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2. %t £ % CEDAC# = BX#FE¥ 2 % ¥ % i methotrexate @ & i 7 & s 5 (288 b (R
B s A s B2 & (IM101-100, AIM, ATTEST) » &ig= Bi#% ¢ - abatacept
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abatacept & methotrexate 5 * 7% & ¥ iR+t ¥ * methotrexate °

3. IM101-100, AIM, ATTEST, ATTAIN, ASSURE & 5 i Tk i85 3 &t @ 3f g (Hp fF :
45~7 &) > BEBR P EREPF DL 2PFTHR B RER KD AP K
% 1t & & 38 h exposure-adjusted incidence rates (for serious adverse events, infections,

serious infections, malignancies, and autoimmune disorders) F > ¥ ASEPFFRE @ H 4o o

4. Salliot % A 4 {7 Seft v pro i > 325 e BoAR R JRALM & L2 A QA H vy R
i methotrexate e F 57 2 B LA R BILM & L A p Renip$hon > B %
Tt :,gz»ﬁ}]% B 2 * anti-TNFs Ap$i >t i@ * abatacept > § i3t} & F § 3 vt )i 3
ACRS0 F & (io% 6 B " 18 ) 2 OR=1.52 (95% CI: 1.01 to 2.28; P=0.04) -

5. Cochrane ## 3 B>t 2011 & 2 % 4% % — 415 b JRIEM & X 4 5 @& (biologics) *
WA AR 3 Aok (adverse effects) #riTALE ATk o B R AT L BE
LEECERERL HT RE B s B 2 F AL e (biologics) ¥ ¥R &
(control) ¥ @& 33t F R ¥ g B o

6. 3 Tinf 6k 6 B ERUME LHITRF ) 26 ¢
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%ﬁ/zIEP‘L(r‘]f}?ﬁ;@ﬂ_{.y%%i L) SR e A AR o
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i EELR
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F@ 3 % bfcE g % (encephalitis and varicella) - abatacept &z & H & ¥ 2
7

2§ # & §% nausea, abdominal pain, vomiting and pyrexia e

8. b T EAMRBME L, * 5 B 9L R RRD B RASEEARS T3

(B 0 X3 B4R Rk o

=
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MEFHIrEEE R Orencia® (abatacept) » ** % — = ¢ FORE el i R
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¥ 8E %20 (99 & 11 7 ) &R AHKRAT ¢

B AZFERLIATELME G REE RF R EARTIT S o~ 2R 2 rituximab
@MMMm)’%%ZBﬁ%%’Fﬁ$ﬁ&%%%%%%%%$ﬁfo

B % > 3% 2 MabThera Solution for IV Infusion 10 mg/mL, 50 mL (K000699248)
PR R & R AR E B

B S HR T 4 rituximab * 3t T A SER RMR S ) Z B HR T TR A
RER2 AR

BB A kAT § T R ¥ AR it il R o B 15
KU Fengk iR BpdcT o

B i b (99 % 87 ) A g g (100 £ 7 0)

27 methotrexate & * > Orencia ¥ * | 1. £k RMER & X ¢

Wiap kb P RIERERE Orencia £ methotrexate & * > * *%j5 8 fir
R RS TR FUORIEREEALER RIS LD

Gk RILBEES (f4e2 - HEARBARLBBEES (¢4

" Rr 3 ¢ %]+ TNF #r4 3 )F B2 methotrexate (MTX) & — #& * By 3% 7~ F]+
A M F e A é,ﬂg (% (TNF) #rd @] ) F B3 L atsd (27 & eh
f © abatacept f- methotrexate & i LR

Y A A BN T

2. %_’a’:—q‘l ‘_}_FE;F’:]":
,%f")" gl RERF: K

Orencia ¥2 methotrexate & * » * %755 fe &
FPRIERSE RN E LT HE
B 0 4 P SR B ( #—ﬁﬁﬁ%
%3 (TNF) $74180) F k7 & a3
X2 N BRI = h A

