A

105SMD06009_ OO0 000000000 0oOooooobooobooooo
CLEES £ X511
D

Center For Drug Evaluation
55 ) BE 55251 b33 (HYJOINT Plus
SYNOVIAL Fluid Supplement)

%S — 83 B & v bR (HYVISC One
Synovial Fluid Supplement)
F R RS
TEp A 2R RGLAERE-EHEY | THEER
A 1. A EF 4% 3w v sdd (HYJOINT Plus SYNOVIAL
Fluid Supplement)
2. AR &R M & v &%) (HYVISC One Synovial
Fluid Supplement)
L%gi‘_ﬁ ﬁi-ﬁq 4 ;}'ﬂ;}—'-;}i l):\’ﬁ LA
R % Fad PR P Ay RE | 5 #
7 4$¢:¢w?m@m§i
E?ﬂ @&ﬁ&l gl NI 73 Sl W S 3 l“ﬁ?‘ PER AN
A5 -
i A d TR AF
B ﬁil E,| ¥ %il
DOE WM T G R | U TR T 2B L B k2 — A4 A 4e acetaminophen
[5ca | & B ok MR E AR LK -
FREEL R | U AR B 2EE S L | st E - 44 A4 Acetaminophen
EPMF ieR AR RS LAR RS
=8 XA E D ERF LA RNE S L E2 ka AIFYLL 6B
A o
e WA i 5 s
(¥ 58 # £ 3
FRPAHECELFR
REEP
-~ &4
TR A R POL U P R Y 3 RS R 2 F A

1/21




105SMD06009_ 00000000000 00000D0000D0D0O00000DO

MEBZAFESARY ©
__J Center For Drug Evaluation

fu
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F 4 A M &3 503 (HYJOINT Plus SYNOVIAL Fluid Supplement) | 2 3
w Fl - 4-F| 3 B & v 4% (HYVISC One Synovial Fluid Supplement) | 4 » i %
SR LFEIABTRIY A RERGF I A EFERARY MR ELE
RS e R A

v R FRPHIR BRI HER

312016 %= 8" 16 p it > &394 £+ CADTH ~ ;£ MSAC 2 & B NICE > &
EEEFHE Rl VREIFARIHI AN R LT R S
Falf & p 1SR A 2 AR ERAEL N F 5 2 A4 "HYAJOINT Plus
Synovial Fluid Supplement” 2 “HYVISC One Synovial Fluid Supplement” #

R ER s 2 (A HEE)

g PubMed {= Cochrane Library & + FAL R & che peiod > W& & 1 j £-5F
1R B 0 v R TP T ST R gL AR B N L SR A S edn R v
% 2R 2 pk o CHASE i85 5 #4112 1 BB & R 4 o 1 i * 5
it bt 1 2 2o gL pe M & N L5t Durolane® » £ & o 21 64 5 =k 2 gk Ak
B &0 NG b Arz® SR A s RSk it BT L AT T chgl R B &
i%w&%ﬁ%’*%4ﬁﬁﬂk’Pﬂpi%@%gfﬁ%gﬁwﬁfﬁ
Bk Jp % ¥ T 5 acetaminophen i  vx2 33 1C BORRE & LR R R K 0 T
PR ERTESY o AgEL A FIELH “HYAIJOINT Plus Synovial Fluid

Supplement” 2 “HYVISC One Synovial Fluid Supplement” 7 &-s4p %5 »<
2% A o

CFOR I mARM ST R TRT 5T
CAARE R L AREAI BRI Bk
s P AR
EHRE RGPS % - # (2015 # ) 3 % T & (2019 &) A R

?4&ﬁé1§41934’%*ﬁﬁﬁ2akil8a 2o R ERL A
r}:%ﬁ;ib AR ERF YL 3T RAI 33 l,fg’ufé&,?ézﬁwu},» A5 g Bt
rﬂ%%ﬁwf%'W%MM?%%Jﬂ TAIBBME R 23008 B g e
BRI S -ELIRTEEH ERANANI6RI ARAZEF FEND A
405 ERI L AT AT SRR o AR AR AR M S
L SEEELTEA
AFLEMGEE  EFRFEREHEY A RT EFARRY A5 6704 1
6,100 A » AFER T * 5 4800 ~3 44 BA AFEL L ASERNR T H
AT 4B 2 T 4SRN S st A B B X R AR RO &N L
Bor (LB 1358) RT o A kT EFASSMARES 4100 F L1 3.8
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5% #4050 2IW BRI SRS 50 S 4 — BTN 82

kD IR e

FEERL CHEZAFERLIRY cFEPR TR E
LA py: AR 105 £ 8 7 25 p
E ke ?.‘ bR RIS F R PR AR 0 R ﬁfr%é‘%‘r%ﬁﬁ GRS
o IR G LR TR R S F o e A iR B ARAL o B L
%z@?ﬁwﬁ@@ﬁﬁﬁﬁﬁﬁm"\’%%§g%%ﬁ@ﬁ%£*+@ﬁ
ol BE BP T f4¢7fi§l“ﬂ‘m?/%‘7fiiifﬁfé+##' PR FEE
B s (T HAEA%KY o) % mimﬁmi%’ﬁ*ﬁ@ﬁ@w*m?“ﬁ
2 l;é’-ﬁ% s & (T ﬁ;?;f]a_n;ez—‘i—% ) ’—"Tﬁt’!i?fr%-@‘f—b}i%d@::idf ENE--"
BT RARESE (UWTHIEL ) RE2AERERGFRIH L AL z@; ’
LA EEF R R o RFL LW R LI FPHHEATEHLGH R PR A
E
AL RER LR TR R H AR EH T TL RS
ERoRPER LR R TR A RAE TR B2 H Y S AN
Bk R BT AR o ¥ AR 2 (RB R oA T R AR X B
AEAEp ey SHFRARL Rdpom A BB TR FE AW S @ e
& o

