S IhEREF A T LR 125 = 5. (Orencia
Injection for subcutaneous use 125mg per syringe)
F R RS
TEH GO 2R RGEHERE-BRLr | TR

E5LH Orencia Injection for subcutaneous = %4 | abatacept
use 125 mg per syringe
R SIS EE (R) G A8
FRev i) p Sk wtF (OR) P
7 B AR H A % & 1ml % abatacept 125 mg
[FaEAE AT D) % S A ATR RMLM & X Orencia &2 methotrexate & * % 558 fir

B P RIERGH LR IBIEH S LD HE L B mL A
B ¥4 [ ¢ 3% methotrexate(MTX) & — #8788 3% 7~ ¥+ (TNF)
FrAlH ] B AN AR Eh AR o

B

1102# 97 160 b > AEESPFF FTEE LR ATH 1
ARG P KR LAY AR 102 8
8 P EAARTIINZ ¥R E 3 % 1015014749 5L E s p F o
EREELH 2R | S A SR R &L ¢ Orencia® &2 methotrexate & * » # %5
BN R e P RIERBE IR BEME LT iﬁ‘ﬁl*'f‘f,ii’)"é'ﬁm
b BmE P (¢4 methotrexate (MTX) 2 — 854 3k 7~ F]+
(TNF) #r41#) F 57 28wl 2 dend & L & o

SIS LT
5 >

2R R A% #3iF- & (125mg) -

2HF LR |- RALIRTATE

LA FTRTE mES: SRS

EREFRTLdE [ akss () gFRLaES

W e oA B .;,g&;;g%ﬁg&z%w%o%i(mmm%,iw
et Ol FgaE > F 510,774 A 0 K AR 101 & 6 7 1 p A
B o

FRAFH WL L

FREP
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- %% 511k 1 abatacept # 7% L 54| %] & adalimumab & L s+AA| 1 A 4
Ht & o
S L RPRREEREFLEAER R

. R e 2 (AR ):

R T HERT IR A2 ),;H;?ze AT S K 34 & 4| E_abatacept £ T i b4
A 22 abatacept # 7% /3 &4#| 4] B £ #e ACQUIRE 35 » 12 % abatacept £ T i d4#|
A2 adalimumab £ T i etE| A B & ke AMPLE 325 » & BB 3502 ACR 20 &
Bt 5 5 A& Frondp ik 0 ACQUIRE #5% & % &or % 6 13 * pF abatacept g T i1 ¥
® ACR 20 & s+t 5 2 % »% abatacept # 7% 1 8t% ; AMPLE #2555 8T &% 1
# p¥ abatacept £ T /18t ACR20 * Ji5t & % % >t adalimumab & & /18t % o

0

1. & abatacept # "% L5 &7 7 vt ik — ACQUIRE :#5%

FEeAEes AN NI RS SRS R CBRBF 7 B(margin
= -75%) 3o 1,457 5 A (HEMTX sk g2 & 2#m# 5 # i DMARDS i

S ) 0 Ll e NEES A xS B X abatacept A T it i (R ER h enEE AR A
abatacept iR ) 2 abatacept # %1 bt o AT %

a~ 2 &Joedptk ACR20 F i+t 5 ¢ PP (per-protocol) *:# A8 % 6 B 1 pF > &
bt (696 A )frdE R bt (683 4 )if 3| ACR20 £ et & ik B 5 76.0%
( 95% confidence interval ( Cl ) : 72.9%~79.0% ) 4= 75.8% ( 95% CI:
72.6%~79.0% ) > & et £ @ 5 0.3% (95% Cl: -4.2%~4.8% ) ; 95% 13 9%? R
%%?1%5-75% BT AR 6B A T ESMACR 20 F R F 7T E%
A%t o 2 ITT (intented-to-treat) 3 4 47 » £ T /18t (736 4 ) fr%”‘\,w g
2 (7210 4 ) E 3] ACR 20 F et F ik B 5 748%fr 743% > @ e fmit L 8 5
0.5% (95% CI: -4.0%~4.9% ) > &+ & T 2642 0 ACR 20 & it & 7 ¥ 3t 5%
A Bt o

bs % >4 :abatacept £ Tiidt i L (=5%) * A E 2+ S EER ~ ERL e
DR A I RS o L TS R ERI s e A R HEE T A E 2
A OFARIT o A TF L bl e R L b e L L SRR AR B F AR o A T L
EFRLFEEFR s f e T e o R b e éc.ﬁi%J'}i 1] pFp g4
HEMFE REGERL 206016 6> ¥ L F B A FHS ke R 2 B
B o

2. £ adalimumab & T 3 &&[FE v — AMPLE 385 ¢

E NN i WA éﬁ-ijﬁ—kffr‘ﬁ?ﬁa%ﬂlfé F‘% L~ 7 % ot F(margin
= -12%) F7 3 > 646 izgp 4 ($ MTX o F k3 i > & 45 bDMARD i3 5% )
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oLl e VRS A n i X abatacept 125 mg A T i st (A R ER b e RRE 8t
abatacept § = £ )» & ¥_adalimumab40mg £ T ibtie s EB L H 2 E o AT

a~ 1 &grcdpik ACR20 & )f?;b“ F e ITT %38 T ’é_?)? 1 # p¥ > abatacept £ T
24 % feadalimumab A T it i ] ACR 20 F et 5 ik B 5 64.8%(95% ClI:
59.5%~70.0% ) 4~ 63.4% (95% Cl: 58.2%~68.6% ) > & & iz:* X & 52 1.8% (95%
Cl: -5.6%~9.2% ) ; 95%1; #f % & (confidence interval, Cl) = % A 3+-12% » &
7+ % 1 & pF abatacept £ T 1t ACR20 £ v F 7 % >t adalimumab £ T
A Bt o E U PP % 1&%%?.1«;17‘11 BEptEEi: 1.1% (95% Cl: -6.5%~8.7% ) »
EE-‘r abatacept £ F i ¥+ 59 ACR20 £ Jg i & # % >t adalimumab A T3 gtk o

%% 2 & pF > abatacept & T /144 e - adalimumab A& T ;1 &t E 5] ACR 20 & &

F ik B 5 59.7%(95% Cl: 54.4%~65.1% ) f= 60.1% (95% CI: 54.8%~65.4% )

ml«-" 3

b~ =% 2>+ :abatacept £ T /L&t fradalimumab £ TiiktE A F 1 A E R 2 E57 7

Iq

EREEEARFEFS TP F 2 ETF]A R ?i Ee gk ant kB 5 3.8%
v 95% 2 24 iE 5-5.7% (95% Cl: -9.5%~-1.9% ) > % 2 & FlfE # 2 F 2 ¢ %7
et FiRAE G 1.6%Tr4.9% 0 2 =L E 5 -3.3% (95% Cl: -9.5%~-1.9% ) - 5=

2 & [ » abatacept zi T ikt e adalimumab A TR st LB 4 4GRS RE L
# ¢ abatacept £ T it 2 1 b ch #Jp (histoplasmosis) fr 3 &) £ 5 ]
& 24 - adalimumab ziT AstEgd 1k ,z&,i ERR- R :}f; [ﬂ}]% N2 GRS B
AERFR L 22 9018 6 bl fpeh o % 1 & abatacept & & L+ A ¥ (p
= 0.006) *t adalimumab A4 Tiistied b F A BIVIHE B F 2 XA L 3.8%
(12/318) 4 9.1%(30/328); 44 3 % 2 & >3 2 F & A 5 4.1% (13 &]) - 10.4%
(34 %)) 2% i 5-6.3% (95% CI: -10.2%~-2.3% ) -

i+

‘.:.X;

o FRGIEABERPN 2 AAMFHRT BT o ki f < CADTH i& (735 f pF
B 5Fp > B E L £ R RS B % g

Fod W F BEROR R gﬁ*‘?@}gﬂﬂ‘é_wﬁ"_a.r;;o

H OTNF e ®2 £ 3 F ;@;& s Orencia® £ #% ;1 54 4 LB 0

T RE R R ggw,ik/j-m[};‘; LA S FE S (B RGL S R 4

= 5 ooy k,Td’xﬂ A g7 if o

POLTIMMIALS LR ORI LY

]
u.h

. FAE ARP L ELGERETT AFLT ELTY o
> L e mr@fgfabatacept prREEDIEN S ERER G312 KT

8.75 m ~ > A1 keI ¥ W X 47,600 E!T;u P21l B~ o B %Y CIEMF
BT P 2 A R A4 8 % L FIERDE A B i 4 1 2 2 (abatacept
SC AT LM ¢ RiBFMm A # MEFEY B2 FEET DR ATH

etanercept 50 mg A &% )~ 4 4 WA S H-$ i 2 Tk s (abatacept SC F =t o
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H_F i@ % abatacept IV 3 Ac4e®E ) EFF B FUEERY FFT LIRS

AEART Epgr 2P WURYE H#'mf‘&(%ﬂ“ﬂ&éﬁﬁﬁ<ﬁ)ﬂ

abatacept SC ehi & % 3 /1% 427 o~ 10.82 i~ - & & 75 & #% + i3 7] 1.04
~ 3 2.61 g~ o
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Eg

LI Ed ;\. %‘g Bt
AREE 545 1 54 & 2
Bt | RRmETSFEAT | RRETRLLMA | ERAESFELY
eI 250 % % &l
i =4 /z 8 | Abatacept/125mg Abatacept/250mg Adalimumab/ 40 mg

W e %

AT LA

BT i A

WHO/ATC | LO4AA24 LO4AA24 LO4AB04
75
T FFy | AR RN S 128 b JRMERE &L ¢ 1. 8k JRMBE & L
i E & : Orencia &2 Orencia £ Humira s * ** & 3

methotrexate & * » #
Wickebi P R
RSO R R
ARG -
i34k BoRE S (
¢ 3% methotrexate
(MTX) & - f"%
B 5+ F+ (TNF) F#r 4
&) F RF LN mE
B3 s A LK o
EE G F)
Orencia # ¥ &2 H is ;5
T s R ORI & X
(RA) end 3 & &
g 5 %]+ (TNF)
Frd| e PEFREF o ik
B TRk B AE R
”%éﬂ%@ﬁ%?

A5

methotrexate & *
LR 3 S RN
BIZTRBHMEE
Jk BB &L
H s B T i3 A& b
B E ¢ 45
methotrexate (MTX)
B - fERR BB & T
3 (TNF)$r ] ] #
7 L amt R A
ek L g
2.4 E A B &

%+ Orencia &2
methotrexate & *
LEESRY 3 3 B N
BRI ER%EIR
MR W
P T i3 A FrU b BT
Bile 56— AR
8.7 F+ (TNF)$r-h)
HF BH 2wt
M2 E6 R 6
goridsed b
**QOrencia A *t 6
Mg E EFE

BETE o

3.E & &

Orencia # # ¥7 H i3

PREIERME R
e AN S
S¥- fA RS-
#87 DMARDs %
3 2% F Bep
* AR VR E
G (o35
3R TRRF TR
B R )~ Pl B g
TFTHE®
Humira v H fhi¢ *
4T e MTX 2
# %4 DMARDs %
P o

2. FoRelEBE & (BF
2}%2\»‘1)

3. I A HAGE
SR Ew)o

4, fbff}-_"‘:‘:[i
L) oe

HES )

z) o
6. % pH SN
§UGERLAE)
7. RS N GE
fdr)-.
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e R b R &
L (RA)HA $= 3
fepEig* o
[Nt I S AR L e Ba ek SR -
iE i
S | BT #5310,774 = - & %3 16,005 = -
> HiE R TARI02# 10" 9 | FHEIR I > 2Rk A | ZHRME L 40mg e
HEL*E | PARNLGE S | ERMEA B DR
B 4o 1 aZk W | 60kg —"Ff 500mg (2
¥ % 125mg - %) ~ 60 | 100kg +
750mg (3 #g )~ % 3%
100kg + 1,000kg (4
) e
R A2 FAR1I02E 102 O | B4 Eis s B % | FlE- kA TiLbtH
PhEEROLGE R %J/lwméi 2% 4:% |- #E 40mg-
FRP 4T fsm s Mg E 4%
- E Jé;ﬁ—_ e
125mg -
FoRAR | HTe T 3a88 & 59kg” (500 | & & 416,130 ~
= mg ) i;',;a; :
- &3 : 301,672 ~
E I : 258,576 ~
£ 4>t 60 3| 100kg
+ (75 0mg) 2l
5 - & 31452508 ~
5 - &3 : 387,864 ~
55 SEREA (FiT V)
LB RV RER v v
( head-to-head comparison )
LRER
(indirect comparison )
TE K &%:}ﬁ,&f’e”#éf’é’# B 5
mt#r.r.
P Rk i 4 312 ke
2L EFE
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a

. %:Q%”r%li‘ }%A’Il’bﬁ&’m]]‘?y,*”']%7 ,;;f:}%\ %

BHRIWTA S R ”ﬁﬁiﬁdﬁ‘r%fr%@ T T Sy .%11 ko BV it
A adalimumab % % - &4 $ & #7574

11 abatacept 4% 7% ;L A 3 B AP TP £ FEE 0 @

S
\_M
~
\\?{y
e
1
]
1

SRR & S FiEIE o

L2ERAT RSB A AL A S A E (F160kg ~ 1 57kg) [1]2 - AR
P2 AL

P AP RO R RN S L P o s 6[2, 8] R L

3K S RASPE P LS RAB LR G E - E R W BRAE F o E R 12 B

T4 b AR EGPLERME SR BPE AR 26 B
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* = Jﬁf)%‘;fiji’l’-r o2 £ i

% i BOAT A i 12 2R

CADTH (e £+ ) | *» 2B 102 # 7 * =4 » 23k {c " abatacept £ T /L &4 » * 3¢
kﬁéﬁiiﬁﬁﬁﬁﬁhﬁﬁwﬁﬁﬁﬁﬁ%"?%‘*
& T A IF E (1) v PR abatacept # Rk 4@ i 0 2
L g - B R B A LR R % & (disease-modifying
anti-rheumatic drugs - DMARDs ) & — 4 # & 3% 7~ F] 5 $r 41 #
(tumor necrosis factor-alpha inhibitor » TNF- alpha #r#4]#] ) /5%
Fle? d 0 2(2) r 2vie % abatacept A T L EPH| T F
B ¥ % & abatacept # PR L S| MR G A o

PBAC (&) AR 100 & 7 7 4o aER T’ abatacept A T L B4 o F AT
ERFELGRBEM S LhEHA > DA FRENT R
MLt (1) 4 24 B0 P A FIER RN & LY G S
L4 it 2 4 8% DMARDS i 5% ; 1@)@424@”W’6
B2 RO R RO BRI P e T AR
A. methotrexate > 3 > 32 > HE I SEFF20mg - {&
2 methotrexate &> # & LR SR/ A F i T i iE - 55 DMARDSs
i 2 B. hydroxychloroqume (#EZEEp 200 mg) ~
leflunomide (# £+ p 10mg) & sulfasalazine (# & iE# p 2
g) E- 3 -

b pF o> % AT p4 24 7 - abatacept £ TR AR TR R4 Y
AipREF BB AFEENTEE (L) pEPLELRES
PR REM S LR 2 (2) 84 +rr7ra“"’?%% Flag b g

el % H\Mﬁﬁ i€ A b lm o # }7‘\(3}"’]49?&
PRt el S NG - e ;jé—/‘r}ii;fn@gp EI e
NICE (& &) TR 103 & 1 7 22 7 abatacept £ T i BE A Ap 2

164 + W% DMARDS 1% & 5 #4355 1 %

tx ! CADTH % Canadian Agency for Drugs and Technologies in Health 4 £ + & 5.2 ‘?55)% PR ﬁ‘iﬁm

pCODR & pan-Canadian Oncology Drug Review 4 £ < " % 1 & o 3% 5 e S chig | - 3t 2010 & =
22 % CADTH eh& (5 » 2 & | F306G AT B E S Ok BR 2 = 23 F

PBAC % Pharmaceutical Benefits Advisory Committee % &% 53 £ R € m‘qﬂ
NICE % National Institute for Health and Care Excellence B jJi B T PR o 4547 7 12 m‘rﬁ’% o
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[2R&8 FEA Tiasthl 125 T2 ] FRpsmif

FLEBL CHRZ A FERRRY cFEFPHER L
FL = pd: ARFL102 £ 10 % 16 p
ITE R R LR RS F R ARG IR RAATE AT FHE AR %

o IR G LR TR AR S F o e A Rk B ARAL o B L
b2 g :wﬁ*@ﬁﬁﬁﬁﬁ%m”\’+%§f%%ﬁ£h%:ﬁ+@}
%°%%*—%i‘mw‘fﬁbﬁﬁﬁm?%ﬁﬁiw%#’M@z4§§%
Bokd o (NTHAELKY ) R FLARTIINE 0 HNERE v HFL AR
égﬁ%%%(”TH#%*%>*ﬁﬂ %%$%ﬁ¢#¢ﬁﬁk’ﬂkﬂk
TF ORI A2 BPEIPN RIFBGEATERE (NTHEAEL ) WG
PARERSRETRE L LA Z 23 IR F RO o rBiF L 2R A A
FAEWHEANFELZ EHEPR AR

ﬁﬁ%ﬁﬁ@“iQ%%%ﬁﬂﬁm%%ﬁ%g&%ﬁfﬁﬁﬁ%&ﬁﬁ
FmoFMF A LR REF R WAL CFTRRT E2 Hf S AN
Bk o @7 ﬂblﬁ’*\@w oo ¥ MR 2 TR R oA 4 WA AR R Rkt
WA Ep FalY S HEFRARL R gm L RS TRA F W S e
';?g o

- S B RISRRR

% b JRAEA & L (rheumatoid arthritis, RA) 2 - f&p 8 L £ i 42 3 E
Jod M EFEERE L LF o M E TR Lt RS RES FR
oo EML @ﬁmﬁ&%ﬁﬁﬁﬁﬁiﬁ BMFERR L ERLPBRY T
fo cRA GBI AT ME > S IRA RN AF RS T R TR
B & T Rl SN s T R s R R L S ? A S PR
g EY ,,gr,\, >0 ;133[4 5] % b ,awr,,g TSR AEFRGEFFYE 05%
I 1.0%[6] > A7 W55 02%% 05%[7] > 2455 026%3% 1.18%[8, 9] *
fot 35 BF fep (6, 9] R A RFLARTIFTS 02007 £ 3 2011 #
AR R F RS ER 0 B ICD-9-CM 775 714%04 901 9 % 236 1
257502 60 k E Edr B (F2LH- ) [10] -

TAREER BB & LR s o d e & % (rheumatoid arthritis and other inflammatory
polyarthropathies ) -
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18,000

16,000 :\
14,000 { -\
A
12,000 7 s
,‘ A x = =4==2007

N -
}\10,000 é." \ — + 2008
#8000 2 _~2009
7 \ <eedee- 2010

6,000 '
,;f \. — == 2011

4,000 f

& \1
2,000 - ﬂ‘f
o 0 0O OO

L R T . T TN . R s S - NP N SN -
6 Y SN AT AT T T W W ST ST e T AT AN % -]
STES B 5SS S & ES S S 7

Bl- 2R EGFRATLM BB EF R

) 330

oA EU RS AR M AT R T R R LR A R T )
Ao ga BT B2 FET Tt e p S B2 L RA ik
p & B k2010 & £ WA RJEF ¢ (American College of Rheumatology, ACR )
#E b R PR (European League Against Rheumatism, EULAR ) { #7 1987 &
R ETER (5L E- ) PO LI R IS TR EREFS A ﬁ},%tﬁ
BA- 9 k@ [11, 12] - 2010 & ~ sg R (542 ) ¢ 7 454tk B4 K
F 5104 > Fop A RAET 6 AR T RS RALLL 12]

% = 2010 & ACR/EULAR # b iR HLH & 3 A #12E p)

¥l
-

LRI A enp fﬂ:fﬁs/\ii)‘%fﬁb :
1) 3 %3 - A & afpsk b AR L (R ) &
2) ixF B BT o { R AT R g T o

Al &)

1~ o &

2-10 &~ B &

1-3m & (FRFEAMEET)

410 B} M (F &2 454 M E

gl w | N |- | O

&
SI0BME (223 1B M)
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£ RIS P R A HE A
1) 253 - A S aTeR 1 R CUFR S L (PR kg
2) 2 G B p T L g da s R i i e o B o
B iFFdpth (FRIF-A4F > 2707 - A%k *)
RF 2% ACPA &4 0
RF 3 15 45% ACPA S (1 4 22 1-3 1) 2
RF 5 B 2T8 ACPA s HB i (o % + 22 311 1+) 3
Co# il (FRRFAMTR 2 47 - AleFRSES)
CRP I ¥ ESR I ¥ 0
CRP # ¥ & ESR £ % 1
Dk 3 A
]2 6 iE 0
FHA A6 1

ix @ RF 2k ;& %]+ (rheumatoid factor) ; ACPA #ik A % fir<4<4 (anti- citrullinated protein
antibody ) ; CRP C » J& ¢ ( C-reactive protein ) ; ESR = & Zk it *% i# & (erythrocyte
sedimentationrate); ¥ % 2 % KAt R £ 0 1 F @ S BB B E BT F B T 2K
RENIRIFEIU RBBEEF NG F B Lo

>z RA & I Ew a1 B 5 #cfd (k4o patient activity scale ~ routine
assessment of patient index data ~ clinical disease activity index ~ disease activity score
in 28 joints ~ simplified disease activity index ) F# > A F& § @& * ch1 £ §_28 e
BB vﬁai—éﬁ%fiﬁ% ~ (disease activity score, DAS28) - iz 4% 2012 # ACR 4p 3l
[13] > P DAS28 &~ #c/i*v 04 2 9.4 4 » 2k~ (%) 32645 °F 3324
¥ 5 MR BRI A ()*»3242 ) (8)*»5h1irx¥ KL P RERE
ARl A H G ERF R F i BDAS28 & dic] 3t 2.6 4 RIAR 5 R I F
(remission ) [13] DAS28 ip| £ chlf & 4= [F] &« 4£ R EE R A B & ~ 2B &~ 9
B & ~ ¥ % 45 F B (metacarpophalangeal, MCP ) ~ if =4 35 # R (proximal
interphalangeal, PIP ) B & ~ 3R Rf & 5 X 3+ 28 el & > 44F 28 il & & )R £
7§74 B & % (tender joint count, TIC28) {v*& "k B & #c (swollen joint count,
SJC28) T *ip A e 3R T i 5 (erythrocyte sedimentation rate, ESR ) 4v &
8 4= & & & (patient global health, PGH ; 1% 100 mm B ikt & 4 RIE ) BIE
SR RS O N E T £ DAS28 A #[14] o 2 N 4o T [14] ¢

