AR R A s 2 S AR TRk 2 R 12\%‘3
R ek AL R D 7 e g pE Y PEEKGEF AR B4 - 7
F 3| engRs 2 “*’»W? P iw4p 1‘% m PEEK EZEARRATEE £ 2 RS AEFE T
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w%%@%ﬁ FAEAIPHEF AL et L& TIPEEK 335 ¥ L TR 3
VAS #2287 5 324 (p=0.029)

(2) A1 SFirinmras g e

% PubMed ~ Cochrane Library & Embase & + F# T 5 ch= ),?’va‘%ﬂ%‘ AR
TSR s % 2 AR 2 ERE X5 0 TF SRIMA
% 5 1§-r’\ 2017 =3 f 7?%\ v ‘?5 ?L\ P\ Y SR/MA RCTL‘E\:,EF’&;.}J:‘.%E@%?EL%SZ o

S e iR S A 45
U

PrTFRNT R SRIMA 29 3 6K SRIMA R eY 52 ACDF- ¥ 15
SRIMA Z 3 X A 1 e B4 8 4fkvis > B b4 v (HO) 2l e M e N
FEBAFE AT S

R sl ézﬁpm*%%“%*’ﬁﬁﬁwmgﬁmﬁ@*Aﬂﬁ’if
FEEFue £ L epE o ¢ Dariusz Latka (2019) ¢F7 § i S dp 4o L epE
LEEAn ERACERGY
I Y A i EE R SR VY Pab g SEEIMEE S (2 n R g iE SR
ACDF » %3t + 3 P B ¥ PR L S £ jwengt 4 5 > ¥ Ru-sen Zhu
(2018) # % ehMA g 5% dp 1) > s B 4 ¥ #wip ot ACDF > st v iy
FEP R ERERLE - g d 3 A 3ESEL AR LR 2%
Aris i B 0 3 24 TB TN S24 B Y R A8 B Y o gEin e AE B AR O
ACDF » st b 727 B ¥ i FIR MR & L S48 £ i9gf 4 5
B LTS RREL S ii ¢ 3;57,561:32,,;;-% Pl P AT IoE B39 B A X
EHSA8 B P o LR B ATl 0t ACDF 0 Bt b VBT E R O ST &
e 4 5
B T eE g i Y 2R 8% ’ba‘ﬁ Do AHEEWER_(>60 B
OR=0.33 > 95%CI1=0.21 % 0.50 > p<0.0001) # & T35 £ 39 B ¥ > Fpiafa A &
B e petp ot ACDF » 202t b 'k 7 BT F R 0 AR 839 L 5 4 &

PE AL TR G (A2 % ) T AR WHEET 2 E P F A 2 L A deh SRIMA(+
320 @ R L GEE A HeA 28 2000 4 ) R Ao SRIMA 2 & #4267 RCT (% 584 4 #ic® 0 200
A ) °

53 Dariusz Latka (2019) 2 Yang Li (2018) -

* Ru-sen Zhu (2018) - Liang Dong (2018) ~ Jiaquan luo (2018) % Yang Li (2018) -

* Ru-sen Zhu (2018) ~ Liang Dong (2018) % Jiaquan luo (2018) -

* Liang Dong (2018) ~ Jiaquan luo (2018) % YangLi (2018) -

" Dariusz Latka (2019) % Liang Dong (2018) -

3]
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B oiEs R (ROM) @ H ¢ 2 K% 5 S % Yip i Siia 40 B i ot
ACDF» szt P v ¥ W4 5pfasd & (ROM) ; 2 ¢ Liang Dong (2018) #
TR D o EFEHEFF S FHAEE R FH L TRk 5 (ROM)
Alvs 3 7% (<24 i * : WMD=10.76 ; >24 # * : WMD=7.16) ;

7 C.Findlay (2018) 4 & 0 SRIMA » 5 4 » 14 3% RCTs (22 s * ¢ » 3160 i
it ) VR SR AL R a0 ACDF > 7 36 SUNTS I B2
R4 TES RS T EIIRE PRI SR %'g,r/;s:,k;% Coph
WS EA 3 T E R g 0 3 R A At (NDI) ~ SF-36-4 4 i & 5
e ~ FRAME FABLA I Tt B5 T e N giia 8 R