E’»

TR A S AER G AP Z R AR R S LR R 2 j‘ﬁa‘
M % 4 4% 40 5 1) B &0 925 48] (HYJOINT Plus SYNOVIAL Fluid Supplement) | %
T A — £4F| A M i sA] (HYVISC One Synovial Fluid Supplement) | ~
LT R NEAARTIINY LR FeF S o £ 20 Tf&%r‘%ﬁ%{a LN MR X
ﬂﬂﬁi$%ﬁﬁﬁﬁﬁﬁ’@%$%°

(=) ApRAIE

304 B & L (degenerative joint disease) * i ¥ B & WU (osteoarthritis,

OA)» A5 ¥ LM & pm%¥  LdgMa g i LM FHAEZ &K
T BT H R S SRR & Dl 4 R K ER TR A S F b &5
B oo

I R E R L R B S LA BE TN SR
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F A ERA AN E LM & M & % - i M & (first MTP joints)
S GRS 2 Y A VR 3 N fg’-_ﬁ ~ &1 2 " (locomotor restriction ) ~ #d
2RI, hFEEM AR ¥ VRIS EEEE] -

MRS LR PR LR G R RIR B A ER SRR
WERARDERE S RALEET[2 R ERREESBINR  BR SR Z
P%‘L.—ildero ;’*L%#.}é;r,@fé 3 ;]35 AR RE IR R %E%—\;.—L*%@t
PRSI SN S S £ G RERE ) ARETES R FH LR D
BRAt R of R fE 0 Tk ¥ chE 4 ¢ 45 acetaminophen ~ 2R4E FIAR L AL R F
(non-steroidal anti-inflammatory drugs, NSAIDs ) ~ % 2% ¢k * capsaicin ~ R & 95 p\
LB N B R[] o EAIpFren e a‘f«za@r’s? Ggr L s B Oa RS
i #14k (arthroscopic knee washout with debridement ) » i& {7 F-5. 45 K,lrt N
A S R EE SR 0 A LB SR LS B8 ehisg > SN [4] -

(2) ARk FHEARALLERT
1. R HRE

Fo— PURELH T RRE & 2 AR R 2R 2 [5]

S s #grs | D108-5 ~ D108-6
<o FERE F-B-

L S BE & P 3 B
B AR E 100.1.21 :

- R E R - BRATERT R E - KRB LREFR R E6 B
V(5) L daE kit 0 D AT B A 1R 2 Lt
PELE LI HE R E L RR R Fier .

SRR 6B (F) e E k. Ry L R -
Fodrd MR A R - SERAR SRS Rk
PERF 9 2-iE 6 B 2 () 3omsaisig * o ‘Pqifﬁ'f
R Bt o g)-i’z ;}é’r}%lﬁ} %}%‘}‘m“r7 ,T}f bk T H
¥R "Lr.ﬁé%ééf#&;wiﬁfm)%f PR EFET IR E -
@%#@ﬁﬁ@%%@6ﬁ@(ﬂuié@ﬁ@’ﬂ$
SIRER I R Gl SIS I e M a2 Y I S N I |
Fo RER U EIRE - RER R T R

LC X RERG SN S A
s RN SERE &N LSRR & % NSAID 4 i
LE AL 2 BRI RME > T R
- IR AR GEISR

Ji
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s:aﬁ* SR T EEEE RRBRME X R
ANde BERN- BB LR PFARERNG R —"Ff T &
BXY oKk RY o

=4

2. RS SR

ARFA G F R AL Lz g AN LA TR e
P4 e Bl ok SRR 4 o TR A 2 ki S LL 6B Y o IR W e
M ERRE AR E P ISR RRARRAS DK AN e F SRR (6B ) L
B 3=tx DA AG BB AR R G F SRR L 2 UM &
AR A o

ﬁak#<%ﬁkbhﬁ%»[ﬂr“d%{ﬁwﬁJﬁb[H%5‘Dm&6
g o B2 (F B FREM  FEOREFVELA) T OTITHS AL
o HA XSSP POE R T %:zi’*“ﬁ’%&é%ka#%@%ﬁ% 13 &
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= N R ATIER

(F)i&EFRpPHTre 2 FRAFERFL B L AR

3R 23t 2016 & 8 * 16 p 12 “intra-articular” ~ “hyaluronic acid” -~ “knee
osteoarthritis” 5 B4t F A W IHF 40 £ + & 5.2 %5:)%* FH3= & #4E (Canadian
Agency for Drugs and Technologies in Health, CADTH ) ~ /£ FRIIEFHLA ¢
( Medical Services Advisory Committee, MSAC) ~ ;& %5 Fe At B4 P fm 4. (Medicare
Benefits Schedule, MBS ) £ {a #8758 (Prostheses List) ~ & B & 7t & T ik 5
%% 7 = (National Institute for Health and Care Excellence, NICE) * 3R F R
PP T L 2 %%ﬁiﬁ’ilpﬁﬁ AR e e fE A JE (T AR SR AR
1=k W E AR 3=t 52 & 7}%1 ool BB & N SR A &2 AP B
TR L PN MR A “HYAJOINT Plus Synovial Fluid Supplement” &t
“HYVISC One Synovial Fluid Supplement” # -8 i 32