DAS28=056 x / (TJC28)+0.28 x / (SJC28) +0.70 x In(ESR) +0.014 x PGH
“,ﬁ%ﬂ?* ESR #i i %8t » ¥ :x* C-F g &v (C-reactive protein, CRP)
fa s 2Bt 5 DAS28 4 #ic[15]~ ra gt > sV et B e DAS28 i F i % DAS 28-CRP>

AN LI

DAS28=056 x ,/ (TJC28)+028 x / (SIC28)+0.:36 x IN(CRP+1) +0.014 x PGH +096
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B ie R

RA i g p 3 10 3 - AP x> L2 A i & g3 ¥ {8 % g
B F% LRop AT gégzﬁ@@@4ﬁﬁﬁi£%ﬂ%n61ﬂo=w&u
B F RERDP AT BT w2 B H= o ,ﬁ‘*"s,,:ggk,.a‘_ﬂ fnPe ~ o E v w
e R 5 OfE > i A B HE ¢ F1F (tumour necrosis factor, TNF) 2 4 v 3
(interleukin, IL) -1 ~ IL-6 ~ IL-7 ~ IL-15 ~ IL-18 ~ IL-21 ~ IL-23 ~ IL-32 ~ IL-33
St pAERANEERLAR  E- P B F BRERFEE L 0E #B P B
gk fod SR AF[16-18] « EEA T LA F it b > 3F 5 4 b WA T F B
TiAaTHFIiLEme LB L FHa 0 5 RALFE T K irand $8]18, 19]

RA /r’%‘%@‘*”f-i&ﬂiﬂiﬁv}f}%*ﬁﬁ’ AEPEATER R M SR
M EAN C FERR CRFLEST oRA m)%‘ ik ovg %a‘éjkf%%ié% :
BYioh e Mo o RER ISR @ Hp A RS B s~ PRI > e
B eniEd -4 [4, 5, 20, 21] - -E}]?i HELHE R |3"Fﬁ§¢:}§'1§%§-<ﬁ,z{§;éﬁ
R~ B FFEE S RIF Y g E g 5 i"f’? SRl ey RS
ook &AL 3 g l). AFHEFER 2. 2ag FpEsg A (non-steroid
anti-inflammatory drugs, NSAIDs ) ; 4= 3). % i B OAF F b R T &t
( disease-modifying anti-rheumatic drugs, DMARDs ) [4, 18, 20, 21] - DMARDs %
S R A L 24 F gl (BaLd)) 24 gl (biologic agents) # %] » DMARDSs

uly R %7 |4eT [4, 18, 21-23] ¢

B -4 5 4 & azathioprine ( LO4AXO01) by chloroquine ( PO1BAO1 ) ~
cyclophosphamide( LOLAAO01 )~cyclosporine( LO4ADO1 )~ D-penicillamine
( MO1CCO01 ) ~ gold ( M01CB ) ~ hydroxychloroquine ( PO1BAOQ2 ) ~
leflunomide (LO4AA13) ~ methotrexate (LO4AX03 ) ~ minocycline
(JO1AA08) ~ sulfasalazine ( AO7TECO1) -
B 2w (2T A bDMARDS) ¢
s 5k ¢ %15 dr4 & (tumor necrosis factor inhibitors ) — etanercept
(LO4ABO01) ~ infliximab ( LO4ABO02 ) ~ adalimumab ( LO4AB04 ) -
certolizumab pegol ( LO4ABO05) ~ golimumab ( LO4ABO06 )
- T #% < fmveti e Tl g e g7 (T-cell costimulatory blocking agents ) —
abatacept ( LO4AA24)
- BT wmeiy BT 4| ( B-cell depleting agents ) — rituximab ( LO1XC02)
- % 6 149 &4 # (IL-6 inhibitors) —tocilizumab ( LO4ACO07)
- % 1 4ié 28X B4 (IL-1 receptor antagonist) — anakinra
(LO4AC03)

b A p L ATC A %45 o
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Tk B dn 5l
1. -

3201397 26 p b o A BB TG A R E RS 5 [24] ¢
AR ,ﬁl}%f%‘f g[25] 2B e > 2% Google HF exk o f @ AR BRI
M L2 B RERA SR

2. %2012 & ACR 433!

FEtgmL 6B (F) Mt & E s 1987 # ACR (American College of
Rheumatology)+* #f # 2 - » 14 ™ #2012 # % B ACR 45512+ % 220 RE
1P 2 Ap 23K ﬁfﬁﬂﬁ'iﬂi FRLR 2 s

m  ©iF DMARD H Z ;7% 3 B ” %é‘fi'lﬁs/ I RNE R A v ZR R
DMARD # &£ 3 4 methotrexate [ & & A%]2¢ leflunomide [#4; %
B B]ié’% 54§ methotrexate jofy 3 B * A FFEFELY RAER
ﬂ »iE22% 40+ ¥ 1 1 DMARD & # = ¥ 1 # 2t methotrexate :» DMARD
e e ke 3k 4o 3 = minocycline [# 4 ¥ & C] -~ #fé =
hydroxychloroquine [z#¥3 % % C] - # = sulfasalazine [#¥3 % % C] -
= leflunomide [#¥% ¥ % B] ~ methotrexate #« + minocycline [”-“;}7‘%;5 B
C] ~ methotrexate “4r + hydroxychloroquine [#&#5 % 2 B] ~ methotrexate
4v + sulfasalazine [# 5 % % B] ~ methotrexate 4« + leflunomide [& 45 %
% B] -

m  ©iF methotrexate ¥ % ;5% &* DMARD & & ™ 1o 3B ¥ (8B misd
Hnj B ff)i:—*z » 2 & A3 TNF ,r)%* 56;—*2 v 3EZR A F V3 TNF
Frg) B~ e abatacept ~ g 3% A rituximab m)%* H ¢ methotrexate
£ 4c } abatacept crzEdR ¥ 5 5 A d methotrexate #fé%k abatacept 77
HpESL Co methotrexate & g £ 4v b abatacept cE YR £ &G C ’
methotrexate & & je™ # = abatacept HIHpE B G Co

L] 4_5 1 TNF $rd| & /5% 3 B 2 .g,r@*i\ [V E o S S fji’;‘;j—é.‘v‘r%'f’}

¥R B “a‘)i:—*z viEkAE S Y 1B TNF frd A 2 3k = H s 22 TNF Fr4
?Sél ;e:),%: - *r* etanercept ~ infliximab -~ & adalimumab #% == abatacept
SRR E ST 5 Bo

m 5 H @2t TNF $#74]# (abatacept ~ rituximab ~ & tocilizumab) /2% 6

[F R E N E & S e f‘}lja,p'w‘nr}* ¢ R -g_g;dﬂz v iER S TNF

¢ levels of evidence:
A: data were derived from multiple RCTs;
B: data were derived from a single randomized trial or nonrandomized studies;
C: data were derived from consensus opinion of experts, case studies, or standards of care.
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Pl A e R e

m F]5 TNF Feql@enp (T% @ @R A fe ApBAdle? RS ER
# ke T 1B TNF Fra @l e 3 = B s 2L TNF Frd | #05% o &%
*Kdp % & &% ¢ 12k (Foodand Drug Administration, FDA) % %
FFEEF AT R s R P A ANT R ERB A ARSEL
Aﬁ%%ﬁxiﬁ\i%%ﬁmx‘&ﬁﬁ»&ﬁuwwxaﬂﬁéﬁ
7 LE o @mi,d etanercept ~ infliximab ~ & adalimumab 3% = abatacept
SRR E Y 5 Be

m F]GH e 22 TINF Frq R (T% a @ik A oo ApEdEad R
ERF o RS TNFardI®linf o 815" Ladot o

3. %M 2013 # EULAR 4551

B R R %5 % ¢ (European League Against Rheumatism, EULAR) 1
w7 2013 £ 47 L ATRA 3551 RGO TR SLE $80 T [26] ¢

B A 6B Mo 4 BTy DI 4FhIE 18 T3 P o EULAR 2R
& 3% U methotrexate £ & bDMARD ( TNF #r+]# - abatacept &t
tocilizumab ~ & A 4F 2 iE 2 T @ * rituximab) o o

m HE X bDMARD e A F‘I f@;pxk—x H = bDMARD ;5% -

m HE S TNF Frd) s g 4 E:c Hod R H© TNFFrgld & 5 - &
g e P WA o

C R R BN AR PR

Orencia® (abatacept) .- #8315k T & &) > #+% CD80 {r CD86

FL A THT me Bt &m [e¥rer CD28 +h2 3 1% - Abatacept & fF?
Wt R EF PRy (F ¥ FREM P FMESFTEEA[27]) .af,f e
Mo LR - A S W EA T AMBE ST Rp oL ILEEF (R)

:
RN (T AL D) N (B 2R R LE iz4[28]>> 2.

BRI E S (F 2 T IEE 3 E 1015014749 B) o P AR E
i g+ TS A SRR BRI & L 1 Orencia &2 methotrexate & * > ¥ LR e
LY RIERES AR M E LT R p L Er SRR ER (€5
methotrexate (MTX) & - fE* %3k 5~ F]1+ (TNF) Frdl# ] & B3 a4
Fidend A R o £ & Fr44]1Orencia 7 T 2 H B s AR RMEM & L (RA)
chd P 88 2 ik 75 (TNF) Fr4) @ prig % o & P 5§k 7R 7 2 &0+
KAHF Ry AEE o HFFE e REFRERGF RS

s

Abatacept #1 ATC 4 #f #% 5 LO04AA24 > J§& »° antineoplastic and
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immunomodulating  agents/immunosuppressants/  immunosuppressants/selective
immunosuppressants %7 =] » ATC 4~ #f I 5 LOAAA & & 3 H i 1748+~ > 2 ¢ 10

FiaslaAEmALD 6 L2 AARAE RA P AT Y T R
leflunomide (LO4AAL3) & RAARM 17 ok » £ 5 e p (R4 %
Z )o

CIBAEE TATR REER S L~ A ATR RER Sk - NATR RM &L~ S AR

e e <v%‘%%@ﬁ §E RS ﬁé@>kﬁﬁﬂﬁai@
EW e B L R FE R L EE20L FH- 2 ¢ & 5 2 4 adalimumab -
5% etanercept~1 % gollmumab\z 4 rituximab~1 % t00|lizumab~ ™ % glucocorticoids
22 NSAIDs % o i2— 35 0 Tinde g b (R & 3~ BB g b B &L -
SRR RM S s NSRRI KR R %F:"QQJ :&"2: AEHER S £ 4
faa =2 938 & 5(2 4 rituximab~5 ¥ etanercept~1 & abatacept~1 ¥ golimumab )
(sp%4m)e
ﬂ“?‘&RA/r%~ﬁWg4#ﬂ%éjHﬂlﬁi i%@ﬁ#ﬂ%&%i%
oo e B RAARH 2 4 @A Xwi

AR B [27]8 i 2 1 e [29]

i HARERL GRS L ES
R

ATC #3545 | A BF § Bk 3] Hrz 8 BRI TS AR
VA4

LO4AA24 ABE R RILRE & FFEA 125 mg/mL AP E R R
Abatacept Orencia ¥? methotrexate i R i | L)

ok kb Y BRI
ERFO L BREM S
L2 HFE R o AR PR
i%ifﬁf*v%“%‘% (¢ %
methotrexate (MTX) & -
B h R 7]+ (TNF) #+
FIRFE BH 2 at A
i e A %ﬁ iﬁ?*e*%““’
fH Orencia # ¥ &2 H # ;5

B h RIER & X (RA)

2 QA F AR )
+ (TNF) Fri| &l pF i

Foo ik PR ERA T 2R

W%ﬁﬂ%&ﬁ%?i%

i °

¢ muromonab-CD3 ( L0O4AA02) - antithymocyte immunoglobulin ( LO4AA04 ) ~ mycophenolic acid
(LO4AAO06 )~ alefacept ( LO4AAL5 )~ gusperimus ( LO4AAL9 )~ abetimus ( LO4AA22 )~ eculizumab
(LO04AA25) ~ fingolimod (LO4AA27) - belatacept (L04AA28) ~ tofacitinib (L04AA29) -
¢ antilymphocyte immunoglobulin ( LO4AA03) ~ sirolimus ( LO4AA10) ~ everolimus ( LO4AA18) -
efalizumab (LO4AA21) ~ natalizumab ( LO4AA23) ~ belimumab ( LO4AAA26) -
CHAEF AR BM S LE 2 R REME LT 0L AR BIEH & LE 2008 R RS
A SINGE E M

O MaEF Eb 1
LEOE ~ R Ed Mk RS

FhORIER &L E 9L
)

T

REBRAER REM S LW
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ATC / &7
L

AR

A7)

>3z

|l

1.2 b JRIRE & Lt Orencia
£ methotrexate & * » #* %
&%kéJﬂﬁii&%
B AER BRI &L
BB 1A b /,?é«/ﬁ’v%‘%
¥ [# 4#& methotrexate
(MTX) & - 785 % 3% 7 F]
F (TNF)F#H1&1]F &7 2
i A NNE B RN
Foo 2.4 & QMR &L
Orencia ¥2 methotrexate &
*~*%ﬁ;&&ﬁJ‘ﬂ&1

R %EI MM S LY
@R 3R R
Ei e 46— R T
+ (TNF)Fr41&]F 7 2
R A E 6k & 6 &
VS éi’ > **Qrencia
A6 fé\- HT V2 E iR T
3 E R EY
4] Orencia # ¥ &2 2 # ;4
R b JRIERE & L (RA) D
. Elar R

B /Ej

243 % &
T

262.5 mg/vial

LO4ABO1
Etanercept

WFOTHAE RS R
B+ % 3 (7 DMARDS > m]
4o methotrexate) & if & %
\¢4m%wﬁ&aﬁ
BMa i on f#30ha AR
* methotrexate ;5 2. = 4
PREIEREREER R
MK e Bl 4 h X
ik BB T AET IR
2 Bl S e
3 o 773 * v methotrexate
Bl 22 F b E S
il e S T R
o AHA 2 KN
& (7R o Y A R
¥Rk R E S &R

ti&f*ﬁwﬁ@ﬁﬁ

Rt B & o o

T* (OB ARG SRR & !
e 2 £ “/t R\‘( 31
cyclosporine ~ methotrexate
25k iR 2 (PUVA) )&

sk kel nee
R B N R

~

v ;; }%" IE‘: Tf'l’ ’Ii

243 i
R

270 i1 b4
el

25 mg/vial

25 mg/syringe

(0.5mL g
R
F)

RHEE (FREHRT
¥~ a R "A) 8.24.2,
PEZLM & A AR IRA
6. k7R ET S
D)@)miEE > > ¥ it
R I CER ST
@ier 5 FF %(B)EH
A5, BHLEY o
(D&% Rb BREE I
(American College of
Rheumatology) % b ;% i
& A BRI e BT
£ - (102/10/1)
(2)id F b g b IR
1 .28 fahf & 5 i# 8 &
# 4~ (Disease Activity
Score, DAS 28) & 7 + %
51-
LL JE’LA\ i @ g‘—
HpE/mApE T - B
”Hi’iwéﬁw7@
R ARRERR R M & X
K hAFE 5o
3r 1 : 28 AR &R e A
o (& Lz) dr o0 H
Bt R AR
;\: YT
DAS28 = 0.56 x\NTJC +
0.28 x\SJIC + 0.7 x
INESR+0.014 x GH
2 TIC: fE M oa o
SJIC: "B & > ESR:
ekt g (H=3:
mm/h) » GH: # 100 mm
BlGpme &9 T2 R
SRR G Bk & (general
health status)
R FIE 5 s 12 A ik IR
" #
(Disease-Modifying
Anti-Rheumatic Drugs,
DMARD) # i % pc :
FEYERLTCAE
DMARDs (methotrexate
PRRER T - Epo
U FER Ltz &

,;\5
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ATC » 5578 | ARF¥ §f B ) Hx32 % (Rt IR I
2%
BRIERCHES A LF i #) ~ hydroxychloroquine
LIRS S U T R sulfasalazine -
VR xR G o d & d-penicillamine -
M@ 2 6k 28 azathioprine -
5 ’?“ b E e R RO leflunomide ~ cyclosporine
LO4AB04 AR RIEM & L HUMIRA | 270 i1 5+ | 40 mg/syringe | ® 2 & — §8) 2. % A5
adalimumab i P gI Y RIERE | A (0.8mL i s | K > @ 1 & PR R AT o

&ﬂﬁw$%if%§%
- BAALE - fE
DMARDS %4 % 7 if % ¥
e Ao o T R
LY SUCE SR S50 2
fofiesk 5 f2) ~ Frfl B4t
2 & - HUMIRA 7
Hjpi s v rife MTX &
H s DMARDs &4 i # o
FoReMEBE &L i AN 4R
R RE S B R
3 Z_ = A ,L,E.%“Lnﬂ@ﬁri
g Rt BE & - HUMIRA
Hjpi 4 7 ride MTX
. DMARDs %3 &5 * o i
BAf g e g
AP E A e
i B 2 Ak £ B o LTS
AT KA R Sl S g
ZaAd B E RN
JE(CD) > 7 i g R & e
3E S MR HfE
Humira 7= if * »> %}
infliximab = &% 2 J 2t
ARz x4 ¢ RITE
ROLI AR TR R
i L&'/g% ¢ 3 TRk i
[ o g0 ¥E @ > 25
F > ¢ 4= cyclosporine~MTX
E‘%]hJC]LE;]g‘}‘ * | ‘T’
= \,_C“‘;Hi,fﬂrrfxiﬁ B %
ili:ﬁ T ,é,;zo,gﬁil
115 B & L Humira
B MTX i * »0 13 1 17
EEFERESEA D P
ERE ' I UGN B S
8 & 47 16 — 487 DMARDs
EYFE R GG b E ;;};5
& o Humira # ¥ jp i # »¢
HMIX g 2mx &7 &

—= 11» L

=

\4

%)

(93/8/1)
I.omiefkeani & ¢
(100/12/1)

i.DMARDS % % ;55 P& Y
BRETAHEEZ -
(iye2pz>6HB" Lt
mEPY D20 v
| (&L w) oo iR
P &% & (standard target
dose) -
(ii)DMARDs # %~ £ @ ¢
* prednisolone 15 mg/day
el RL D3
roadd 3 2R
DMARDS # #» & 77 if 5
(it L w) ormEEp
% # (standard target
dose) - (100/12/1)
ii.% 5 & ] DMARDs %
PapEpzlt URE
EER R RpE
DMARDs #| & 17 Z i&
GES IRy
% (therapeutic doses) i#

F2@2uF o

I .f veen & @ (93/8/1
98/3/1)

DAS28 4% A~ T R 2R
XA EN(=2)1.2 0 &
DAS28 & 4% & /| 3t 3.2
ﬁ o
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ATC / &7
L

AR

A7)

-]
e
.
[l

FARY 2L LE BRI
7% N —E *oAN At B frJP 7
f% f=/2% 6- mercaptopurine
(6-MP) 2 azathioprine
(AZA) %
¥R 2 7 a8 4,,
B2 Y BRI BE
R R I J% ,ii °

lﬁ ¢L41L ,A#.i {\E\}

s.\« —spn

LO4AB06
golimumab

HRRMEME L %E R
SIMPONI £ methotrexate
B g sRY A ER
AE R RRE &
AR REEA T
% ~ SIMPONI if * »% 705 5
e SR R
BF o doReii a o a g
R SIMPONI ¥ fhi¢ * s ¢
methotrexate & * if * %5
R $ 5 o 14 AR b BB
4> (DMARDS) & 5z 2_ 7%
ey el R -

270 i1 54
el

100
mg/mL/0.5mL
pER G =
poiLatE
( SmartJect
autoinjector )

ot (FEs% d*ﬁu“‘fjﬁ ~
kWA 8.2.4.2.0%
AR IR A

i\:

LO4ACO7
tocilizumab

B RIEM & L(RA)
-Actemra £ &
Methotrexate(MTX)# # >+
e EAY BRI LR

BOREME L E R - 8

- #8222 DMARD #
Poiny & R TG 4
Fu# (TNF antagonist) ;s %
M OF s R E R AL e
gl bHY  Fh
ﬁﬁMTXmémﬁ»ﬁ * i
& MTX 7 %5
Actemra ¥ fbis R o > 2
#E AR F M E L(SIA)
-Actemra i * 5 \fi“ 2 &
(§)04 8 g doft 2 & ia
E AR M k% X
% NSAID % # 7 ﬂﬁfu R B
P R E L o

270 i 4
A

20 mg/mL (4
mL/vial ~
mL/via ~ 20
mL/via)

FRL R
"@léﬁm ) 8.2.4.2.i% &
ST

L01XC02
rituximab

i A & NHT B AR
BECERE G Fut2
,.‘)'}Z B-mre 2L im £ & X
"R o W CVP I E R
R ’LR} feg it
(o3 20)B e
Lok &N KT B B

A

€

5

W
q

!ip =3 ,}E/L

270 i1 54
£

10 mg/mL (10
mL/vial ~ 50
mL/vial )

L g
ORERSFEE F3
a3 7 F S (3‘1\7‘
etanercept ~ adalimumab st
golimumab J;) e o e

AERprr o NEEAR D
» A Fiiﬂ— BB
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ATC / &7
L

AR

A7)