¥ - & d Lingde Kong % + (2017) # 4 hSRIMA » P ehiF R £ X L 1§t
48 % (ADR) &> B d it (HO) angf 2 5 5 g B dp o jiFis i B
122#-225%5253% 10& 8 =M F a4 F 0w % 38.0%(95%CI1=30.2%
I 46.5%)~ 52.6% (95%CI=43.1%% 61.9% ) % 53.6% (95%CI=40.0% % 66.7%)’ @
BE B d b4 Fp0aw i 10.9% (95%CI=9.0% % 13.2%) ~ 22.2%
(95%CI=15.5%% 30.7%) % 47.5% (95%CI=30.0%% 65.8% ) ¥ if BipF & & B &
Brph gt XM ApM (p<0.01l) > T30 B 4c 1 B 7 » #34 4c 0.63%5 &
B it d Koo

AN SR R AR

R A IR PR R R

H o~ 538 RCT i 73805 » %3 2017 & 154 4 © & 4 » > SRIMA e+ # A~ 8Kk

W oo ¢ 5 1A E B0 Eaipsk (2 5~ L;& ; NCT00437190 ) ~ 2 78 i i 7 & cigsk

( # % Vaccaro et.al.[2018] ~ NCT00389597 )~ 1 78 if g 2 # % 7 & ez (2 § = /J?e ;
NCT00637156 ) » % 1 78 if Hi5 & g% (NCT00374413) ; & Bhif & 4oifs :

B K> 5 =55 RCTs ¥ 4p 1) 0 3 3 AUi(s 1 B 10 # (81.3%
% 66.3% > p=0.005) 7 & ~5 &2 &> ;;sttfgtf"*fé“_a_:}&,ﬁtr#gﬁ?ﬁ“ ACDF » st
Py VREFEIRE MK > 5 5 2 ¢ ALEXANDER VACCARO

% Yang Li (2018) % Liang Dong (2018) -
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(2018) iz y53+ % 2 & FDA 2% ‘; FERE S & 7 5% 2 NCT00374413 325
%ﬁd A NSRBI RIFEEC e & S aug & FWISR S # SRl E R i
3- % kg ¥ iR ACDF o

B P REIpE 2 5 R4 RCTs pr =% H 9 2 RCTs #%4p 0> 3 %
HFSE B2 £ A T & > ST A ¥ Tt ACDF » Si3h F vREF 5
PR E = im g A4 5 2 NCTO00389597 35 4 % 7 4p ) > jiv (s if B
7TF > EX250H ST EE HH St pv i “'Jﬁuﬁiﬂﬂ_a“?& AR
§L R L weng 4 5 398 RCTS®R] 8 o iFis g Be 10 & <7 £ & 2 & >
WTHE NS L BRI I POF LI AEIN I HFLR
NCT00437190 ;%% - iivis L BT & » Fd & © BRYAN® 2 Prestige ST 3¢ 14 it
45 ¥ #emanlichpip ot ACDF > 33 PRI P R F DI RMBIT & L = &
g 4 % (69%£ 11.7% > p=0.023)

B NDIjaf 5% 0 %~ =5 435 RCTs» 3 ¢ 33F RCTs an= i i % 45 1%

AN EHI0 & T E N2 E > FEHERET R T ROY ACDF - st b

7 f‘ép.«gsiz' fid e NDI o R & 5 % 5 = ALEXANDER VACCARO (2018) ¢
WHRLEEFP A NS EHT £ FHARTE R HATNDI SR S S g
ACDF -

B 3 2FEF4F 0 ERa3F RCTs® # ¢ 2 @mk ! > Find
¥ B pAp T ACDR > v i M F o BHHE ~ & FR B~ 2 £ oA b a0
Bed /7 A% 24 4 55 fe NCT00374413 jists i B 5 # g 5 % Al &4 1) -
P AR FREEMTEATRE S F R FH/ LM 07 LR B 52 k0]
RIApE T AETAPIREFLER -