* CDE/HTA L : A ik i% ﬁ’zf ¢ Z-pF > Orencia 95 Z_i= §_%F>> TNF inhibitor * &% 2 &
M iz S 4 RA E—ﬁmav féﬂblologlcal DMARD © fogt o T ix » #E | ek d R
PR P S &S r1tuX1mab (MabThera®) -

A BV i Ror e 5 TE R B4 Orencia A T EH B AR AR BRI & L (RA) &
4 P AR o

4/19



99CDRO7016.1_Orencia O

PR Y e R B A R s

B A= R GRMR &L G 0 278 A &7 % 304 methotrexate & B H L & wt R
ERE N 7 B 1% - 4 biological DMARD (disease-modifying antirheumatic
drug) o o

W OATH AT RN O/ 6 R #EARPEME LT R

S5 R ATY i i R A R T AT

4. — 7| Orencia (abatacept) fo4c £ % ~ BN Z Z RS ML BRI & LApM aF v
W PR F R R e

A A ,&ﬁ%’i&\ »Orencia itz MeaF Vi REEARAPR > F A2 2 HE e
DMARDs ¥ &% 2 &\t (&% igtjrﬁ,&iﬁ 17 @®* > Lai#* e DMARDs & TNF
inhibitor £ /% methotrexate °

oL ,&—%‘%KA\ » Orencia &= R v f RR B ARpR » 292 5 8 @
e

DMARDs ¥ )@z 28w A iE _'rh6;§a (z) mt2d &i AT RY S F e A A
B Z & & > 2 % 9 DMARDs & Jf @ 3£ 3 *» - f& TNF inhibitor » @ 4¢ £ + P45 L5 #
# :7DMARDs f ¢ 3% methotrexate » j®7% | A 45 T -
2 -
hdr £ X 2 FV i R CEDAC £z 2. %32 (2010 # 6 * ) [1]
(adult rheumatoid arthritis [RA])
For reducing signs and symptoms, inducing Abatacept be listed for patients with

clinical responses, inhibiting the progression of | moderately to severely active rheumatoid
structural damage, and improving physical arthritis in a similar manner to tumor necrosis
function in adult patients with moderately to factor (TNF) alpha inhibitor therapies.
severely active rheumatoid arthritis who have
had inadequate response to one or more
DMARDs and/or to TNF antagonists.
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AR

Bt %

bt kX257 i R
(juvenile idiopathic arthritis [JIA]/juvenile
rheumatoid arthritis [JRA])

CEDAC 3% 2 & 22 (2009 & 4 % ) [2]

For reducing signs and symptoms of
moderately to severely active polyarticular
juvenile idiopathic arthritis/juvenile rheumatoid
arthritis in pediatric patients 6 years of age and
older who have had an inadequate response to
one or more DMARDs, such as MTX.

Orencia has not been studied in children less
than 6 years of age.

Abatacept be listed for children with juvenile
idiopathic arthritis who are intolerant to, or
have not had an adequate response from
etanercept.

Initial treatment should be limited to a
maximum of 16 weeks.

Retreatment should only be permitted for
children who had an adequate initial treatment
response and subsequently experience a disease
flare.

RN FT A R
(adult rheumatoid arthritis)

PBAC =32 % 4% (2007 & 11 7 ) [3]

For the treatment, in combination with
methotrexate, of moderate to severe rheumatoid
arthritis in adult patients who have had an
insufficient response or intolerance to other
DMARD:s, such as methotrexate (MTX) or
tumour necrosis factor (TNF) blocking agents.

Abatacept should not be administered
concurrently with other biological DMARDs
(eg. TNF inhibitors, rituximab or anakinra).

The PBAC recommended the listing of
abatacept on the PBS for the treatment, in
combination with methotrexate, of adults with
severe active rheumatoid arthritis (RA) who
have failed prior DMARD therapy on a
cost-minimisation basis compared with
infliximab in the treatment of rheumatoid
arthritis.

RN 2V
(juvenile idiopathic arthritis)

PBAC =3k 2_ & 1 R 2

Orencia is indicated for reducing signs and
symptoms in paediatric patients 6 years of age
and older with moderately to severely active
polyarticular juvenile idiopathic arthritis who
have had an inadequate response to one or
more disease-modifying anti-rheumatic drugs
(DMARD:s).