-]
e

.
[l

Ao % CHOP & H i3 it &
B % 1 22 CD20 #2142
ARA S A B e 2t A
£ e
= B H A k2
A4 F 218 enadE LR
AR HER R & L&
methotrexate & * » if * 3%
el E R - (7)) 2
B 515 (TNFYe 1
ERRY SIS NI (RN F
it % e B M b IR R
$%$4&%°iﬁ%
(MabThera)# methotrexate
B s X ks wy
FOREM S SR
Boo Bt T st o
% f B (MabThera)ig * »+
22 fludarabine %
cyclophosphamide & * »
5 CD20 5 b M = s s
¢ m(CLL) & & eh% - 4t
’ % 7f % (MabThera) 1§
EIEE RN & BF NI N
#5378 H 14 CD20 15 |+
L RERr: B = Y e RS
Fupft Fop TP L F
% (GPA)(Wegener’s f 5
) E MM F e g X
(MPA): i ’f #(MabThera)
HFE AT A
(glucocorticoids) & * » if #*
W ipfe A 2o p TR R
¥ W(GPA > AL F
RS B R e X e
2 X (MPA) -

A s Y sE a2
el @ g e

e
%:i{g‘:

# oLk - (100/7/1)
|.Etanercept ~ adalimumab
2 golimumab =g 5z @ 55
e 1o 3= % DAS28 M
T TEAR R AT E Y
(=)1.2> 2 DAS28 %#%,4% &~
3.2 4 - (101/7/1)
L&t ena s -
2 % etanercept ~
adalimumab £ golimumab
n ehgl £ * o (101/7/1)
(2) % ¥ methotrexate & *
( 1z %+ methotrexate %
A7 > & methotrexate 5142
g s T ~aFg iz
BB q e ﬁ“f
s} ) o
R+ LA R A2 P ¢
I w0 =0 5 AP FR 24 1F &
Mmoo ®
L33 & T 7| b @phisn
%_: DAS28 #fk» =
32 AEa ks
rituximab ;5% 78 % 21 %
v i DAS28 Bfh A~ A
= 06-
(4)F = Fr A% 5 ## 7% 1 54
500 £ 5.~1,000 % 5. &
AR Al o N I
%o E A = oo

& ok
# =

LO4AA13
Leflunomide

TR A BER RIEM &

Ko A AR AR R R AR
M AT 2 SRR
% (7 &> DMARD disease
modifying antirheumatic
drug)e e & iE B s A
FoRetBE &L -

110 x|

116 %2 4i_

10 mg/tablet
20 mg/tablet

10 mg/tablet
20 mg/tablet
100 mg/tablet

LU = A #E b R
& X > @ # % methotrexate
methotrexate & ¥ * p& ¢
* o

2.7 B R B e A
FCReMEBE AL B
DMARDs ( T i3 A FLb.
B EY ) i EoTs R

*

LO4AB02

AR AL D

B A
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ATC / &7
At

MR

A7) g

Il

WERIL TS e

E
)

infliximab

LO4AB05

certolizumab

pegol

AR AL

B A

L04ACO03
anakinra

AFH AL

B A

=R

sJ-

R EE (FRTREEL)

AAFE AR ST CADTH/pCODR *PBAC 2 NICE 2 R 1 #i=m R4 2 &
HoE R B TR &
Cochrane/PubMed/Embase p Fﬁé /]?c PUB R R F R PP B2 Sk

2P ipMTRAAT Y Bk e

CADTH/pCODR ( 4t £ + )

PBAC

()

NICE (&R )

2l 2
Hi R E

rE- F‘x 7}"‘

KT

gyPLuﬁ 1d ?5,;%%%4;5\%31,— _‘;A;ﬂ;r

FLp W
2013 & 77 18 p 2k A o
2011 # 7 0 24 g g N e
3 2013 % 9" 24 p i+ - % & abatacept £ T i1
BRI A) A B AR & S 4p 5 o
SMC %2013 & 7 # 5 p a3k if it feft -
Cochrane/PubMed i & & % -
A% ¢ w2013 # 97 16 p (Day13) ¥+
TR R 2 A LT o

3 : SMC % Scottish Medicines Consortium &t ff Z4 £ R ¢ HER o

(- )CADTH/pCODR (4t £ %)

Orencia® (abatacept) # %

%o EHAA] Ade £ £ 24 3% (Health Canada) %+

i R s TAHER? AT ERFEEELBBH S LI HI O LB R

Fib B E
F TR

KRR TS FedlA s S HP 2 F R F R e A
CHBTRA R e R R e PR

£ | # 4 % % (Common Drug Review, CDR) it % » & 2010 & 6 * £ % &4 & 335
7% f ¢ (Canadian Expert Drug Advisory Committee, CEDAC )& 3& Jc {* Orencia®
BRI EEAR Yt Tt Y BRI E R SR AR RN & p 4 [30] -
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Orencia® (abatacept) A Tiisf#7] & 2012 & 11 ¥ &Y ¥ F &4 3 &
(Common Drug Review, CDR) > #r £ +~ & R&E 4 & REL R ¢ (Canadlan Drug Expert
Committee, CDEC) # 2013 & 7 * 18 p k45 & R € 17§ 3RA3%([31] » 3P % i
RS IR EE (& & Orencia® & T ;14| * > Tink® BRI & RS
B AR RIEME & L A R et iE 2 [31]

n AR R Orencia® # 7% 1 8443 3 X (U5— 48 DMARDs . i #|
RREY T T - R methotrexate & H & DMARDs ;% 5 & -
B TNF Fr] 3| ,r«),% 4 prev @ mt ot K B\ i i3 2 abatacept 5% [32]) 5

m  Orencia® £ T i3 54| 4] AR SR & ﬂ\ F VA AR b A o

CDEC /&A% ehi & idg & 35 ¢
m  4-4F abatacept 4p B KL 18 4 H R TRk 3#% (randomized controlled trial,
RCT )it {7 e— 38 & S = lgk‘iﬂlép”p\ o Td PR A 6R
#5 -~ #m# (double-dummy)~ # % »cf2 (non-inferiority) ¢ RCT o
ACQUIRE #% 1 & #4417 B3 £ R FH I RAE L (1457 4 ) =
i¢ * Orencia® (abatacept) & T ;i b 2| vt s 7% 1 b 2] ey v %
P H R AT A T 'w A1 ACR 20"F ik # 4 »> 48 7% s 3]
ACR 50 4= ACR 704 HE I Ee Koo
L é%**%%m%#..b,/amllp_ B (; FRLAFLT 2(Z) &)
. ﬁ ENUIR RS R e LN LR
Bt WEF RFROATG EHTR LR DE -G o
- % TNF 471% 2 £ § £ b > Orencia® #7%; J%WJ@J{ o
o ﬁ‘**lﬁanﬁ”#&h%wﬁ%mzﬁa 7 o FFERE
E RS FILAP A @ 3 0 IR ST qu > ;g o
R e T ﬁug<wgm@ﬁp o

(%*a

A

(= )PBAC (i)

ZR a4 A ¢ (Pharmaceutical Benefits Advisory Committee, PBAC)

" ACR20 e % Ldpup 4 M & E0E BHca BT B (&4p 28 kM &) &3 209icg o ¥ T
7| 538 $dic? > 35 338G 20%:<ec & 47 & [33] ¢
1. AR 45 E 4 (visual analogue scale, VAS) = % 5. 7% & % (Likertscale) #*f i #p
B § AR PP AR
2. AR #gt £ 4 (visual analogue scale, VAS) & % 5.8 4 (Likertscale) ==& B A HA R
4R giﬁ;}~;mﬁqf’| ﬂ*:r;f%’ :
3. rARA #g £ 4 (visual analogue scale, VAS) & % 5. £ 4 (Likertscale) =& %ﬁ;{ }»f;ﬁ; A
fé; T B )[igm R gé‘v}:}% DL
4, B - 2 ~ BT RANPMEETZGF X
5. 44 5 st (ESR~CRP) -
" ACR50 - ACR70 # * ACR20 I #f cin® iz 58 B » fi & 75 i 3| 50% & 70%:3c § 42/ o

21/84



102CDR09016_Orencia

& 2007 & 11 * 3% Jc§* Orencia’ (abatacept) #% % i1 s+#4] "¢ methotrexate
BRI R PR (R B IR % R A B AT R RN 6
LA m R [34]

2011 E R ng o @ A &Y -k (minor submission!) = & 5 ¢ R
# w4 s % % (Pharmaceutical Benefits Scheme, PBS) 2+ Orencia® ( abatacept)
AT ASHAEEE DY 5> ¢ (Authority Required) o' ® »%in & £ 4k
BB & W [35] - 2011 & 7 * PBAC = i € 3&.5% % [36] > #L.p" 73t 22 etanercept
(F %A 726 50mg) - g & A v R R (cost minimisation)» ¥ % £ 3|
JE & 42 abatacept # 7% ;1 s+ 4 4~ 4o H £ (loading dose) T o RSB EE W ¢
7 S fcd Orencia® (abatacept) A T id |3 * 2800 fe b £ B B 14T R
BB L R

(Z)NICE (& &)

22013 & 9" 24 p b3t E FR 7GR 2 BRE A 4% 7 u( National Institute
for Health and Care Excellence, NICE) 2 B 4 F % #& Orencia® (abatacept) £ T ;i
s A Ap R 3R 2 o 2 NICE © 4-%t# 7 abatacept £ T /2 &3] 3| & p e bDMARDSs
#HEFLE ¥R F 373 (Multiple Technology Appraisal, MTA ) » 3g 3+ 2014 & 1
O R B % [37] .

¢ abatacept #% *% /L 58 3] 0¥ o #1455 o NICE § £ 4 £ R 5 6 o b
BHER & s A S TNF Fr4 8] 5% 4 e fé 12 adalimumab ~etanercept ~ infliximab ~
rituximab ~ #¢ abatacept #i s {6 Fiokm 27 5 £ %51% TR (MTA) - 25
2010 & 8 * 25 p 2 # chTA 195 45 3138 » 223k 11 abatacept # #% /1 s+ 3] &
methotrexate » &5 £ & F & Lag b IR & L & A FIHH & Ao B A b (B
B (23 LA TNF4IH) F 7 2 @idat s 02 A LR £
% rituximab Jg o ~ 2 F1H F* G 19 ) rituximab e F - RIS RER Aok A
Bieic (s 6 @7 > p A HEPF LG R 505 & (DAS28 e 1> 1.2 ») >
= B4+ abataceptc T % b F 6 % S Fp|22:=iz DAS28 4 #[38] -

2013 4 7 NICE #*$#f h (BIM & Wops 4 (0 @ S g ik Bop B0
B 4 E’f.’ﬁ 11 abatacept # "%t b+A|A]05 K 0 i 7 R-ad LBk (rapid review of
technology appraisal ) » i 45 = % 2 TA 280 45 31 5L NICE 2 3% 4 abatacept &
methotrexate § % i i s A7 R JRIEM & op 4 2 B AR S AR BB F
# (@ 4% methotrexate) & s 7 & § chip R E 3 > B2 45

I minor submission dp 644 PBS © ’]if:ﬁgr‘:—-’ﬁ iV Gt B apepr o ¥ gk
54 -
K &~ T Authority Required listing for the treatment of severe active rheumatoid arthritis in adults | -
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W @i R HE B 4 4~ 8% (adalimumab -~ etanercept ~ infliximab 7 TA
130 4551 sz )

ORGP A ¥ i74++ % (patient access scheme, PAS') = » & i
Frde o

1T 34 TA 130 45 3122 34 [39] -

m FNag% DAS28 x> 514 (R LB » 20 2=x%F DAS28 4 #i
<51 A ) iR b LT R ILM &

n BRI 6 B o Em A M ESL G @ % F B (DAS28 i
30128 ) F o BAEEI

W O hA SR BtE 32 0E 6B TR e DAS28 4 #ic o BRIk B
WE AR (e 134 ) iRk @ % ZER o

gt W%+ L R € (Scottish Medicines Consortium, SMC ) # 2010 # %79
NICE #¥ &€ B E®HEh BMEM & L L5 TNF 4] 5% 4 pris
adalimumab -~ etanercept ~ infliximab ~ rituximab ~ 2% abatacept & 5 f& § o #7i8
7 MTA 322 (TA 195) » SMC # #% Orencia® (abatacept) # %3 &4 & @&
methotrexate ¥ i £ & A F- 12 ag b BIEM & L 4 B FIHE © B 5 B A FLR
/@Ffs%#ﬂ (R e 1IATNFFr4IE) F B7 G g2 ~ 8FZ LR i
Fe & rituximab ey~ 2 FlR|TEY @ 23 ) rituximab Je g F e E 4 [40] -

2013 2 % pk P L RV 2 OrenC|a (abatacept ) #% 7% ;3 &+&| )] 17 & 2 4 2F
V2 I G OrenC|a (abatacept )# #% ;3 &4#| 4| {¥ 22 methotrexate
CRERNES L CPEY B 5 i;g, BALATR RIEM B LA A B L TR AD T 1
B8 s 13 A foh B 4+ (@ 45 methotrexate » & 148 TNF-a #r4(#]) * &7 &
—‘ﬁ cSMC ¥ g% ip% 2 P EE I PAS, 32 2013 & 4 7 8 P o &% » &3k
7R »]J:g\ Orencia® (abatacept) #% % ;% &+#]4] * >t 5% DAS28 + 51 4~ (/&
re;f 1% » 55 2=%% DAS28 A #ic* 5.1 4 ) chig s i h BIEM & X ;
SMC FLFI EHALPAS ShiE T R M R B & Meha 2 s 2 [40] -

se

2013 & 6 7 &jnk 2 @ i ¥ %k 2 (abbreviated submission™) e

! patient access scheme pr ;& 3T 2% — 4k S M) WL A A
™ abbreviated submission Adp -4+ NHS Scotland © ' &

—;,é_ o
&3 ATH AP Y ke .
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PV AR R RS2 PRA%3% ((National Health Service for Scotland, NHS
Scotland)ﬂzﬁ\ Orencia® (abatacept )& T i3 &HH| Ao F ¥ E A E 78 (mg-for-mg)
4B SMC 2 i A T LA A #0682 { Sk 0 SMC 4 B PAS #3ic
Lk F i e B SMC %2013 # 7 7 5 p a2 k>t NHS Scotland 7 i i#
™ 1;@\ Orencia® (abatacept) A T L E+H| A * 3t 5%k DAS28 + 351 4 (Rl
B2 30 2% F DAS28 ~ Hick 3t 51 &) aiEd ik R & 3:"\3:}’% A
SMC x5 H 2 AL PAS chfF 7 * 1~ & e % & { Meh2 2 e % [41] -

4R % 22 40F Cochrane/PubMed T+ F AL B 2. = & 3P 4o

T 5 PICOS tazdomisit » Tihx 8 & AN ERITELHIFET 2 )?5
¥ (population) ~ ;5% > i# (intervention ) ~ % »c ¥ & & (comparator ) ~ & »<ip]
2tk (outcome) % #7 7 3k 3+ 2 ;2 (study design) > H 3#F if & FIZ 4o

Population | o » i e k@ BRI € R FH MR BN & L
HEE AR AFIL BREPF (7
methotrexate # — & %% 3k 7~ 5]+ FrdlH ) F g
RN FE T G A gdﬁ
PR D AET

Intervention | % » i% i* : abatacept for subcutaneous administration
combined with methotrexate

P K,ért ik i+ ¢ 1). abatacept combined with other
biologic DMARDs ; 2). abatacept  without
methotrexate

Comparator | Abatacept # H @ 2 F iz ik e jefi 2 24 - g H|

Outcome VTR S R At R A & foocdp R0 bl4e ACR20 %

Study design | randomized controlled trial, systemic review

-~

26 p - 2 abatacept - rheumatoid arthritis 4= subcutaneous w5 B 45 & (730F >
PF Lok L e o

ik pg + it 2 PICOS » i% 1% Cochrane/PubMed % < )gk?fi& » 3> 2013 & 9 *
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2) #F %

i

07 PubMed * Jr 7R B 12 e;gk C#% 9f 7 & PICOS ihe
(3¢ ALLOW 3#5%[42]3 & % »edafh 5 44 R 1 » ATTUNE :2%[43] 5 8 o5
Tok % LS Lose ) 83 5L 2 %0 A5 3 ACQUIRE #5%[44] -
AMPLE 5% ma: 1 & [45]4c % 2 & [46]4 17 -

#% Cochrane Library = ;];Je";fa‘:ii » . Cochrane Database of Systematic
Reviews  JE {F4p B & stid = gkwéﬁ % ¥ ; f Health Technology Assessment
Database * J& i¥ 4p B %5 B AL H T %44 5 & Cochrane Central Register of
Controlled Trials &£ i7 4 ¥, fek sk ~ § 2 ¥ 2K S k- RO H ¢ &
[47)4r8) 7% 2 (ACQUIRE ®E[44]) > 1T g3l * 12 ACQUIRE 35 et 7|
%2 [44]%5 1 5 ¥ 2 K< % (AMPLE 35 [45]4~ ALLOW :2[42]) 2 PubMed
WEEE L4 7 mjﬂ% o

# % PubMed £ Cochrane Library < /—‘J%Fﬂ:i&:]%%* B "f A F 0 &
¥ 2 3% sk :#5% (ACQUIRE :#5% ~ AMPLE 3% ) 2 3 % ~ % > %45 abatacept
A TSR ot o R AR R ST

¥ Abatacept # #% 3 44 8 # v #i— ACQUIRE 25 [44]

aFr gy Rk

ACQUIRE #Z%#H* s W57 w (e oHEsim) P rn-Fr B
#t (double-dummy )~ 7 % 44+ g& (non-inferiority margin = -7.5% ) <%= . & 3+ >
1457 I”I}ii ACHMTX sk F B2 Aw 7 5 2 DMARDs /5 f 55 ) 1 101
17 5% £ (<60kg-~60-100 kg ~ >100 kg ) ~ & 418 4~ % 5 £ % abatacept
125mg A Fidstle (FiFe =5 % 1A R iRyptEE R4S 4R ¢ o abatacept #
PR st o A E < % 10 mg/kg) = £_abatacept ## "% /1 (R IpAE € 4 FE A
o259 10mgkg; »t% 1%~ % 15% ~ %29 X 16f> @ {6 ¥ 1L X )o
E- AR R T X ROR #r methotrexate 4 4 & * (&> 15 mg/week ) - &
B » {#ﬂ%ﬂ 2% 6B PF LT Bt EmACRZO;}FlfW—Z ORI E S 6B
* e ACR 50 ﬂfrACR 70 #Fﬂ‘ﬂ LN 1%‘ z#ﬂ%-,— s % 6 1% ? 9 DAS28-CRP ( <3.2
* T B I}ia A MER R <26 &7 I}% $f%) 5 % 3% »xdp ¥ (tertiary end point)
2 45 4% L W35 (intended-to-treat, ITT) 4 45 £ & % +> % % (per-protocol, PP)
AT ITT g2 S ek - R B e A 30 PP ORI F 1S
Pl A o TR S A F AR A PGS LAT AR A o

b. 2 & rcdy 1R
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A PP R AT % 6 B0 P AL Tix st (696 4 ) frdF ki st (683
A )3 ACR 20 F eant X iz B 5 76.0% (95% confidence interval (Cl) :
72.9%~79.0% ) = 75.8% (95% CI: 72.6%~79.0% ) > = &3+ £ & 5 0.3% (95%
Cl: -4.2%~4.8%) ; 95% 1 ¥ % & (confidence interval, Cl) ™ & & i<3+-7.5% > &
FhE 6B A T A e ACR20 F I K F 4 st e o 2 |TT %
B LAk e (736 4 ) fe#Eriiistie (721 4 ) #3] ACR 20 & et
FikB S T48%fr 743% > & e imt L & 5 0.5% (95% Cl: -4.0%~4.9% ) > &7
R T8t ACR20 & Bt &7 7 30303 bt o 4p M Tk B *ﬂ::}ﬂ ﬂ—;ﬁ—z}i %

N o

c.% 2 Ld i

Abatacept & T ji bt e AT st ek B (=5%) 7 2 E 2 LR - J )
Kb R AL R oA B A B EE T A F B4 Fapg G
%0 %4 ) abatacept # %1 st e F]2 L F F A FEF LF B P ULt TR

2 abatacept A T i sty fi' B hAk% > abatacept #F kLSt 4 B FIR R ¢ g
e o abatacept £ TiigtE A B A FIRR AP 5K R o

Abatacept £ T /1 &t fr abatacept #F %L st e L 5 2 A fr b A BILKRHF
< > abatacept A TiistE 1 b F i § F % AR % F & (staphylococcal
septicemia)> ¥ 1 &7 P -abatacept #2 "% ;3 &+ %2 5 |7 F] ik B 5 ekt T v d ol
WUl ~ LI B R PR BARAGIF S EET BB

Abatacept & T i &4 {r abatacept # % b B L e 4 FApiT 0 RE AR
S S HERIPRE AR LA A FIY (A S 5.6%Tr 5.8%) F rEuiig g4
(4.8%fr5.1%) > £ 7 # & (3.4%fr 4.0%) ~ i foif & % (2.9%Fr 2.6%) ~ *FIEf
(2.6%F7 1.8% ) A % 4 WS ILE S &t 0 5 - Abatacept A T i1 5 2 f- abatacept
Frastle g A RER AL 50 E 106 HP WX L5 Lofe3 610 5 % X
£ 3 15 abatacept # %1 st 2 Gl ARER % o

Abatacept A T ;i bt fr abatacept #% 1t & F A 3 6| 5 b B E R o
¥ RPp AL F S 2 AR (psoriasis): &3 4 2 ¥ 4 & ; abatacept £ T i1
Bt 24 1 b4 & s (erythema nodosum ) ~ ¥ 52 (episcleritis) ~ § % "%
¥ (uveitis) ~ F 2%~ g ¥ (Raynaud's syndrome ) ~ i < o iz 3 (Sjogren's
syndrome ) -