LHAPM SR R EG SR SR T

59;;;47;&34 TEZAFE MR A H e 5 LNDI A R/ A Eip ROt AW T 0 e d 25% - 2.
2 Fﬁ@v B~ L P E AT S A xf SR BE LA AT A2 030G REH SR

’i“ Ao fE o f M EE S R % 48R ACDF o MR R A L B

=3 AR i (bridging trabecular bone) # ¥ & > ¥ X BLM & m;ﬁ:}rg (;ﬁd EL S Ij;’; Ea I )

Hoded | HRY E g R =>3mm o HIES2 ) F ik yp F B FDA & 248 & KR m/%‘%\ﬂ “Rple g

1.NDI % % I‘/r;i:,}#?,ﬁdpﬁ?ﬁ“ﬂ}ﬁﬁi g 15 A 0 2R E R RIS L ¢ T AN

oo SRR SRS R 3R B R W‘Wﬁfa&m% LFEFL Ll n'cwé Tk Bk

foeherg A ig it s 5/,.}3 { # SECURE-C §g a4 AV 45 eroja g & 5% o

VAFERAEEE G LAY AW o IS EH60 B 7 o NDIGEA I 5 20% 0 22 FR EHE

» & preng 4 ’Béﬁfﬂéﬁz BRI 2 AL Fﬁ);‘%%ﬂmgmgézz nEEg4 m b

BAEERIE § 1 LRI o IS 560 ,[; ? *NDIgEa 3 wecg 154 2 205 FREHE 2

Peeng 2 o 3 Ap iRt A prehal 4 o 4 g FREHAPM DL A EF 2 0 2 SN R

24BN T :s?g#fzh R SR T

1 NCT00437190 ~ ALEXANDER VACCARO (2018) ~ NCT00389597 3 NCT00637156 -

62 NCT00389597 2 NCT00637156 -

%3 NCT00437190 ~ ALEXANDER VACCARO (2018) % NCT00637156 °

 NCT00437190 ~ NCT00389597 2 NCT00637156 -

% ALEXANDER VACCARO (2018)~ NCT00637156 2 NCT00374413 -
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(3) A 1 MEfRRFY AR R g

E R T A EARALE B B AR R A & 2R AR AR R 2
% SR/IMA 2 13 i g¢ 5 &« RCT (NCT00295009 ) -

g S BRw AR B AL S A 4T
U

Pr3EE @2 K SRIMA g "t 2R P4 B e irip ROT IR & i St E
MELIRF O ALEL (ODD) TR HE s 2 HABREAIRH b5 A F
KL L A x5 2 5 SRIMA e % B R 7 — 5k > B ¢ Jack Zigler (2018)
EWEH(D# ) A7 854 ] EH 2R TP RO R & M E
B L % £ RR=0.52-95%C1=0.35 £ 0.77 )¢+% 4 5 » i Xiaoping Mu( 2018)
EPEHREF AR 2 8l AR OF L F T AE R EF L L (RR=0.54 >
95%CI=0.14 & 2.12 > p=0.38) -

RS A IR PR R

NCT00295009 5 178 % # « ~ Mgl 4w e+ 2. % & FDA IDE 2k i85 5 v it
L33 S1EY @ F2& A2 R Fi90 ARz R ¢ R Et 2 E B Hrip i
WG T TS BES £ 0 L B EDE L F 2 M AR T o Bl &
HEEE SR AP R E T M TR FE PR SRR A g 4 K
(5.6%% 19.1% > p=0.0027) ; %g@ = et i G dp dR & (65%) 0 T AR &
W EAL 2L AR A TR F E PR S L R S 4 5 (3.1%
2 16.2% > p=0.0009)> @ AT &L L L prehg 4 F 2w F AE R P HEFLE
(2.5%% 5.9%) -