Orencia may be used as monotherapy or
concomitantly with methotrexate (MTX).

None
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BERLFT R
(rheumatoid arthritis)

NICE 23k 2 ¢ * %
(TA195,2010 & 8 # ) [4]

Orencia in combination with methotrexate is
indicated for the treatment of moderate to
severe active theumatoid arthritis in adult
patients who responded inadequately to
previous therapy with one or more
disease-modifying anti-rheumatic drugs
(DMARD:s) including methotrexate (MTX) or
a TNF-alpha inhibitor.

Adalimumab, etanercept, infliximab and
abatacept, each in combination with
methotrexate, are recommended as treatment
options only for adults with severe active
rheumatoid arthritis who have had an
inadequate response to, or have an intolerance
of, other DMARD:s, including at least one TNF
inhibitor, and who cannot receive rituximab
therapy because they have a contraindication to
rituximab, or when rituximab is withdrawn
because of an adverse event.

NICE 22 & * %
(TA234,2011 & 8 * ) [5]

Abatacept in combination with methotrexate is
not recommended for the treatment of moderate
to severe active rheumatoid arthritis in adults
whose disease has responded inadequately to
one or more conventional non-biological
disease-modifying anti-rheumatic drugs
(DMARDEs) including methotrexate.

EERZFE R BE
(polyarticular juvenile idiopathic arthritis)

NICE #£ 3% 2. i * 2

Orencia in combination with methotrexate is
indicated for the treatment of moderate to
severe active polyarticular juvenile idiopathic
arthritis (JTA) in paediatric patients 6 years of
age and older who have had an insufficient
response to other DMARDs including at least
one TNF inhibitor. Orencia has not been
studied in children under 6 years old.

Status: Suspended
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% adult theumatoid arthritis » & » CEDAC ** 2007 # 6 * 27 p % abatacept %
- AR AER AR R B B HER A e E DMARDs # o % g -
8 TNF inhibitor & &7 i hd RiEd 47k B H & L& ¥ - & & abatacept 7
2 TNF inhibitor & # o

CEDAC =i ¢ CDR 4 & = )E%f}*/é’ﬁf%é PTPGES BER CER A R E R
FIH R TR RS % — 2 ¢ 2 B (IMI101-100, AIM, ATTEST) s & 2%
methotrexate & &% i - &iz= 3% 7 »abatacept 2 methotrexate 5 * » & ACR 20,
ACR 50, ACR 70 iz &t F »edp i+ > % B % >t B % methotrexate ; ACR 70 response
at one year 7 number needed to treat (NNT) #£_ 5~8 - & DAS28 ~ Health Assessment
Questionnaire (HAQ) scores % quality of life + > abatacept 2 methotrexate & * 7% &g

¥ gt H * methotrexate °

BF 2009 & 127 2p A MDA B AFRLAA BED
A % s % A B ShTER 22% (AGREE, ARRIVE) % F it 5 B 7R 2% 8 £ i 7
ek Wi RO 1 E RTenig AT G o CEDAC #1518 ! $13% abatacept eRTiE 3k 4o
TR OB B iE 24802 TNF inhibitors 0 * 3¢ R T £ R EHHER
BEHELEF T ek RIERGERILGR “ﬂ'l“* Ma L2 taf
DMARDs ( ¢ 4% methotrexate % lefluomide) * B 7# L& af = (£ 7 iF ek 4 ﬂj °
kB Ik d 5 2007 & 6 0 27 P euk i o

CEDAC ¥t £ =xix B3 F 22> d P g & 40 !