Abatacept 4 T ;154 ke abatacept # "% L it i &I St B R de §
Abatacept £ T i st ¥ LK R 5 FBE > lm - i 8 o Abatacept A T it dr
abatacept # %1 bt G it 1] B p B 4 nE L F Bk bl A L 20 Bl 16 &)
FAF L ERS RS R o BAF o
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¢ Adalimumab 4 = i1 5437 7 350 i AMPLE 325 [45, 46]

a. Ay EI

AMPLE sk * 5B 5 9w s ain s By (GRs% 2 H7 7 K - TRAT
2 -‘Fgf”) ~ % % Mk g (noninferiority margin = -12%) &%= 3 3K 3 o A (¥ MTX
iR F A o &A% DDMARD 5% s ) 1 Ll M ikdpapE s R Y R
(32 = DAS28-CRP = 51) &2& & (5.1 < DAS28-CRP) » K &8 » % i ¥
=% abatacept 125mg & T L&t (F ik T =t 5 A Jf %R b endE %3 %% abatacept f i
A8 ) & F_adalimumab 40 mg 4 Tiistie (F 2% e ) R LP2E o 7
AR i 4 R R* chmethotrexate 3% g (AL 4> 15 mglweek fo 25
mg/week & » & Flg izt { FAHE 0 @ @ HE A =7.5mg/week) o i & Fridy
%% % 1% abatacept £ T ix &+ 257 ACR 20 4517 % *+ adalimumab 4 T /1 8¢ % ;
ACR 50 4= ACR 70 ~ DAS28-CRP iz % 42 & ~ Jﬁf‘sr%’-% f&2 1w & (DAS28-CRP<2.6) -~
M5 d Bt % (DAS28-CRP <3.2) &4 s :2 i 428 (HAQ DI° =0.3 units) °
TR oTEE 2 A e H R Blic sk (intented-to-treat, ITT) 477 5% (4p 1 > 4%
Ri- R EF R A FE ) L& R x#ﬂﬁ#'}ﬁ #3242 (per-protocol, PP) 4
172 N F R 0 PP fu‘ﬁ#”lfkﬁ ’“’*J"L HAHAF PR R AR
BB A PGS AT A B o

b. i &Rtk

47 ITT > 88+ &% 1 # pr > abatacept £ ™ ;i & ® {r adalimumab &£ = ;1
s+ 7] ACR 20 F et F ik B 5 64.8% (95% Cl: 59.5%~70.0% ) f- 63.4%
(95% CI: 58.2%~68.6% ) > @ e im3+ £ & 5 1.8% (95% CI: -5.6%~9.2% ) ; 95%
iz #f % & (confidence interval, ClI) ™ J & i13+-12% > 1 &% 1 # pF abatacept
AT ast e ACR20 & vt & % % >t adalimumab £ & /3 &4k 0 £ 00 PP & # 4
¥rEET A B LB L 1.1% (95% Cl: -6.5%~8.7% ) P » & -+ abatacept £ T /i &
2 ACR 20 F vt & % 7>t adalimumab & 7 1b+%e - A% 2 & BF > abatacept
A Tt fe adalimumab A T it iE ] ACR 20 F et iR A S 59.7%
(95% CI: 54.4%~65.1%) {r 60.1% (95% CI: 54.8%~65.4% ) - 1p B Tk i »<dp 1%
FHEALA N -

n (TH P a2 %2 adalimumab j1 6444 > semi2 @ Fp 4 1T E -

° HAQ DI » # (Health Assessment Questionnaire Disability Index ) £_r i & 3% i B % 7% i dp i
TR RABA P ASMP L (s BT 2EFR AP G H T L FER W
PSP FERE SN PRERR FRFLF 22 3BHEP > FHEALAKZI 01234500
AAF L FEE 3 A AT EFENE O BT RF (FE) el RIS B e kil
1285 L HAQDI 4 #k -

P Lt A & focdp R R per-protocol A5 o k@ pk? X2 A ACR20 £ it F
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ESSTE ]

Abatacept 4 T it bt i fe adalimumab 4 T it % 1 E 8 E 2 EiA A
Bo e A B2 4T (55 44 ) adalimumab L T ix st F7 R :;
LA BE T ATF 29 EAR vt S0t abatacept A TiLsti mE B §
EFF AE R S F kA S 3.8%fr 9.5% 0 2 £ 5 -5.7% (95% CI:
9.5%~-1.9%) % 2 EFFFEF LEE P G At kA L 1.6%T 4.9% > 2
AL E5-3.3% (95% CI: -9.5%~-1.9% ) -

Abatacept £ TiistE ¥ 1 £F 1 434 < F s (sudden cardiac
death ) 535k 2 7 3 ¥ &inf & M adalimumab 4 T Lt hE2EF
1 473> & M5 (acute coronary syndrome ) e

Abatacept & T ;1 &t - adalimumab A T tie g Lo A FoApit o ¥ LR
45 A FI A e F R 4 o % 1 #FY > abatacept £ T i 2 fr adalimumab £
Tt LA T 829 BB E R 4 o Abatacept £ T Lt K F]p P BT o
e adalimumab pl‘f- Sty 5 b Flt ¢ BTIL % o Abatacept £ T A g 4 5&—5
PR PR T (360 AR R (260)2 1 5 (16]) &P e
¥ (1H])e % 13 % 2&F > abatacept £ T /i 2 {r adalimumab & /kaf‘.@_é
EBEA50E 10 0EEHR L -

Abatacept £ T ;i 4t fradalimumab £ Tt A E 1 E LA 16 P
BA2Z v VAR ARER 20T F R EP R 6o L2 & F > abatacept £ T
i3 %4 e fr adalimumab £ T it £ 4 4 b PR 4 0 2 ¢ abatacept £ T L
st 1 blegoe R (histoplasmosis) o 3 b ﬁ;ﬁa EF]JE\: % - adalimumab
AT b e A 1 R 95—‘«”?3]%]37]}?‘5 2 B L lyl]"ﬁi]?] e A oo B
2 958 6 bl g o

Abatacept £ T /st fradalimumab 4 Tl btk 1 & EF 2 5B AGE
MraR s T % 2F L TH|EMEMSE - 2834 1068240 p ek F R 4o
2R REFA3IVELN S BE st 15~ Raynaud's syndrome 2 3 24 2 &)
g 1 | > abatacept A T i stm g 4 9 o LAt e § L (leukocytoclastic
vasculitis) ~ & & # = k4 n ~§ (cutaneous lymphocytic vasculitis ) ~ F 5% ~
Sjogren'ssyndrome % 1 6] 5 2 % 2 & 23 4 12 5|2 6 & -

% 1 & abatacept £ T it & ¥ (p=0.006) +* adalimumab & T ;i bt e dn
CEA RINASE o w4 kAL 3.8% (12/318) 4 9.1% (30/328) - R A2
$2& > Fd FRAE G 41% (136]) 2 10.4% (34 6)) 2 2 4 & 5 -6.3% (95%
Cl: -10.2%~-2.3% ) »
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# 1 abatacept A T ;1 &R A Ap B TRk RSk AT L K
Study 1D Duration Design Blinding Stratification Location Concomitant medications Analysis population
Genovese 2011 |6-month |I1IB, Patients and |body weight ( 60|North and South |All other disease-modifying antirheumatic drugs were |intended-to-treat/per-proto
ACQUIRE[44] multinational,  |study site kg, 60-100 kg, |America, discontinued at least 4 weeks prior to study treatment  |col population
NCT00559585 randomized, personnel 100 kg) Australia, (or 8 weeks for leflunomide). Low-dose oral
double-dummy, Europ, India, corticosteroids (< 10 mg/day prednisone equivalent)
noninferiority Korea, Russian, |were permitted; the dosage had to be stable for 25-28
(margin = 7.5%) South Africa,  |days prior to study entry. A maximum of 2 of the
Taiwan, Turkey |[following high-dose corticosteroid courses were
permitted, as long as they were not within 28 days of
the month 6 visit: a short (maximum 2 weeks) oral
course of high-dose corticosteroids, a single
intramuscular (IM) dose of corticosteroids, or a single
intraarticular (1A) injection of corticosteroids.
Weinblatt 2013 |2-year  |IlIB, Clinical high disease North and South |Allowed to receive hydroxychloroquine or intended-to-treat/per-proto
AMPLE[45] multinational, |assessors activity (defined |America sulfasalazine or stable, low-dose oral corticosteroids  |col population
NCT00929864 randomized, asa ( 10 mg/day prednisone equivalent), nonsteroidal

noninferiority
(margin = 12%)

DAS28-CRP
score 5.1) and
moderate
disease activity
(defined as a
DAS28-CRP
score 3.2 and

5.1).

antiinflammatory drugs (NSAIDs), including aspirin;
up to 2 courses of high-dose corticosteroids (such as a
short [defined as a maximum of 2 weeks] oral course of
high-dose corticosteroids, a single intramuscular dose
of corticosteroid, or a single intraarticular injection of
corticosteroid).

3 : NA not available -
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who had active disease;

L] inadequate response to > 3 months of MTX therapy (> 15
mg/week), with > 10 swollen joints, > 12 tender joints, and
C-reactive protein (CRP) levels of > 0.8 mg/dl.

Study 1D Inclusion Criteria Exclusion Criteria
Genovese 2011 " met the American College of Rheumatology (ACR) 1987 L] failed one or multiple anti-tumor necrosis factor (TNF) therapies;
ACQUIRE[44] revised criteria for the classification of RA who were in functional | received treatment with rituximab;
NCT00559585 classes I, I1, or Il according to the ACR 1991 revised criteriaand  |m if there was current clinical/radiographic/laboratory evidence of

active TB or a history of active TB within the last 3 years, even if
treated.

Weinblatt 2013
AMPLE[45]
NCT00929864

L met the American College of Rheumatology (ACR) 1987
classification criteria for RA;

L] > 18 years old;
confirmed diagnosis of RA for <5 years;

L inadequate response to MT X, not received previous bDMARD
therapy;

m active disease, defined as a score of > 3.2 on the Disease
Activity Score in 28 joints using the C-reactive protein level
(DAS28-CRP);

L] treated with a stable dosage of MTX (between 15 mg/week
and 25 mg/week, or at least 7.5 mg/week in patients with
documented intolerance to higher doses);

" history of one or both of the following features: 1)
seropositivity for anti—cyclic citrullinated peptide antibodies or
rheumatoid factor, and/or 2) an elevated erythrocyte sedimentation

rate (ESR) or CRP level.

previous or current medical conditions that are warnings against
the use of TNF-blocking agents;

history of active or chronic hepatitis;

cancer in the last 5 years;

history of severe chronic or recurrent bacterial or viral infections;
Risk of tuberculosis;

current symptoms of severe, progressive, or uncontrolled renal,
hepatic, hematologic, GI, pulmonary, cardiac, neurologic, or cerebral
disease.

3 : NR not reported -
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2= S A

Genovese 2011 Weinblatt 2013
Study ID ACQUIRE[44] AMPLE[45]
NCT00559585 NCT00929864
SC abatacept + IV abatacept + SC abatacept + SC adalimumab +
MTX MTX MTX MTX
ITT population, n 736 721 318 328
Age, years 49.9+13.2 50.1+12.6 51.4+12.6 51.0£12.8
Weight, kg 72.0£18.0 71.8£17.6 80.8+20.3 80.1£20.7
Female, % 84.4 80.4 81.4 82.3
Disease duration, years 7.618.1 7.7£7.8 1.9+1.4 1.7+1.4
Tender joints 30.1+14.1 29.1+13.3 25.4+15.3 26.3£15.8
Swollen joints 20.4+9.6 19.4+8.6 15.8+9.8 15.9+£10.0
HAQ DI score 1.7+0.7 1.7+0.7 1.5+0.7 1.5+0.7
Patient's assessment of pain and disease
activity 67.8£20.1 66.8£20.5 63.1£22.3 65.5+21.8
Patient's global assessment of disease
activity, 0-100-mm VAS 66.8+20.4 64.9+20.0 61.1+22.1 61.5+22.5
Physician's global assessment of
disease activity, 0-100-mm VAS 64.3£16.5 63.1£16.6 58.8+18.6 58.8+18.9
CRP level, mg/di 2.61£2.98 2.7£2.9 1.6£2.1 15+2.8
DAS28-CRP 6.23+0.85¢ 6.20+0.84 5.5+1.1 5.5+1.1
Rheumatoid factor positive, n (%) 614 (84.8) 611 (85.9) 240 (75.5) 254 (77.4)
MTX dose, mg/week 16.3+3.6 16.5+3.8 17.5+6.35 17.316.16
Biologic therapy prior to enrollment, n
32 (4.3) 43 (6.0)
(%)
Anti-TNF therapy, n (%) 31 (4.2) 43 (6.0)
Etanercept 17 (2.3) 18 (2.5)
Adalimumab 9(1.2) 14 (1.9)
Infliximab 11 (1.5) 17 (2.4)
Anakinra 1(0.1) 2 (0.3)
Tocilizumab 0 1(0.1)
Hydroxychloroquine, % NR NR 3.1 3.4
Sulfasalazine, % NR NR 13.2 10.7
Radiographic findings
Total SHS (0-448 scale) 24.8+37.1 24.2+32.9
Estimated annual SHS 25.1+64.9 22.4+41.7

Note: 8 n = 734; x £ = 733; NR not reported; SHS modified Sharp/van der Heijde scoring system.
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N TR Rk

Genovese 2011 Weinblatt 2013
Study ID ACQUIRE[44] AMPLE[45, 46]
NCT00559585 NCT00929864
6 month 1 year 2 year
SC SC
SC abatacept 1V abatacept SC abatacept . . SC abatacept . .
Difference adalimumab +  Difference adalimumab + Difference
+ MTX + MTX + MTX + MTX
MTX MTX
ITT population 736 721 318 328 318 328
PP poluation 696 683
Completed number (%) 693 (94.2) 676 (93.8) 274 (86.2) 269 (82.0) 252 (79.2) 245 (74.7)
76.0 75.8 0.3
ACR 20 response for PP, %(95% Cl) NR NR 1.1 (-6.5~8.7) NR NR NR
(72.9~79.2) (72.6~79.0) (-4.2~4.8)
ACR 50 response for PP, %(95% CI) 51.5(NR)  50.3 (NR) NR NR NR NR NR NR NR
ACR 70 response for PP, %(95% Cl) 26.4(NR)  25.1 (NR) NR NR NR NR NR NR NR
0.5 64.8 63.4 59.7 60.1
ACR 20 response for ITT, %(95% CI) 748 (NR) 743 (NR) 1.8 (-5.6~9.2) NR
(-4.0~4.9) (59.5~70.0) (58.2~68.6) (54.4~65.1) (54.8~65.4)
46.2 46 44.7 46.6
ACR 50 response for ITT, %(95% CI) 50.2 (NR)  48.6 (NR) NR NR NR
(40.7~51.7)  (40.6~51.4) (39.2~50.1)  (41.2~52.0)
29.2 26.2 311 29.3
ACR 70 response for ITT, %(95% CI) 25.8(NR) 24.2 (NR) NR NR NR
(24.2~34.2) (21.5~31.0) (26.0~36.2) (24.3~34.2)
10.4 6.4 14.5 8.2
ACR 90 response for ITT, %(95% CI) NR NR NR NR

(7.0~137)  (3.8~9.1) (10.6~18.3)  (5.3~11.2)
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Genovese 2011 Weinblatt 2013

Study ID ACQUIRE[44] AMPLE[45, 46]
NCT00559585 NCT00929864
6 month 1 year 2 year
SC SC
SC abatacept IV abatacept SC abatacept . . SC abatacept . .
Difference adalimumab +  Difference adalimumab + Difference
+ MTX + MTX + MTX + MTX
MTX MTX
68.2 63.8 4.5 60.4 57.0 54.1 48.8
HAQ DI responder, %(95% CI) 3.4 (-4.5~11.3) NR
(64.8~71.6) (60.3~67.3) (-0.4~9.4) (55.0~65.8) (51.7~62.4) (48.6~59.6) (43.4~54.2)
HAQ DI score change from baseline, meantSEM -0.69+0.02 -0.70£0.02 NR -0.60+£0.04  -0.59£0.03 NR -0.60+£0.04  -0.58+0.04 NR
DAS28-CRP change from baseline, mean+SEM -2.57+0.05 -2.55%0.05 NR -2.30£0.08  -2.27+0.08 NR -2.35£0.08% -2.33+0.08% NR
. . . 39.5 41.3 -1.9 59.3 61.4 65.3 68.0
Achieved a low disease activity state, %(95% CI) NR NR
(35.8~43.1) (37.6~45.1) (-7.2~3.4) (53.5~65.1) (55.6~67.3) (59.5~71.2) (62.2~73.9)
. . . 24.2 24.8 0.7 43.3 41.9 50.6 53.3
Achieved DAS28-defined remission, %(95% CI) NR NR
(20.9~27.4) (21.5~28.1) (-5.3~4.0) (37.4~49.1) (36.0~47.9) (44.4~56.8) (47.0~59.5)
Improvement from baseline in pain, %, 4.2 13.8 15.2
49.1+1.74  44.9+1.77 53+6.1 39.246.0 53.746.2 38.546.1
meanSEM/(95% CI) (-0.7~9.1) (-2.5~30.1) (-1.2~31.6)
Improvement from baseline in patient's global 0.7 2.9
48.1+1.66  47.4+1.68 46.1+3.5 41.2+3.4 49 (-4.4~14.1) 43.5+3.7 40.6+3.6

assessment, %, mean+SEM/(95% CI) (-3.9~5.4) (-6.9~12.7)
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Genovese 2011 Weinblatt 2013
Study ID ACQUIRE[44] AMPLE[45, 46]
NCT00559585 NCT00929864
6 month 1 year 2 year
SC SC
SC abatacept IV abatacept SC abatacept . . SC abatacept . .
Difference adalimumab +  Difference adalimumab + Difference
+ MTX + MTX + MTX + MTX
MTX MTX
Improvement from baseline in physician's global -5.5 0.9
NR NR NR 68.5+4.3 63.0£4.3 63.614.8 62.8+4.7
assessment, %, meanSEM/(95% CI) (-6.0~17.0) (-11.9~13.6)
changes from baseline in total SHS score, mean+SD 0.58+3.22 0.3815 NR 0.9+4.1 1.1+8.7 NR
changes from baseline in erosion score 0.29+1.84  -0.01+2.83 NR 0.41+2.57 0.41+5.0 NR
changes from baseline in joint space narrowing
0.28+1.92 0.39£2.50 NR 0.48%2.18 0.72+3.81 NR
score
. 84.8 83.8
Change from baseline <SDC, % NR
(80.4~89.2) (79.4~70.8)
. 4.1
Change from baseline <0.5 84.8 88.6 70.8% 73.1% NR

(-1.5%~9.6%)

Note: NR not reported; SEM standard error of mean;} SE standard error; SHS modified Sharp/van der Heijde scoring system; SDC smallest detectable change = 2.2.
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Study ID

Genovese 2011
ACQUIRE[44]
NCT00559585

Weinblatt 2013
AMPLE[45, 46]
NCT00929864

SC abatacept IV abatacept SC abatacept + SC adalimumab SC abatacept + SC adalimumab

+ MTX + MTX MTX + MTX MTX + MTX

ITT population 721 318 328 318 328
Study duration 6 month 1 year 2 year
Deaths, n(%) 5(0.7) 1(0.3) 0 1(0.3) 1(0.3)
Serious adverse events, n(%) 31(4.2) 35 (4.9) 32 (10.1) 30(9.1) 44 (13.8) 54 (16.5)

Discontinued due to serious adverse events, n(%) 14 (1.9) 4 (1.3) 10 (3.0) 5(1.6) 16 (4.9)
adverse events, n(%) 493 (67.0) 470 (65.2) 280 (88.1) 283 (86.3) 295 (92.8) 300 (91.5)

Discontinued due to adverse events, n(%) 15 (2.0) 25 (3.5) 11 (3.5) 20 (6.1) 12 (3.8) 31 (9.5)
Infections, n(%) 234 (31.8) 221 (30.7) NR (63.2) NR (61.3) NR (76.1) NR (71.3)
Serious infections, n(%) 10 (1.4) 7(2.2) 9(2.7) 12 (3.8) 19 (5.8)

Note: NR not reported
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B% 7 w2013 %97 16 p (Dayl3) 4l 2 2 RmFE > (EFHp » 23
B dERS ) 24 oﬁ\f}‘ﬂ"”_[ﬁ-‘“—/%f"{#ﬂﬁ‘:g ‘7}\—?;?#@)1,?19 :

1 s> & (AP A5 RASFREP I L 2BREFKTH) 2 gt
#.P ACQUIRE 3% (3% %% 1 IMI01-174) 3§ » A R¥ 25 2 £ 38 K
AT U 30 4 ik AR B TR o pelich ¢

2. AE Rt it ALLOW %5k [42]87 ATTUNE 3#:2[43]c % 4 2 =
}I?% o ALLOW 2% P ch ;T ip fypF e 47 abatacept Ji JLES ET*"QLJI eI 3
abatacept & & MTX i g b iRIER & Lo 4 R~ M (W
W2 F s R E4pR) BRohR S  ATTUNE Fé%éﬁ s
abatacept #¥% 1 845 %k 3 0 4 E GuEh RIEM & u)% A e A AT B
e 2 (L &3pt)~ LR R (R dptk) Bfrc -

B R B

A ATC 2 8/~ AP P17 i R &2 & SRk o T i F BT

Tk 2 R dp 3l ~ 142 & - abatacept £ T L A 4] 4 %] 22 abatacept # 7% L &

A fe adalimumab A T L EHH| A HE B RGRRZ FRET R 0 A% i

% 2 adalimumab g T ji 5333 o abatacept # #% i s# 4] 1F L f e f Y 5 o

4 £ % CADTH %2013 & 7 #» 18 p ;-3 } #% # fc§ Orencia® (abatacept)