1. 4=

Whe £ K B R Z %ﬁ B £ #7=  $# 4 ( Canadian Agency for Drugs and
Technologies in Health, CADTH) B % F » FE 1 >3 2006 # 11 *» 9 p =2
AR & LR Y RSN LB R TR PR AR (Issues in Emerging
Health Technologies )[8]°1 i» >t 2014 & 2 * 13 p = £ z_-:# v J&(rapid response )
HEEL[O]P1»302015 % 40 20 p 2 2 P w i f‘Jc +H 4 £ [10] - 2=
AR Y A G EE R AR A RENERLE S Ny /,%7?3/3_34'3 —&E\; SIENEEE -
PARPEM SN LR A S APMIERARL N F -

2.

R %5 R PRI=3R:a % R ¢ (Medical Services Advisory Committee, MSAC )
N~BRETF oo HE 1 >3 2003 &2 3 8 o2 2 z=izap 4 [ ontra-articular
viscosupplementation for treatment of osteoarthritis of the knee | [11] > {&£3F 2 p & 7
FrRtE TR AR B L S v R SR AR S 3 S b2 LA e g AR RE &
A B A 2 PR L N R o

3. EF
N E R R TRE L A7 1 2 (National Institute for Health and Care

Excellence, NICE) = B & T [12] » A F & @& * g FLpL R & p L 543030 1 R &
Kip R 2 APMIERAR S o ¥ oh o NICE #2014 4 2 7 22 Bt 4 B & 2 0o 4
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SI[13] > 431 ¢ 23 2k ie ¥ B & N LSRR B E L s
(Z)TF FA AR <

1. =332

R & RUAP M F R A HGR R 4R 2 0 +3F 2 40F PubMed/Cochrane Library
T ?Lﬁ’wﬁﬂ‘—'il SRR AR R Y AR RN el 3 I ANEANICE) LN
HE SR AR LS RS AR 3N 52 A R L
BN A S0k B2 gkméﬁé Sl AT SN A R RRER E OV REAT T T
3 “HYAJOINT Plus Synovial Fluid Supplement” & “HYVISC One Synovial
Fluid Supplement” 4p $+-% > 1427 4p ¥ 5 o o

k4R 1T 5] PICOS 175 0% 512 > TiF 3 & A= ¥ PR HRLLHiE
T 2 5 4 ¥ (population )~ isf = i (intervention )~ S »< ¥ B &- (comparator ) ~
Feoeikl £ 4p 1% (outcome) % 7= 3 K3+ €2 = % (study design) » B H0%& iF i B2 4o

L

Population BordEE AT EOR RS L

Intervention F R AR L 2 PR & I SR

Comparator fo L SBPAT S 20 LB & T SR

Outcome Tk o & 2SR

(1) s prw st s g 2 47
Study design | (2) L84 iR RIR%

@) Ry

& I i 2 PICOS » & 1 Cochrane/PubMed % < i 7 42 & » > 2016 & 8
19 p » ™ “intra-articular” ~ “hyaluronic acid” ~ “knee osteoarthritis” % R 423
B THOE 0 BOF Kof oL e -

2. WERS%

4iF

% PubMed {r Cochrane Library &€ + FHE T 5 > SR I FFHF L E P 2
B i WHELRSHIOPERMNE U R e LS gL BB & L
SR A FerAR H R 0k 2 1235 v ko CHASE & ([14] 5 &3 1 1R M &
W 4o R T E R AR b L 2 LR & ) 2 54A] Durolane® 5 815 =
AL 5 2 UAREE M & N LR Artz® g A i RS o 1 B AT AT
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B OPIREM SN AR AES B AR ER AR AP H A TR
«;%;3?;; %2 iﬁf%fifﬁ'v # ,,acetamlnophen ey T2 A3V B R R
Jo F gL 2% A W rd > A4R2 A FELYH “HYAIJOINT Plus Synovial

FIU|d Supplement z“ “HYVISC One Synovial Fluid Supplement” 2 &-crip 4%
P > e AN S

T RE BAE R CHASE 3% 2 A7 F 35~ OoRs % 2% > gy

(1) & Zopfeiist 1 %2 gLt & p Lot Durolane® » 1 g = 4231 b4 5
S 994 R ]| Artz® : CHASE %2 (comparison of two hyaluronic
acid formulations for safety and efficacy ) [14]

Zhang % At 2015 £ A e ¢ oo s R R A RS20 ~ P R
BT AT HRR g BRI EREE Ly L o R A FET R
@&%wwﬂ%w e e R R R e £ AR N
Durolane® » #2% =t & #2154 5 = 2 Artz® o

VR E R 5 E4 40 1 80 A&~ 5 F WA REF e (American
College of Rheumatology, ACR ) #| % ek B & W 2 $p1E8 > L5 R T ¢
BiB v MR B Kt A iR “,% r2 acetaminophen 75 % & 2 gk
BHE LR E o © &Y b3F i * acetaminophen ¥ A b 2 fcdRis o #
%oﬁﬁﬁulirﬁﬁﬁm;ﬁi[MMm@(QAB&MMm)&%lﬁ~
sham injection ;2 #¢ 4 = > & Artz°( 2 © 7 5 % Artzal® ~Supartz® > Seikagaku
Corporation Japan ) ;i %+ 5 = & o