B CDR #M#RF » Bikirk i & L & uf*?ﬂ“‘”/ﬁﬁmf"”fﬁ—%—
IM101-124 (N =113) 2 IM101-071 (N=195) » e §_d ",‘ ERNER Mo ]
hRiEf P ARF oSS EI A AL 5 U o ied BEHRBEROLEY
7+ : Abatacept & methotrexate 5 * 6 B * {5 % ACR response, Health Assessment
Questionnaire-Disability Index (HAQ-DI) scores, SF-36 scores &4 i sadp -t >

¢ Bg ¥ iRt H % methotrexate °

B AGREE %2 ARRIVE &7 Bk @&k »ce % T A » =% » F1 5 AGREE
1 ;é},% 2 ¥_ methotrexate-naive > m ARRIVE H_i#& ¥ P8 %2 ~ 2EEE 8 4 Jeoeiid
Foo? BIRERES&KROE DM EEET 2 LF 2R F) A LE F A EH
b » o abatacept B % X [ 2 ApF o

B & i7chperiodic safety update report 31T 6 i ? chabatacept o H R X & 3

11,000 patient-years of exposure > @ % # € = 30,000 patient-years of cumulative
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exposure °

B IM101-100, AIM, ATTEST, ATTAIN, ASSURE & 5 B &/ 3¢5 7 4t ¥ 3¢ g (3
Bi45~7 &) > B F R apPReP F ot 2P TR En g R Ry T
oo om0 AR S TY A% 38 &b exposure-adjusted incidence rates (for serious adverse

events, infections, serious infections, malignancies, and autoimmune disorders)

Foo EARERER A 5 e o

% juvenile idiopathic arthritis (JIA) * & » CEDAC ** 2009 # 4 * 22 p %
abatacept * »* JIA duE R H-H o~ 81 > B ER L
B U4 5 ¥ etanercept A X fEF E B K R A fkmkﬂﬁ_,&ﬁ 4 ¥t
B =0 % A S 16 3%

B @A R L F R Ll‘é’sﬁ‘i:fi:}rﬁﬁ’sﬁ"ﬁ‘i?izﬂé? °

CEDAC =% d CDR 4 & %t = )—*J%‘?"}éﬁfé PrPE - BRERS A R R

| ¥t PR c1 withdrawal trial % % o fie BiR% 474> 16 FenB ik a? > 3 190
= JIA 24 i B ¥ X abatacept o 0 H ¢ 122 lﬂ’ﬁ L TR B f,@;?‘{#%
ErREs 0 T M A X abatacept &% fa‘f’?* ° A & 2cdp Gk SR S R '—ﬁ«‘fﬁi
1% PFR | (time to disease flare, defined as worsening of 30% or more in at least 3 of 6

ACR-Pedi core response variables and at least 30% improvement in no more than one of
the other variables) °

PR ENT DARRRFE Y DR AX A LS 6 B 0 & abatacept 2R
%ﬁzﬁmL(Wf%&%ﬂLmEB%%i*;)2’Mn**@%<#w“’%m%wt
Bk R E R (HR=03 [95% CI: 0.2 t0 0.6]) » # ACR-Pedi 50, 70, 90 i&
L 4 & chF &5 (response rates) - abatacept ‘B F St b BEF BAYE A e o )
Chlld Health Questionnaire % iz mf;;f WAEEFas eFan P F L8 -

BB LE Fag 4 FApi o g4 (infections and infestations) £_% L &7 2
*2 3 A bBER % (encephalitis and varicella) - abatacept 3 H # ¥ L7 2
FiEe :}p nausea, abdominal pain, vomiting and pyrexia ° # % abatacept ivf § 7 — Bk
7 2% % (acute lymphocytic leukemia) 3 # f4= 4o Ao i P o
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2 3]

B 2t 2007 & ¢ vk D ends i iE 2 4o T o B 444 @ 5 DMARDs (1Y
methotrexate & 1) i E2chE RGFEF AR RN & LR

1. have received no prior PBS-subsidised treatment with a biological DMARD for this

condition in this treatment cycle; and

2. have failed to achieve an adequate response to:
®  MTX alone (at least 20 mg weekly); and
®  at least 3 months of treatment with MTX (at least 7.5 mg weekly) in
combination with two other non-biological DMARDs; and
®  at least 3 months of treatment with leflunomide alone; or leflunomide in

combination with MTX, or cyclosporin.