3. FEG4m

%izﬁusff;’, EQH&MW&; —P?I,%fr TR F K2 e

AR AR R E A A R A BB S e
/ﬁ}ﬁ-&#ﬂﬁ‘trdmwgéi fo B L B ARISRTEDRRER
He b 2 e it AR B n R fd PP AP EAgaliFan ‘f“}f'}%myr'}% >

REEF R L TR R g N L R R AR R
R A & o AR F R HT b L B e
ﬁ%ﬁﬁﬁﬂﬁi@o
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AMEHR~2019# 10 % 4 p B RIEE EARME 2020 2 0 13 P HHE RIRHE €
RENHeER o w74 1% (Artificial Disc, AD) # ¥ ja FF#:£ 2% (CAGE)
2 o~ RS2 AR TR o

L TeR s 2 g R

AL PBH R R~ B2 AD 2 CAGE - 4945 it v % 2019 # 2 50f KIm
£3ATH 71 59 o ATH AD 22 CAGE 2 ok # gt 1 if BRI & it o™ (AT 37
R4 8):

(1) AD Efasnsi : 3753+ 10 B 595 > Tk # =B 3TH M 5o Pl R AP H £
ﬁ,;{»i§%;§§ﬂuﬁ%@ﬂa&’%%$awwém%o
(2) CAGE "#fggrgpfastA @ ATH- 6l B 53 » Y R B BARS LG HFT LS

A pERR Ao BoRiE C R3 10 B RIR 0 @ RN A 2w BB S0 ALIF
(Anterior lumbar interbody fusion = ] & B g & jis) ~ OLIF/XLIF (Oblique lumbar
interbody fusion A “} i *&fi 48 B g £ ji5/ Extreme lumbar interbody fusion 5 183 *&
HAEF RS ) ~ - WA o Topk s CRAITHM G PE R G L 5
o gﬁrfba g%%‘?:‘ SERPETR Y i RS 6] 5 20% o

B. &itife X HAP APl BB SHAME ¢ 13- 30 B &8 ¢ BN 2 (8
B # /= (4o PLIF & TLIF) ‘5977 fo # 5 > 4o TM ( Trabecular Metal % 3“ 42 & /) ~

BEHE - e PEEK (R EEE ) 5 s cnTi (Titani 456 £) ~TM
MEHT Tk d RRCATHM G PR RREA HL FY 22 FR2 FE
POLHREE Y i RS B 20% o

C.ﬁ%me%aﬁﬂwkﬁﬁ&&kﬁﬁﬁ'£%21%%ﬁ’%?%ﬁ@%;ﬁ
(4 PLIF & TLIF) ¥ % PEEK & Ti; §E4a384 cn Tie fofk & = B3 B (B 14
P R RREERF Sm2 L B ¥ b 2 Ti M E A B B 2004 #
Tefi P2 L Bhik e

~
3

2. #* 2iHG

EREETHEA M ST E R £ A Y B HL RN ERA LA L AT E
B Fo4am 2021 #3 2024 e Fepid* £ 9% - &£ 12900 B 3 % 7 & 21,800
B o773 AD2 CAGE 2 i@ * 4t p aittde™ (ZRE* £ 40 %09):

1 44 @ g 4= 4o PLIF: Posterior lumbar interbody fusion & = *&{a& {4 ¥ g & j#; TLIF: Transforaminal lumbar
interbody fusion g a3t "t e B gk £ -
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C. Bt LB PP ERREFEHT (REF CaE G REHREER
TR A Bl B PR R A gEh ey o A o d 3 Ti R4
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CAGE

PubMed

#

Search Details

Results

Date

CAGEJAIl Fields] OR ("tantalum"[MeSH Terms] OR "tantalum"[All
Fields]) OR (“titanium"[MeSH Terms] OR "titanium"[All Fields]) OR
("polyetheretherketone"[Supplementary Concept] OR
"polyetheretherketone"[All Fields]) OR
("polyetheretherketone"[Supplementary Concept] OR
"polyetheretherketone"[All  Fields] OR “peek"[All Fields]) AND
("2014/06/15"[PDat] : "2019/06/13"[PDat])