ATFRSAA T Tin? R ERBEFR BEME LS AR 0

;“ iE

m AR R Orencia® #7518 ) S X (U5 ﬁéDMARDS&rﬁwi

ToakF A xi—‘*f » ¥ & @ methotrexate & H # DMARDS /5% 5 &5—

B TNF Fr4) 3| ,r)gs‘ 4 pr e X iR 7\ it & 4 = abatacept Jo % )

m  Orencia® 4 T SEA| A OE RS 2 A A T AR I ER LT A o

2 PBAC %2011 # 7 " 2R B EF o ¥ 7 S Orencia® (abatacept)

ATASHRA LR RERERBR LR /,54. B & L Lok -

12201329 " 24p 5w RNICEApRIFEL -

SMC % 2013 # 7 * 5 p:x3x* NHS Scotland ™ 7 i% 2 ﬂzi\ Orencia®

(mMMwUﬂTi%ﬂﬂ“*$%EM&S*%&lQ(Wml%”’54

2 =x#z37 DAS28 & #ic~ 3t 5.1 &) enEds (4 agh JRIER & 31"&«‘)?3 A 5 SMC

B HEHRAPAS T M N A ML a e

22 abatacept # 7% /L & &3] 2 45 . — ACQUIRE #5 -
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TR RS LEE SN ERRERE SRR S SR
Pebit g (margin = -7.5%) B 5 0 LABT feps 4 (% MTX i 7 7 i 0 4
@7 3 # DMARDS isffr 2% ) 14 11 h= 55 0 7% 4 42 abatacept 4
A st (R0t endF ik 5t abatacept f fF A€ ) 2 abatacept & % 1 bt o 1
TR R o AT R

a~ ACR 20 5 v & @ & 45 PP (per-protocol) *%# %87 % 6 B » pF» £ T
A st (696 4 ) fod % it (683 4 ) £ 7] ACR 20 ¥ et F ik A
% 76.0% (95% confidence interval (Cl): 72.9%~79.0% ) = 75.8% ( 95% CI:
72.6%~79.0%) > @ e H+ L @ 5 0.3% (95% Cl: -4.2%~4.8% ) ; 95% 13 #f
% [ (confidence interval, Cl) & f A ™3>-75% > B7 % 6 B PP T
A8t i ACR20 F it 5 72 7 30 9% 1 84 % o 2 12 |TT (intended-to-treat)
RN T L Tiastie (736 4 ) fedErkiistie (721 4 ) i F) ACR 20
Flgant B 5 T48%fc 743% > » 2 m3t L E 5 05% (95% CI:
-4.0%~4.9%) > Bor L Tiiste s ACR20 & it 5 4 73N I b e o

b+ % >4 :abatacept £ T it e ¥ L (=5%) # 2 F L EpA ~ B ERL
ISR ARG R o A T ERI RN LE B E KT
FOAT R FART e L T LSl e dF L S e i1 g 2 SN i dp B R
BARE o A TAMEF LF i FR B i o 4T bt fod gt
e A j-;i 1 BN #F4ERE BE0&A L 20004016 6 % L F &
RS B R~ BAF o

7. ¥ adalimumab & T i bE Al E £ e — AMPLE #5%
PR SRS S A R BRI EF L S RATRE R A
g (margin = -12%) 87§ 0 646 p 4 (H MTX ok F B3 i 0 g A
bDMARD ;5 5% ) 1 101 eh N sg 4 A % % 3% % abatacept 125 mg A T J3 54
b (3 Jpgp b endF ek i o4 abatacept f A £ ) 2 2 _adalimumab40mg A T 1
SP o RS A2 E o T gD R Rondp A TS

a~ ACR20 F vt & @ 247 ITT *% ¥4 7 &% 1 & P > abatacept £ T /L4t

fradalimumab &£ 7 iz &+ £ 7] ACR20 & et 5 ik B 5 64.8%(95% CI:

59.5%~70.0% ) 4 63.4% (95% CI: 58.2%~68.6% ) > = & im£ & 5 1.8%

(95% CI: -5.6%~9.2% ) ; 95%7 #f % & (confidence interval, ClI) = 7 &

4>-12% - &1 % 1 # pF abatacept £ T i st ACR 20 & B+ & 7

7 >t adalimumab £ Tkt E M PP FE LA T TS BBt LE S 1.1%

(95% ClI: -6.5%~8.7% ) » % -1 abatacept £ T /L%t 2 7 ACR 20 * i+t F

7 % 3% adalimumab A Tistie o A% 2 & pF oo abatacept A T it iede

adalimumab £ T i+ & 3 ACR 20 ¥ et F iz B 5 59.7% (95% CI:
54.4%~65.1% ) 4= 60.1% (95% CI: 54.8%~65.4% ) -
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b~ % >4 : abatacept & T /14t e fr adalimumab A Tiidtle by 1 E#E Y 2
Eihd AL BB KL A ﬁi’i’fe‘ FRT 2 EF R AE B S R
LEF B 5 3.8%fr95% 2 &L E 5 -5.7% (95% CI: -9.5%~- 19%)’ % 2
EFREEF LT EPE RO FRE S 16%1“749%’2 e £ B 5 -3.3%
(95% ClI: -9.5%~-1.9% )- 578 2 & ¥ »abatacept & T ;1 &+ % - adalimumab
R TFabte 254 4 6|PBHEE 4 > H ¢ abatacept pi'f IR S S N AR
“E.‘f%‘z L Jf: f;{ﬁ«‘]]% (histoplasmosis ) - 3 & & 7k fF & % > adalimumab & = /3 4t
eEal ’L?'Ji?@;‘ﬁ;']“if@‘%‘ Pz 3]%*]?]'71% S22 5B LB AKRAR R 22
9 6|22 6 b et o % 1 & abatacept £ T i stk EF (p=0.006)
adalimumab A T X stle gt B A BAINA K E o B A FRAE S 3.8%
(12/318) v 9.1% (30/328): A i % 2 & » 4 F ik A 5 4.1% (13 &)
v 10.4% (34 %)) 2 2L & 5 -6.3% (95% Cl: -10.2%~-2.3% ) °

8. FmHIL: 4 £+ CADTH &7 COR = pf » & Sf1h * BMARHp < £ £
RALE B 5 chg i
SBE GEE RRRAAR R L L 6
- HTINF#rd #2235 F 5 » Orencia® # % 3 43| 4] £ A8 5 % E 7 » e ¥
BEEER R %’ﬁ‘gf-’riiﬁﬂ”ﬁ?ﬁﬁ Ad o B BT AR S R 4
T o BRI ;5,*;;;. A EF 3 o
— AT AR *sbp}ﬁ‘ﬁ'*i“*ﬁfimlﬁﬁﬁ ng

m
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(- )ERF RN AP Fpr GAEE Y
EREASH AT HERRARP L F P ML

(z)E s giAgTERIEL

Kl

A4F % 1 % £4 CADTH/PCODR-PBAC * NICE 2 ¥ # #3754k 2 % &
Rp s FARE R IR R F R R 2R L A CRDINAHTA/
Cochrane Library/PubMed/Embase #p B < g% » r2 B {51 & Fo fL 4035 w2 %
HiZHk2 P oS A e FAT7 5% o

R ik FEp

CADTH/pCODR 2013 & 7 2 o4 e

(e )

PBAC (/£:) 22011 &7 24 .

NICE (& ®) T3>t 2014 & 1 * o2 abatacept £ L b4 4p B L

ikl e

R FR sz | SMCOERKER ) F R H=RFL 202013 # 8 2 o4 o

R

TFFHRE e abatacept & T L St * TAT R RIER & L E 4
AHEERFEP - PFEFBRAFT L S A E L7 2 A
A e

FRARELFTH  ERFALHIAILAZRFENM LA E TR
fee

3= : SMC % Scottish Medicines Consortium &t Z4 £ R ¢ HFR o
CRD % Centre for Reviews and Dissemination, University of York, England.ﬁvéﬁ:@, °

INAHTA % International Network of Agencies for Health Technology Assessment m%ﬁ?ﬁ, o

1. CADTH/PCODR (4t £ + )
#ypic £ < & f4 | ¢ (Canadian Drug Expert Committee » 12 T i i

CDEC) »+ 2013 # 7 * 4 # chdk ¥ 1234 [48] » 2 3% {c§* abatacept & ™ i1 &3] (12
T {4 abatacept SC ) * itk ¢ BRI E RFE LR BIEM & L & Lo
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Tom AR B e T AR (1) - R abatacept # #% L g4 (12T A abatacept
V) ehd i/ iE i > mr 3t s~ R i i A b R :f,;ag-% % ( disease-modifying
anti-rheumatic drugs > ™ = f f DMARDs) & — &% %3 > F|+ #r4 & (tumor
necrosis factor-alpha inhibitor » v+ 7= fj 4 TNF- alpha #r#] 8 ) is % & &7 i [49,
50] ; (2) ** >+ i¢ * abatacept SC ehff ¥ F # * (overall cost) # abatacept IV
R S A o

R 4 % - Bl = A & 49 (cost-minimization analysis ) » +* #& abatacept SC
2 abatacept IV en#E % > A5 5 B 4n® B & N o B O RE IR 0 A
7501 % #ip| = J*Ju #* abatacept SC 7 abatacept IV i »cm B » & 42— P2 &
mmmmwwcﬁmmmwﬂvm%&ﬁ%v—ﬂwmmmmwSCﬁammMmb
YR RS - — Bl 451 * abatacept SC £ abatacept IV ik 2% 0 % 3 B
abatacept SC & ¥ P& ik ok % % o

B AR 0 447 % 3 T abatacept SC F p FF (& 125 mg) &
abatacept IV (& 43 750mg) 4pif » &2 H i 4 H @ H4p§ > ¢ 4% adalimumab
(# 2 i¥ 40 mg )~ etanercept (* ¥ 50 mg )~ certolizumab pegol (# 2 ¥ 200 mg ) ~
golimumab( & * 50 mg)~tocilizumab(* 4 ¥ - = & & 5% 2> 74 £ 4 7] 8mg)~
infliximab( = 8 it - = & & 5 * = 74 £ 3 mg ) rituximab(* 4 ] 6 % * 1,000
mg) £ anakinra (* % 100 mg)- ¥ - * & - fp#>" abatacept IV - abatacept SC
ATE @R ADigg e o 2 B4 £ 1 2 4 habatacept IV £ 1§ 2
A RE AR -

.15 > CDEC #) 23k er3® d 4o @ 30— 38 2 4 9254 :¥5% (non-inferior
trial - ACQUIRE) % #* abatacept SC ¥¥ abatacept IV 2. & > &2k »c@ B » * &
£ 60kg 2+ s A ¢ > abatacept SC r’v’ﬂﬁﬁfd}f’;ﬁ:}% 7 * % abatacept IV M B -
HaE AR At ;};5 A ARa 4 E K 60kg m;’% 4 %9 abatacept SC mﬁr.ﬁé’r%
R § % abatacept IV # o gciE R AR T AR A FE

2. PBAC (i)

#312013 & 97 24 p k> AFERNESiETRE L R ¢ (Pharmaceutical
Benefits Advisory Committee » 12 f§j £t PBAC) =+ abatacept SC 2 = 4 & ¥
it , sk PBAC »* 2011 # 7 * g;izri‘& abatacept SC #7#{ # 3| 0§ % % & (minor
submission) 27 = Ak [51] » & F w0 ¥ Graig i 2T 0 22 gi;v]q\ abatacept SC **

®REBF I EF LT (Section 100) 0 * 3 E RFEE LR BILH & K &
A B BE T AR [52]

5_&1}\ F ¢ »3-4 *pﬁlﬁxﬂm[}%& ’ :%‘-:A* AR 3 I E (1) w3 24 B S
* FISE R RIEM & Y R # A pe 3t 4 (Pharmaceutical Benefits Scheme »
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"M Fz?yf]u_ PBS) & 2.4 %% DMARDS /5% 5 % (2) i3 24 B N5 63 *
S FR AR AR £ WAUSFR L 0 @ 450 T S 38 0 Ao methotrexate H
I3 HEDSEH ¥ 20 mg o fa L methotrexate it # L e A T
2211 T it iz - 38 DMARDs B~ it 5 2 B. hydroxychloroquine( #| £ £ p 200 mg )~
leflunomide (# &£+ p 10mg) g sulfasalazine (# &£+ p 2g) =- 7 o

BEPNEY FEUAGR A NGB ENTAFEES (L) REP P ERE
FoH TR REM om0 2 (2) B4 PBS ¥ FIATR BN & LR A AR 4
R 2B AT F o e PR 4 TR RILM &K% PBS Y s 2 2 b
%7 #8[53] -

B E e J‘FLLH T abatacept SC A\&pm%mf‘ o L TIEE 16
AR ARt 1544 (%) R FVREEM 3 FERISR
B 12 3818 0 Rl gﬁéﬁf& BB ;;:1%); & » I % Medicare Australia & 35/
BiEE o

‘ﬁ- # 71 |25/ F 7@“’”1];3/‘ 1w B ﬁg“,r.)%m)%@ R FE e F &
x‘*;}FJHL‘lJTFhI? iE i o (1) é%\'_ll'fli—‘?,%__f_%ﬁ%:}p%ﬂ A. ‘zn IRITE
i# & (elevated erythrocyte sedimentation rate - ESR) # % **# -] pF 25mm ~ B. C
& J& &9 (C-Reactive Protein> CRP) # 5 »t=* o2 15mg~ & C. s>k o
ESR & CRP ™ "3 £ 20%; % (2) £ = 1T T - W?%ﬁﬁip*ﬂ PAL AR ISR e
3 op M S BT T iE 500 + & B ARECTISR T 0 AR 4 M A BT % i 50% -

BE SR o i % abatacept SC MR LRtk #2HE  R TR 24
e A B 25 44 (%) 2 FVREEA S A s RRERTSE
Bo% 12 3F 18 0 Bl %Eﬂ?:vs JEFREA TG ISR F % 0 & Medicare Australia & 3F i
B

datA% i PBAC (hif %> A3 g OB L 2Rp ;z;’%-é;
SERFEIRNF f%s%fcg;i;i—gi;}%?fr’ PBAC % f) - Bl & ™M 2 & & 47
(cost-minimization analysis ) » ‘* # abatacept SC £ etanercept g * @ H ?
abatacept SC 7|3+ 5 =t /p % ¢ * abatacept IV «az4x%] 2 (500 mg ] 1,000 mg >
R E D) % {547 ¥ abatacept SC #a# &£ (125 mg) > @ etanercept 7|
Fl3+ % 3 50 mg ¢y * o

aie«
¥

B {8 0 PBAC 25 2 s ik enI2 d 4o ™ 1 APt B ¥ ™ etanercept 50 mg o F i
abatacept SC 125 mg == & 4p § & ™ » fmiE R i\ abatacept SC -

3. NICE (# &)
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#32013# 99 249 Lo KFEFREFIEE 2 B &L A28 § 12 (National
Institute for Health and Care Excellence » 2™ f # NICE) %*u abatacept SC ¢ # #
SF R A Ap sl W - R G NICE 7 o 4 $3%3k4p 31 (technology
appraisal guidance ID537 ) [54] > p % abatacept SC * Mok ¥ B T € BB #M4F
BORALRE & W en E o 4 0 FEEE T 2014 10 22 4p5l o

¥ - % 5 NICE % * 2010 # 8 » 3 # «ANICE % 3% 4t 3= 45 51 (technology
appraisal guidance 195) [55] - & 3 < {* abatacept IV 1% % % = &4 # @A H (i5-
78 TNF- alpha 4% 2 rituximab /o5 2 peo PU% 30 & RER S &5 4 )0 30
2013 & 4 » ¢ # chH - $ 3Pk 451 (technology appraisal guidance 280 ) [56] -
3% {" abatacept IV i 5 % - @2 + #| &) > 27 methotrexate & * >+ & B4 & 1
HhOBMM & LahdEpL > 2R A Tagwk (1) R
adalimumab ~ etanercept £ infliximab L €[57] - J5 * 7 55 &2} DMARDs i
Ko R EREFI S 6B 0 2 e ¢ methotrexate ~ 2 (2) Bl Mo 4t
Z v 174> % (patient access schemes) #% &% F.374c o

4 R B FRPHEG R
(1) SMC (@t )

gkt W& L | € (Scottish Medicines Consortium > 12 ™ f £ SMC) ¢
2013 # 7 7 ¥ # ch% 888/13 5L R [58] - & 3k Jc §* abatacept SC - &2 methotrexate
aH AL R 'f’?a BF ERFBHMEERBEEY & L2 2% DMARDs (¢ 3
methotrexate & TNF-alpha #r#]#&]) & g7 2 & @ X 2 E e & koo AR R
LR s R RE- B Y b ih 28 M &k S B R (28-joint Disease
Activity Score - f§ - DAS28) i < * 51> > ¥ @& * o

SMC + £ abatacept IV ¥ 2013 # 3 1 &g e * *o4p I if o [59] > v
% abatacept IV 2 abatacept SC = 78 & &% mg H¥ =2 > %12 abatacept SC $&
m g o AR Mop A #agit s % (patient access schemes) & % i 47
e > 3 i& abatacept SC e A3xF > & SMC I & & i 4 * BV T &b
w# T o i2kJc§ abatacept SC -

5. T3 TARARM
(1) #F-

~3E 2 * 2r 4% CRD/INAHTA/Cochrane Library/PubMed/Embase % + 4t

PR R BE AR iR 28 M & A B R = (28-joint Disease Activity Score » DAS28) »
&%%?33%?5.1%‘;3 TR 4133271 5.1?‘]‘;‘3 YR 4»*?3.2%"3@& °
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B2 P 4T

11T 5] PICOS s H0F ik it » TR B E AT ERITELHiERET 2 it
¥ (population) ~ i > /£ (intervention ) ~ % »c ¥ & & (comparator ) ~ & % i
itk (outcome) % #7733k 32 2 ;% (study design) > H HF if & FrI@ 4o

Population Adult patients with moderately to severely active rheumatoid
arthritis

Intervention Subcutaneous abatacept OR subcutaneous Orencia

Comparator A%

Outcome Quality of life estimates, cost estimates, cost-effectiveness

Study design Cost-consequence analysis, cost-benefit analysis,
cost-effectiveness analysis, cost-utility analysis, cost studies
(Taiwan only).

Exclusion criteria | Journal article only. Chinese and English only.

&P+ it 2. PICOS > #% 1 CRD/INAHTA/Cochrane Library/PubMed/Embase
:—nvﬂcg AR 2013 # 8 7 25 p B FIOF HOF MR T B el LA - o

(2) =%

ﬁfwﬁ % 1& R ¥ 5 abatacept SC * *tin ik BEM & L X Ep L K Ak
FIPf ~ R R AL S Ak AR E A AT

6 L*Fi;‘zﬁli'_7 ‘F{ ]b 1:,\. ﬂ\“‘{ilﬂ ?‘}’l

. iﬁ%fr"?‘j’*:( B i}fﬁd AP B S AT E ;Iﬂp?)“r(ié i“i 1~ F AT
j;f/’—l?){‘k#%i)

AR BREMIRE

(- )5 b 3

Ry R AR R F o syt £ 47[60] 0 2011 & FIAF R RIEM & X
(ICD9-CMcode : 714 ) = & * i %Pgr},%: PRIFAA fick 5 112,419 4 > H P 20 &
ra b m}}% A3 109,930 4 > x & I“iﬁfﬁ A B 5 (91 30,296 4 0 &4 79,634
Ao ki T2%) e f EeénE Y A v s AR s ELF AP g4 485 4 7
BB GRARM E R 0 B At kLT P26 R (THE L F 4G 270
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A ,—Q:]‘iﬁJ—f’g-/\‘ﬁ 701 A )o ’é__'&ﬂ);}\%‘b 3 ,ﬁlrat;]-‘;%u &k 40}%]{7&&‘;%&’21 ,
PI70-74 phig»hgg (9= g 45 8834 ApE gy 10064 0 g
SRR )5 i dgH L 0 T & RGRF L4 ok § A4 (96 108,816 4 7]
100 & 112,419 + )> iEfJ-#%ML L psdpir (96 £& L F 4 475 4 F] 100 £ & -
§ 4485 ) o b i Sihim E R & 2R B s 4 H 0 R SR
R R -

7“7\*

L AR JRIM & L akw > 2011 & :’1’1;." THE 28R TR
HE 4 @‘ AR 5 20 BA[60] 0 I F O e Fom R & 2
B (L e A 3 e Efj&%#? A 1“347%“ - uéi% Wt FhE SR E 44T
[61] > 2009 # f& i - fx ' ch2 = Gl @ 3% : etanercept ~ adalimumab £ rituximab -
VARG A G TA4 A 358 A 467 Ao T APRATE - & ¥ R A FE
ZHEphE S LS 25% o 2 B RS HERE S TS E AR
BEME LR AEERE AR UL IEHER -

e

m?’