PBAC *+ 2007 # 11 * £ ** cost-minimisation’ ¥? %+ & infliximab( ! infliximab
EARAL D) gt i ERAR RO 1 o i i L methotrexate # ¥ o
4 @ DMARDs £ 57 hE RBFMAER IBEME LS LR E o

®= R [5]

NICE *+ 2011 & 8 * 4 # H #1437 47 & TA234: “Abatacept for the treatment of
rheumatoid arthritis after the failure of conventional disease-modifying anti-rheumatic
drugs” » % i£3% % - abatacept “r } methotrexate (& H 5% » 3P BRI EREHNE
AR S LY HH U B0 (AP WUH) 22 pd Ffb REEF (78
methotrexate ) & &7 L= 4 ﬁ—%f 0

AR €t iEikehd & R F1EC abatacept 4¢ } methotrexate (74 # 5 o
Gk AT At o AR E B LT ek R @ (dominated) (T H # 4 T EHA
T F 2% 7=F { ™) (subcutaneous therapies were both more effective and less

¢ gt g T s4 % ¢ 45 adalimumab plus methotrexate, etanercept plus methotrexate (TA130) and
certolizumab pegol plus methotrexate (TA186) o
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costly) °

3 B abatacept g ¥t c > £ R g IR AT R EETRY 2 IR
# (mixed treatment comparison, MTC) 1% % » & % & 71 abatacept *r + methotrexate
S E AR B A ad @A 'SR AR 0 4P 02 e 2 (similar efficacy) ;
e B RE A MTC * #RELR%Y ¢ A Fap A ¥ (F - B%RDpEL
244+ methotrexate & &7 i) > T A R ¢ HE & oo

& 12 ("abatacept"[Supplementary Concept] OR "abatacept"[All Fields]) AND
Meta-Analysis[ptyp] % & K v% » 3% 2011 & 8 * 29 p #%F PubMed > + % 1 11 };V e
abatacept AR s s AT }‘tL o iR — ARG 2 I*Lfmm{?‘ FEREBFRF 2K 7

iz abatacept * > %t methotrexate e F s 2 AR R RMM A K A Roandp *i‘]’l,?f e
R A

Salliot & A #4 {7 % fLfd= ngv‘?“}ép( 7 41 & 5 MEDLINE, Embase, Cochrane Systematic
Reviews) [6]° #F p # 3 2009 & 10 * 1k > 3~ 2011 & % £ 4 ¥R 85 b R & X 2
4 5 @& > * 2ty @ * i methotrexate £ — A ARk 7 F]F P A2 BB ML b R IR
gl Ao BoeAp iR ok o R E R

Etanercept: 50 mg every week;

Adalimumab: 40 mg every other week;

Infliximab:  3-10 mg/kg/8 weeks;

Certolizumab: 400 mg at weeks 0, 2, 4 followed by 200 mg every other week;
Golimumab: 50 mg every 4 weeks;

Rituximab: 1,000 mg at days 1 and 15;

Abatacept: 10 mg/kg/month;

Tocilizumab: 8 mg/kg/month.

A& Fporedpihs P2 B aisk® 6 B2 P2 ACRS0 response rate 2. odds ratio
(OR): ¥ ¢+ £ 243 30 » 3R 11T 5 Btk ¢ 3 @ :

1. Physician global assessment of disease,
2. Patient global assessment of disease,
3. Patient assessment of pain,

4. C reactive protein or erythrocyte sedimentation rate
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Eﬁ@/f A g ﬁ'%}ﬂ‘ s
RE T AR

5. =% ¥ (the Health Assessment Questionnaire, HAQ score) °
Bt a7 L B % a5 * random effect model (Mantel-Haenszel method) ;

ACRS50 response rate =38 B {2384 (heterogeneity) R I statistic ] & ©

£ X i methotrexate m F B 7 s d g h (B M & X p B (Efficacy of biologicals in

active RA despite methotrexate)

264 £F 9 B3k anti-TNFs (2,476 2 &)~ 3 B 3#5% ) rituximab (604 %
T B )3 56%’?}: abatacept (1,138 % - B ) % 1 BrE 4 tocilizumab (409 % T B)oe

