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#2 &0 “Heraeus” Osteopal V Bone Cement ~ “Teknimed” F20
Polymethylmethacrylate Bone Cement~ “Teknimed” Spine-Fix Vertebroplasty Bone
Cement ~ “Orthovita” Cortoss Bone Augmentation Material
FdOOGMAFFREMG LD ARG UAP AL FRp G A
SERHAT ISP EATRBFERE TN mHARS L b kR4
ﬁ“*ﬁ@#%ﬁ’fﬁr%*ﬁJ@%%@%H%’$WZMSEQQ@i%
R R ESFLHIED 2 L HEREE FEITE R 2015 £ 11 P R ERHEE
FEH R o AL B L REREF (MTHAEREE) 3 (B
% F % 1050036154 5.) # 72 s MR HTA T2 FTHELE ~ B Brdr
(¢

LA FAEE) s Frrea T 0 M ‘ﬁ'fe'ﬁ?%fﬁﬁi‘wb-&fi_@ °

PR AR 105 # 11 ¢ 18 p

L LR PR R

32016 & 10 7 9 p b ot £ % FE2 FoRFHGEE 8 (CADTH) ~ 2 ¥

%Wﬁﬁﬁiﬁg(MW©%¢WW1£E%%£itP¢M(M&Qﬁ%i
EFARBF KRR STEPEGIRL N L HER o

2. A RE L 2L

U e dh }gkiﬁ:ﬁ? PubMed ~ Embase ~ ¥= Cochrane Library ¥ + = }I?e FHEL S
R 23R 0 T4 W) i Cortoss # -k ik fv PMMA # -k ik (IDE #5% ) ~
Osteopal V # -Kik frd iz % 74 * # (VERTOS #5% ) (g »afrs 2 5B~}
% chPMMA # KR LA R P 3 &2 5> VERTOS ;8% i * ¢ Osteopal V ¥ -k &
BARAEREFAFZIRDAEFF -

(1) IDER&%& (24 17 ) 5259 2xlh 59 w4 I Ao IR R TR (5%
vt gz Cortoss # -k ik v PMMA (SPINEPLEX) # -Kik3tjisis % 24 P ch% >
Mg ok o %87 VAS 7 F sc L f2 R 4r ODI # i sc L AR >0 5 dp i+
KR k% Z4p g 5 Cortoss e fr PMMA ‘ecaysisimad 4 373 B 5 27.8%
(45/162 ) 4= 31. 9%(30/94) wagEF A Pt F ik A 5 10.3%F- 18.2% -

(2) VERTOS #s% (2:%F) & "Lr{l‘meiﬁmwﬂ*l’*"xﬁ&@/\ﬁﬁ@ﬁﬁ” L 28l
AR A (@ Osteopalv ¥ - }\,ﬂ ) fmaﬂ;}]% TEREERT R EILE
Ftdk o BERTIoKEF 23 B VAS B ARG EAENEFL
B ; Osteopal V & »tinkis % 22 p ¥ A Esanicdifzr (RMDF %) ¥
FRbBELFE RS > 2 E&EF (QUALEFFO B %) sz f 2R 5 o
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Osteopal V =355 (6 % 2 3 58 %5 & EL/EEE%%‘T’;‘ Ea SN e aE L

3. FATE AT ERY %ﬁnﬁ-ﬂxéﬁﬁ 2w A ERT T Ak 'w“wgw

B A E e E B RIR A AN YRR
4, PAFRREL A7

AR SFF 1041107 PRI & 3R € R PSR e L H B (R 2 R
L) FEdE  ARE - EXI ST E AR SRR £ 511,7001 1 25,3001 4
EEHL NG L221Hm < 548lRk < o
AR R AT T BK Y 4733126B e 4 H ¢ B R0 4]28.85% § i (T K - &t i e
£ 2 25 #7(33127B) > B33127Bh % — & 3 ‘:iu #v 3R % 54,2001 % 8,800 »33126B
1r33127B¢hid ¥ R £ 4 5 18,5001 139,100/ o A k% - £ 3 % 7T £ LB R
# % 511,500 224,300 > iEimsEH L 119 5218R~3461H~ o
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AEOCVEIRT RETE A4S B ORE  TEFLET et S AR KR %&
RET R EF R “BEAE IEHNFEAGLHPEE 4EEHp 2014 & 11
P2T PRI BRI E R € RTH L 52015 # 3% >-2015 & 6 ¢ 6~
mﬁﬁllﬂ&m%%wggéﬂ%’LQJMSEQH& WY RATY S B

A HERREL R E RS §RERL G HRTAT[L]

L Elp® (BHRE TR @2 BT Agfag b § - (FF
A LA R PR IRAR 2 )

BAPEAN D RT IoR ET WE R (Ao FOB) 0 F 6@ o
2 B PR FFHY G o (FERAHRMBER P HEF L)

BN Fen i S L A AT T A G A R E e - PRt Ee T (e
#%Fi%#i>’ﬂyﬁﬁﬁﬁﬁ(mﬁwwﬂ+wwxrfrkﬁwwog
B 104 EF) > e PRI R 2 BEE BN e EABR R
WOEP R K TRERY oG AR o

*EAFEHTE R R S s&/»\’i- Lar— o P H G R/t i
GE T oA # R R Lohrs -

R 2T e

# 42 % 37 (vertebral fracture ) g ¥ ehiz e b g 478 > A1 e~ & F Fax
By ad 3 im 2a EREE34 R EF o %&%@fiiﬁ'b‘_% 7 (vertebral

compression fracture) ¥ if = ¥ . $*0 ¥ 4 3 B3 F R B ARR R
B R G RAL  PERIRE P 2 FREERAFER 2 %ﬁpp

R ARG T R AR ATV AR WA A iR
[2-4] » BATH A48 707 so PR D B [2] o 2L IR 0 Blde? Z Bk~ F
FRE AR E 0 LS Rp R 2, 58] # F e F B E R
TR M T B SR S S R 0 AT A d AU S R[5, 7, 9]
BRA GRS a1 AR R PR E AR ey 4 0 148 2 A7 (vertebroplasty ) ~ 124 4
i = (kyphoplasty ) ~ & 4 -k & & 254+ (cementoplasty) ¥ % o chiE 2 — » bt
LHTIR S T I Mchl i & B skt 0 4 2 8 -kk (bone cement) 3 %
o 88 % B 4o ¥ 2 g w44 [2, 3,57, 10, 11] -

¥R POTHA FAEE L SR RN B

¥
FHAE T AL 2 AH[IL] 5 RS G R TR T R R A S 3 S S
(radiopaque ) = 4 [12] :
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1 £BE & S48 0 % bl ~ 45~ 2~ B E o

2. B AL R AR HAET Ay (polymethyl methacrylate, PMMA) ~ @ A 7
i = A ¢ fia (polyhydroxyethyl methacrylate, PHEMA )~ & z % (polyethylene,
PE)~ %4 pspt (polyglycolide, PGA ) » & 5 & (polylactide, PLA) ~ & i fi it

( polyether-ether-ketone, PEEK ) ~ % = ¥ A # % = ( polydimethylsiloxane,
PDMS ) ~ % = & ¢ F ( polytetrafluoroethylene, PTFE ) ~ & "= i 7 F fip
(polyurethane, PU) ~ %5 *f (polypropene, PP) % -

3. MEMA T 4 F s (bioactive glasses) ~ 4% 14 % (calcium ceramics) ~ #x it
4% (calcium sulfate ) ~ g 44T (calcium carbonate) ~ ¥ it 4 (alumina) ~ #ip& 4f
(calcium phosphate ) » 4o = 45 gifs @ (tricalcium phosphate ) ~ & ¥ A #44 %
(hydroxyapatite ) % -

FEE AR AR A 1 & 2 F 4 (bone substitutes ) 23 i 4 a2 2
WA FERA KRR EET AL NS ek (o3t m A SR [T,
11-13] - AW FEL A {30 & &85 F L F &1 F KR kv RlR AR =¥
lé‘ﬂgﬁfaraf’%i“’ﬁ FAEREEFERGTEDSY B X P ES S G R
RAMPER TR P AR HRR PR P EEE  BRERRI R [14]

RO BT

- ¥iasp (injectability ) @ % 5 L4~ 33 ia g8

- B st F 1 (radiopacity ) @ It AFEARER T TALE LA ad e

- i ehaRF I (viscosity ) | Axde 5 MARM > fe A i = 3% R - Nieuwenhuijse
A (2010 &) TAHED S 6 FFHT oKk & seend T A ER [ S LN
37 (osteoporotic vertebral compression fracture, OVCF ) VR L N LS A
A4 (percutaneous vertebroplasty ) p¥ > r27x » A% 14 (viscosity) PMMA #
-k & (OsteoPal V, Heraeus Medical, Germany ) 730 o A (62 E.OVCFs)
o~ ¢ A#F B PMMA # -k & ( Disc-O-Tech®, Disc-O-Tech Medical
Technologies Ltd, Israel ) =334 i+ 4 (67 ZLOVCFs) z_ 3p {8 » 2% &g o1 ivis
B G e SF-36 4 E & F B A MALF e or ey o BRI E
g]'; £ (interdigitation) #2& ~ #FERIHE 5 1B a0t F 398 F b 37> B @
JEEA AR o EMARF e ot AF ek F (p=0.029) F #&F
ok BEEA S RE G 87.9%fr 7T1.6% 5 5§~k Brik Eﬁf/n\ 17 (multiple
logistic regression analysis) » &7 # -R ik endbiF M2 5 %k (leakage) =k *& 7]
+[15] -