27,659

2019/06/14

CAGE[AIl Fields] OR ("tantalum”"[MeSH Terms] OR "tantalum"[All
Fields]) OR ("titanium”[MeSH Terms] OR "titanium"[All Fields]) OR
("polyetheretherketone”[Supplementary Concept] OR
"polyetheretherketone[All Fields]) OR
("polyetheretherketone”[Supplementary Concept] OR
"polyetheretherketone”[All  Fields] OR "peek"[All Fields]) OR
plasmapore[All Fields] AND ((Clinical Trial[ptyp] OR Comparative
Study[ptyp] OR Meta-Analysis[ptyp] OR Multicenter Study[ptyp] OR
Randomized Controlled Trial[ptyp] OR systematic[sh]) AND
"2014/06/15"[PDat] : "2019/06/13"[PDat])

1,792

2019/06/14

Embase

cage'/exp OR cage OR 'tantalum'/exp OR tantalum OR 'titanium'/exp OR
titanium OR ‘polyetheretherketone'/exp OR polyetheretherketone OR
peek OR plasmapore

115,831

2019/07/02

(‘cage'/exp OR cage OR 'tantalum'/exp OR tantalum OR 'titanium'/exp
OR titanium OR 'polyetheretherketone'/exp OR polyetheretherketone OR
peek OR plasmapore) AND [2014-2019]/py

40,887

2019/07/02

(‘cage'/exp OR cage OR 'tantalum'/exp OR tantalum OR 'titanium'/exp
OR titanium OR 'polyetheretherketone'/exp OR polyetheretherketone OR
peek OR plasmapore) AND [2014-2019]/py AND ([cochrane review]/lim
OR [systematic review]/lim OR [meta analysis]/lim OR [controlled
clinical trial]/lim OR [randomized controlled trial}/lim) AND

([article]/lim OR [article in press]/lim OR [review]/lim)