B % iF methotrexate @ * i 7 & % s B > & * anti-TNFs (analyzed as a whole) 7 4@
e R 7] ACRS0 F s (G5 6 B % 14) > Ap#T R % 2 # & > anti-TNFs 2
4 @& > 2 OR=1.30 (95% CI: 0.91 to 1.86; P=0.15) »

B < 1% methotrexate m & &7 i m}% B > % anti-TNFs 4p$** % * abatacept > 7
A P REEFRE O HEFACRS0F BB 6B * 18 ) H OR=1.52 (95% CI: 1.01
to 2.28; P=0.04) -

[ i'F—’,;‘ R R g™ 34 (Mantel-Haenszel method % random effects models) ® #-
anti-TNFs 4 & T R7reh, 2 Digen, kg 2 ¢ > Eanti-TNFs (¢ 4% infliximab
adalimumab % etanercept ) fv#7 anti-TNFs ( # 3% certolizumab % golimumab ) &
S AEIACRSO F 5t (iR 6B P f6) ¥RAFITHEFLR -

Cochrane 77 3 B Ff> 2011 & 2 7 % 4 — £ 485 b JRIEM & 3L 2 3 @8 (blologlcs)

Hoar A f}% é, 77 L s3r % (adverse effects) #7 1% 4L & 4 47 (meta-analysis) 1% %
[7] 2 P PUdRp o A T BB X R Hk 5t F) 3 4] & (etanercept, adalimumab,
infliximab, gohmumab, certolizumab) £ interleukin (IL)-1 antagonist (anakinra), IL-6

antagonist (tocilizumab), anti-CD28 (abatacept) # anti-B cell (rituximab) + 4 &% %2
RO T R AL R LR (3 U R g R R %:}i%“,f HIV/AIDS & & e

—%;‘2:

< }]?e W BE R 4 & 35 1 Cochrane Library, MEDLINE, % Embase (to January 2010) »
»FE R S A %iE % -~ controlled clinical trials (CCTs) % 223 {4 chas # 2 5%
(open-label extension [OLE] studies) o 7 pt 4 % % & &~ 45 (network meta-analysis) » » %t

772 1 & 11 random-effects model :& {7 mixed-effects logistic regression °
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P @/é AFEL %Y S
TR A

R4 163 AL A iniE (50,010 Lom k) & 46 B2y fhohat iR (£ 11,954
PR WA GRS R RS 6B o2ty eyt U R R R
(median duration) 3 13 B * ; % 2t %k i G 1 & B 1 & tuberculosis (TB)
reactivation ~ # * % (lymphoma) % # = |+.© % B (congestive heart failure) % 24 =t
& oo

BEd 2R E B ER L M T RE WL R BOE 4 T ANk 2 (biologics) ¥
¥R (control) FF: & szt BFaL B o
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Z o ERER
feRE= R HTA 36 TR
v £ X

CADTH (2010 & 6 " 17 3= 4%, 3 3B 42 ) &R & Fiof ¥ &
TIERBE R IRM & Km0 &% 2 0 a i gt 53 4 A (tumor
necrosis factor (TNF) alpha inhibitor) #f 77 - 22 methotrexate ** #&> 12 10 & 5 & $78 B »
F - BET A E(QALY)E 5 Bi4c £ % 93,649 & (ICER) st % #1357
#0205 % % (infliximab, adalimumab, etanercept) = A2xz 4p§ > H s = 7 eh
ICER 4 *% 96,032 3] 171,179 ~4e o A Foin iy — & ey * L 4e £ < 7 11,400~22,880
(Rt & AL M) A adalimumab - E F 518,388 4r £ < 7 etanercept

- # %% 5 18943~20,486 = o

CEDAC * 2009 - 4 " 22 p ket & foin e # & 2] p M & L2384
i€ % T4} etanercept & # @ X & EUn O A A o B R A Ao B BALE
LRGSR SEY SASIR R EY 300 SRR S EXS EES AL R