- FEANERAERE R R R Y R R

P F R FRE R (setting time) fodf (FpE R

! Disc-O-Tech #Ls% |+ 5 2 i (R4t 2 598 o
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- MEIE AR (curing temperature )
- B~ F AR L s s (modulus of elasticity ) ~ 5% & (compressive
strength ) fek| & (stiffness) ¥ r44pigc X SRF 2f » HHITHE 2 € 5 B~
&4 (stress) £ 0 7 ¢ 5{PFF F % (deterioration)
~ i § k3t 1 (microporosity ) 1 o F AR % 75 TR
- i ¥ ehE3YF (macroporosity ) @ #% o i fwre it E 4 K il
- 2Fend F4p % 1 (biocompatibility )
- 4Fend F 5 (bioactivity )
- a4 31 #4 (osteoconductivity ) ¢ BiE ]“iﬂ#« LR s E W -o W2

By

¥ 2% 4+ (osteoinductivity )
4 ¥ % 2 (biodegradation )

3 ﬁ

Forstr BoRGR o A3 B A Lw <A BEEL4T ¥ oKk (calcium phosphate
cements, CPCs )~ 5 \/Trv & # -k & (acrylic bone cements, ABCs )~ £ fis 4% % -k /& (calcium
sulfate cements, CSCs ) ~ 4F & 4+ # -k it (composites ) [13] = B =+ 2% B i i = Je 3
¥ KR (;—x;u,ﬁ;— ) 5EAlY S Ed kiR (ABCs)» B & 530 R Mok & &0
S FANEZ S AR ERE S I BATE RS FORE S PR
MMMM M vOUR AT WEA kR (RREG 10%E F AR E) S
AR 0 ¥ R A AR E AT EMRPIEAE SRR (GRS e
- )e

R E KD A E L B R B REBEE L AR TR
Bre VR R vk o om FoRR R B F R R A LR A s e g~ & F R
FoR AR N R TR DB Bkt kDY R X P i Aee H Fg}% =
M2 FHRTER R F RO TS RERERY YL ST

N\

1. Pitton & < (2008 # ) » 47 # ¥ =5 500 & TR F a2 A e B
(251 f:‘::f}is Aoy @ 48 217 = F %‘r&‘ifiﬂ I“iﬂ’* 7 34 = EHHEBRIE
AT 3in R 196 £ 1.29 BAadd > /A2t 1 3 10 5 & o X TioER é@g @:
% 133+075> A% 13 6) A% 57 PMMA £ kikchT ot § 4 45+
1.9mL > T *a%rk thilh ™ %k (leakage) # 24 & 5 55.4% > & 32/% B PR R
R (25.2%) ~ BRI ek E R R (16.0%) ~ BRI 1S R (2.6%) ~ %R
B g3t (16%)~ Bikeias e g (72%) %> BREEF KR ELE &M S
—'T—'i’aig&;’,&f\152+134 BEHE > - R A 35 17.1% fafa 4 p F -k
%R R T F 47 RE[16] o

2. Middleton % + (2008 & ) A 47 34 i= F4a & 45 F 37 2% "6 % F1F 34 7148 = ) i
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i ¢ (25 e IR E 5 &R 3 .:_;P Bl ) i 0 34
i ¢ L5 420 ik e uﬁi B]4& 5 $2;# .1 Cortoss ( Orthovita, PA, USA) ¥ -k
Foo T2 AE 5 22+204mL 2478 3 38.2% (13/34) m/ﬁ S e
R B e 4 11 WIF NBR 2 PIELAERZEES VY 4 WEFE R
(11.8% ) H ¢ 1 & a4 = A5 4078 42 ¢ T $ 7% > % (venous embolization ) »
s L% (pulmonary embolus) » fei2 4 4p B cnTifk 4 s 9% 34 i T
ol bl A R A T 0 1 A A SRR 0 e TR Tk %&FT
FRRRE S A GRVRE T LG AT 1 E A2 RRES %
=i kiR [17] .

3. Bae ¥4 (2010 # ) #7577 iy » 24740 =¥ Fon ¥ /R 2K Jffr:)]%
He 20 8% fagd A0 20 8 X 2t o it (kyphoplasty ) -
7% i 4 w 7#.1 Cortoss ( Orthovita Inc., PA, USA) # -Kik » & % & o7 248 = 3
AT iE s § 5 1.85mL H P g4 ; 176mL’”§-TEL,—» 1.92mL 26 /5% &
B¢ 3 150 (57.7%) 3 4 * % ; et el oEi ¥ 5 413mL> H 7 5
f s 448 mL 4 5 3.79mL> 26 Bisf e F? 5 15 B (57.7%) 3 2 %
BT W AR A S B PR R g A5 [18] o

A m—y? ]9 ’

4, ARk FL %F%ﬂi‘:ﬁ A (2006 & ) & 47 2001 & 3 2006 & < F K& gl =
A5 e 214 5 (257 &) H ¥ {pcnsb ik Fle 45 79.0% % Fargt ~ 9.3%
BT~ 6.6% T B 45 g ~ 31%% L2 mAME A% 2P 233 Fie
PMMA%’}(;‘ﬁ »EAE R 25mLE 10mL 7 ¥ > 35554+ 27mL %
Gl BE e (£4mL; 30 £ 16mL) o+ #E & (4-10mL; 58 + 1.7mL) >
*Mmﬁ armuﬁ_ﬁ;#w‘r (p=058)> ~ & & &t 3 BRI & A
HrAaREF (p<005) f | &Ees xHEEF RRFRFHF
ol AR EF 0 BAE G 11.6% (17/146) - 6.9% (6/68); ¥ 24 & (¢ * pifk4r
(calcium phosphate) # -k » H T35@ 3 & 5 47 + 21 mL > & & 3z & &)
[19] -

AHIAFEFR: Lot Rk AL AZRED A FE KRR HGFEL L E
WHFET FEN R AP L PG R RE &R pEer g R
Fi oo Flet gt g B A SR hcuring temperature 12 0 fEE_E € ¥ A R A 5 -
R~ ERIESGE S I LA BRI D H R & viscosity ¥ #icdy o R
POtk B A S A i pERE (setting time) 2 3k (EpE R (working time) > 12 2§ 7k
f 3 T g EFenig {142

MT R AL BN e EREZABM PR HETR B

PubMed/Embase/CochraneLibrary & + < J*Je?\%:i&i pfrE W8 S#45 ¢ 2k 510(k)
B aulxﬁft'\?' ’j""‘}'}ﬁ. 4%'2?*4415')3 m}a Fﬁg”“} ‘Sﬂf é}
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2016 & 10 * 28 p r“cement” s M4EF B FHH o £ 1 &% Teknimed F20
Polymethylmethacrylate Bone Cement - Teknimed Spine-Fix \ertebroplasty Bone
Cement ~ Heraeus Osteopal V Bone Cement -~ Orthovita Cortoss Bone Augmentation

Material % 4 2 #H R LA T 5 L e 7 TR EE -

1. S ﬁ =

i £ X BEZ Tﬁ Fe # #3784 (Canadian Agency for Drugs and Technologies
in Health, CADTH) 2B %7 [17] A F F& A % PR EMARM 2 fHER S R e
E
2. BN

( Medicare Australia) [22] = B

itﬁ/l'%/%?iﬁz»;;;ai B ¢ (Medical Services Advisory Committee, MSAC )
[20] ~ ?5 K At BA P 2 (I\/Iedicare Benefits Schedule, MBS) [21] ~ /& i B ﬁ@gﬁ%&ﬁa

M P R

LAY~

Jerbo AFEE A% cement dp B 2 FLE TR R L

i 2t 2007 # (4 4 %2 ) (Private Health Insurance Act 2007 ) » & F-4 4

FRL M A

EFRP SRR BT

TEMA SR T o SR ¢ 4R R

d:aiab"l;f??sg SRR ZE S AL %ﬁrﬁg SETRRE G v A LK BB s X B B?:kaff_ SR}
+ ¥ ( Prostheses List) #_d 1z 44 fefiiEaL fog ( Prostheses List Advisory
Committee » f§ 5 PLAC) f # 4 & fef' 2 ‘%n‘ AR ER S BN L

et f

of Health ) » & {& /43
ko

4 % ( Department
Jeft indag ¢ g At i E ( prostheses list) i
T M ALY A A B S 6 'E; Specialist Orthopaedic 4= % 13 %

o F A fEd 3R

Spinal p > 8- % A A%k 4 FTHP A SR CHIRE 40 %% ®3 Cortoss

SREFIE P o @ B T R 5 Stryker Australia Pty Ltd o &2
£ 1+ (minimum benefit) % - > %4 [23]

v
\3¢

) T’%}ﬁ;‘[‘;lj A r‘%? %ﬂfrﬁ,\ A

% — ;8 Prostheses List 4z Falatid

bt k% - RePF

Billing
Code

Min
Benefit

Sponsor

Product Name

Description

Size

06 - Specialist Orthopaedic
06.03 - Skeletal Reconstruction
06.03.15 - Bone Graft Substitute
06.03.15.02 - Ceramic, >5cc - 10cc