BioRyp- i AR FRY FF A2 v w7 2002 £ 7] 2010
£ TR BRI & LY ik iR H A P WA gup A o d 165 4 ¥ 1 5,142
LA A B4 D 1371 B [62] 0 12 2010 E Y S FAAF R H - R
A A s 4 B ik 12% (F BF i R et 5 TNF-alpha #4181 > & %) 5
etanercept £ adalimumab) - i * rituximab £ 4 ) i 88%[62] -

2,500

2,000

1,500
1,000 /\\ e

/ ﬁ —3h
500 / Yot

Rate per 100,000

P I I P IO P X O X D

NP P S > s D B

RN '\9%”@&@6"@6‘”\9‘\% ®
Age

Flo FIATRRILM &R E e REe A

FRENER FGERLATD 2 A A RE SRR S S o7 5
WP o 7 L > abatacept SC & WHO ATC/DDD Index 2013 %45 = LO4AA24 > J§
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" LO4A immunosuppressants | =7 " LO4AA Selective immunosuppressants ; #g[63] °
LHATE-FREH - EF RS “‘“’Sﬁpa JBL e ) LOAAA4 B K gRT
& ez érrf*—wiﬁvﬂﬁpabatacept IV 3% s A SE R GRIER & X
¥ o &7 abatacept SC = > #p 4 [64] -

& @ &390 4 %> abatacept IV (Orencia® ) % 5 ig et (%5
75 KO00897265 ) 17 % 4 b R ILB & & & 55 £ e — A2 WAL R E I 2
- R E RE S s LS TR 2 AR RS H R Up g ([65] -
R I TR T e P L
etanercept (4~ Enbrel® ) ~ adalimumab ( Humira® ) ~ golimumab ( Simponi® ) - %
tocilizumab (Actemra® ) » 3% 2t & B i B 1k e A $[65] -

¥ - 2 & > wf abatacept SC #p B sk PR &% > % 2 abatacept IV[66]£
adalimumab[67, 68] & $tPe & 5 » &l 5 5 £ & %3 o

FELL R ABY wiERN abatacept IV ZE ATt p 43 &R > @
adalimumab % % — 2 5 @& 2 F i fP 5L & o

(Z )33 58

Zgp A~ Rk ORF ) BEDE R BF 2470 F kR 2R H F 2
Ao VR R RN & w\ﬁlﬁi‘ e IR BERATE TR BT E P R
BB kA S BFE L AR ERSGIEEZ Ak 2, AEBR
ﬂT;‘iEﬂ?ﬂi‘Ji%@i%ﬂﬁ%“ WEFERFEREY DL AN THEFE O RF
?er%‘fp\/\f;éfi%éi%?—ﬁ FI% I & B &P fop A Ham 3058 584 12%
FI3B%  FREF QA 3125 875 mAF o ArF kadE B #F 9 & 7,600
FAF 21l BA~m o

P HT DL B ERXEIED 4 54T

1. ¢ * abatacept SC 2k % AR T ey A o AP T = BHHR G A 7 1(1)
11 2003 & | 2007 & B i 5 ¢ 4% 4 40 G 0T b RALM & Um 4 Bos AR
(2) (1) > Bk 54 500 4 o T ERKE - E NG 10%pn A Y F R
MA@ o R ART EP o Al (3) £ iR 2012 & %
rF T B AR o Bk A TSR At A S S 00% 0 &

BE R LT SAA 2 5 QA m 4 G 4,700 4 £] 4,800 4 -

b Fa A e P e SRR B b eh 28 Jehd & Rl B 3= (28-joint Disease Activity Score »
fj # DAS28) @ i~ *+ 51 ¥ EE L o
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RFRD-PI2012 & %o F3 5 AL ALY 1P 2 4T iE
# A (& 3= etanercept ~ adalimumab & gollmumab)m-rlF 3 I A AR

24 x
BAKRT ER BTG EFPN o ¥ - 25 > B3k abatacept SC % -
IFTEIGFFEF VAR ATE RIS F o BARPE G
PREEPRF AR E R T

# ¢ abatacept SC e & § R A S & - L (125mg) -
WEETEE2H S L2 4

@ etanercept ~ adalimumab £ golimumab =& & £ 3 plik &% L 1 § 328 1 (1)
etanercept # i¥ % =t » & =31 bf- L (25mg > 4,095 ~ ) & & ¥ % 5 425,880
= 5 (2) adalimumab # & i¥ - =t » & X1 84— & (40 mg- 16,005 ~ ) & &
%% L 416,130 ~ ; (3) golimumab =+ * - = » & =t ;24— £ (50 mg > 32,650
) ERES 5 391,800 & -

B S AR AT B B o T T AT

P EE g 2472 FAR 0 MR P Lo SR Bk 0 G BN AREL(F
17 o AR SRR R BN & K 2 B WA HR a0 2k A
AR 5 MR R kABE R 5 e R A L B R R 07 R
A 2 2 YR LR LS 1“W(wiw Ao ) DR
BEEREFF o F RS o

R BT KB B AR A G 0 4

i3k if * abatacept SC s 4 3 5 © Jk it IR i 2 F QLA g b R & X
BACLRERPERLHEE LY BRI ERES LR A BB A
EHARRIVTE R R BT L H S R AR R S L s
0 R

Bk # & # 40 500 40 X ER W - & GG 10%:ps 4 i R H R LA T
DB R AR B Bk 2010 # FIATR RILM & LY 2 4 Wa
Jﬁ;&&;% 3,210 4 st BB - BIA 4T GE Y 4R TR 5 0 2010 £ F)EE R GRS
W& LY S A gk 5,142 (62 R Y £ 4 H 28242
% 8% *FL{[29] ViR E E 10%:3 S B2 AR B o R FIER G
e 2 g o

B3k abatacept SC B~ X H 4 4 T i s4A A2 4 WA 0 2 B

Alz_ 4 8@ H 4+ § % abatacept SC 4 » % 0 F v * LR T 8.24.2
% 73R T[29] 0 35 abatacept IV isf R »oefus 4 #& % abatacept SC o
VIREG R e Pt Lr g H e BIRARE 4 fe G| ‘Jéf)%‘ (7 3 LT L bh
etanercept ~ adalimumab £ golimumab » ¥ 3 # "% /i %t > tocilizumab %
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rituximab ) f % »c < 4 # * abatacept SC - 1 5 * g 4 HcH 4e o R A
BT B 2 4 R B o0 AT BRI G S RE B A T L
¥ i 11!]7 W iﬁ—lév_, 1& 99% » & pt rﬂ-% 4 i ﬁ_r_)iigéf‘fﬂ}s Lo

3. MBRRDP FHFLOBAEXT Mez pdRAmTEAG > ¢4

(1) B A TAsRA 23 b BE 09% - Bl - 2012 & w9 5
R ﬁ‘ % — M4 P 8w P netanercept SC~adalimumab SC~golimumab
SC # abatacept IV w 78 & e F > A, 0 ViR » A 733 £ 5 0 o~ i
%2 tocilizumab IV » 7= A 7|3+ = &4 F A rituximab IV > 12 3R g IB3K 97
R g -

(2) BE A kI & p etanercept~adalimumab ¥ golimumab 7% i 5 4o 3 @R P :
Bafdal* - Rl 2012 E 5w T FAAFL > NZABELEDEF L FRGEHR
oMb At o s HE =3 B RAmE g o

(3) i3k abatacept SC B~ % etanercept ~ adalimumab £ golimumab et 5 4o g
TR R TR R 2012 & w o £ B A 4F 2 > K abatacept SC B~ 1% etanercept
£ adalimumab =t F g > B~ & golimumab st F it » * golimumab 9
EREFAPHMAR > Mg H B F ¥ kM abatacept SC e (o

4. t# abatacept SC ih& & £ % - Jafd A 7|35 =o€ * abatacept IV e 403
£ (500mg 5] 1,000mg > =4 E B E) 2 FF o Tk | ¥ abatacept IV i
Lﬁp;‘?‘],_ 5% & > 0 P abatacept SC eh3g & R i HHBH| 4r o

5. & fs > ﬁﬁé%t‘ o h BT S & 10 7 1 p A2 373 etanercept 2 I £ KL
s+4 50 % (é?frr Ry K000846248) TP HiERBE S FiLs- L (50
mg > 7,371 m)’ R f;%? % & 383,292 ~ o g3t etanercept Ej A S
¥k ERER 425880 ~ { & MR 0 F etanercept ATA F-BREF AN
f] abatacept SC rm;z; [ é‘b FHREH 4 o

-

FeET o A% SRR BN L2 S BT HR S S A
?' VR EE G AT A R AR R L TIERE A B iE TR
% % (abatacept SC AL F % {09 RFFMpFAF - REET  FEL Y
,fé“’# 4L~ ATH etanercept 50 mg A &% )~ 4 WA FH LR TRA
(abatacept SC 7 =t /o 4.7 & * abatacept IV Z Az4p®| 8 ) £ F|Z - FE*
Y FFH AR R CAFERART Epr 2 ARSI 4 (K
7|zt RS F e ¥ ) R abatacept SC e & # % 4>t 4.27 m~ 3] 10.82 &
A ERIPEGE PR 104 H AT 261 B o
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s i« > 2
S EARER B

L 2RFAEHATHHERFINRP 2 FLERFF L FIETHETA S
EEEP ~ A FRA AL S Ak A R AT o

PRF R ER 2 B HERE LAY AT

(1) 4 £« CADTH 2=k {c " abatacept £ T /L&A * v ¢ B T € RFH1E zﬁ;ﬂk
BEM S L ohd &L T35 - A KA IRLBRE
( disease-modifying anti-rheumatic drugs - DMARDS ) & ¥ ;3% 7 %]+ »rvﬁjffw
(tumor necrosis factor-alpha inhibitor - TNF- alpha #r#41 4] ) io% F B+ & —*f 7
SFIoHEI > AT AR abatacept OIS | mf{%ﬁﬁ Sl ’* i
abatacept #% 7% ;1 &4 n%}%m/ﬁa o) a g2 Ik T AN £ 4T LIEK abatacept
A T3 E+A 22 abatacept #7% 1 s Tr?l_’rﬁ Q- ﬁi@ﬁ e A B REE
60kg 2 s A £¢ » abatacept £ T 1 & mi;;f%ﬁf BT ?* ﬁnn%% tiE ik
JFHOT A F S R A E M0 60Kg i 4 ¥ Y abatacept A T UL S ch g
WHERT " RF ruﬁ@niﬂﬁw@A%w

Q)ﬁWPwmiﬁﬁgﬁ%ﬁﬁT’éﬁﬁfammwtﬂTi%W*%&%
v Z 2t d (Section100) 0 * »t & R E R AR RIEH & Lo £ roo
"% bﬁ 82 + DMARDs ( 3 methotrexate) inf & &7 & & s i &
I? FpFag * R & gt pb 2t 4 (Pharmaceutical Benefits Scheme) LB A

FREGT A ARG PR R o R EROERY BT D BRK
abatacept A T /1 & FH| = etanercept vk & B o b kS dﬂz SRR IR 25 /-
abatacept £ T i E e AR g PR FER L ;k °

(3) At SMC &% fc§" abatacept & T i1 s+ - &2 methotrexate I * 3t € B E
T b R & o & Bho TS & Hd 1 DMARDs ( ¢ 3 methotrexate
2 TNF-alpha#rd]# ) F B3 L& dmt% 3 Eenis FIo Kk ETE o A RS
A B 40T 1 4p et abatacept # 7% 1 B4 > abatacept A T LA EF mg ehHE
EER G R RAURE R AT FF TS % (patient access schemes )
Y 4740 0 B2 abatacept A T L 4A| S A F 0 5 SMC B R AR T
;;};5 A H gg T ‘Qmau:}%—f = uv])tg\. o

3. MR & ﬁ%ﬁl?@%ﬁmc»ﬁ\ﬁ@ﬁ\ﬁﬁwmﬁﬁﬁﬂ
% 5 iER M abatacept IV % BtpiTenyi i %% 55 > @ adalimumab % % -
WAL RR LT P S REAE

4. HPAIFREINA o R w3 abatacept o ERW T EP > ERE R A 312
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9

BAF] 875 AW o A ke B8 g & 7,600 J 1 RRE - 5%
PR MBFREDFEEF I T AR A NE R
%%+ 42 (abatacept SC #_F & 130 Y B S évr*f,% IFL]’ ﬁ@f R E 2
%‘ri § % chLE_ A7 etanercept 50 mg A 5% )~ 2 4 'ﬁglfmﬂ B i 2 TRR A
= (abatacept SC 7 =xipf 4% & * abatacept IV ZAz4-#E ) EFFHE -
FUREERYRFTROLSITREE > AFART EPpGr 2 HARLHIE iémﬁ
g (RFA B # g A ¥ ) P abatacept SC e & # % 4> 4.27 m~
711082 mAR o ERIpE fir? Fig 3 1.04 g 3] 261 R e

\-‘-r\
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m |If a patient has moderately or DMARD monotherapy — add A
highly active disease after 3 MTX
months of DMARD
monotherapy, add methotrexate
or leflunomide. DMARD monotherapy — add B

m i DMARD ¥ ;5% 3% * | Leflunomide
BARAEELY RNER
o =% i DMARD # =1 3
4 methotrexate  leflunomide
e e

m If a patient has moderately or MTX— Minocycline C
highly active disease after 3 MTX— Hydroxychloroquine C
months of methotrexate, add MTX— Sulfasalazine C
another non-methotrexate MTX— Leflunomide B
DMARD to methotrexate or MTX—MTX + Minocycline C
change to another MTX—MTX + B
non-methotrexate DMARD . Hydroxychloroquine

= 3§ methotrexate /o 3 # ' | MTX—MTX + Sulfasalazine B
EARREFELY REELR | MTXMTX + Leflunomide B
H 0 @Fi&k4 b ¥ 1 DMARD
24 = ¥ 1 2L methotrexate
7 DMARD /5%

m If a patient has moderately or MTX—MTX + Etanercept A
highly active disease after 3 MTX—MTX + Infliximab A
months of methotrexate MTX—-MTX + Adalimumab A
monotherapy or DMARD MTX—-MTX + Golimumab A
combination-therapy, add or MTX—MTX + Certolizumab A
switch to an Anti-TNF biologic | MTX—-MTX + Abatacept A
or to abatacept or rituximab in | MTX—MTX + Rituximab A
TNF-naive patient. MTX— Etanercept C

m 5iE methotrexate 5 Z /0 & | MTXS Infliximab C
DMARD & & fie™ i 3 # * [ \TX—s Adalimumab C
EApEFELS REEA [ VTX S Golimumab c
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MTX— Certolizumab

MTX— Abatacept

MTX— Rituximab

MTX combination
ADD Etanercept

therapy—

O00|0

MTX combination
ADD Infliximab

therapy—

MTX combination
ADD Adalimumab

therapy—

MTX combination
ADD Golimumab

therapy—

MTX combination
ADD Certolizumab

therapy—

MTX combination
ADD Abatacept

therapy—

MTX combination
ADD Rituximab

therapy—

MTX combination therapy—
SWITCH to Etanercept

MTX combination therapy—
SWITCH to Infliximab

MTX combination therapy—
SWITCH to Adalimumab

MTX combination therapy—
SWITCH to Golimumab

MTX combination therapy—
SWITCH to Certolizumab

MTX combination therapy—
SWITCH to Abatacept

MTX combination therapy—
SWITCH to Rituximab

m |f a patient has moderately or
highly active disease after 3
months after an Anti-TNF
biologic has failed due to lack
or loss of benefit, switching to

Etanercept —Infliximab

Etanercept —Adalimumab

Etanercept —Golimumab

Etanercept —Certolizumab

Etanercept — Abatacept
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another TNF -biologic or a
non-TNF biologic is
recommended.

B8 1 TNF Fr4®05% 3
B s nfkd P 2e% 4 & o
Bt e R :\f_)i—’ﬁ ’
ERAE S T 1B TNF e H &
Fe H s 22 TNF Fred ®lio R o

Etanercept —Rituximab

Etanercept —Tocilizumab

Infliximab —Etanercept

Infliximab —Adalimumab

Infliximab —Golimumab

Infliximab —Certolizumab

Infliximab — Abatacept

Infliximab —Rituximab

Infliximab —Tocilizumab

Adalimumab —Etanercept

Adalimumab —Infliximab

Adalimumab —Golimumab

Adalimumab —Certolizumab

Adalimumab — Abatacept

Adalimumab —Rituximab

Adalimumab —Tocilizumab

If a patient has moderately or
highly active disease after 6
months of failing non-TNF
biologic (abatacept, rituximab
or tocilizumab) due to lack or
loss of benefit, switch to an
Anti-TNF biologic.
@ 2L TNF 4]
(abatacept ~ rituximab ~ #
tocilizumab) ;5% 6 B * {6 &
SRS N IR P o et
PREERE O ERSE S TNF
Frd Ao R

Abatacept —Etanercept

Abatacept —Infliximab

Abatacept —Adalimumab

Abatacept —Golimumab

Abatacept —Certolizumab

Rituximab —Etanercept

Rituximab —Infliximab

Rituximab —Adalimumab

Rituximab —Golimumab

Rituximab —Certolizumab

Tocilizumab —Etanercept

Tocilizumab —Infliximab

Tocilizumab — Adalimumab

Tocilizumab —Golimumab

Tocilizumab —Certolizumab

If a patient has moderately or
highly active disease after
failing an Anti-TNF biologic
because of adverse events,
switch to another TNF biologic

Etanercept — Infliximab

Etanercept —Adalimumab

Etanercept —Golimumab

Etanercept —Certolizumab

Etanercept — Abatacept
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or non-TNF biologic.
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%4 ¢ 1@ 5 (Food and Drug
Administration, FDA ) #Z_& ¢
FEraAE i s 50" v
PR EOEE S ERBA DR
RECE AR RN R
A XA APl
R AL BTG e A

2] °

Etanercept —Rituximab

Etanercept —Tocilizumab

Infliximab —Etanercept

Infliximab —Adalimumab

Infliximab —Golimumab

Infliximab —Certolizumab

Infliximab — Abatacept

Infliximab —Rituximab

Infliximab —Tocilizumab

Adalimumab —Etanercept

Adalimumab —Infliximab

Adalimumab —Golimumab

Adalimumab —Certolizumab

Adalimumab — Abatacept

Adalimumab —Rituximab

Adalimumab —Tocilizumab

If a patient has moderately or
highly active disease after
failing a non-TNF biologic
because of an adverse event
(serious or non-serious,
according to the FDA
definition), switch to an
Anti-TNF biologic.

F] % H s 22 TNF Frd &) )
T a RipK AR BRFD
i REERY > Sk
TNF el &5 5 o & 7% Tk
do b oo

Abatacept —Etanercept

Abatacept —Infliximab

Abatacept —Adalimumab

Abatacept —Golimumab

Abatacept —Certolizumab

Rituximab —Etanercept

Rituximab —Infliximab

Rituximab —Adalimumab

Rituximab —Golimumab

Rituximab —Certolizumab

Tocilizumab —Etanercept

Tocilizumab —Infliximab

Tocilizumab — Adalimumab

Tocilizumab —Golimumab

Tocilizumab —Certolizumab
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ez EREHRTPMF L% 8 & L& WA Immunologic agents[29] (4% )
8.2. 4. % # &%  Immunomodulators
8.2.1. Cyclosporin (4- Sandimmun) : (86/1/1 ~ 86/9/1 ~ 89/7/1 ~ 101/10/1) *2
LB T T E o
2RE gl Az 2 BB LR (FHRARY) o
P RAEMEET FWHLE LT X s Gl B ] uflﬁafﬁ#%‘ﬁ 2 LETEM o
AR RS R 2 B SRR R B 1 2 e B

BRI iE R A Y 2 B AR RN E (R R B L Lo
b'? # é_:g- % b_)
6.0 5F FI R o TS AT FIAR G R MR TR i HEE WAL

(biopsy) i & 3 #Htl | % P 2 M HTNRA CR) Fwe R
A (cytostatics) ip g &2 F i dp Bt ¥ B 50%12 ¢ 2 Jﬁa Ao
F 5o 4 & * cyclosporin {8 = i * o B &P e BT 40%
pF oo TP g_ i ocyclosporin o & T 0 B4 2 i % cyclosporin e
8. * it X AIFEL A 2 A o f2rié * [ Sandimmun Neoral Soft
Gelatin Capsules 25mg ; # " Sandimmun Neoral Oral Solution 100mg/mL | -
(101/10/1)
8.2.4.Etanercept(4- Enbrel);adalimumab ( 4= Humira ) ;golimumab ( 4= Simponi ) ;
abatacept (4~ Orencia ) ; tocilizumab ( 4= Actemra ) : (92/3/1 ~93/8/1 ~ 93/9/1 ~
98/3/1 ~ 99/2/1 ~ 100/12/1 ~ 101/1/1 ~ 101/6/1 ~ 101/10/1 ~ 102/1/1 ~ 102/2/1 ~
102/4/1 ~ 102/10/1)
8.2.4.1.Etanercept(4- Enbrel) ; adalimumab(4- Humira) ; tocilizumab( 4= Actemra )
(94/3/1 ~ 101/12/1 ~ 102/1/1 ~ 102/10/1) : s23 ip R 3%~
1.Etanercept *2i¢ * 3t 4 3 17 fheni2d B3 md L M &% &2 AR
4§ K& - adalimumab ¢ * 2t 13 k3 17 R L j E SR S M A
R e - ING é,—g (101/12/1) - tocilizumab *i& #* 3t 2 & (5 )1 F B ds 4
5B s E AR R S BE - (102/10/1)
205 b BRRH B ﬁif,ﬁé*é,’é* 2_p 7}4 VIR 7}1?5?* SRR R
g%%;’mg—;‘_%i,y gg#ﬂ_‘g;?i?gm = o
JFETF AP AR Y o
(1)¥ 3 p* 3 # *+ methrotexate £ corticosteroids Z 4~ ¢ * ch®H| & ~ iS5 R BF
B~@ie* S ZREER v STPHEBIEME X ERAFLE
?-}i o
(2)i¢ * etanercept ~ adalimumab # tocilizumab 2_ 15 » & = @ * F £ ¥ 55—
X Zheat i B S oo BT & B g 2 (101/12/1 - 102/10/1)
ABEFEPFRETEQEE)=AiFRF T R
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(L) 4 B & 0 £ T 71 o - B0 Al e %
I }_ £ 14 ('systemic)
58 M & (polyarticular) (g kb R4+ )5 B8 14 )
I[[:V%%;c 2 B € > BB & L (extended oligoarticular)
QF gz % peg (7 &7 7E- )
I &2 25 g X methotrexate s & jpfy o
EIADEY - sk 4 TR
10 £ 5 /¥ 88 & & 4§ T 2 5f /i ho JR &2 5 methotrexate io & +
e RS EEIRE Y N (FFEFAMEZLE ) R EZ
FP R RPE S BET UEEE MR o)
M H i * g Fps Kook > 2k RIER & gk o prednisolone
R E LRI EXIE T 025 F o0 TP A &R R
£ o
RB)BiT 3B P M & N ehEd L B EEh 5 B & W (IR o 2
5 a AR g KR FP[,%FL'»/;' FE-B*‘ mET 3lj i» 2 I8
[ MAE R S8 B x>0 505 o
OMEEHXI A4 n 2 L5 AR 8RA DM S EHEK=3F -
(G Fvt B HEIE2 AR Y SRS Xk B4R F L i) o
5.7 #'4 etanercept » adalimumab % tocilizumab & * {3-25(102/10/1)
@ﬁ%gﬁﬁﬁ’iiiﬁ%%?%méﬁ:
(DIRZ & & fgrftae* o
@fe L FEdtag L apm koo
(3)% S'-?u’}f/rf%‘ 2 f‘-*ﬁ—??i'fﬁ-‘fﬁi B (e RBREPER SR AT &
FTRERGERSPRE 2 &R &2 R EEES L)  (102/1/1)
(4)3/1 FFPAIMEE > R A AT Y L PR g (Sepsis)F
G) Bt LG %;}ia *¢ (pre-malignancy) i & o
(6) & £ 7 ix i—j‘;}‘ (Immunodeficiency) -
6.3 i1k etanercept ~ adalimumab % tocilizumab ;¢ % e35(102/10/1)
S e SR ) CRE L)
(1) = k’lifi -2 S