FPpF A Ak LN 15.67~47.01 ~ 5 &2 etanercept & P 18.88~54.93 4r £ & WdRiT -

=R

NICE 2010 # 8 * 3z 4f 4 (CDE:L: &= =x;% w3 4 49 T 4L) » technology
appraisal guidance 195 " Adalimumab, etanercept, infliximab, rituximab and abatacept for
the treatment of rheumatoid arthritis after the failure of a TNF inhibitor ; i£3:% abatacept
& # methotrexate ¥ fl i BrE 4 b (B &L E o A B A GE T TR EY L

rituximab ;5 F PF e R iR o

NICE 2t & &% 202 2 QB & L A ipfr an®m P 9 A S E (ak:
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AR A FEEARY
http://guidance.nice.org.uk/TA/Wavel7/19)

T
PBAC2007 & 11 7 3% (CDEL: ## = =RiEL M FH) » SR + 5

& # methotrexate /p % B & 28 b (&M & L 2. % DMARD /5 vc% % F e & B koo
FEH gt R E-E infliximab (S Y A EAKR T ) & Fi‘y](i\ 5 zﬁ*“ﬁ FL g A
PR A H G B RS RS Fiofra kL & P 4T 0 R
P RN R PR SR I T;,z vk dp g hikgy c PBAC » 3 - BinKIFEY T
AZ T U - B TNF $r4& o 4 »xet Bk 8 % 28— =t b oo dodk - fi:;]% A ¥
- B A et Bl #2035 PlEp A AR ST ieRIFE
RigBabjnk 2> 5&F 121 F cPBAC 3T 2009 & 12 7 » 44 4B 5 T 0 » B
6 B e R i b IBRM & L2 A m AR s 2 WA (biological disease-modifying
antirheumatic drugs, bBDMARDs)# it {7 il % :® i (abatacept, anakinra, adalimumab,
etanercept, infliximab, rituximab)> # ® & 7 A=X3FfG B .o T K B %05 % 7 anakinra

L Rk 2 AR P RTFIG RS Y RS

E

i ek E 0 B 75
iR ERT ETRAERRY 0 FNERBREAFEEY TR SR Y5 E
OTRABLIUEY SH LR o PBACH 45 0§ W p B R a R el B E %

CULE ARG K s ok E B3R B PBAC L ¥ T RE KR LR E

<k

R <t RS '8 E Y o (Asignificant price reduction is necessary to reduce the
incremental cost-effectiveness ratio so that it falls within a range considered to represent
acceptable cost-effectiveness when these agents are used for the treatment of rheumatoid

arthritis.)

PSR

A= ¥ BB EHR Y )& 5 Humira 40 mg solution for injection, vial (= 4
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fE TR A

—‘-\-

Adalimumab) - H #Fw4 F i Rog 5 C

THER GRMME Y CHUMIRAF * &4 ¢ BRI E R BEM & LT ¥ & of-
fEe Az - A DMARDs &4 5 2 i 5 F e A m ROV R Rk BV (F A
&R F fofesk $12) s Prl St T 0 c HUMIRA 7 ¥ jhig * » 7 1 e
MTX & H & DMARDs 4 & * o qoeft B a0 f G % 205 g5 5 Al bk 1% 4
B2 A FEF R F oM & X - HUMIRA 7 8 jhi # » 7 i fe MTX
# DMARDs 4 5 % o 2 AL T WL FRLEE YR SRRE
ZoJEARE Y o SR N L R OB ALK a2 2 A Y BT E R LB N JE(CD) o
ORI Y 2 e e Tk ¥ 12 o Humira 77 i * Y4 infliximab © 5% 2
R AR 2 AP R ER RN TR Y 2 RS AR
B doRE ¥HE W > LMK 0 @ 45 cyclosporine ~ methotrexate g H 18 sk b B g 2
B~ F RS REAI LY RIERITREY A RF o

@ B ik i% % Humira 40mg Solution For Injection, Pre-Filled Syringe > 2. % &-
78 & KO000776283 » it 5 16,005 ~ (CDE 3x: % M # =& 40mg > [RiE & *