SK189

$ 1525

Stryker Australia Pty
Ltd

CORTOSS - Synthetic
cortical bone void filler

10cc CORTOSS kit

BE . (minimum benefit) g W E = LR .
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3. ER

e R R IR T RE S AR 7 2 (National Institute for Health and Care
Excellence, NICE ) [24] ~ & R &4 3% (Department of Health) [11] ~ & R & % i & IR
7% (NHS) [6]~F®F » AF 7y *\%%51%‘ BHARM Z FHETFERE B HAP
B o

(Z)  Apfbpocs s 2H2 R E R

",% Ok R miff BABHFTREL > AR L WWH PubMed/Embase/
CochraneLibrary 7 & éﬁk,?%:i&i cfrE R 9 r‘%%’# ¥ 32k 510(K)t # i v G
FHEY »JMAR 4045 RET LR SER A wiwqﬂv ¥ kR B e
W RFHRIPA RSV REFT 0 T fEARA SRR 2 Aot e

** PubMed/Embase/ CochraneLibrary 7 3 = ))? FRET L AIRE RILT 7

PICOS it 5 #0&F i i » THIF & A ¥ GFHAH L iF 2T 2 5 4 #

(population) ~ i = i (intervention ) ~ J <%t P& 5 (comparator ) ~ & »cip] £ 4 1
(outcome) % 7= 3 &+ 2 2 (study design) > H H&F if 2 I 4o ¢

Population KT NPANTE G E
1L Ep® (B8 EE - FHR) @+ 2faltire
AR R
2. FHEFERA D FT i morL LIEERY (o )
3.FH Fanfimid 2 M AT T X G A gk F
ﬁ%&ﬁ:%ﬁ%
Intervention g% A=k % 4 5382 bone cement 2 bone augmentation
material 3 faf8 4 L F
Comparator 1. &A@ * bone cement ¢ bone augmentation material % i 48
Boufe
2. LT MR (B~ FE S FEILFE)
3. & * is #& bone cement £ bone augmentation material 4 % &

HE P
m UARFL L ERMEFT R AL LR R
%
Outcome TR AR ¥R T & 2 D R ARRE A R ARR 2R EF

BER > EHEATE A 2 AT TR

Study design | 3 » iE 2 D AR A RETRTRSA R 5 B BAo o B N t
PRy Y =y
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1. PubMed/Embase/ CochraneLibrary & + = L;%ﬁa‘:i}ii o

= b it PICOS - 12 bonecement & i s B3 » T U4 5 AR /R Lo
%> 2016 £ 10 * 31 p #% PubMed-Embase - Cochrane Library % + = )];Jcp FET 5o
FEE34LN51L 35 88 L e (7 /*Jq;}frgg‘ﬁ‘\u foib R4 Lt )
:}é%% BEEHF SHEEFLAT :}*Héf 34 3‘ EARTRAEFA T AL E R
13 & — A w R B iR 2 i SBE LS RAFF KR ST EBRRS S 3%:;% qL
FiEm e AR I T EE>FH #”f5“:%’*ﬂ7ki¢ LAl A LS AN M ST
WP AR AR OKR ‘;’1”1‘—‘11 g g 2 2R 2 R KRR ek b AR ( @J__Ié
* Cortoss ¥ -kik ) 42 4[25,26] 5 I - EH A TRk RE%A T 2 % (IDE@#E5% )
% Cortoss ( Orthovita Inc, Malvern, PA, USA) # -k ik vt #& SPINEPLEX ( Stryker Inc,
Kalamazoo, MI) SNEH AT T 0 1 SPINEPLEX A3t 24 3 [25-27] « ¢4 ¢ > 5
e F2 B pFE o T - 5 VERTOS M4 ik § [28] » ot i »
Osteopal V (Blomet Merck, Ried b. Kerzers, Switzerland ) ¥ -kKi% 2. 55 & fa 48 = 2 o
@ E it kg 2 (optimal pain medication, OPM ) ;5% » {2 # ¢ Osteopal V 2. &
Pt RS REFLMRA

X IDE #5 crt o 5-2L A @ F B & & o VERTOS %% 2. Osteopal V 7+ 2£27 &
= ﬁw}m% B[28] » re7F T AR ARG MR s S

(1) IDE @& (24 B " ) [25-27] : Cortoss ( Orthovita Inc, Malvern, PA, USA) +3 &
48 = A5 i SPINEPLEX ( Stryker Inc, Kalamazoo, MI) +5 & 348 = 25 i

IDE %5 (NCT00290862%) &_Cortoss ¥ -kif ch% — Bapeldrmy » A3 2 K&

EiE A ¥R E TRk SR T (Investigational Device Exemption) T 34 {7 g2t
1 .'z']t:‘_( noninferiority )~ + J 1 ~AE 8 4 /%4t PR Tk 7% (randomized controlled trial,
RCT) > B et # Cortoss ¥ -k ik v PMMA (SPINEPLEX) ¥ oRRINHFIS % 24 B
TEnd p e for 21 BFF Y P B &2 R B T ER R A AR 8 A 3T
(OVCF) # #>50mm # % 424 (12 100 mm w5 B 208 ) 2% 4% ~ &
A L EF o ARGE RS REE FES R BIRGER T PITHE S
A F RN AR RAVY e SEFRARE AR B> AL H
HEos % avdpic ( Oswestry disability index®, ODI) & i >30% » “f 18483 F=> 70% ~
s RABLHS 3T g R FE> 200 5 A SF R - F LR 4 (herniated

?5‘\}“ 5% Rhk B% 3 TR F 482 (ClinicalTrials.gov) %= § S5k o

%L 4 i 4p #c (Oswestry disability index, ODI) & 327 A A2R ~ P ¥ 2 % p it 4 ~ B P 5~ 7
A v vz SpER A E (kG ) AR ER kB E 10 G e 0 FEFELA 40T 54
A fy & 5 £[29] -
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nucleus pulposus) ~ ¥ % ~ D R~ R E S F R EAHA s BES E /?}F‘ai
o -’,L—“Ff - 12 Farrington-Manning = /% = & tk » # > IE)C‘;’{ 90%:1; #F % R (confidence
interval, Cl) > ® Cortoss (2 4p#>t PMMA ‘e et f for it feft % 5 125% > 4 7
TGS AR & T engs 4 1 2011 e 58 3 Cortoss &8 PMMA 2 i vty 1 &
HAR PR AHEERR AT AERT B ABLA - LA F - AR
B o B 1A F iR RS RSB RS2 20mm T G HA <50 mm 0 H i
L3 ehE B 5 ODI # it A BAp PO AR B aF Aol o

m Py R Ho 256 4 0 Cortoss Efr PMMA & & & 162 4 qfr 94 4 o TinE L L
75.8 + 10.3 gk » =} 74% (189/256) > L3155 5% T H ¢ Cortoss ‘e & ¥
(p=0.0197) ** PMMA i} # 5 swé 2k s p5 (39.5% 245%) ¥¥ (p=
0.0004) F #a b cadd 5 % SLA i (16.0%*" 36.2% ) & T a T =4 (T-score)
& F -3.14 {--2.85 ¢ = %ﬁts}ﬁe AEE 6 1 12 R K 0 K 82%151'}% A E A3
B2 dT o AsmElau A sE et £ & (visual analog scale, VAS) 4 #c i 80 mm
fr 78 mm - Cortoss 2+ PMMA =5 f 5 caps 4 @& * bog 2> 2 5 5 90.7%F
86.2% » # »m;ﬁa B A% kB L 123%4 19.1% o kA © & F 4 F et
FAp g o4 B 34%4e 33%, Lamenddre SEBI S FApg &AL 12.3%
i 13.8% - + srsz,,\ o A 4% BB 0 £ 5 765% 0 79.8% 0 4wk f 1
AR 3 Eenin o <0 s S LL o X H RIAH S A E § 57%
Ef15 41K § T8%hE o

m  FokRELE (Cortoss 2 frPMMA 2 2 %73 230 + 1.29mL §-3.49 + 1.96 mLe

N ARG H SR TR AREE A S 564 (0391 194 ) frdd
(0283 144 2 ) BFE el O TIEEBFRF S 644 (0932 20~ ) ¢80
&~ (1.03% 20 »)

m R%EHF LG 22 )7 > Cortoss £fc PMMA 2 £ } 9.3% (15/162) v 7.4%
(T194) 0 s % tpiets TO X p 7= » A457 - k| re sk 2 o &
Flepen 234 £ ¢ 5 &5 84% (124/147) - 80% (70/87) = = 24 i ? g Bis;
AP R F R FRAE B EFERG B A H AR 2 B R
B FARBRE REAFHFEE o

m VASE g R (3424 ): Cortoss kfr PMMA #up}% TR A B
AMEEE A 79.6il3.8 mm f- 780+ 146 mm; ok i % 3 X > B EfESH
gut B S 62.5%7r67.1% 0 3 % 3B 7 0§ A2 A B> 57.6 mm - 48.4
mm > Cortoss % t* PMMA =% ¥ (p=0.0318) g% 4 % » * Cortoss 2 % (p
= 0.0395) #% PMMA = iny mpf; ED R 0 A u s 86.6%Fr 75% >
$OBY HI2BY W24 B hEEAS IS BApE o BRI 256
VI WEEHRLS ZFITER<SI2:F (207 4 ) 8£6>123F (494 ) & F %A 5 F
FTRERF<S6E (78 4 ) &>61F (177 4 ) kvt Rinf A 4518 chk Jf se L 2R
SRR ITERER LG BE

m ODI#acd A2k (%% 4= ): Cortoss ‘2 fc PMMA & & /o 5 ODI 4 ficeh
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M@é4§%&§%ﬂw
PR LR AR LA R T