PR 2 A Roondp ik s WOMAC # M & 2t & £ (Western Ontario
and McMaster University Osteoarthritis Index ) =iz 2_ % J§ & & #ic > & B3t 3E
% 061014182 263 - TR Gocdpthe HH AR RER
A % # ~ global self-assessment (PGA) - »* % 18 2 26 ¥ &5 2. % 7 4Tk
& (margin) % %5 &3 A #cz 8% (AR 1.60 4 ~ i 2544 4 ~ %
F A 064 » ~PGA08 » )~

%%%%%iﬂﬁ%ﬁﬁ%‘%“iﬁﬂ3““%‘~%%¢miﬁ%
Durolane® & Artz® ;5% » 2 ¢ @ %55 (per-protocol ) A G 319 i
(91.4%) }}% AR 203 D E'_}?i AR TR X RPIT X 75.2%
o A AR B E IR -

%%1&&%ﬁﬁWﬁ%%@ﬁ’mmmﬁggéﬁiﬁaﬁﬁﬁﬁ
Ttk CRBA PR AR AR CPGAER 2 B% > F 3 ¥ Artz’
Q;ﬁ@%%%ﬁ@’wm%gﬁﬁ?ﬁ%?@fiﬁ%z#ﬁ 417
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m%%‘ﬁ%%*m%%‘ﬁﬁﬁ bxdw%w%%oaiiwma’%
4R tp M ena A > Durolane® 4 13.1% (23/175) - Artz" 24 9.8%

(17/174) -
(Z)ERfFHREL TR

B FRERGG AN H(EL A 2R BGEHERE - B H
B )& %%%ﬁﬂﬁ;« J m%&AF'H%meu_ﬂ% 2 T4
ABME R 2 pIHEA R AR REST T - I hAETE FF]
Bz S AR ek K..Jf e m%.nr: o TR IR Y RS S

EHREREZ CARAERST R - FRBIFKG L2
Synvisc-One Hylan G-F 20 2 57 8 » (%4 S8 Ak B4k 2 5 i s 1=
1;1511?;;@,; g LR 0 T B A RRFEV A RO L A fTaRt i 13—1:(?‘- T8 oo % =
B ad = [‘k[]_S] LORFIT MR R & IR R SR e i £ Tt e (Non-animal
stabilized hyaluronlc acid, NASHA )  »c 87 & > 142 & FI&| 4R A gk o

BEERE LS G BT AR AR R S L S
B B AP sRoTE o A7 UhiaEi ARy T4
RS - kAT FT Bz =% R AL efp e e gk o

(2 )R o™ B

1 3R FRPHTELHL SHEHk

12016 8" 16 p ot > £3§4c £+ CADTH ~ ;£# MSAC % & i NICE >
AEEEHE ARSI LV RE ARSI AN SR 2L E AT PR RE
Bah LB A S AP IERIEA N E 5 1 Z2 % “HYAJOINT Plus Synovial
Fluid Supplement” 2 “HYVISC One Synovial Fluid Supplement” # 58 i 3R
% o

2. AMEROCHE 2T RS R

& PubMed {= Cochrane Library ¥ + FHE T 5 e },%H&"Er’ » WEHE LK G
FHI R & A e ISP ST R AL B & L SR A R AR SR o &
Euedcaal 1]?’% o CHASE i85 & #4131 2R B & S E I & R
S 1 =2 gL & N L SR Durolane® » #2& = #2731 54 5 S 9793
LA ANZ SEYE A R R SRR S R AT OT R Y IR SRR & L S A
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|

.‘;

MAR BEAEEH AR P EFTHE AR AREREA L F R A B G
acetaminophen g B & sc2 i3 i R B & LA R R F o Fl A SR TR
¥ o AL AFE S ¥ “HYAIOINT Plus Synovial Fluid Supplement”

“HYVISC One Synovial Fluid Supplement” Z &-e4p $5 »c 88 & > (e 72
oo

L \\?{r

2

3. %&%ﬁ:ﬁwwﬁ&ﬁﬁﬁiﬁa?¢${o
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*3F2 3t 2016 & 7 ¢ 25 p 2 ”intra-articular” ~ “hyaluronic acid” ~ “knee
osteoarthritis” T 2 B4t 3 »4F (1) 4c £+ (4 £ %X B %5:)%‘ #* # Jee ( Canadian
Agency for Drugs and Technologies in Health, CADTH )~ (2) ;&' : F5 B PRAF3534
% A ¢ (Medical Services Advisory Committee, MSAC ) ~ F oAt et P e

( Medicare Benefits Schedule, MBS ) » % e 48/ 8 (Prostheses List)~(3) ® & :
R piE B "”EF%;E# %77 7 B (National Institute for Health and Care Excellence,
NICE) %3 & FRApHEG egrad 2 FRPPFREL > B fFLE F R
PR EM 2 BHERE DT L RY A REFL RS

HOF RS A B ES ORARIL S LR N A AR B o A
FiFHIFL o 1 E2 A4”HYVISC One Synovial Fluid Supplement” % "HYAJOINT
Plus Synovial Fluid Supplement” 2 &-cip B 3R 2 2 & R 2o

(Z)RFFHEARM 2
1 &3

A3p 4 * >0 3F PubMed/Cochrane Library & + FALE 2. 3 2 3P 4o
7T F] PICOS A HF R > THF G L A EREAFLT 2 op A H
(population) ~ ;5% = ;2 (intervention ) ~ # »c ¥+ e % (comparator ) ~ % % | &
$a 1% (outcome) % #%§ k-2 > 2 (study design) > #4605 if & 1@ 4o ¢