PE - &§ 5 416130 %) -

CDE ¥ jg H # #g i 2% » H ¢ Enbrel 25mg Solution For Injection In Pre-Filled
Syringe (= 4 etanercept) 2. f#F¥ if BE » °
Fig * >0 45 % f# 3 4Lh BRI % ¥ (" DMARDs > #]4e methotrexate) & i § % »<
2o A EE AR JRIER & o4 Y9 A % % methotrexate o 2 R A ¢ B T
ERFPEIR BEME N  GRB A DX ERAK T AET UFEB RS D
B & Sl L3R o R g * 3T methotrexate in Aot gz AR 4 Rou P 24 2 0
EeE g s M e EARIME L o ¥ AR 4R T ST5 R FRE o g

Ao A PR BB R R R F LB e T AR M L o g i B

=

FE AL o g H B > B0 (2 45 cyclosporine ~ methotrexate kit
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APUVA) 2~ F H et b mtE2? RIERIHES AR o » "HES 2 0
i R EZaEZF AN EZME2Z §F M TE 2 5P ENE R

@ B w i %% 7 Enbrel 25mg Solution For Injection In Pre-Filled Syringe » 2. % %~
~ g % K000851240 > i ik % 5 4,275 ~ (CDE 3f: F 4= X & = 25mg > # ¥ 2

SRE o - E PP L 444,600 7)o

T i E AR E RS R R P 2k AT

® Enbrel:4 #& vz b 2 & AR B & 0 0.4mg/kg (B 25mg)r & % 2 =t L T Lo
® Humira: 13-17 k> & 15— ¥ 4 T 16t H - HE 40mg - 5 Bdpbpr il ¥ 2o
R 12 % P EFITRR R F o 0 AGERY FRF Bp LIRS L

TEFRY
2z aia s

AEERFIRF P EELSHGELFESAP R SR T EFWD
(Humira » I3 @ % » — & % % 416,130 <) & i< (Enbrel » 5@ * 24 » - &
B % 444,600 ) Ap ke TR e e B HER2LE ELR R Y 0 Bl S DR R T
B g 5 xR ik R 4k B2 TNF- #r#|#|48 # 5 (etanercept 2 adalimumab)
RAFAA S AR EL 99 E 5 ¥ HBELG D 46 R_AH AT 163 /A
g AERE > d 1000 3 4r F| 3600 ip A & (MEFFEFEISRIEFE) FES
£ X5 50% - 5k RIER :"‘@T‘ Iﬁi A BT E R EE R IR fienT 'E > e F] TNF-q
Frd| R AEE S~ RS HReL > P oo Rt R AT R TNF-a $ri Rl %
P E b RAERE & A BeiviR E RSP o F b AE 98 &£ T X & B4 etanercept
% adalimumab $ 3 & 4o B 240~ FOREE Y B SR B B iR B e A Y

A~ ER%H (etanercept 3t 98 # 11 # > adalimumab >+ 98 & 8 7 ) F]pt 98 & B
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215 TNF-q 4l B8 Senié » 7 & 3§ 7 o2 S0 b (RELM & Lemis o 3=

sREERAE G T

BT R TNF-o FEREES A FETNFo iR AFH

20 4000 3.612
16.3

15 3000

10 2000

5 A 4.6 1000 -

0 - 0 -

96 97 98 99 96 97 98 99
FE FE

FRHRF B3 AAPr ASPFRT AT EFRPEL L PUHSRY T E
AN A A S LR TR LR ERRR
Pl PR 14 RE AT 2l B BN AT {0 AR F A H- &g s
10%3 4 5] $ T #920% > A &-¢ 4FF % Gd | AR 4eF|T ELhd @A por A
I AR AR ERMBE AP RPN B RBEE Y £ R

#EMEH S LIS RF R RNE £ IS0 Lo AR ie 0 2 Y 9 10%7F

m

Nb#&-xj\wzp}%’#ﬁ 'T'% r‘%%"q"‘/}g 360:@_]650@’“7? ff& bﬂ"

$4 2
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