VEE chF 5 rfr 4 J& (intercurrent infection) (¥ p¥ is & ¥ ) -
i,? R % ¢ core set data 548 6 B ¥ i {5 R ok o

%P«%ﬂ

_Lﬁtr‘zi « (ESR) £ CRP 2 T#|= 5 ¢ 1} - FE I A
AL § 30911 kK o
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IS SL e B AN gk N
ii. R %;‘éﬁuﬁal}f}x PP eRE & %
L3 Fr e dlem o
[T & fadg & 1 A2 A 3E 30% 1+ 7 Al - 3%
OftA L+ @ 2ANRERGEHES F&? a5 AR & R
etanercept/adalimumab/tocilizumab ¥ %
O 4+ = 2 = ¢ (+“'J“,4f )
8.2.4.2.Etanercept(4- Enbrel) ; adalimumab (4- Humira) ; golimumab (4-
Simponi ) ; abatacept (4= Orencia) ; tocilizumab (4- Actemra) (92/3/1 -
93/8/1~93/9/1~98/3/1~99/2/1~100/12/1~101/1/1~101/6/1~102/1/1~102/4/1 ~
102/10/1) @ = A jof 30 A
1Lrap 15 ﬁwFsgwg 25 bR E ﬁigﬁﬁﬁ%‘_% H R TR R ol R
25FnFAPEL R o
3.¢ FFpFEHkfie * DMARD £4 = 7 11} {52 DAS28 4~ » & f&
DMARD # 4~ i¢ * 2 fa5F ~ #|E ~ 5 hPFFRE ~ T ~ 2 B &7 60k 2 4p
RS B a X kihaiRd & FH - (99/2/1)
4.4= = & * tocilizumab pF > | & &£ 4mglkg B 40 0o & 12 3% > 3= i DAS28
A Kok (k2 %%k (DAS28 B fE A T AR = 1.2) & DAS28
Bfps < 32%) FAFHEL 8mokg - #1238 0 £k
DAS28 ‘& ff ~ » % F T i 2R = 1.2 & DAS28 4~ < 32> 2 ¥ 5§
* o (102/10/1)
big* Lgifs > BB TRYF- ;7 DAS28 4~ > & * (o2
B~ wlTEH & EH g o (93/8/1 - 93/9/1)
6. BRERPEREETHEQ)QEO@)AEE 2V 55 %@)EEA, > 2 F
#* 57 RG)EEA > TR o
(D F2aragE E‘&]J}; iR § Fe(American College of Rheumatology)#7 k. iR B &
A TR ch $iE 2 o (102/10/1)
(2)id Fimd s b (R & X
I.28 rahf & 2 Jp 7% 8 & 4+ (Disease Activity Score, DAS 28) « 7 ~
351 o
DU Tr TR - BEFERAPRIT > - B2 0 > Fgd Pl &
AR PR A e XA S
1028 A E e A de (AL Z) AT 0 HARER RS
_"‘E_:T = ;\ L
DAS28 = 0.56 xNTJC + 0.28 xVSJC + 0.7 x INESR+0.014 x GH
T 2:TIC: j§ 7% B & %> SIC: "a'ERE & 8 ESR: ‘ow IRim*s i & (H
= 5 mm/h)> GH: % 100 mm B s & & ¢ 1R R B
% i (general health status)
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(3) 1% 5 7 14 4F 4k Bk £ 4+ (Disease-Modifying Anti-Rheumatic Drugs,
DMARD) REIE E
B Y GHEL T 55 /8 DMARDs (methotrexate & f ~ %4+ > ¥ - 4
R E FEAep o3 BF2_ & &)~ hydroxychloroquine ~ sulfasalazine -
d-penicillamine ~ azathioprine ~ leflunomide ~ cyclosporine © z_ iz i - #4)
2o ARy o oo i PR R 2% o (93/8/1)
[.%e Ak ene & 1 (100/12/1)

i.DMARDS % 47 oy BFERF R 3 & T 7ig it 2 —

()2 Fx 6@yt -add 2 P2@0 &EEF (i Lw) 9
748 p & §  (standard target dose) °

(i)DMARDs % - & i i¢ * prednisolone 15 mg/day ;5% » % > 3
BroutromHe 352% " DMARDs #4 ¢ 53] ("4 -+
w ) 77 R P HR# £ (standard target dose) - (100/12/1)

ii.% 5 & ¥] DMARDs £ 4 {2 g2 L% > MREZET] A E L
pF > DMARDs #| & 7 Z & (4 L =) 77 io% &£ (therapeutic
doses) i 2 % 12+ o

I f »cene & ¢ (93/8/1 ~ 98/3/1)
DAS28 &4 » T " AT R + 2 E 2 (=)1.2> & DAS28 Ak A 0] 3t 3.2

%

i
(4) % #55 & * ) (93/9/1)

BHERERFGE £ R 2Pk Y RE 5 (1T X7
)

ol
\\\xr
B
S

)
=

B R aE
R LR AR R
EBREABE AL
LRI 2 R
H%i%ﬁm% Aﬁ@m@a(%g%a*# BRZichAdLe ¥
PHEERMERSPE A GRS o ik R )
(102/1/1)
g2 12 B2 g5 B 24
iv.i A1 MER L FEA
VAL B AR g e G
VIiEG T EFRE A
IV. & 178 5 &5 g s RE«LJ}% Bo(e72 e SRIELLHFEL
EL B R )
V. %% A e (multiple sclerosis)
(5) % &1k o A5 (93/8/1 ~ 93/9/1)
Sl e SE LIS B/ SR

=

Mo
B o %“féﬁ’zwf%%
7
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L 227 4
O# 2%, s:
el B
3z 8P ldechpe d 4 2
iR (g
VEE PR FPRE Ar (FREETT)
T Ho s A e A2 iR

(L) * 2 3 8RS R 15 F B L B i Harse SEM IR ¥ & R
LEBIEY o T g B2 3 b QA -

(D%*4#ﬂwm%w%;ﬂs/ﬂTT@?wF% T2 B A

R

BB 2 Wi 2 A4p MR = 1 (102/4/1)
(1) & pFgs -
R 2EBPENTEEL - K
I .DAS28 4~ = 3.2
II.ESR= 25mm/h ® CRP (C-reactive protein) = 1mg/dL -

Qg >
PR AP URN2EL VG LETF AR BERRLF B
PP L FR2 R BAPBRFAEI L ESEEY 2
FEIN oREINFTLRCEIR Y HENELLEFTIE o

@EFEEZHEFFEL TG FY e pEnz g+ g Tf
FLRREEZFHEL L ES
[.&2Ewn vt > DAS28 g~ 242k > 1.2
II.ESR> 25mm/h -

.22 &t ESR F 2428 > 25% -

AHF R * - L P UR SRR n @ V- 7 e ERBE2
A Y S E 2 AP EATYE 2 E R B AR L S o (e F]
1@M*ﬁ*ﬂ/ SEBTEY A Ap e B 2 2 4 R
WIS AT T 4 P W A2 B ER o

@%g$¥ﬁ%.%%ﬁilﬁ@%$$*°

(6)% 101 & 12 % 31 p ok » = ¥ Gig ¥ @2&% P T Y AR i
RLGFRAFIFHRE -

9%;%?@—5%4}3#& P EATY i R L R E T iR L (102/1/1)

D2 RAMITEE* & QFHFFHLT 2 %é DMARDs % 4~ 2_ i
(methotrexate 2 B A4 » ¥ — B & Jf & fE9p 1 5F2 & A ~
hydroxychloroquine ~ sulfasalazine ~ d-penicillamine ~ azathioprine ~
leflunomide ~ cyclosporine ® 2_ iz i - 4 ) H ¢ methotrexate 3 > 2 i
P R FET gAY gt WA TR R i’é‘f'l:n_ °

V(Wj_n]
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(2)DAS28 W 4g & F 242 > 1.2 - (102/4/1)
Off#+ = 12Nk e igh JBM & Lk & 28 M & 5 5 i 8+ & (Disease
Activity Score, DAS 28):= iz 4
O Lw @ 2R F'R A Ak Bk % (DMARDs)2 #%24 p 1%
FE FicRAE A
Ot4 L7 t 2XEEF%GELBRM S L
etanercept/adalimumab/golimumab/abatacept/tocilizumab ¥ %
8.2.4.3.Adalimumab (4= Humira) ; etanercept (4= Enbrel) ; golimumab (4-
Simponi ) (98/8/1 ~ 98/11/1 ~ 101/1/1 ~ 102/1/1) = #* »* i & #H # 4& &LJps K 30
N
1 KQF\,fﬂg,fﬂFgE;n B e}g bR e é’uf‘gsﬁi-)fﬁ %—iﬁg@—r 0
27 EF v FAPALRY o
3.F BT A EE
(1)=& 18 fhru 1+
(2QJHLA B27 15 £
@)X k(plainXRay)tz & % 7 B M & L @ BRI &t > fHRPE=
Bort s AP X KPSk o
(4)%%%&#5 f’*“'%ﬁﬁ Pz iR R EZSA
FRHEZEFPEHA AR RIFFIB I oot pka2Fkin
f& o e g NEiE B FI%: o
IR S L2 ok VRS VI A 18 e S0
IIREELE: 23 A LSS VI 4 /E""*?’ﬂ?"%ﬁ%;&lﬁﬁﬁ o
(5)#77 rm?a WL FGERYEL > 248 (NSAIDs)E {7 5u & chin iy » o
R h Fj e w’w PRTER G R ABERMEAEFALAE D
NSAID $asf X %4 » felp - 3 F B L= B2 UL > 15
NSAID & > ¢ * wigri b » k2t Rafda B> Frigai s L - 2
= A3 s NSAID 2 3 iE g -
(6)% BB & L B w8 5k pF it * NSAIDs {r sulfasalazine i& {7 = & ¢h
ok sulfasalazme Z 1 29/day 2 B LR 4B o "lf 25 4p
RN SIS IO A Rl s A i
() FrF (1) RBS LA LD EF W% 41 UR k> 2 FEreT
Bz & Ficel 2 c@Qpbp & e p8d R R gpd o
(B)F 1 e kb o (F@ - =t & BASDAI=6 - ESR>28
mm/lhr ¥ CRP>1mg/dL > ® = S &2 IR 2 581 > 43}
2R ER)
OFEFELEFRY LI UTEBAEF LR RBE-FLE BEY -
A r BB MR
(1)isR 12 i¥ {6 3= BASDAI: 223% # 30t i, 0 30 50% 07 F i 4 &4 i >
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2 AL s AR o
(g * 4 > F* 128"k - = o
FEGR PA
T b PR 0 B o £ R 2 PF Y R (T ATIF RO H )
(D & & g gt b+
(VAPES AR ER s R p A
BVEARE AW E A - ¢4
LB 2 o R
LA ER R B PR R L (¢ RBEREPR AR AEe &
o VAR TERE PR A GRS SR eEET L)
(102/1/1)
g 120 7 p g § R A MM & LF
iv.g 3 A 1M EREL %”é‘zklfﬁé‘.ﬁ%—i*fﬁ I
VAR FE AR e R R
ViR T EERE A
@EEEEN R REZRE (27 ¢ KRIFLLpFRE 10 £
1 hE MR R )
(5) % % A i g (multiple sclerosis)
6.7 &k ind hiEA;
Aot @A TR R R (SR
(DR 37 0 Rroas® s A e e B2 &
(7 2F 2> BEH2 % FHNEMOER > 23
I & 148
328451 dechpied & 14
i AL 2 (4 P 8 2 )
IVRCE PR F R Ao (R 287 EH iR ETre)
O t-2z2- I 2V@EEFRGEI VL LR
adalimumab/etanercept/golimumab ¥ -4
O%t& = L+ - 2 = *NSAID &4 5| iv*
8.2.4.4.Adalimumab (+4- Humira) ; etanercept (4= Enbrel) ; golimumab (4r
Simponi ) (98/8/1 ~ 98/11/1 ~ 99/1/1 ~ 102/1/1 ~ 102/2/1) = * > F & 14 50 ke ld
B W —go et M & LSRN A
Lp 4% 7}%5?*2 EFRIBEAAE ﬁi%ﬁ%ﬁ% Fo A KB 7}%5?*‘/?@
= 2 (99/1/1)
25 EEDF LA RHF o
3G @ ET AN R
DEp PERFF LG RRLAREPFIFES KL 50BN &

L2 gk o

Y
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@%@Rﬁﬁ%ﬁ%%ﬁ%%&ﬁ’§$R§”¥$%§%%wi°
@)zt E =B kg a2 = Bz Bt GRS
FlE- B2 - B2 1z P Rop s e (F W&
R AR BE X-5E 5 2V PR P IE) o
(4) s L 1é * 2Lag B Es g ) o0k R A (NSAID)ﬁ P o 5 A B A
(DMARDs) » * & g @& * 83 > 2 fa5 s B 4 o # 4 (DMARDs)
BE LGNSR R F; o (A LD 22
P2 ]ﬁaljfﬁ/p}%‘é‘&«f" (DMARDs ¢ # T 7|z #&: Sulfasalazine ~
Methotrexate (MTX) ~ Cyclosporine ~ Leflunomide ) > ;5% & > = B
P22y ARt praE Ry f%‘éf?»"]il.(“ﬁ?kf’ﬁ PR E* &3
F k) AR o
.7 o 12 4 00 %&“i& ® Sulfasalazine -~ Methotrexate (MTX) .
Cyclosporine % % — s %+ > Leflunomide = % - 2 & » % - &M
P s 15 51?&‘;1*7%4'”7‘_—3?/% & >0 Jis & 5 Leflunomide 7% 3 B P & vis o
G ¥ -3 S B LRI E R PR
MR oo & Pz Tk © S e b i 1 H-%#yafh%’\ o &
B2 ARRYAEY S A [Iia i3 & 57 % f» (DMARDS) 17 & ;2
RopEEfR . TR ET AR -
SR RRARL G AR 0 220G A 0 R P RAIE (F
L} MR e A4 pE f@)f@,”-»%é%*iiﬁ °
SR U RN U E R S i
BEF LFRPEFLFE i't*_é“ B 1
- ;;;:j/%f«’ﬂs?ﬁfﬁa LI F e
FAR HP 20 A R %
,f—gm MR BT o
4 »iBin B
(DR rc T & @ ok 12318 » 325 f0REk & :"41: &1 i%(PsARC Psoriatic
Arthritis Response Criteria) » 2 &% 2 T 5w s8¢ 3 55 - sE R R A#H
Bexd > P HY - BT Lk M E N AR %F.’rﬁf&? zﬁ.@&ﬁ’x’ LR (-
g the? FF E-FE > S HEERY (R 2=
LRGBSk Sl e L e R S M A BB b 30% 8 o B
T & 5 BB 4 30%:8 12 b oo
iPE0E B & Rl S il e L R R S M SR BOR S 30% 1 B
v E & G Rl 4 30%:0 i oo
iii_%&gmﬁvg%géllg(O-S AT RERBLRCLA B TKSH L
o
Vo B EHEROSA) Rt TERSFES LA B TR GH ]
o

\
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¢ ;%-gr * oo

@mdR ¥ 55 12075 - %0 LR
5% #0 i& ® el
%%%%%ﬁﬁ’iﬁiﬁ%@“%ﬁé%[”T%Nﬁé%'
)
(DR & & st dmt
(Q)F b g R R
REFREFBELHL
LR 2 5 B
TR §W%~¢fﬁm%%( HERSPERE RickAde &

Jﬁ s E"fl—];’li‘:.\)@’}?ﬁ VR R ER A6 e & B E o R A @""ﬁﬁ)

(102/1/1)
ii. g4 12 i 7 wgkﬁﬂiﬂﬁﬁkﬁ
iv.g 3 A 1M EREL 41?&5@%%%?’7?%*
VAR F R AR g w@ % B
Vi.k 3 ¥R ERE 2T
WEBRBLRTRELFE (273 &350 R E AR E 10 & 1
F BB R
(5) % % A i & (multiple sclerosis)
6.7 & 1k in gy A
ok F A T AR G BBk ISR
(DR 37 0 Rroas® s A e e B2 &
(7 2F 2 BEH2 % FHNEMOER 2
e B
3% %45l chpe € 3 14
iR (AP R ETT )
VERE DR FER A [ REEBHSGY EHGFEE )

Otk Ltzz - P 2R FRicEEEM G L
Adalimumab/Etanercept/Golimumab ¥ 3+
O%f# =+ =2 = okl bl & L 2 * DMARDs % p &8 & %2 3

L,p)é‘ﬁ?l &
Off% = -2 2 = st M & LTk 4
8.2.4.5.Adalimumab (4= Humira) ; etanercept (4= Enbrel) ; golimumab (4r
Simponi ) (98/8/1 ~ 98/11/1 ~ 99/1/1 ~ 102/1/1 ~ 102/2/1) = * **jF & {3z Rt
RS TR e o L SR SEL LT
LApPEPFEI LG RBLARERFIFEST F LAAPE P F IR
* 2 (99/1/1)
2FEFwFAPABR Y o

3F AT i
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MErFEPFELFRBSAAEPFIREL FDELIOREM S

NES %Jz o
@%wﬁfﬂfﬁ%a R A AR P B R -
(3)—1: F|ZiEE T /’;’%?;1@:1& .

TR 2 EREA R FEF 3B g m FikL A ¥
fja o e grgEdoed o
AT By s # P o
ii.59 Brg 58 %+ o
(4)X % (plain Xray)te & % 7 B M &L 0 E - st ~if SRR
B Xk ik o
@%&%ﬁ%%*ﬁi*Zﬁ%ﬁﬂﬁ 7o 6 2k 7 H(NSAIDS)E (7 % A
R 0 R FF, e AL LRI ERE R YT EAFERMNELA RS
it % A 2 H NSAID £ L FH > bl - FFRBFiF=B2 1t
2 EABNSAID I %R % ow i b g AR A R F A S
L2 7 54945 0 w8 NSAID 2 & HiE 3 o
(6)# 1 par e kb o (F@ - =t & BASDAI=6 - ESR>28
mm/lhr 2 CRP>1mg/dL > * = Xk A2 R SET P 430+ 4
e )
A weam s B g ey
()4~ & * ¥ o 12 33 BASDAI @ g2 i@ * 43t i > 3130 50% 1 1 ¢
B RR L 24 > S B R T o
(2)5'2‘2“%‘1% #* ];, » 2 & 12T - R A ;%—%‘?f °
5.% #75 i& ¥ i)
BbREFPE > ER2ZPIFRY RS H (T AT FROE T
?\‘.
(1)}&3 I it
(QFEF R Rk
®£$2@4%§7%&
PR 2 s
oA SR B a2 é"’f*f}iimfﬁiﬁ (¢ HEREPR Zich rde &
HoV PR ARSI E A GRS E DR ESFEF )
(102/1/1)
Mﬁilzﬁamgﬁﬁﬂiﬁwakﬂ
Vg F A1IBERL FEAIMEAD f—a‘ S
VA B AR GV A
ViLEG FRERE LR
AEHEHELFIREL/HL (27 @350 GRLELAnRE 10 £ 1
r g R )
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(5) % % A i & (multiple sclerosis)
6.5 & 1k s i)
EE o SN N )/ T3C IR
(DR e 55 0 o Aduyge Jfﬂiﬁi
(7 2F 2 BEH2 & F 5 B m&émi S
I & 125
1,27 5 4 5l 4o e £ £ 12
HiRE (fpFiz e )
VERCE PR F R A (REEPRIET EZFHFRE)
OffZ= L= 2m P 2R EGICBESpRR Y
Adalimumab/Etanercept/GoI|mumab v
©% 4= L =237 :NSAID ¥4 gl it
8.2.4.6. Etanercept (4r Enbrel) ; adalimumab (4~ Humira) ; ustekinumab (4
Stelara) (98/11/1 ~ 100/7/1 ~ 101/5/1 ~ 101/12/1 ~ 102/1/1) : * >* 3z Rei o K 30
N
Lpd i Ar o stgmkiog 2 2@ g aro fFFRFE &
FELEE FRMILRZ 2 EPRMEY R 2§ B2 ¥ iitic
e TRHFP R LY -
Q)T F W > 4R adE g2 5 6 B 1 > @ Psoriasis area severity index
(PASI) =10 (# if * PASIip| %4k 1 ic R B 2 5 B = 10048 % &
F)o (i Lw22)

() Az Foptticfe - 2k R ERA LT FRERFEFA NP
F ey ¢ gﬁ—ﬁ‘l‘iglﬁﬁggﬂg—"_gg N AP TN N N A

sk ARG B A HERIN E S pERY o
@)t & e g RE - 7 R =75%H 4 & ff > Ji { A2 1 & > 12 cyclosporin
£ (5mg/kg/d » Mf ES PR LER) ISKHO6BY U BEARS
7 w4p 3 PASI>10 88 4 5 /% >30 (7 & pi/%;figga?ir » ¥
F SRS 0 B F methotrexate % acitretin jo o & sTis B 4% ¢
(101/12/1)
(A rflivh &2 dpinh B RER PP E A5 (D)2 5 (QHm &
PASI 48 % & # :z & <50% - (101/5/1)
Lip R e L B2 BEREE T A AR TS
f& > ¢ ¥ methotrexate ~ acitretin ~ cyclosporin - (101/12/1)
e RZa2 k% 3B > ey~ @2 & acitretin @ * -
iii. pe 7'::/‘7)%‘)’@—12( B2 hok it g2 (PUVA)2 % 48 UVB(nb-UVB) & 7R
AT 2 FHUVBE® B &35 3 &R EE B
BAcdFoaw LEME Y FELEHBERE R FwE kAL