Population Ao~ 0% 2 1 Knee osteoarthritis
ﬁ%ﬁﬁ:%aw
Intervention One course of 6-monthly intra-articular hyaluronic acid
Comparator A KT
Outcome AE R
Study design cost-effectiveness analysis, cost-benefit analysis, ,
cost-utility analysis, cost studies (Taiwan only)

B

i f 1t it 2 PICOS > 1% #PubMed/Cochrane Library & < gt AL &2 » +2016# 7% 25

99 AL 212

p > r47knee osteoarthritis” ~ “intra-articular” ~ ”hyaluronic acid” ~ “cost/costS” ¥ &L

 MAET RTHOF > WOF L e e

2. HEFLE
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AR L T AFEL A TR SAGER 2 }I% » e ¥ & E - K Rosen® 4 3t
2016 & 173 £ = lfJ% [16] » ~ Lf’i Pl #4701 b+ — =t (Durolane® ) ~ = =t
(Euflexxa® % Synvisc® ) % 7 = (Hyalgan® % Supartz® ) * 7 &% Ie L Fi s B
g pox s 22 F 205 % (conventional care ) g A& 2x F 4 45 (cost-utility
analysis ) » p F 3 & 4o -} R ERNE- 47 + BB ( single payer
perspective ) » A 47 H) P 5 — B ARE » B2 o2k Sl B2 2 gkﬁérWOMACl
A Bl e X GER T Sl ¥ oo B¢ ehd A LB p Centres for Medicare
Medicaid Services Fees Schedules » 14 % i+ 3 8 e B o A7 55 58T 0 T &
F Fe gl SR BE & U1 SR AR O R R Jo oy 0 Euflexxa® e d B ek § o0 @
Synvisc® & ~ B & > & " i & (willingness-to-pay ) % $50,000/QALY B
Euflexxa® £ 8. % & & x»c ¥ (ICER®% $5782.52/QALY ) o Eis » BEIRAF 2 )]?%
¢ caDurolane® & & & 5 & S ARE S - S ehglAREERE & L SR 0 T F] SR

MEBRTEAELZ IR mApRrEELY o

(Z)A 5 R #

1395 Lai % 4 30 2008 = #74f & chad 4 2 ge[17] ff o R iR TR A 4T Bl ARk
B &Rt S A 0 5% BEor 2004 & F R gL &P L SPE]SR eh
Fa Rk b 28060 gkt 4 o2 1.206 (35,782 4 /2,909,219 4 ) H ¢ 12 70-79 ¥
% FEB (E15%) A fu o RlriR e F 5507 14 (1.8%vs. 0.7%) ;
IR R E S G 0 F h R T ok BTE33 N ARG L i b - E AR
5=tiph @ 13.8% & - E4 10 =in 5 KA o IR T R E A
Fenm B4 f o ¥ 7h o k% 450 2012 g & 2 2 pR[18] 0 I T RS
¥ 2001 & 3 2006 & ¥ gL e b & P2 545 65 s i@ i i & L & o
@A o BN &P SR E R * S d 2001 £ ¢ 19.24% F 2 3 2006
£ 23.05% 0 F EAtR 2 RAe L G BEFM o ¥ NG EFR kSR
B 45 enses FALEE T [19] 0 2009 # 3 2013 & B BE & P it (AR T
# DFBTOL) en¥ 4 #c® 95 60 § 4 2 100 ¥ & -

(2 )BT+ B0 ¥

A=Y rd e 745 53 (HYVISC one Synovial Fluid Supplement %
HYAJOINT Plus Synovial Fluid Supplement » ™ T £ 5 & &) (e % kiR 4
HiEE SR EHEREMBEELTE 20 o it - FiER o

ERERESMIREs T e 5 - & (2015#) 157 & (2019 &)
AT AL 1IEAT9F X ¥ EX5 2845218 22 fF o st

' WOMAC 5 Western Ontario and McMaster Universities Arthritis Index f i - WOMAC 4 #c 5 *
R AR & LSRR S R R AR EE 0 2 PHERDEL -
2 ICER 3 incremental cost-effectiveness ratio fj £ °
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FEERL AL GRS ASERY Y 95T RAI B RAR - 2K

FIF'°7‘ AEE RO G lﬁ'—‘j\l‘f o BT B ez AR AR P LR 2T A
IRMERR ) 2 F F-oEI ST EEH LN N16RT 4R
2_RF

MR L A E R # & g AR B AT RS e T

1. Li’éii—‘*‘ﬁii"—* PATA B S 7B AR S E > ¥ L,Lﬂ;;.-ﬁ<«;n\ﬂ;§ T 2
&(‘&wﬂiﬁﬁ)*‘ﬁhﬁwﬁﬁ gt kiR AR A R
LK e

RS

2. AETRAb L BRAEEF LT AT EINTE R SHAM SN L
A2 TAIMBE R, 20 8 LERFRNDMBEES Y X
BIAIHBEER ) 23 Vo R AR SERE R MEERG
AR B TR R AR AR AR S P LR 2 TR ST AR A M

gp L e 2P HR G

Eé}glg Mg 2T p74 chd 8 %5:;%3*« *oeosg o 2P éif-:;rﬁ&jxﬁ/
£%%¢) Fradh (kT2 deSpei) 25 %a 2
P bk R ELEE A T P iR *‘K"Lrgfﬂ,\s\ﬂx o

w
oG
-y

£
(2

g1
=

(=
=)