895

2019/07/02

Coch

rane

CAGE or tantalum or titanium or polyetheretherketone or PEEK or
plasmapore

Cochrane
Reviews 20

Trials 2890

2019/07/02
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Cochrane
CAGE or tantalum or titanium or polyetheretherketone or PEEK or | Reviews 12
2 plasmapore (2014 1 2019) 2019/07/02
Trials 1265
Artificial Disc
PubMed
# | Search Details Results Date
(disk[AlIl  Fields] AND  ("replantation"[MeSH  Terms] OR
"replantation”"[All  Fields] OR "replacement"[All Fields])) OR
("diskectomy"[MeSH Terms] OR "diskectomy"[All Fields] OR
1| “discectomy"[All  Fields]) OR  (disc[All  Fields] AND | 3374 2019/06/11
("arthroplasty"[MeSH Terms] OR "arthroplasty"[All Fields])) AND
("2014/06/12"[PDat] : "2019/06/10"[PDat])
(disk[All  Fields] AND  (“replantation”"[MeSH  Terms] OR
"replantation”[All  Fields] OR “replacement"[All Fields])) OR
("diskectomy”[MeSH Terms] OR "diskectomy"[All Fields] OR
2 | "discectomy"[All Fields]) OR (disc[All Fields] AND | 351 2019/06/11
("arthroplasty”"[MeSH Terms] OR "arthroplasty”"[All Fields])) AND
((Meta-Analysis[ptyp] OR Randomized Controlled Trial[ptyp] OR
systematic[sh]) AND "2014/06/12"[PDat] : "2019/06/10"[PDat])
(disk[AlIl  Fields] AND  ("replantation"[MeSH  Terms] OR
"replantation”[All  Fields] OR “replacement"[All Fields])) OR
("diskectomy"[MeSH Terms] OR "diskectomy"[All Fields] OR
3 | ndiscectomy"[All  Fields]) OR  (disc[All Fields] AND | 878 2019/06/12
("arthroplasty”[MeSH Terms] OR ™arthroplasty"[All Fields])) AND
("2017/01/01"[PDAT] : "2019/12/31"[PDAT])
Embase
'disk replacement’ OR ((‘disk’/exp OR disk) AND (‘replacement/exp OR
1 replacement)) OR 'discectomy’/exp OR discectomy OR 'disc arthroplasty' | 14,827 2019/06/17
OR (disc AND (‘arthroplasty'/exp OR arthroplasty))
(‘disk replacement’ OR ((‘disk'/exp OR disk) AND (‘replacement’/exp OR
replacement)) OR 'discectomy'/exp OR discectomy OR 'disc arthroplasty’
2 OR (disc AND (‘arthroplasty'/exp OR arthroplasty))) AND ([article]/lim | 67 2019/06/17
OR [article in press])/lim) AND [humans]/lim AND [english]/lim AND
[in process]/lim AND [2017-2019]/py
Cochrane
Cochrane
Reviews 8
1 | disk replacement or discectomy or disc arthroplasty Cochrane 2019/06/17
Protocols 1
Trials 1593
Cochrane
Reviews 0
2 | disk replacement or discectomy or disc arthroplasty (2017 % 2019) Cochrane 2019/06/17
Protocols 1
Trials 298
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E:trllzs(zzolg) C. Findlay (2018) Ru-sen Zhu (2018) | Liang Dong (2018) Jzagg;‘g‘) U0 | vang Li (2018)
2
i H >60 i * PHA4Z T E - 3o g 39 B 7 i Bi>48 B 7 -
(4 )
- RN T IR | 2R3 E%K - - - -
B s RR=0.60 ; [RR=060
w5 - 95%CI=052 % | 95%CI=0.51 % |- - - -
0.69 0.71
- LR~ 6TEHE | 235K | - - - -
WOE R RR=0.50 ; [RR=0.70
X 5 - 95%Cl=0.43 % | 95%CI=0.52 % |- - - -
0.83 0.96
CDA=1,829
BEE L |- - . - -
B £ A ey ACDF =1,550
4 % RR=0.47 ; 95%CI=0.36
) i % 0.63; p<0.05 i ) )
CDA=1,923 CDA=1,330 CDA=1,315 CDA=1,414
L ACDF =1,645 ACDF =1,262 ACDF =1,119 ACDF =1,247
fﬁjﬁ:& 0% 24 £ B> B
R EHL0 D 24 B T .
4 5 RR=0.48 ; 95%CI=0.36 o&.sg ; 95%Cl OR"9'31 '+ 95%Cl | OR=043 ; 95%(:,'
- - , | =C1; 021 % 047 | =029 1 064 ; |-
% 0.65; p<0.05 =033 1 0.85 ;
0oL p<0.0001
p<0.00001
CDA=554 « CDA=1139 X | CDA=76 4
BT ACDF =553 « ACDF =1,048 + | ACDF =163 *
OR=0.57 . | OR=0.27 ; 95%ClI

OR=0.5; 95%CI=0.34 1 0.94 ; p<0.05

95%Cl1=0.44 =

=013 2 059 ;
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Dariusz . . Jiaguan luo .
Latka ( 2019) C. Findlay (2018) Ru-sen Zhu (2018) Liang Dong (2018) (2018) Yang Li (2018)
B2
i B >60 1 7 B4R TE |- T 42 i 39 B 0 i H>A8 13 -
(24 1)
0.73 ; p<0.00001 | p=0.001
CDA=9%0 CDA=1,050 *
AR AT & 91U 'TCDF:638 ACDF =968 +
# K OR=0.33 ;
0, =
95%C| 0'21. - - OR=0.40;95%CI=0.33 = 0.50;p<0.01 | - -
X 050 ;
p<0.0001

CDA-= cervical disc arthroplasty ; ACDF= anterior cervical discectomy and fusion ; RR=relative risk ; OR=0dds ratio
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% &7 vs. ACDF)

NCT00437190

ALEXANDER VACCARO
(2018)

NCT00389597

NCT00637156

NCT00374413

ENP )