G2
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iv.Methotrexate & 22 #| & Z :£ & i¥ 15mg, cyclosporin % 2.5-5 mg/kg/d,
acitretin 3 0.3-1mg/kg/d - 2 2 |5 EH F M4 m2afx o @ % #HE
¥R HE M o
(B) A % 2 inf
i.Methotrexate : 4 F]3F4 it B ¥ &~ ZHad ¥ K56B2 &
R SR T (R P S %*a“l. ¥oopafsFLd R T
#a B W@ &2 * methotrexate ,r)%—’ﬁ °
ii.Acitretin: 45 5 P AE5%# it B ¥ ~ F &£ "q 02§ oxdp 4] & cyclosporin
PR BBELAERF  CFFR AT LE SN FATF P
BRG] H
2FEE N E LGSR Y
(DA ¥ FpF> 6B 2 1BEA FHRRPPFEO6HY FLY F-
X P RAEES LB ED - (101/12/1)
@ed Eichpt 6B 3 N6 RT AL BrpR?
cyclosporin > %rt 2£A 4 F 5 B % (Creatinine 22 # 8 + 2 =30%) > & H
B oE xRl BT o R BT R &2 i - (101/12/1)
(3)Etanercept 4~ #p 3 I * ¥ & * 50mg biw - 2_ {5 P] 5 25mg biw > * 3+ 12
HpE o F AR 0 10 F PASI25 Frax o
(4)Adalimumab 4~ = # = 5 80mg > 2 {s B 5 40mg qow > F %t 12 ¥ pF >
FAFIER > 20 4 PASI25  »% o (100/7/1)
(5)Ustekinumab %= =x 2 4 i¥ {43+ 45mg > 2. {s | 5 45mgql2w » ® »* 16
¥pFo F AR 0 15 PASI2S R}*;: > (101/5/1)

(6)&  i¢ * cyclosporin £#]F »c % i & ¥ (Creatinine i # & + < =
30%)F > *v 6B * FrirH R i o f@;ﬁ‘" f it * cyclosporin » 22 2 ¥
Iéﬁ‘;—a#’fk‘—?—@ﬁ/é&)i I#’D# IE"# ’/ﬁ\lﬁfggb)ﬁpbﬁ_/z»l)})ﬁ

41 BRI T ;ﬁ‘)f%*“ 1#14s o
(ME =Y g5 PASIZI0(F R Y) S BEEID > 50%0%(F
s "\fé‘ﬁizwﬁ?"i” Cf8 o 2 AR ) &R PASI>20 F o s i
P g PASIZ10 F > ° & &4 in @ f vt PASISO - g
@ ;%— o ¥ etanercept £ =X ¥ FPFE L ¥ 25mg biw 2 H E o B 247
3L ?‘j‘“}%‘ AL e 3¢ ?‘%— @ BRAR L %% 0 (101/12/1)
3.i¢ * etanercept ~ adalimumab £ ustekinumab F# cyclosporine % P& sk ;5% o
% J& etanercept ~ adalimumab 2 ustekinumab »* 32 R 22 ¥ & e 0 2 =
Tie2 VL F IR kS B FLERY > (L etanercept
adalimumab ¢ ustekinumab B »% 1) 5L pF T i 1% i+ o (101/5/1)
JP”T R D SRESGEH i$~#?“$ ke 3
(1) RF L ARt o
Qe FE g 2rap b o
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Crgxfivhz Bhpdpt (¢ BFERSPERichrde & o
U R REPR A e R B2 o kB iRF B ) o (102/1/1)
@ETHF AIMEY > b & LH Y ek BE SR Jp(sepsis)F
(5) & 1767 & & § J 7 v (pre-malignancy) s & e
(6) & & # i 7 2 ¢ (immunodeficiency) -
5.8 Bl in R i) ok B2 T AR R Bk in R
(D# 252> &35
L& 7R o
% ZE S slazcnpe 424 {2 o
iR s (G HET ).
iv. g€ enf 3 18 4 e (intercurrent infection) (¥7pF iz & +w ) o
(F2 4 BFEEO B ich (A FAr) AR aH  Fre
F 4 PASI 248 4 & f# 2 & A iE 50% o
(3)e iE PASI75 Frrx : i RkAziE 3 B Y » ¥ i PASITS PR~ i & » 12
L i & PASIZ10 -
O%t& = Ltwz - @ 2R F%iz Rt * Etanercept/ Adalimumab /
Ustekinumab ¥ %
O# = +tez - @ 2R G (RECA RN ) &
Etanercept/Adalimumab/Ustekinumab ¥ %
Orif# = +w 2 = & §ofed ff T L & 4p #ic [Psoriasis Area Severity Index

(PASI)]
8.2.4.7.Adalimumab (4= Humira) (100/7/1 ~ 102/1/1) @ * **50F X ook 2R
2

- S YRR R RS -

(1) 5o S o 1 17 > 35 5-aminosalicylic acid % 4~ (sulfasalazine,
mesalamine, balsalazide) ~ #g FfE ~ % /& 4 % #7413 (azathioprine,
6-mercaptopurine, methotrexate) “v 4" i FrAZi =~ 1 * > K &2 41
H(CDAI=300)# 2 2 Bcd F4 @l (7% p > 2 i i & FH o

(2) 5 F& = Jg % 5-aminosalicylic acid # 3~ 4 (sulfasalazine, mesalamine,
balsalazide) ~ #g #|f% ~ % & 4 $r4|&](azathioprine, 6-mercaptopurine,
methotrexate) v & jfAZ i = B 7 > & L E LR o TP R BE F S
WA @ # 6 2 CDAIZ100 4 -

(3) . 15~ & & 5-aminosalicylic acid # 4= 4r(sulfasalazine, mesalamine,
balsalazide) ~ #g #Hf% ~ % & 4 $r4|&](azathioprine, 6-mercaptopurine,
methotrexate) = 4 jof > 30— E R FliL B g2 B RHEL - (2)
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2 Egic g 2 CDAIZ100 f -
4@x¢rw%%@w:
(1)#==c ¥ 3 adalimumab 12 8 ¥ (i¢ * 4 4&l) 5 *2 > m}% FZ A EIG
Ifﬁw FES G oo Rl A EE 0 Y raeg o
I 7 g2 3 % - CDAI=150 & )ixg f;»:}g‘ °
||ﬁrsx\* *:;ﬁw # % CDAIl » ™ % =100 & & ¢ #cg 5> o
Qg X > 25 163F(2* 8H)FH- x»FTHaFs - I Fi
}3 BT g “Kn\" Pl fapr CDAl » fcf > = Wi Fgr o Ed
12 16 (i * 8 H)E Lo
(3)1:«/%5‘ 40 ¥ (2 * 20 &) R 2 > FIRAZE S B 7 18 FlR R w &
Hw eyl b i 3.2 (DQE) - tFF A s F #F| Y ey o
5. * #E D RPIF > B4 % - A160mMg > B Fis % - H 80mg ¥ v iF
2252 AA0mg TR MR FE 2 F S FES aFRE 40mg
VST A0 (R 20 #) 0 1T A BR o
6.37;?#“,% i * 2 A
@ﬁ%g%ﬁﬁ’iﬁiﬂ%%?#ﬂéﬁ:
(1) AR e Ll gk Al
(2) e & 7% = 14 R % JE (active infection) 2 T B oo
@%*mgm@\¢#ﬁm@a< REREPR SR A Ee FF
FERBTEREPR A GRESE SR R EF E) - (102/1/1)
4 E Fi’«’ﬁ-)%; £ F e v (pre-malignancy) 2 s & (e 3 @ 352 4L i@
A s RE 10 # 01F chE ) o
GC)EBREFWELpHL BRI ERFET P F g
AIBMEREE O EAIM ‘f-f*%é’%#%‘,%%‘ ~ AR FE R AR 2 R B
R L
(6) % % A v g (multiple sclerosis) o
TR Bk J5 o 0
(D re? §) 0 forg®e A2y A -
(2B s F3F : ¢ 4

| &
%% 5lae2 ped 314 (9 & 3™~ B i§57)
iR (P 2 2w )
VEEFFERE LW REIT)-
O%# - t>2 -  2EEFEG LK <R * adalimumab ¢ # %

O%t#% = + = 2=  CDAI (Crohn’s disease activity index )
8.2.4.8. Abatacept (4~ Orencia) (101/10/1 ~ 102/1/1) : * > 25 & A 4 B & X
Tt R AT
1.5 i
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(L)s# 30 F B X Fvd Ry 3 7 T3 dR 48] (Ao etanercept) o B 0 e R iE R vk
REFFL ORI 1T R B ERMME K TE R -
|.Etanercept e 3% -
i oxpicrsE s (ESR) & CRP 2 THZ3 ¢ 354 - s Pl A
@ilgrz_gi 30%rs ik f o
a B b R i e o
b.BE & 5 B 45 [ X B PUF] ol & i
C.¥FFenFR=R -
i 2 AR E A2 0% L H 7 WA - R
Lgizmtteone s @ &2 0% etanercept e DR TEF o
(2) Z ¥z methotrexate & * ( iz ¥+ methotrexate i 47 - 2 methotrexate 5142 g
Ei'_mﬁi MT ~AFF M2 E U BRE R T *‘L“‘T b))
2L 3 R ;‘,i%fﬁﬁ%ﬁi%ﬁﬁé‘_%iﬁ Fo] sl 7}1%7}1?555 V2B AT
£ 31%55;5;%_% L'J' gl-j;T;L_g; 31%55;5)5@-7 o
EEETFAPASRE Y
(1)9' WA e B R Y SR Y R TS BB B %k o
cAEAANE SR E M EERSRE s ip R X ERLFEL
g iEr RL Z
(2)i¢ * abatacept 2 5+ 6 B ? F& ¥ F— L Fh LR B T on
BlIE® & g o
%’J}é%",!f abatacept & * (FA R AR ES HH £ B 2 «#”ﬁ% ke 3
(DF & & pgeqt ozt o
()i b i# B L Ho e B o
O LR LR L (F RSP R h L i
FERERTERSTR R RS DR e &ES ) (102/1/1)
@»L%F&ww”*’&& L g e B8 B cope gk (sepsis)F o
(5) &1L & & § Kor# ¢ (pre-malignancy) g & o
(6) % & 7 &t }_—“‘ (Immunodeficiency) -
5.% i& )t abatacept IR A Ao R B A TR R R Bk R
D* 2%, &3¢

I.EMrasR -
O.ZEFs5ldeapdsido
MAf% (HrFRErs)o

IV. B & cnF 2 g 47 (intercurrent infection) (%7 ps is & ¥ ) o
(2)F 7z 2 §/ : é—‘*fmcore setdata 538 6 B 7 ok fs A E R r,dﬂ’f °
[ g sfimssd s (ESR) # CRP 2 T3=5 ¢ 355 - R
A E e 30%17 ¢ m:%ﬁ o
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RS SL e B AN gk
ii. R %;‘éﬁuﬁal}f}z PP eRE & %
iii. %55';,: )
11._ it 2 ﬁ#gﬂf@r,\, L A2 0% L H 2 WAL - IE e
Ot =L- t 2 REERG @ abatacept viA( RIS KRR
8.2.5.Leflunomide (4~ Arava ~ Arheuma) : (92/9/1 ~ 93/5/1 ~ 97/9/1)
Lo R = A 2@ b (R & > 7 % 3 methotrexate /o & 2% » 24 &2 L
methotrexate & it * pFig * o
209 pF LB s A GO & K > 2 3t DMARDs (5 o 12 4F dub R
By ) ieR Rocis®r « (97/9/1)
8.2.7.Rituximab ;i &3 (4- Mabthera) : # Mgk JRIEM & X 20 & & ok 0 A
(97/11/1 ~ 99/2/1 ~ 101/7/1 ~ 102/1/1 ~ 102/4/1)
Lk

W

(1)s2* 0 58 X f% B3k 7 %]+ (do etanercept ~ adalimumab
golimumab %) Jo% > e A EFrn & EE AR s A B MEER R
P EEING B e (101/7/1)
IEtanercept ~ adalimumab ¢ golimumab e »x @ 500k {6 3= DAS28
AR AT RARR AR N(2)12 0 & DAS28 B A [t 32 o
(101/7/1)
&2 @2 e & ¢ &% L X etanercept ~ adalimumab # golimumab
o ehgl 5% o (101/7/1)
(2) % 22 methotrexate & * ( iz ¥4 methotrexate i &7 > & methotrexate 5!4=
Bt ™ 3 F Bz Hv Eqies —‘kwf ) o
()& £ AF Fr 422 PFils ¢
L& m o Anie 240 b > ®
.33 & T 7| #Eprisi e 1 DAS28 ffi~» = 32> f&a=ii=
rituximab ml%‘ % 21 o> DAS28 it~ + = = 0.6
(4)= = Fe A2 5 #7165 500 £ 5.~1,000 £ 5. > A FES AP AR £ 15—
o Eiibta oo
U PEPFE LG RBSLASPFRSHAS -
JFeFadhafraisr ¢
(D) 3 =cisR R HE SR T RBR S Rl 2 FR R ¢ e
B AR Ve T 1S DAS28 ff 4 2 BITH 2 X FH o T ¥ es b
HBsAg %2 Anti-HCV 7 (% HBsAQ t % 5 H 2> # 4 it HBV DNA) -
Q¢ s EAF R P ETAREY > BEED o
|.5f:§~;$ rituximab 4= =t o {6 % 21 ;t > iz DAS28 .m;f% Ao %R TE VR fR
Bz 12> & DAS28 jufh» < 32 F > > Vi3 £470 42

ILEATRARZ Y 57 3o ie % 2L/ o ¥ 5% L0 £ 45 )%%i—‘k )
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B B R G 2 EAFRARE O % FHB A X
%ﬁ°iﬁﬁﬁﬁﬁ%iiﬁ*®%iﬂﬁ*°
(BQ)F ¢ F R eF S 2 P B - (99/2/1)
A%ﬁ%§%¢%¥rmmmb$%1%%%T:
- % rituximab & 5%
- ERERER
- REREEF 2 BPOR R (FRERBPE LR AL HY
FERERERSPE 2 FREE2 SR ESES A ) (102/1/1)
w%ﬁ&%&(NwwmmenA$mmmmd%MV)
R i
- AEFrx
HpalApE & 2
O%f# = += ¢ 2k F'G & * rituximab ¥ 3%
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1. PubMed = gkﬁﬂu&:&ﬂﬁ FRER- IS

a-~ jﬁf’%‘ﬁiué
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(arthritis, rheumatoid[MeSH Terms] OR (“arthritis"[All Fields] AND
"rheumatoid"[All Fields]) OR "rheumatoid arthritis"[All Fields] OR
("rheumatoid”[All Fields] AND "arthritis"[All Fields])) AND (subcutaneous[All
Fields] OR "Injections, Subcutaneous”[Majr]) AND (abatacept[Supplementary
Concept] OR "abatacept"[All Fields])

b x4 %
Search Query Items found
#1 #5 AND #6 12
#6 #1 AND #2 540
#5 #3 OR #4 111726
#4 "Injections, Subcutaneous"[Majr] 1803
#3 subcutaneous 110897
#2 rheumatoid arthritis 118069
#1 abatacept 2354
- #ku,%@ %74
- vK B L Pz e d
%k AL FRE 5 BEI2 abatacept #7% 1
. Abatacept: a review of its use in the [&ff- £ T ;3 8+&] 4] 4 %] & rheumatoid arthritis
Keating . - e . RN -
GM.[70] management of rheumatoid 4v juvenile idiopathic arthritis erf/k #5% - 1
' arthritis. R RERE B 3 RAT ISR O%
R AL R S R s
R I Ca jrao® o FFIL abatacept # 7%
_ N BT S ; -
Schiff Subcutaneous abatacept for the klﬁrg ,’lﬁ 3 . ,‘J - /r‘hiurgatog Eilll’thrlTl'S
M.[71] treatment of rheumatoid arthritis PR R LA R RATRE
' L |RZTRAER T F 2 LA ERE
A &gt o
Immunogenicity, safety, and x L o
Nash efficacy of abatacept administered AC*COMP,%‘NY e @‘ abatagept AT
) . 4] £ H Methotrexate &8 % & &
P.[72] subcutaneously with or without

background methotrexate in

Methotrexate = d. & f t+ ~ = > 225 3
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2%

T f v

PopTLd

patients with rheumatoid arthritis:
results from a phase I11,
international, multicenter,
parallel-arm, open-label study.

Malaviya

AP.[73]

Drug adherence to biologic
DMARDS with a special emphasis
on the benefits of subcutaneous
abatacept.

FAER RIEM & LB RER > UE
abatacept 4% 7% ;i S & T 3 543 3] o o
X 2P BHRERE .

Pham
T.[74]

Abatacept therapy and safety
management.

3 & abatacept jp iy & H o pAE4 FEF p LR R
OISR R S 4

Keystone

EC.[43]

Abatacept in subjects who switch
from intravenous to subcutaneous
therapy: results from the phase I11b
ATTUNE study.

ATTUNE #% > H 0ok i@k > £ R o

Kaine
J.[42]

Evaluation of abatacept
administered subcutaneously in
adults with active rheumatoid
arthritis: impact of withdrawal and
reintroduction on immunogenicity,
efficacy and safety (phase liib
ALLOW study).

ALLOW 5% » i & froedp k4
immunogenicity e

Wong
BJ.[75]

costs allowed by U.S. Private and
public third-party payers for 3
intravenous biologic agents for
rheumatoid arthritis.

Analysis of drug and administrative

e R R S E IR SR AP S A o

Buch
MH.[76]

New therapies in the management
of rheumatoid arthritis.

SR § 0w AEAT R RILM & L hae

i

2. Cochrane Library < jpt F - B 40% 3 f 82 /5 %

ID Search Results
#8 #1 and #6 and #7 4
#7 #3 or #5 8225
#6 #2 or #4 5587
#5 subcutaneous:ti,ab,kw (Word variations have been searched) 8225

Rheumatoid Arthritis:ti,ab,kw (Word variations have been
#4 5587
searched)
#3 MeSH descriptor: [Injections, Subcutaneous] this term only 2783
#2 MeSH descriptor: [Arthritis, Rheumatoid] this term only 3732
#1 abatacept:ti,ab,kw (Word variations have been searched) 85
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FRE B p Y B 4 = ¥
PubMed 20130925  #1 (abatacept AND subcutaneous) OR (Orencia AND 2
1950-2012 subcutaneous)

#2 rheumatoid arthritis
#3 ((((economic)) OR (cost))) OR (((cost-benefit
analysis)) OR ((treatment outcome) AND ec))
#4 #1 AND #2 AND #3
EMBASE 20130925 #1 (abatacept AND subcutaneous) OR (Orencia AND 16
1980-2012 subcutaneous)
#2 rheumatoid arthritis
#3 ((((economic)) OR (cost))) OR (((cost-benefit
analysis)) OR ((treatment outcome) AND ec))
#4 #1 AND #2 AND #3filter publication type as
‘article’
Cochrane 20130925 (abatacept OR Orencia) AND subcutaneous 0
Library Limited to ‘economic evaluation’
1800-2012
NHS Center 20130925 #1 (abatacept AND subcutaneous) in any field 0
for Reviews #2 (Orencia AND subcutaneous) in any field
and #3 #1 OR #2
Dissemination limited to ‘NHS EED’
Chinese 20130925  #1 abatacept CEPS4
Electronic #2 Orencia CETDO
Periodical #3 #1 OR #2
Services AND
Chinese
Electronic
Theses &

Dissertations
Service
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gk = AR BREME KT 2 A AR VR R R AR S
Items Mechanism Route Currently available NHI currently Starting Annual expense
(ATC code) products reimbursed reimbursed
price date
1st-line biologics
Etanercept TNF-a inhibitor  Subcutaneous, B T 8y sbm 4,095/25 mg 092.03.01 425,880
Enbrel® (LO4ABO01) Twice 25 mg per week K000713240
RS = S
| 25 = 3% K000851240
Etanercept TNF-a inhibitor ~ Subcutaneous, B T 7,371/50 mg 102.10.01 383,292
Enbrel® (LO4ABO01) 50 mg per week | 50 ¥ #. K000846248
Adalimumab TNF-o inhibitor ~ Subcutaneous, L3 R4 FiLs 16,005/40 mg 093.09.01 416,130
Humira® (LO4ABO04) 40 mg per 2-week, | K000775283 & 832,260 (high dose)
40 mg per week for dose titration k000776283
Golimumab TNF-a inhibitor  Subcutaneous, WAoo wd R 32,650/50 mg 101.01.01 391,800
Simponi® (LO4ABO06) 50 mg per month K000911206
Tocilizumab Interleukin-6 Intravenous, ¢ ooh &, & et 4,666/80 mg 101.05.01 T o & 59kg iz & -
Actemra’ receptor 4 mg/kg to 8mg/kg (for dose 2L 71 543 80 mg: 10,888/200 mg 186,648 (236 mg)
(LO4ACO7) titration) every 4-week K000907219 ~ 200 mg: 21,776/400 mg 317,304 (high dose, 472 mg)
(depending on body weight) K000907229 £ 400 mg F12070kg (379 T8 € )
K000907238 IS
186,648 (280 mg)
391,968 (high dose, 560 mg)
Intravenous T cell Intravenous, sk o> Brpes g sy 10,774/250 mg 101.06.01 T rogd & 59kg (500mg) i E -
abatacept costimulatory Initial dose in first month: 500 mg st 250 * & % - & :301,672 ~
Orencia’ k()i%clllg%z%ent to ?SP?I)mg (dZEpendl:ng on body K000897265 % - & 1258576 ~
wei er 2-week; 3 60 T
Mai%tengnce dose: 500 mg to 750 HE A ,60 i1 100kg Jﬂ( (750
mg (depending on body weight) M ~
per 4-week ¥ - & 452508 ~
% - & :387,864 ~
Subcutaneous T cell Subcutaneous, ek oo BEE L Ei¢ /125mg TP 3T e
abatacept costimulatory 125 mg per week AT istH 125 ¥ R
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Items Mechanism Route Currently available NHI currently Starting Annual expense
(ATC code) products reimbursed reimbursed
price date
Orencia” blocking agent
(LO4AA24)
Only for 2nd-line
biologic
Rituximab B cell depleting  Intravenous, KRS 1P I 8,203/100 mg 097.11.01 %- =&
Mabthera® agent Initial dose in first 2-week: 500 100 mg: K000699229 3 38,887/500 mg 116,661( 500 mg)
(LO1XCO02) mg to 1,000 mg per 2-week; K000928229 233,322(1,000 mg)
Maintenance dose: 500 mg to 500 mg: K000699248 # E g
1,000 mg after 24-week K000928248 77,774 (500 mg)

155,548 (1,000 mg)
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