LA BBL R RIEREFREOHBEEL T I RTL 5 T
PEFTREE RS HABRE AR FhoT

(1) *F2 1" EEFTHERT ARG EFFTHALS 472 2010 £ 1 2013 & 7F
‘:Eﬁ CREAETRE R ﬁk"]'ui’( %Lt‘*"\}%fi__f‘l‘;?' A& T 4-F A M &R ER Ly
A )L:]ﬁs,% A B3 FALITHE AR s AkRT & (2017 £~2021 # )
?ﬁﬁ%%%ﬂﬁ%ﬁ%%*‘&ﬁéBEWFJﬁﬁ‘ﬁ’@ﬁ%?%%
BRAgEd bF 2 EAkT EFATRE* L #5670 £ 3 6,100 £ 2
B FERBRA T ES T ERE (FED BRAR S BPERLISR )
RlARERTT 95 4800 ~2 44 a7 o BRASERE TE Rz
G-I Z T AR & LR | aw H2 R 5 2017 & 3 2021 & B A&
P IR G 4200 8 23 39 AR o

2 FRP T YA o ApEOTE AR B R T B AN E P LR o A
o AR B 0 R BN LS L o B 135 B M B &
RRERIRC 241008 3 38R A2 o ¥t TR SRR LR
FRO O TTVHEASEFAPLLAREFRIRBFEFRF Y P
Tefk FA3 B0 S AR B EY AP BB AT 2 FEIRDBY
FFFREADERT > ASMBREFEL B R EE K- o

14/21



105SMD06009_ 00000000000 00000D0000D0D0O00000DO

FiE b AL R ER/ELHBB LS E Y SRR RRGY > A
-4 gp‘.u?ﬁ,g;;gﬁ,gxﬁ;:a L e S M a‘g—ﬁﬁ% Tt A kT ERASR Y
A B L 670 £ 36,100 A B ARER D 3‘-%48003*;'»_L44lgm’15\£
SN TR S SR 5 T AN i s 9
WA SR ARG ME RN A (LB 135 m) SR o A kT
EF AR RL 41008 ~32 38 B AR LEFTRFLE ﬁ*-‘-é'iPR
ﬁ‘?ﬁ%ﬁ?d,@f?ﬁ & f s 0 A& IR S S R T é‘b

15/21



105SMD06009_ 00000000000 00000D0000D0D0O00000DO

% i XE 7&-'}!

1. Doherty M, Abhishek A. Clinical manifestations and diagnosis of
osteoarthritis. In: UpToDate, Post, TW (Ed), UpToDate. Waltham, MA; 2016.

2. Kalunian KC. Treatment of osteoarthritis resistant to initial pharmacologic
therapy. In: UpToDate, Post, TW (Ed), UpToDate. Waltham, MA; 2016.

3. Kalunian KC. Initial pharmacologic therapy of osteoarthritis. In: UpToDate,
Post, TW (Ed), UpToDate. Waltham, MA; 2016.

4. Mandl LA, Martin GM. Overview of surgical therapy of knee and hip
osteoarthritis. In: UpToDate, Post, TW (Ed), UpToDate. Waltham, MA; 2016.

5. PRAREFGEFAMPLEGR T, FLARIN? L EE K& F.
http://www.nhi.gov.tw/Resource/webdata/13766_2 %e5%85%a8%e6%b0%9
1%e5%81%a5%e5%ba%hb7%e4%bf%9d%e9%9a%aa%e7%89%hb9%e6%ae%
82%e6%09d%90%e6%96%99%e7%hb5%a6%e4%bb%98%e8%a6%8f%e5%ae
%9a10508.pdf. Accessed August 12, 2016.

6. FHRELEAE L. FE AR N LR E R F
http://www.nhi.gov.tw/webdata/webdata.aspx?menu=21&menu_id=713&WD
_ID=850&webdata_id=4745. Accessed August 16, 2016.

o TR CFREM - GFUBRSFVELE. FLATNISEFFERE.
http://www.fda.gov.tw/MLMS/H0001.aspx. Accessed August 16, 2016.
8. Intra-Articular  Hyaluronic ~ Acid  (Viscosupplementation) for Knee

Osteoarthritis. Canadian Agency for Drugs and Technologies in Health.
https://www.cadth.ca/intra-articular-hyaluronic-acid-viscosupplementation-kn
ee-osteoarthritis-0. Accessed August 16, 2016.

9. Viscosupplementation for the Treatment of Osteoarthritis of the Knee: Clinical
Effectiveness and Guidelines. Canadian Agency for Drugs and Technologies in
Health.
https://www.cadth.ca/viscosupplementation-treatment-osteoarthritis-knee-clini
cal-effectiveness-and-guidelines. Accessed August 16, 2016.

10.  Viscosupplementation for Knee Osteoarthritis: Clinical Evidence and
Guidelines. Canadian Agency for Drugs and Technologies in Health.
https://www.cadth.ca/viscosupplementation-knee-osteoarthritis-clinical-eviden
ce-and-guidelines. Accessed August 16, 2016.

11. 1045 - Intra-articular viscosupplementation for treatment of osteoarthritis of
the knee. Medical Services Advisory Committee.
http://www.msac.gov.au/internet/msac/publishing.nsf/Content/1045-public.
Accessed August 18, 2016.