CDA=242 » ACDF=221

CDA=151 > ACDF=140

CDA=225 > ACDF=105

CDA=209 » ACDF=188

CDA=136 ' ACDF=133

EH2 &

SE B S T # T # P S &
LB E
= J5 - & % =86.3% 2 |2 & =60.8% % 34.6% 814% % 69.4% > PPS % |4 3 % @ 772% 2
70.0% > PPS % 99.9% p=0.0001 ; 99.3% ; 57.9% ;
RS 81.3%3% 66.3% > p=0.005

78.6% % 62.7% » PPS %

4§ FDAST92% * | ¥ & —552%% 50.0% * | go'go 5 5 1 72.8%% 54.4% -
63.6% » PPS 3 99.9% p>0.05 ' p &% <0.05
0 % 0, ) ;
2 & = aa% 2 162 - | g 0P PPS
. 4.2%% 15.3% =0.001 ; o
T e A ’ ’ P 42%% 14.7% ]
EEE
- TR SRS B & =30%2% 12.3%
(€% REeF ) 1 0003 3.0% 3% > | |og HR (95% BCI) = -1.29
p=e. (-2.12 7 -0.46)
¥ = 0, 0, 0, 0f ¢
0.7%% 15.8%  p=0.146 ; 2—05.63 44% 2 11.3% - | 24%% 3.2%;
AT g i A 4203 16% p== 65% = 125% - PPS & |
3 (£ BT £=6.9%2 11.7% | R é} B 370/ L3gus » | 942715 LogHR(95%BCI) =
p=0.023)* 120007 ° 77| 05037 (-1.35 1 0.156)
# B & F =904% % |2 q: 79.0% 58.0% - | 87.9%% 79.2% -
NDI ;s & 3 & 90.5%% 75.7% - p=0.001 | 86.0% (% % £ p=0 ]
PPS % 98.6%
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NCT00437190

ALEXANDER VACCARO
(2018)

NCT00389597

NCT00637156

NCT00374413

x93 FDA=88.8%2 84.1%
(% %)

H & =765%% 77.8%

87.0%% 75.6% -

PPS % 99.3%

RN

96%2% 88.8%

2 & —859% 2 73.9% -
p=0.039

¥ & —00.9%% 77.8%
p=0.028

FREHE» & F R
EHE~ 2 L i B
IR N

L‘Pﬁrf;;: B Ap R A L E 2
=4.2%% 15.3% ;

L aEip M A A E 4
*=7.6%% 15.3%

15.8%% 20.7%

26.6%2 27.7% ;

Log HR (95% BCI) = -0.13
(-0.55 % 0.26)

FREHAM 2 F
%=74%% 6.0%

il LR
%4 $=15%2 0.0%

¥R EHI N S F R
Tt~ 2 gisip B
eI S A R
(Grade 3 & 4)

1.9%% 5.8%

3.2%% 7.2% ;

Log HR (95% BCI) = -1.19
(-2.29 % -0.15)

RIS HET £ (B4 B ) ARITEE 0 4ER L e 2 Sddy 0 kp >t & @ BRYANRZ Prestige ST 57410 FF 4 ¥ ¢ jivendicdy ¢ § PPS>95% is considered as being statistically superior °

tSome adverse events resulted in surgical intervention at the index level, subsequent to initial surgery. Secondary surgical interventions, classified as revisions, removals, reoperations, or supplemental fixation at the index
level, were considered to be study failures. By at least 7 years postoperative, there were 10 secondary surgeries on patients treated with SECURE-C, whereas 22 secondary surgeries were performed on patients treated with
ACDF. Out of the 10 surgeries in the SECURE-C patients, there were 6 removals, and the remaining 4 required posterior decompression without removal of the device. In the ACDF patients, 16 out of 22 secondary
surgeries involved adjacent-level treat-ments. Moreover, the rate of secondary surgeries in the ACDF group was higher than the SECURE-C group throughout the study duration -

CDA= cervical disc arthroplasty ; ACDF= anterior cervical discectomy and fusion ; PPS= posterior probability of superiority ; HR=Hazard Ratio ; BCl= Bayesian credible interval -
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