AREZRAE 5 602+15.04-599+144; jisis % 133 % 12 B2 chwbsp e g &
Fewt A wipd 0 3 B RS S 24 B0 g > Cortoss E A % (p = 0.0299)
#PMMA & % > & B % 96.7%7 88.4% -

m F KGR % D Cortoss e PMMA e eh % et S 5 63.8% 0 B AR PR Rt
ik K 5 28.8%71r 33.% - "f Cortoss i 2 i+ A fr PMMA % 1 [t IR SR
Tl & (nerve root irritation) ¢t » ¥ & Jg & % 3 Cortoss =¥ 1 [t R ¢k
ﬁi*ﬂf% KR 1 I SHRE B AR (ster0|d) s JET4HR R » PMMA S AL
steroid #& 45 3 & 3 F g Ko T STk BT ERIKEOE R A G 0.14
mL F= 0.20 mL -

m EFE AR Y MBI AT R

m AT 4 2 F 37 1 Cortoss 4 PMMA & & 5 27.8% (45/162 ) fr 31.9% (30/94 ) »
PMMA . E’ﬁ g ik g A2 80%’rﬁ'ﬁp‘ AR FA AR RE el EPN K
$ 1L ARt AT § AT RAL A u g 7.4% (5/68) fr 22.7% (10/44) s
Sk ;? PR A R B 47 (OVCF) &% (s fenfa 4o sb il 5 Flis g F
Frfeant FEAE S 29% (2/68) v 11.4% (5/44)- 2 sir 1 &% 47> 2
Awm g F 47 112 = i Ao f%%ﬁ—‘r Cortoss 4= PMMA 373 4 %
Frewt F ik B L 17.6%4r 27.3% > PMMA 25 #F Hg$ o AT & 5 4 § 47
gt & ik A % 10.3%Fr 18.2% -

%\‘: IDE Fq‘%‘%}f&x ’I‘I"r—é'—-m)}/%‘ff'Ié ﬂb FIJ— ’%\'14

KR EfRES S (VAS) s F 74 % (ODI)
Cortoss PMMA ‘& Cortoss & PMMA &
A 160 93 162 94
A E 79.6 £ 13.8 78.0+14.6 60.2 + 15.0 59.9+ 144
72 -] ¥ 90/138 (62.5%) 53/79 (67.1%) - -
1:i¥ 91/135 (67.4%) 49/74 (66.2%)  126/137 (92.0%)  71/76 (93.4%)

1ip? 100/123 (81.3%) 61/72 (84.7%)  118/123 (95.9%) 68/72 (94.4%)
3 i 116/134 *(86.6%) 57/76 *(75%)  127/134 (94.8%)  75/76 (98.7%)
6 i * 100/128 (78.1%)  57/69 (82.6%)  125/128 (97.7%) 67/69 (97.1%)
12 #*  107/126 (84.9%) 56/66 (84.8%) 122/128 (95.3%) 65/66 (98.5%)
24 7 101/123 (82.1%)  54/69 (78.3%) 119/123% (96.7%) 61/697 (88.4%)
721 VAS 5 visual analog scale(4R4E %7+ £ & )eh¥E® 1ODI & Oswestry disability index
(F = 2 divdpdic) P35 H 5 * Cortoss ‘e Ap st PMMA 2 2 kg% £ 8 > p=0.0395 ;
7 Cortoss & 4p#3t PMMA 2 2 kg% £ B > p=0.0299 -

(2) VERTOS #2(2 ¥ )[28]: Osteopal V( Biomet Merck, Ried b. Kerzers, Switzerland )
+i5 A a4 = A7l i optimal pain medication

Voormolen % 4 (2007 # ) #2003 & 7 * % 2005 # 6 * B4 » 3 f%%rﬁuﬁﬂ% B
FREA R A 4T (OVCF) Jp 4 > 2 B HI > 6 el f Fi i &
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M@éA%%fé%ﬂw
%&}%#J;}iﬂ:, ”’“F"H‘
L AAZE 6 B Ao B A F S D). ng LEWHTIME AT &2 15%:
2). g ERid %‘*a‘wr‘v’ﬂ?ﬁﬁ&g 7 k%R (focal tenderness) ~ 3). # % & T-score i<
-2.0~4). FiagdrE BT PRk a‘fr%fg‘ﬁm?ﬁﬁxp F Bk # ~ 5). & #> 50
%’T#wav’i*ﬁ%z‘” I BEREY S EAoR R I g e R A o A RAE
TR R H A e/ ’ﬁigt}i‘;i‘@s‘é:gifnf%i SRR Bes R
g o L FHen 34 2 4 d bz v oRESs L R h S A fa il = A5 e (Osteopal V
w) fdo bR HEind e (OPM ) Eisf 2316 > OPM & d 154 Bed 7 5 S
AEBPRR BT g L Osteopal V iR o Ay the AP kA B S
B2 EE b dpdi % 2318 v3F OPM dm A g (crossover) ;o 0 suit
A7 E e &+ (intentionto treat, ITT) 4 47 &7 B

B T R340 4¢”‘1‘érﬂﬁp‘& » # ¢ Osteopal V % 18 ~ » OPM % 16 « -
34 5 A T 3aE# L T34 (A3 553 88 k) Lt 82% (28/34) #4&
@sé'r*%#fraiﬁ;"-&ﬂzi&% 32& (A3 138)i&8A%&T5% L5; 5k

R ERL 498 > 148 (4311 3% ) 8¢ Osteopal V ‘2fr OPM &
5 288fr2le > T32164 (1334) ﬂfrl.Z?fﬂ (12 2& ) jofaintl
1RATAT6D L5, ¢ 42l fofmal - 29 Osteopal V &3 #2343 F ik
OPM & % » & 5 89% (25/28) §= 62% (13/21) > inf 49 & ¥ » ﬁrz)i%ﬂjiﬁ
§ 12% (6/49)~ # Bt 22% (11/49)~ £ & & 65% (32/49) » 4= 4ok Jg 2% *
AL EE L 9% (3/34)~ i * paracetamol H i 32% (11/34) ~ & * 2La5 H %
g % (nonsteroidal anti-inflammatory drug, NSAID ) H 4 27% (9/34)~ & *
7 5 k74 A& (opiate derlvatlve) P 32% (11/34) -

m  Osteopal V & & @1 % kiR mi &’:H_E_ 232mL> ¢ 18 5 3.0mL 43
10mL 2 5.0mL -

m R LARR Osteopal V e de OPM s 5 i 45 £ £ (visual analog
scale, VAS) 2. T35t 5 71 m (A 5294 ) fc76 4~ (51104 ) ip
)%‘.é ¥ 1 X Apgotisf T 350 #icd 5 T % > Osteopal V e 4p i3t OPM e &g

PRI AT E o RISKF 23 S et EAEIHEFLE o AR
%mlé *kimkg (04 &7y &% » 1447 * paracetamol » 2 & 4 77 i#
* NSAID>3 &~ 4w * 5g5 mad &) iohwnTasfikizis i 194 (01 3
) el 7 4 (03 34 ) Osteopal V >t inkis % 12 fr% 278 F %A I
I‘é&ﬂg%ﬁ%ﬁb OPM it « (3% 242 )

PR AEFR R Osteopal V 4 OPM jechle fF-BIZsrs ERai %
( Roland-Morris Disability Questionnaire*, RMD ) 4 #iciz & 4 15.7 & (A0 %
34 ) f=17.8 4 (91 24 4 ) Osteopal V &>t inf is % 2 @ ehec 4 42/ b7 F

4

R w-Amard ERsk % (Roland-Morris Disability Questionnaire, RMD ) + § 24 3§ 38 p 11 3% 15 &
* 7 LR f)‘ ’&‘*i‘/‘éﬂa"éﬁﬂﬁ"“ FAEHLPINFRRIEECEFREF R LA FwER
EI’J? 0~ 7m/\ﬁ%?04>’* 285 > MOR AT R2AT AERE 24T T RESEER

R =%
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P EE A3 %—?‘?r‘%ﬁfﬁéﬁ =
FR AR AR LA LT
OPM 2% - (%0 4%=2)

m 2 AR sk Osteopal V e OPM e 1 an £ 2 /r'r'r'?fr‘g.%' (Quality
of Life Questionnaire of the European Foundation for Osteoporosis®, QUALEFFO )
45 60 4 (373864 ) 467 4 (383 864 ) Osteopal V iz 3t i 4 ¥ 2
Ferc L A EFROPM 25 - (554 =)

@RISR P16 = OPM mdm A ¢ 5 14 = f 23 8 & R AR S A

m  H% g Osteopal V & 2 i A ,,,r;gst,;a, 2B R A SRGE e B AT S
K AT ATE A ARG 3T o 1 = OPM e 7 5 A faf8 = 2500 5
o Ao BOEETHL S AT E ORI T JIEEE S Adr s P A L TR Al AT
AN EFSRE - R AEE L TF G FREZERFD -