12. National Institute for Health and Care Excellence. http://www.nice.org.uk/.

16/21


http://www.nhi.gov.tw/Resource/webdata/13766_2_%e5%85%a8%e6%b0%91%e5%81%a5%e5%ba%b7%e4%bf%9d%e9%9a%aa%e7%89%b9%e6%ae%8a%e6%9d%90%e6%96%99%e7%b5%a6%e4%bb%98%e8%a6%8f%e5%ae%9a10508.pdf
http://www.nhi.gov.tw/Resource/webdata/13766_2_%e5%85%a8%e6%b0%91%e5%81%a5%e5%ba%b7%e4%bf%9d%e9%9a%aa%e7%89%b9%e6%ae%8a%e6%9d%90%e6%96%99%e7%b5%a6%e4%bb%98%e8%a6%8f%e5%ae%9a10508.pdf
http://www.nhi.gov.tw/Resource/webdata/13766_2_%e5%85%a8%e6%b0%91%e5%81%a5%e5%ba%b7%e4%bf%9d%e9%9a%aa%e7%89%b9%e6%ae%8a%e6%9d%90%e6%96%99%e7%b5%a6%e4%bb%98%e8%a6%8f%e5%ae%9a10508.pdf
http://www.nhi.gov.tw/Resource/webdata/13766_2_%e5%85%a8%e6%b0%91%e5%81%a5%e5%ba%b7%e4%bf%9d%e9%9a%aa%e7%89%b9%e6%ae%8a%e6%9d%90%e6%96%99%e7%b5%a6%e4%bb%98%e8%a6%8f%e5%ae%9a10508.pdf
http://www.nhi.gov.tw/webdata/webdata.aspx?menu=21&menu_id=713&WD_ID=850&webdata_id=4745
http://www.nhi.gov.tw/webdata/webdata.aspx?menu=21&menu_id=713&WD_ID=850&webdata_id=4745
http://www.fda.gov.tw/MLMS/H0001.aspx
http://www.cadth.ca/intra-articular-hyaluronic-acid-viscosupplementation-knee-osteoarthritis-0
http://www.cadth.ca/intra-articular-hyaluronic-acid-viscosupplementation-knee-osteoarthritis-0
http://www.cadth.ca/viscosupplementation-treatment-osteoarthritis-knee-clinical-effectiveness-and-guidelines
http://www.cadth.ca/viscosupplementation-treatment-osteoarthritis-knee-clinical-effectiveness-and-guidelines
http://www.cadth.ca/viscosupplementation-knee-osteoarthritis-clinical-evidence-and-guidelines
http://www.cadth.ca/viscosupplementation-knee-osteoarthritis-clinical-evidence-and-guidelines
http://www.msac.gov.au/internet/msac/publishing.nsf/Content/1045-public
http://www.nice.org.uk/

13.

14.

15.

16.

17.

18.

19.

105SMD06009_ 00000000000 00000D0000D0D0O00000DO

Accessed August 18, 2016.

Osteoarthritis: care and management. National Institute for Health and Care
Excellence. https://www.nice.org.uk/guidance/cg177. Accessed August 18,
2016.

Zhang H, Zhang K, Zhang X, et al. Comparison of two hyaluronic acid
formulations for safety and efficacy (CHASE) study in knee osteoarthritis: a
multicenter, randomized, double-blind, 26-week non-inferiority trial
comparing Durolane to Artz. Arthritis research & therapy 2015; 17: 51.
Altman RD, Akermark C, Beaulieu AD, Schnitzer T. Efficacy and safety of a
single intra-articular injection of non-animal stabilized hyaluronic acid
(NASHA) in patients with osteoarthritis of the knee. Osteoarthritis and
cartilage / OARS, Osteoarthritis Research Society 2004; 12(8): 642-649.
Rosen, J., P. Sancheti, A. Fierlinger, et al. Cost-Effectiveness of Different
Forms of Intra-Articular Injections for the Treatment of Osteoarthritis of the
Knee. Adv Ther, 2016. 33(6): p. 998-1011.

Lai, H. Y., Y. C. Chen, T. J. Chen, et al. Intra-articular hyaluronic acid for
treatment of osteoarthritis: a nationwide study among the older population of
Taiwan. BMC Health Serv Res, 2008. 8: p. 24.

HEY PSR BERE CEERCRARKR B AN BB S
Ay R E AR GURELL BRI R RN R S L w4, o
A ?\/55;% 2010. 20: p. 53-63.

FAARTIING R R F. B R £ A4
http://www.nhi.gov.tw/webdata/webdata.aspx?menu=21&menu_id=713&WD
_ID=850&webdata_id=4666. Accessed July, 2016.

17/21


http://www.nice.org.uk/guidance/cg177
http://www.nhi.gov.tw/webdata/webdata.aspx?menu=21&menu_id=713&WD_ID=850&webdata_id=4666
http://www.nhi.gov.tw/webdata/webdata.aspx?menu=21&menu_id=713&WD_ID=850&webdata_id=4666

i

GE- SR CARE e 3 L AN 9791 I UpE

i) 2.