# = VERTOS #5 ik % %

Osteopal V OPM ‘e Tiai  95% ClI

A i 18 4 16 *

AL v § 4 4 # (visual analog scale )

PRy 7.1 (5~9) 7.6 (5~10)

SR AR 1R 4.7 (1~8) 7.1 (5~10) 24  -37~10
AR A e B E -2.3 -0.5 -1.8 -2.9~-0.8

SR A E 2% 4.9 (0~10) 6.4 (3~9) 15 -3.2~0.2
AR A e B E 2.1 -1.1 -1.0 -0.5~2.5

Wgg # g % k. (analgesic use )

L 1.9 (0~3) 1.7 (0~3)

SR SR 1R 1.1 (0~3) 2.5 (1~3) 14 -21~08
B AR SR RN R - h -0.8 +0.8 -1.6 -2.3~-0.8

SRS E 21 1.2 (0~3) 2.6 (2~3) 14 -2.0--08
B AR SR RN R - h -0.7 +0.9 -1.5 -2.3~-0.8

R pF-BmEArd SR % 4 #K (Roland-Morris Disability Questionnaire )

i 15.7 (8~22)  17.8 (9~24)

SR A E 2% 13 (3~22) 18 (9~23) 5 -84~12
B e 4 e B (%) +19 -2 21 0.07~0.35

R ER L ST R A K

( Quality of Life Questionnaire of the European Foundation for Osteoporosis )

e 60 (37~86) 67 (38~86)
R 1B 2 1k 53(28~79) 67 (40~88)  -14  -24.7~-3.4
AR 4 (B B -6.8 -0.7 61 -10.7~-16

3L : Cl 5 confidence interval ( 7% #f % ¥ ) maﬁﬁ, o

5§ Fenklr 2 B 5 F € % (Quality of Life Questionnaire of the European Foundation for Osteoporosis,
QUALEFFO) £3- 4138 > v 2 2 A% (53) s e (173) A ¢ xan (74) FHEEp
Fokw (34)~ By (948) EF A de » BXAA3 031 1004 - 04 5 & & Kkm100 4 3
ﬁxa‘%’}% e B W LR X mA R P ¥ 2 5E % # (activities of daily living )~ 2 o ¥ (jobs around the
house ) ~ # # (mobility) %= B & » o
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2. (WaSEHFEL 510K H WY FE R
ARATASYTF Y ERBIOK T EFEME S EFFRARZAS B2
We + 9 & A &KL R F4p %2 (substantially equivalent) - ‘5«
PHFRERF LSS GF3Y 42 ) 4MASY § 379452 510K 42 - 4
v 2 3E 3k R TRA AT Y r‘ﬂ&?ﬂfr;ru
»  “Teknimed” Spine-Fix[30] : — 75 7% § 4 45 113 g £ jiFis 24 1 7 ch3F 15 » 100%
g A AR G ATIS R A 0 AT m A NS G R R T AR SdER A RAR G
AFAPEEF R EHPIHE A= o
m  “Orthovita” Cortoss[31] : 7 #7421 500 ¢+ (43 BF 7 ©® ) cfRAET Y o b4

B %1295 40 B 5 4 ek HALAT 5 o 256 (s A SERE A RS 5 o s B 8
B oentRie sk | AR A IAZE 300 A g Y e BREEAT Y o A

E&]\%’—’gﬂw

e ARAFARVEIRNSEELFRL

SHE e E EH o ARG B T

3 o

510(K) =4p B 7 L

3F =X A B C D
R4 CHAI AR | “ERE R S 51R REVY RE | PR E
RN A5 R Kk 2rh B AR &M
493 “Teknimed” F20 | “Teknimed” L
“Heracus” Polymethylmet | Spine-Fix “Orthovita”
Osteopal V hacrylate Bone \ertebroplasty Cortoss Bone
Bone Cement Cement Bone Cement Augmentation
Material
] 1 R/ Heraeus Medical | Teknimed SAS | Teknimed SAS | Orthovita Inc.
A R GMBH ERES| RS iR
B
510(K) %% | KO50085[32] K103433[33] K043593[30] K080108[31]
AL p 2 2005 & 9 * 2011 = 1 » 2006 & 3 * 2009 # 6 *
e substantially substantially substantially substantially
equivalent equivalent equivalent equivalent
tp ¥ |24 & | Osteopal P KYPHX HV-R | Spineplex
(Heraeus Bone Cement, Radiopaque
Kulzer GMBH MODEL COIA | Bone Cement
& CO. KG - (Kyphon, Inc. - | (Stryker -
K030903) K041584) K032945)
Spineplex® Spine-Fix
(Stryker Corp. - | Biomimetic Bone
K0032945) Cement

(Teknimed -
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BN A B D

K043593)
Staxx Fx System
(Spine Wave -

K053336,

K063606)
Confidence High

Viscosity Bone

Cement
(Disc-O-Tech -
K060300)
(=) ZRFREZFTH
%ﬁm#%m#$$¥ 1050036154 552 2 iz Tl » B Y fafial* 2 F 13

A

g/ﬁa’s? ) q-ﬁ);l—'Q ’F;DF]

1 Irani % & (2005 & ) e & tea-4 4 Fan S AR 8 1 45 0 & 47 2 [34] -
K RPN FRBOEAAFRSTEERR P F KR ofp et & 24 o

2. Voormolen & + (2007 # ) % % VERTOS #&[28] s % » 353 2484 = (=)
JE R K

(z)~  Frswm

1. %2 2016 % 10 % 9 p ik »3b4c £ X 2.2 Pﬁl%yfi,}i’lnf%,ﬁﬁ(CADTH) /5?-/’1'%5
)%Pizz};;;ai B¢ (MSAC) T MR it EREL 42 712 (NICE) & & &
F A FRREARATRELSEGER T o BN (FAEGE) TR
1248 < §4 ;7 ¥ (Prostheses List)fc§* 7 Cortoss & & o AT R 5 Stryker Australia
Pty Ltd > 22ttt Ak - R2 A & Mp7H &2 & F e S} B4 - 1

R -

AR e ﬂi%ze PubMed ~ Embase ~ §= Cochrane Library & + < )*J< pofd BT
oo ER 238 4P F&Nﬂ”“ s A )t i Cortoss ok ik fr PMMA # -k & (IDE Fé%:)
Osteopal V # -k ik frd g% 7 * & (VERTOS :#5% ) g safok 2> WA T i@
* IPMMA # -k ik 2L T F B 2 5 VERTOS #2518 * o Osteopal V # -k &2 &
EREFAS I RDAE R -

(1) IDE 25 (24 7 ) 5259 ocdh s 59 o v 4 10 S B A IR i PR TRk 285
v i Cortoss F -k iE fo PMMA (SPINEPLEX) # -k ik % jists & 24 B 0 eh% >
Pt o 5T VAS R oK re L /2R fo ODI # i se L A2 B >0 24p g o F
kiR eh i Fdp g Cortoss e PMMA moyists 374 4 F 45 iz B 5 27.8%
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Eﬂ‘@/z nggr%ﬁo%?“l "~
F R HGE GAF AT R A
(45/162 )= 31. 9%(30/94) WiTa g A et xR 5 10.3%4- 18.2% -
(2) VERTOS g (2i%) % MrFHmawmw#w@M BT 0 RS
Rfﬂ%ﬁ's\%w(n% * OsteopaIV % - J\,f» fmé‘;z\/ﬁa AZERBRERELREISR
ik o BRE TR 20 5 B VAS B ARR SR EAE I F L
2 Osteopal Vst ngkis s 22 ”ﬁ* 4 EHacilfR (RMD %) &
FREGLERERES 2 EERT (QUALEFFO R %) scd 42K 7 F o
Osteopal V 355 14 % 2 SR G Bt b iy ¥ /R B F 45 o
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1. S ﬁ <

52016 # 10 * 11 p » fede £ < B X ?% B LT %#;(Canadlan Agency for
Drugs and Technologies in Health, CADTH) = B % F - 12 " Bone Cement -

" Polymethylmethacrylate Bone Cement | ~ ' Vertebroplasty Bone Cement ;| ¢ " Osteopal
V Bone Cement ; i3 B4t h39 - A @& A= 52 # kR T “TEKNIMED”  F20
Polymethylmethacrylate Bone Cement ~ “Teknimed”  Spine-Fix Vertebroplasty Bone
Cement ~ “Heraeus” Osteopal VV Bone Cement ~ “Orthovita” cortoss bone
augmentation material | 4p B 2_ =L 3R 2 -

2. @

52016 # 10 * 11 p > 1,_/4'*3/['%1%‘PR712~FP %34 A ¢ (Medical Services Advisory
Committee, MSAC ) = B s F » 4 w2 " Bone Cement |~ Polymethylmethacrylate Bone
Cement ;~ f= " Vertebroplasty | iT 5 M43 43 > A A EAPM 2 P HTHHFL A 5% °
¥R "'%%ﬁ 85 B 44 (Medicare Benefits Schedule, MBS ) #3:9 > » A F EAp B &4
AP0 SRTE o AR GEA IR R T o e i E (Prostheses List) % A %% 2
i Specialist Orthopaedic # & ¢ - %53 M ’é‘* 7J< FeoeAp B TE B A M R
(minimum benefit) > § . d /B% §174 ~ 1 2% §500 ~ 5 4p b 530 & &0 i P
[23] -

3. ER

%2016 £ 10 * 17 p > #0&F & R F 74t B FRE A 4287 7 e (National Institute
for Health and Care Excellence » NICE) =B % F » 4 %12 [ Bone Cement | -
" Polymethylmethacrylate Bone Cement | ~ §= I Vertebroplasty | 1= 5 B 4t5 434 > &4
JE 2013 & 4 » = £ 2 T Percutaneous vertebroplasty and percutaneous balloon
kyphoplasty for treating osteoporotic vertebral compression fractures (TA279), sft 3k
?ﬁﬁmm’wwﬁ—@ﬁiﬂ%%ﬁ’wwﬂﬁ*i%ﬁW$%ﬁ
( vertebroplasty ) ~ & %8 % i #F ( Kyphoplasty ) - £ % JF ¢ 2= (optimal pain
management) FAER A (AR itk Kfﬁﬁ-‘re%) T IE RvR R AL EEG 0 om 2Rt

LS 1% i V2 gl rﬂwsbﬁ, Tt Lo &7 ;ﬁrﬂL

4. B W FppHEi AL HER

%2016 # 10 * 17 p » 4 %2 TBone Cement  ~ " Polymethylmethacrylate Bone
Cement |~ v " Vertebroplasty | 1% = M 425 0F Gkt E 4 £ f € (Scottish Medicines
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. v S
MBI A FER L% o
5K . 3 > L 4 P 4 =Xl
Pg'}%ﬁli}ile'p A A T
Consortium, SMC ) Jrgkte i B 7iE B PRi% % 5L (National Health Service for Scotland,
NHS Scotland ) > 4zk» A @ ApM 2 =GR N L HHR T -

()3

=

B AT D MY
A3 3 * & CRD/Cochrane/PubMed & + FRL R 2. & 2 3P 4o !
7T PICOS Wi HFIER > THF G L A ERATFLHEET L5 4 H

(population) ~ i = i (intervention) ~ J »<¥t B& 5 (comparator ) ~ 5 % 2| £ 45 1
(outcome) % 7= 3 & -2 2 2 (study design) > H 3&F if 2 I 4o

Population S~ % 2 © patient with vertebral compression fractures

BEEE AR

Intervention | vertebroplasty or kyphoplasty with

“Heraeus” Osteopal V Bone Cement or

“TEKNIMED” F20 Polymethylmethacrylate Bone Cement or
“Teknimed” Spine-Fix Vertebroplasty Bone Cement or

“Orthivita ” Cortoss Bone Augmentation Material

Comparator A% L

Outcome --

Study design | costs and cost analysis

% P+ it 2. PICOS - i#% i CRD/Cochrane/PubMed % <~ }I?e?a‘:i& » 3+ 2016 & 10

5 18 p » 12 (bonecement) #i i M4t B (FHOFH 5 HFH Tk FA S o SRR

FERFL > FEene o & 5L+ )00 (vertebroplasty ) 7 fi %8 & & i
(kyphoplasty) = & »c g 247 » A F LR EBE KR A S DEAGER 2 ko

(Z) ERF B2 3 hokg A
EREAREAFRE L S ARFEL TR

() M35
B EA PR PN R R R R AT

L ABFREHF AP (1T GHEHRE A)
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!
aﬂ‘%
b
(2
-nu\
.‘3
U-l “,_\ A«‘i\-

EHE AR &(NZ&)E¥
HEREHG R HHERET 95 L
lﬂo

2. Hfed 0P (0T AEERE B)

B H BN -k (102) 3517 LR 5 480 4 T 900 4
At l% RN 4’3"]{2“&&#’ * %5 17008 1 32008 -

3. KM PGNP (0T ELHES C)

E%hE Cifls ¥ - 'i%i'n%?‘ﬂt]p1%04425m‘”'“f@¢ﬁ¢
SE o BHERS Y 952900 1 4900 F o

4. LEEEHAET AP (T HEEE D)

\¢

EHREDFRH-E (102#) 257 E@* A HGE 480 4 > LEREHH
FEoOEHEAFT 9531005 1 6200 F -

d st fif??iijﬁﬁ.fﬁ—i MRSy AR RSN AE I H R WP
PERERERZEY A RNT £ AL EIEEG LM F AT TS
ATFHIHFL LR 12:'#%\‘\@;] 104 & 11 * #Hrritfl & ﬁvpv“:j gvi‘ Fwmdeiz o T4
BEEEH L B AL BRI P - R EIE (T USSR ) BT EH
S o

FEREFEL PR
wF F F ¥ % 020591 5 FAIST wmErEEARE KR
#F F BT 5 024056 5 CEALET AR A kR
wEF BT ¥ 021578 5L ‘R ET FET KR
wEF BT ¥ 021578 5L “Bods T @ T O AR & B
i s i B B A F4cT

T T L MFEE B N E2 TR L ATHM R o

PHEEHE D AEL 5 104 £ 11 0 BFAAH P S 7380 € kAT nS R e
AT T ALRE 2013 £ F E';‘Eﬁ A TR RS

(1) @HEEFAE 2013 &7 F§F 4 Hh o & 754 f290 25 (33126B v
33127B) ¥ £ #c¥F 455 4 0 K F 284 £ L fa ¥ pEi 45 (ICD-9-CM
73313) ~ &L F e i (ICD-9-CM 733) fr (ICD-9-CM 805) 3 %745 -
,j_tb%i:}fﬁ AP B FEZ F R B AR (ICD-9-CM 198.5) & § 4 & &% oo
Fih s PR G A pILEE 3T (ICD-9-CM 733.13) &7 %748 » Tt » Bk it
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AR A FES A
FRA R AR LA AT
G R A 4 ¢ 0§ 62% 5 B A e il il ¥ 47
;;1;3 A o
(2) FExEHEH101E (2012) = 104 &= (2015 &) m-‘?ﬁé 0 A
33126B g & = & F 5 16%33127B 4 & = & F 5 18.6%- & w12 33126B
fr 33127 i F K FHa B > ARF-ELFT EfG Y HFFLEHS
14,400 3 30,400 # - 33127B A k% - &1 %7 EFff Y S 4400 23
10,400 i » 33126B {r 33127B ¥ 4 € % 5 18,800 © 3 40,800 i o
() B Efop b Ferild et ¥ 37p 4 R G AR S A
62%  AHF WA AT - E2 T EPLLEHRFHERYZ 11,700 2
25,300 i o
(4) d g “*H gt wg ip M hlicdy P KRN @A R RIS 0 BTG T
Lk = Z_ja 48 F F7i& 7 33126B = 33127B m}ﬁa AL IER

ZEES T L x;;af».,u:k 5 - e AEEYEIE 0 2 104 & 110 B g kiR A
HeEddin » A RS- FXT 5T & AR FREEY 95 11,700 £ 2 25,300
o REEML NS 220 H~ 1 481l /o o
R RS RERFHRIEDTA 101 £ 1 104 £ 5331278 %5 £ #c ik 33126B
128% 3% 30% > T35 5% 28.85% o 12 33126B 4F & = £ F K5 16%4n T 0 Ak
- F I %7 & §EP5’£‘.{- 7% 14,400 #* 1 30,400 i > %73 2885%&:’17};“ ¢
TR S S R A s At B S B RhRE T 0 33127B hE -
#3357 F? 595 4,200 * 1 8,800 i - 33126B {r 33127B i ¥ F £ 4
& 18,500 i* 3 39,100 i* - K Bty ® & F Fanfiag & ofp ¥ A1 4 a2
SR H62% Ak F - EFI 5T E P ELHRFEDEHY L 11,500
%3 24300 i > EiREFEHL L 218R <% 461 H~ o

20/38



10.

105SMD08010_0 00000000

PAREFGESLEEIED 2 L HHREL PR ERAHING S 16 (104 =
9 )¢ ki i FAARTIINY & B e ¥
http://www.nhi.gov.tw/Resource/webdata/29472_2 10409%e5%85%b1%e6%93%
ac%e6%9c¢%83%e8%ad%b0%e8%hb3%87%e6%96%99 %e9%99%84%e9%8c%8
4.pdf. Published 104 & 9 " . Accessed October 28, 2016.

TA279 Percutaneous vertebroplasty and percutaneous balloon kyphoplasty for
treating osteoporotic vertebral compression fractures. National Institute for Health
and Care Excellence. https://www.nice.org.uk/guidance/ta279. Published 24 April
2013. Accessed October 28, 2016.