>R G kT

105SMD06009_ 000 00000000000000000D000000D000

Pz ZL'—\ r’?lﬁ" grv;_h%r; E/“' Y %Ei‘ %L‘i%;‘;
#’}: I E% o ’}v\:l" ._\-"F';tJ o [hasy ) 7'%‘ A,ﬁ% 'V_’?ﬁ—?%’i
D108-5 B & 2 H| & =c o 422 b T =
HIKAMILON DISPO 1% 2.5ML/SYRINGE 25MG & & ;3 | 2.5ML/SY i 3{35 %ﬁ?}—?
FBT01025MLH8 o . o _ L EA 425 D108-5 ”
PRI 2R AR ST )N B & RINGE : 010573 %
‘ ) 25MG/2.5 ZTILE
FBTO10HH253A B 4 dp B as 2 s0R] HIGH HYAL EA 425 D108-5
B /® gp i + | ML % 023870 %
ARTIAID INTRA-ARTICULAR INJECTION(= A7 5 k¥ EHF
FBTO1AA25CLB (% Z R AL AA-25 EA 425 D108-5 i’% ?5 5
) R L B LR % 002173 5.
HUSREN DISPO" & fc" i & R & P\ 2 843 (= =X F 4271 5 5 ¥ B F
FBTO1D25ML1F U S 2.5ML EA 425 D108-5 F:% % v
F)E B L W ¥ 022190 %L
ARTZ/ARTZDISPO 2.5ML 25MG WITHOUT SYRINGE(+ 2.5ML ¥ Fg %ﬁ?‘]%‘i
FBTOLN25MLR? e e et 1 s EA | 421 | D1085 | .
R AR BT ) KR Yo A s 25MG % 008815 %o
SYNOAID INTRA-ARTICULAR INJECTION 7% & % B & p ¥ %5 el
FBTO1SA25CLB X AA-25 EA 425 D108-5 .
PR B R % 5 003449 5.
D108-5 A & p 3 48 & =0 A201 6= <
SUPLASYN STERILE SODIUM HYALURONATE ¥ “Ff %ﬁ?}?
FBT01020MLHE FP-0137 EA 705 D108-6

SOLUTION(2ML/#g %)= = e #2035 = = X\E)@&?F PN

% 010977 .

18/21




105SMD06009_ 000 00000000000000000D000000D000

%.3.,]# TL:I:'E} vz iﬁa’F‘ g v ,ml%,; ¥ = e % ;—T— fﬁ-’i %‘ ;F
= 2 e o Te 2 v 2l I — | 7 % 78 ?;ﬁ—?’%’i
Exd

i@ F F7THE & P 2 5+#) SUPLASYN STERILE SODIUM FEFRRF

FBT01020MS4M FP-0137 | £ | 709 | D1086 | . !
HYALURONATE SOLUTION(2ML/;x 54 %) % 010977 %
) 2.5ML/SY FEFERT

FBTO1025MLR7 | 72 & BE & p i3 847%)(F = & 4271 % = = )ARTZ/ARTZ DISPO EA | 709 | D108-6 | ..

B P L IR (F SR AR 2 ) RINGE # 008815 5.
i & £ B & P 154 ARTIAID PLUS INTRA-ARTICULAR wEF RUAF

FBTOLAAP2OLE | T & MR L AA AAP20 | EA | 700 | Dloge | T L F R
INJECTION2.0CC 1.5% SODIUM HYALURONATE % 004202 5
CBTOLHIOOLVO HYA-JOINT SYNOVIAL FLUID SUPPLEMENT(2.5ML/% ) ) 5eC = | 700 | D1osss FEFEUF
B R AR B2 SOKE R A ' % 002490 .
HYALGAN INTRA-ARTICULAR INJECTOR .
2 4 s = S 5 o ZOMG/ZC ]'g‘r% %5 ﬁﬁﬂ;jf_
FBTOLHYO01FD | W/SYRINGE(f 97 # 4 % 1 p Assci % #2164 3 =0 )i c EA | 709 | D108-6 | . 0530 5
R 3L % .
HYRUAN PLUS INJ. % F B & 921 8473 & =0 4275 54 = 2ML FEF EET

FBTO1IHYRANLJ s e e W/SYRIN | EA | 709 | D108-6 | !
%O R 3 0 & L e % 021480 5

19/21




105SMD06009_ 00000000000 00000D0000D0D0O00000DO

NS RO S P s

TR L3P Mats ¥ e
PubMed | 2016/08/19 | 1 | "Osteoarthritis, Knee/drug therapy"[Mesh] 17,974
OR("osteoarthritis"[tiab] AND "knee"[tiab])
2 | "Hyaluronic Acid"[Mesh] OR "Hyaluronic 25,162

Acid"[tiab] OR "hyaluronan”[tiab] OR
"Viscosupplementation/therapeutic
use"[Mesh] OR "viscosupplementation”[tiab]

3 | "Injections, Intra-Articular"[Mesh] OR 15,104
"intra-articular”[tiab]
4 | #1 AND #2 AND #3 AND 434
("'2006/08/23"[PDat] : "2016/08/19"[PDat])
5 | #4 Filters: Meta-Analysis 19
6 | #4 Filters: Systematic Reviews 69
7 | #4 Filters: Randomized Controlled Trial 69
8 | #4 Filters: Comparative Study 42
Cochrane | 2016/08/19 "hyaluronic acid": ti,ab,kw and "intra-articular 24
Library ":ti,ab,kw and "osteoarthritis":ti,ab,kw in

Cochrane Reviews, Other Reviews
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PubMed 2016/07/25 | #1 (knee osteoarthritis) 1
#2 (intra-articular ~ hyaluronic acid)
#3 (“Cost-consequence analysis” OR
“cost-benefit analysis” OR
“cost-effectiveness analysis” OR
“cost-utility analysis” OR “economic

evaluation™)
#4 #1 AND #2 AND #3

Cochrane 2016/07/25 | intra-articular ~ hyaluronic acid Limitedto | 0

Library “economic evaluation”
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