Issues in Emerging Health Technologies: Percutaneous vertebroplasty: A bone
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“Heraeus” Osteopal V Bone

CHEFLE LR AR KR
“Teknimed” F20
Polymethylmethacrylate Bone

“ASEVFHE LR
“”Eleknimed” Spine-Fix
\ertebroplasty Bone Cement

“REE LBV 42 AR A & HOR
“Orthovita” Cortoss Bone Augmentation
Material

Cement Cement
# % 26 gm # & 25.8gm # & 21 gm Ry = A
R APHELT fia methyl B AR T fg poly methyl | BT AP H LT Ay methyl B Ad a7 AP Gk

polymethacrylase 14.2 gm

¥ F 1Y ¥ 7 fig benzoyl peroxide

0.1gm

= ¥ i 42 zirconium dioxide 11.7

gm

methacrylate 19.2%
F L% & R methyl
methacrylate/styrene copolymer
35.3%

% 1Y ¥ 7 fig benzoyl peroxide
0.5%
= % i 42 zirconium dioxide 45%

polymethacrylase 64.4%

#F§ - ¥ 7 fg benzoyl peroxide
0.6%

Frfie 42 barium sulfate 25%

% ¥ ##% F hydroxyapatite
10%

bisphenol-a-glycidal dimethacrylate

gpmac i AU kA G
bisphenol-a-ethoxy dimethacrylate

= 7 A Y Pk = 4 B3 fia triethylene glycol
dimethacrylate

C R AT i
dihydroxyethyl-p-toluidine

&5 ¥

benzoyl peroxide 98%

2-53-4-" § X7 ¥
2-hydroxy-4-methoxy-benzophenone

2,6-= % = 7 A% 7 A butyl hydroxyl
toluine
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“Heraeus” Osteopal V Bone
Cement

“HPLECILAR A AR KR

“Teknimed” F20
Polymethylmethacrylate Bone
Cement

“ASEVFEE KR
“”Eleknimed” Spine-Fix
\ertebroplasty Bone Cement

“REE LBV 42 AR A & HOR
“Orthovita” Cortoss Bone Augmentation
Material

e kg 10 mL

P AR ALY g methyl
methacrylase 9.2 gm

FEF T g T ¥ N-N
dimethyl-p-toluidine 0.2 gm

%8 9.2 gm

P AR LT g methyl
methacrylase 99.3%

BEx B AHE? F%<N-N
dimethyl-p-toluidine 0.7%

¥ ¥ = = hydroquinone 20 ppm

48 9.2gm

7R T fa methyl
methacrylase 97.6%

BEx T A%i=? F9%=N-N
dimethyl-p-toluidine 2.4%

¥t ¥ = @ hydroquinone 20 ppm

A

B SRR AT AN T LT3 14 £ silane
treated combeite glass-ceramic

B % R 40 AR R e B 33 silane
treated baria-boroalumino-silicate glass
R B 2 B 52— § i silane
treated amorphous silica

b AR A
methacryloxypropyltrimethoxysilane

< AE 44 low viscosity[37]

According to ISO 5833 standard,

the temperature can be as high
as 95 °C[37].

® %E4+ medium viscosity[38]

< ZE 44 low viscosity[39]
24 M4 low exothermicity[39]

minimal exothermal, and monomer
release[40]
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BN “’?ﬁ-‘;‘-%ﬁ/ﬂ\%fé’iﬂ/t‘ g S 7 H Rt & ?if}a‘;/ﬁ_
A B %5 E’?ﬁ;] F % 020591 & i T e Heraeus
Fﬁp? FEHF RI2P * A ﬁa’fri}i"‘f TR R S AT R Medical
“H A ’\”@\ﬂﬁ';}i' (20 AN g g fERfey “f%M"'F” (B R F R ) xR GMBH
“Heracus” Osteopal V Bone Cement ZERRE 3 L el X | R I 1R
SAEW AR LR T AEfoRiZ 0 v XA s
B Betenp o (bldod TendlE ~ 9B S0 B R/ )

B | # ¥ F F#F % 024065 5 AT AR A f R 1S 0y A ) ki PR Al 32 | Teknimed
Ffed g AP A TR R A RIS 377 * EEi%E ~ | SAS
CHFLETILRE S AR KRR U % ¥ (L gR)  2EE Iﬁi% (EHERE -~ FER) | 2R
“Teknimed” F20 Polymethylmethacrylate Bone Cement | 35142 o

C | % F E3F % 021578 51 A S Gk A KT 4 om R 375 & 7 A & 254 | Teknimed
A A FAU G A (Vertebroplasty) & {&48 4 i+ ( Kyphoplasty) B> # >t 23 | SAS
“H R EVF HF KRR A ALA AL F R T o1 ¢ FIF Faiim LR (e | 2R
“';leknimed” Spine-Fix Vertebroplasty Bone Cement = ¥ % hemangiom) & E 'R (4of# 4% E metastatic

cancers # ¥ %% myeloma) m i3 = & g g+ HFREF I

D ¥ % B?r?is?] F % 022256 % A EARE NS A el %hfﬁ E T dE i b S ALE #F¢ F | Orthovita
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“Orthovita” Cortoss Bone Augmentation Material
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“#8"% fus + £ (HFBO)

4 |FBAO11103N6A |"AAP BIOMATERIALS" HI-FATIGUE BONE 00112012001 |£ 420| & AP [ E B4 E H 027626 5
CEMENT(HFBC)-20G
R At ¥ kik (HPBC) 00112022001
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1 |FBAO110001 |+ % #+" 2§ # P F-K|B" AR F 7 fig polymethyl methaccrylate 15% |7 A 5 5 B¢ ¥ fis methylmethacrylate 97.4%
H1 ik F ¢ % = B4 methyl methacrylate/styrene g AT ¥k
SURGICAL SIMPLEX P | copolymer 75% N-N-dimethyl-para-toluidine 2.6%
"HOWMEDICA" Frfie 42 barium sulphate 10% ¥ ¥ = p~ hydroguinone 60-90 ppm
2 |FBAOL110IN|"& £"R &€~ + K& ¥ |F [ AR B fm-F2 FIRED " AR CFELT g E # methylmethacrylate
Z1 KR poly[(methyl methacrylate)-Co-styrene] monomer 99.25%
"ZIMMER" OSTEOBOND | copolymer 87.5% ¥ B AH =7 F 9% N-N-dimethyl-p-toluidine
COPOLYMER BONE #3F 1 F 7 fgbenzoyl peroxide 1.2%-2.5% 0.75%
CEMENT 40G/20ML Frefié 42 barium sulphate 10% % = f= hydroguinone 75+10 ppm
3 |FBAO11102N|"& 2"RE & » 3+ R &5\ ¥
Z1 Kk
"ZIMMER" OSTEOBOND
COPOLYMER BONE
CEMENT 40GM
4 |FBAO11103N ["H#"% 44 ¥ -k ik [P AP FELT fa-F ¢ R & 4 poly[methyl " AR ALY g methylmethacrylate 99.35%
6A (HFBC) methacrylate/styrene] 58.75% BEF BT AT Tk
"AAP BIOMATERIALS" " A Yifa-" A[ %k ? fig poly[methyl N-N-dimethyl-para-toluidine 0.65%
HI-FATIGUE BONE acrylate/methyl methacrylase] 28.15% ¥ % = fi= hydroguinone 60 ppm
CEMENT(HFBC)-20G |- % i“ 4 zirconium dioxide 12.24%
5 |FBAO11104N |"H:#"% #1+ ¥ kik #8 ¥ 1 ¥ 7 fig benzoyl peroxide 0.86%
6A (HFBC)

"AAP BIOMATERIALS"
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6A (HFBC)
"AAP BIOMATERIALS"
HI-FATIGUE BONE
CEMENT(HFBC)-80G
7 |FBAO11112N|"& £"# * -k ik 7 i% san 4 & 4 radiopague polymer powder | H 8% 2 monomer liquid
Z1 "ZIMMER" BONE
CEMENT
8 |FBAO11200A |"% 55 27" <Ak ¥ Kk R AR GET g 88.27% TARCFEET fr 99.10%
2Z CEMEX RX 40GM WwECFYAR2.73% By B AH=? $5%<090%
Frifie 42 9.00% ¥ = f 75 ppm
9 |FBA011200S |"% 5k 27" XAk 4 ¥ KK BT AP FRLT fia 85.00% PAR T fg 98.20%
2Z "TECRES"CEMEX XL WE ¥ 9 fE3.00% BEx BT AT % 1.80%
Frpe 4R 12.00% ¥E- [ 75ppm
10 |FBAO0131050 =g &g & =50k BT AP FELT fa methyl methacerylate polymer |7 2k 5 “f it ¥ fig B 42 methyl methaccrylate
CM CRANIOPLASTIC 79.6% monomer 95.05%

"DEPUY" (2PKG/BOX)

A

F ¢ % & B 4~ methyl methacrylate/styrene
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11 |FBAO0131280 |&f ff & 25~ copolymer 19.9% monomer 4.28%
DP CRANIOPLASTIC W3 1 F 7 fgbenzoyl peroxide 0.5% ? 4 ® ¥ dimethyl p-toluidine 0.67%
"DEPUY" (POWDER ¥ ¥ = B hydroguinone 20+5 ppm
30G+LIQUID 16.17G/20 » 7 ¥ # ¥ = 4-methoxyphenol 12 ppm
k)
12 [FBA0131220 j\ AT EARE & |7 AR HET Ay polymethylmethaccrylate PR ELT g methylmethacrylate 99.10%
4T A58 R 84.30% % BT A7 F 9% N-N-dimethyl-p-toluidine
"TECRES" MENDEC Frfik 47 barium sulphate 13.00% 0.9%
CRANIO W F it ¥ 7 fg benzoyl peroxide 2.70% ¥ ¥ = B hydroquinone 75 ppm
13 |[FBAO133CM "+ § " ¥ -k ik BT AP AL g 86.70-88.85% TARCFET fg 97.5-98.50%
WDP "DEPUY"CMW BONE Frfic 42 9.10-10.00% BT Ay ¥ <15-<25%
CEMENT(# & +/%%8) |i#%3% ©* ¥ 7 fg 2.00-2.05% ¥ ¥ - 75ppm
14 |FBAOLER307|"% %" %4t m 274 -Kik  |B7 A[ % pL? fig polymethyl methaccrylate P AL T g methylmethacrylate 98.00%
DP ENDURANCE BONE 67.05% % BT A7 F 9% N-N-dimethyl-p-toluidine
CEMENT "DEPUY" F ¢ % & 4 methyl methacrylate/styrene 2.00%
40GM WITH 18.88 copolymer 21.10% % = fi= hydroguinone 75 ppm
LIQUID Frfik 42 barium sulphate 10.00%
#5 % 1 ¥ 7 fig benzoyl peroxide 1.85%
15 [FBAOIHVO04 "% %" i %&¥ Kik TARET ffo? AR Ha R R E 4 methyl |7 A[ AT fia methyl methacrylate 97.50%
O0DP "DEPUY" SMARTSET HV| methaccrylatemethyl acrylate co-polymer 84.0% |8 % & © L %= 7 % 5% N-N-dimethyl-p-toluidine

BONE CEMENT

= % it 4 zirconium dioxide 15.0%
8% 1 F 7 fig benzoyl peroxide 1.00%

2.50%
% ¥ = i hydroquinone 75 ppm
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1. PubMed = px R B 30&F ok 2 ip % (30& p 22016 & 10 * 31 p )

Search Query Items found
#3 |#1 AND #2 34
49 Heraeu§[AII Fie_lds] OR Osteopal[All Fields] OR Teknimed[All Fie!ds] OR F20[All Fields] OR Spine-Fix[All Fields] OR 785

Orthovita[All Fields] OR CORTOSS"[AIl Fields] OR cortoss[All Fields])
#1 ("bone and _bones"[l\/_IeSH Terms] OR ‘_'bone"[A_\II Fields] OR "bones"[All Fields]) AND (cement[All Fields] OR 15309
(augmentation[All Fields] AND material[All Fields]))

2. Embase ~ jk FR B HOF Wergr i (&F p iy 12016 # 10 % 31 p )

Search Query Items found
#4 |#1 AND #2 AND #3 51
#3 |vertebroplasty OR kyphoplasty OR cementoplasty 6019
#2 |heraeus OR osteopal OR teknimed OR 20 OR 'spine fix' OR orthovita OR cortoss 1777
#1 |'bone'/exp OR bone AND (‘cement'/exp OR cement OR (augmentation AND material)) 20456

3. Cochrane @1,;%?;1@&4%26 Wewkpr s (xp g 12016 %10 31 p )

Search Query Items found
#3 |#1and #2 3
#2 |Heraeus or Osteopal or Teknimed or F20 or Spine-Fix or Orthovita or Cortoss 93
#1 |bone and (cement or (augmentation and material)):ti,ab,kw (Word variations have been searched) 991
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- Minimum
Billing . . .
Code Product Name Description Size Beﬂeff,t

(iB%)
06 - Specialist Orthopaedic
06.03 - Skeletal Reconstruction
06.03.14 - Bone Cement
06.03.14.01 - Cement only
Heraeus Medical Australia Pty Ltd
HKO0O05 |Palacos or Palamed [Single mix PMMA 409 $174
bone cement
Johnson & Johnson Medical Pty Ltd t/a DePuy Synthes
DP107 |CMW Bone Cement |CMW Bone Cement Various 20,40 ($174
without Antibiotic grams
DYQ097 |Vetebrplastic Cement|Vetebrplastic cement One size |$174
only
JJ609  |Vertebroplasty Vertobroplasty System 11cc $174
System
JJ932  |SmartSet PMMA bone cement 20 to 409 |$174
Medtronic Australasia Pty Ltd
MC984 |CD HORIZON Fenestrated screw cement - High |20g $174
Fenestrated Screw  |viscosity, radiopaque, PMMA powder,
Cement bone cement 9g vial
Orthotech Pty Ltd
OH166 |Mendec Spine Bone Cement 209 $174
sterile
powder /
9.4g
sterile
liquid
OH526 |G21 Bone Cement |Bone Cement - std and low 20-60g [$174
viscosity
Scientx Australia
SX051 |OsseoFix+ System |Radiopaque bone cement 10gm, ($174

vertebroplasty system, including
mixing chamber, cement delivery

11gm,
13gm
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Billing . . .
Code Product Name Description Size Beﬂeff,t

(iB%)
gun, extension tube, cement
delivery cannula and targeting
needle.
Smith & Nephew Pty Ltd
SN667 [Versabond Bone Methyl Methacrylate Methyl 409 $174
Cement Acrylate Copolymer,
Methylmethacrylate
Homopolymer, Supplied as
Powder (copolymer) and liquid
(monomer) in an ampule
Stryker Australia Pty Ltd
HW322 |Surgical Simplex P [Polymethyl Methacrylate, Styrene |40 grams |$174
Radiopaque Bone  |Copolymer, Barium Sulfate
Cement
HW538 |Simplex HV Simplex HV is a fast-setting Thereis |$174
acrylic resin for use in bone only one
surgery. Mixing the two separate |size.
sterile components produces a Powder
ductile bone cement which, after |Compone
hardening, fixes the implantand |nt 40g,
transfers stresses produced during [Liquid
movement evenly to the bone. Compone
Simplex HV cement powder also |nt 20ml
contains insoluble zirconium
dioxide as an X-ray contrast
medium. Simplex HV does not
emit a signal and does not pose a
safety risk in a magnetic
resonance environment.
HW579 |Ava-Tex Radiopaque |13.8g Barium-Polymer Powder & |12mL  ($174
Bone Cement Kit 6ml Liquid Monomer (part No.
BCPMO003
SK458 |Simplex P Speed Set PMMA Bone Cement 409 pack $174

35/38




1058MD08010_0 00000000

PAR: A FESAKY S
R A A A
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Code Product Name Description Size Beﬂeff,t
(iB%)
Bone Cement
Surgical Specialties
SQ095 |Synicem bone High and Low viscosity 20g-10ml $174
cement 40g-20ml
60g-30ml
WILLIAM A COOK AUSTRALIAPTY LTD
WC145 |Osteo-Firm Osteo Bone cement - Osteo Firm |One size $174
only
06 - Specialist Orthopaedic
06.03 - Skeletal Reconstruction
06.03.14 - Bone Cement
06.03.14.03 - Cement with Complex Delivery System
Johnson & Johnson Medical Pty Ltd t/a DePuy Synthes
DP446 |CMW Bone Cement with vaccum 40 to $500
mixing system 100g
JJ582  |SmartMix Bone Cement with Vacuum 40 to $500
Mixing System 100g
JJ736 |Confidence Spinal |Spinal Bone Cement PMMA and |5-11cc $500
cement system Percutaneous Administration Kit
SY429 |Vertebral \ertecem, Traumacem Cement, |21gm $500
Augmentation and Viscosafe Mixing System
Lifehealthcare Pty Ltd
LH533 |High V+ Cement PMMA Cement including 20gm $500
with Delivery Kit Delivery Kit
Orthotech Pty Ltd
OH503 |G-21 Radiopaque Radiopaque Bone Cement for 10-20g $500
Bone cement for \ertebroplasty — high and low
Vertebral viscosity
Consolidation +
V-Kit 06
OH525 |G21 Bone Cement + [Bone Cement — low & std 20-60g $500
Delivery System viscosity
OH171 |Mendec Spine Bone Cement 20g $500
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Billing . . .
Product Name Description Size Benefit
Code T
(@:3)
powder /
9.4g
sterile
liquid
Stryker Australia Pty Ltd
HW577 |AVAmMax Radiopaque bone cement system [11G & $500
13G
HW578 |AVAmax Plus Radiopaque bone cement system [11G & $500
13G
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CRD 20161018 #1 (bone cement) IN NHSEED, HTA 17
Cochrane 20161018 #1  "bone cement":ti,abkw in Technology
Library Assessments and Economic Evaluations
(Word variations have been searched) 40
PubMed 20161018 #1 (vertebroplasty[MeSH Terms]) OR 1,826
kyphoplasty[MeSH Terms]
#2 bone cement[Title/Abstract] 4,481

#3 "economics"[Subheading] OR
"economics"[All Fields] OR "cost"[All
Fields] OR "costs and cost analysis"[MeSH
Terms] OR (“"costs"[All Fields] AND
"cost"[All Fields] AND "analysis"[All
Fields]) OR "costs and cost analysis"[All

Fields] 685,768
#3 #1 AND #2 AND #3 12
Embase 20161018 #1 ‘'bone cement' 13,351

#2 'cost effectiveness'/exp OR 'cost
effectiveness' OR 'cost utility'/exp OR 'cost
utility' OR 'cost benefit'/exp OR 'cost
benefit' OR economic AND

(‘evaluation'/exp OR evaluation) 58,162
#3 'percutaneous vertebroplasty'/exp 5,175
#4  'kyphoplasty'/exp 2,265
#5 #3 OR#4 5,175

#6 #1 AND #2 AND #5 11
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