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733«’% s BHELRF AP
BEHAVEETR et
7 B ARRAE (1). =z & 1150 =
(2). @ *Fq‘é% :
(@) rsiA 150 = so/® 2

—

/ﬁt BB —%‘f ET’??‘ 150 = /% &

(b)
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8.2.4.6. Secukinumab(Cosentyx) :
1. &g

~=b tﬁ »

"R R
A 'P@Jom},%‘i H s ljg fu]“,}_,r)%‘;i’ii ’ EN
X BN NSRS ESESE T RN &

1
2 F iR T RSN LY

.
EpEs
=

(1)~(5) e
2. SETFEPALR Y
@) = i
@gﬁgeﬂ—i»gﬁﬁﬂﬁﬁlﬁgﬁﬂ°
(2). A RACREFA 6B 5236 B FAESAE
v 4R i H cyclosporin ) “f LA 4 5 i B % (Creatinine £
HE A =30%) 0 N H B oEE G oAl B Er o RE
w:#Siﬂ*J °

1 BRse s FFrR*rpsr 6

FCRETRE T
(3)~(7) % -
(8) secukinumab 4z 4spFE3t % 0~1~2~3~4 F &+ 300mg »
BENY 4 B4eE 4 3RS 300mg(i £ =60kg o 47
150mg | £) > ® 12 3 pF > § £ (7555 0 3 5 F PASI 25
)%c*,: o
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3. i * etanercept ~ adalimumab ~ ustekinumab ¢ secukinumab
p¥ cyclosporine % P&k ;5% 0 % Jg etanercept ~ adalimumab ~
ustekinumab # secukinumab %5z R »x ¥ A i 0 2 2 W
BEZ VN FBERG o ah A B ELEEREY
etanercept ~ adalimumab ~ ustekinumab # secukinumab % #x
dIUPE T iR e o

4. —;’g#&% BrFURARES H :é_iﬁiié%% [ e
CR e
(1). RE &1 g hbFs o
(2). feR B im}@}-’#}im/ﬁa B oo
3). &% E’Em)%‘ K /ﬁam}ﬁaﬁ (& R SR s
%%zim i‘"ﬁ ¥ ’Lfﬁf@;% HIERETR LR R
W.PJ%¢41%$ﬁ’&%éiﬁ%&&@&iﬁﬁ
n Jﬁa(sepsis)iﬁ o
(5). B £ 5 g - (pre-malignancy) s & o
(6). 4+ i 2 (immunodeficiency)

5. FBAISHEA o Aok A T AR R ISR
(). » 2%, &35:

I B -
i % E sl As e E 23 2 o
i, 2 (GpFiaZEwrs )o
iv. BeE PR 28 4 (intercurrent infection) (7 ps i
AT ) o
(2. B q;  REEE 6 B ok Grxfdr) AL
Ry o FrcE & PASI & M4 6 ff e A i 50% -

6. Wi f%??* 2 PR R

(1). g prp o @ 2 HFWURILRK 2 #1508 & PASI=
10 % -
(2. Mg - A2 AR SHEFarg; > a@gr ¥ -
Pl ERASE 2 2 5 WAD g S 2 dzde p AT R 52
EiERARE Eﬁﬁﬁonvrﬂﬁg\,i%m% Mokt AR %
Risfg2 2 A @ mri 2 Sl R DRI
e

7. WEFFLFARERYE T EMNY FRY CFHELS
7 S0%7%R 3 (F Wt S AR K 2 AR ) e

E R AL # p A
(1). - #&#& & : secukinumab 300 % =
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(2. ~#E &
ERH B LT R | MRS RALITATE
BRI ATATE mES: Sk
FEIzR o8 ([ WEaEFsSAS () BELGES
SR T (13 - && L% s AR E OV pAsE4NAH

fu

%4 & 1 11 etanercept £7 ustekinumab % f»x 4% &> 4 ustekinumab i ¥ % 4
5] "ﬁ' iE e
55 & e

Fg & b Sl CoN RE P
IR TE & 2 (“ﬁ’*‘”ﬁ}%)
WM TR e ARSI BR T AR F Y 2§ 2 IR AR (A2302
[ERASURE] ~ A2303 [FIXTURE] ~ A2308 [FEATURE] ~ A2309 [JUNCTURE]) - %

A secukinumab e »c Bt & 2L TS K 4o T

B IR E IN L

RPN ELSTESET  HHERFLE :1%*:9::};7 £ a7 % > secukinumab 150
F 5,97 300 rcnd R R E ;a“s;n (EAPHERLAR) nieBREEs 2B %u]%ﬁﬁgéﬁ
2% 3 - 3k ; A2303 :#5% B & ot &2 etancercpt b i eniE & 0 secukinumab 150 ¥

£ 300 sk R E RS etanercept(fl AP BEFLR)

3k 52 % i & 7 % &g ot 0 secukinumab e e s id L AT T 52 % o
AHM30EFr LB E R '-»‘Iifﬁ T d B EHES 16 ¥ £ 5T R 5
BT o X R 5 » 12 secukinumab 300 E s e 14(7.4% 5 150 % 5
17.1% ; etancercept 21.1% > =% /& #| 28.6%) -

SRR

300 Fr e 2M AT AN FL 10 52 2IRF TLR o o R oD
F AT A A A2 Bldop 4 . v* ¢ e w3k KT (neutropenia) ~ iEATF B
(hypersensitivity) & e fRAg L2 ] > e &> 25 BLE I~ & 1% FR % (mycobacterial
infection) &% Bt £ & 1+ & % (opportunistic infection) g 4c crfi-=15 o &2 H &8 % 32355
Fpex B qp o T /l#ﬁ ZTRIFPAR 2 e

FRAZ: @AM ABEBLFRT w5 -

e R FTRERPEFSEAREFT B oGS TIORY AT E

\\\Xr
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B X A R o AEY TR gL secukinumab 300mg Je R s 4 2 % - S
3 —Lﬁmf:)%‘ -5 % & A7 5 % 319,094 ~ ~ 506,849 ~ 5 1,403,732 ~ ; &1 H {

ot 2 T e B QALYS 2 YRR & 4 2% 5 1 i@ (incremental cost-effectiveness ratio,
ICER)4r T :

(1) ~ 47”5 - &P > secukinumab 300mg 4 %] ¥ ustekinumab 45 mg ~ etanercept
% adalimumab 4p +t 2. T 50 ICER i (374 W/QALY) 5 : 8,052,740 ~ -~ 6,554,137
A2 5136,024 & ; 34 0 QALYs A %] % 0.016 ~ 0.036 % 0.04 QALY -

(2) &~ 47 R 5 & E PF > secukinumab 300mg 4 %] ¥ ustekinumab 45 mg ~ etanercept
% adalimumab 4p+t 2. T 0 ICER i (374 #/QALY) 5 : 6,378,570 ~ ~ 5,255,886
7~ % 4,438,153 ~ ; 3 e i QALYS 4 %] & 0.027 ~ 0.061 % 0.067 QALY -

(3) ~ {47 5 L & P > secukinumab 300mg 4 %] ¥ ustekinumab 45 mg ~ etanercept
% adalimumab 4p+* 2. T e0 ICER & (374 #W/QALY) % : 4,981,114 ~ ~ 4,280,180
<2 3,913,706 = ; #f 4r e QALYS A %] % 0.057 ~ 0.134 2 0.145 QALY -

%% 7 ug&;&gﬁgii ik N B e CHREETRLGFE ] AEEF T KT
HEZEREARTAKAPT IR TF AR KL UH] o Bfpradts & v Bt il
SHc REAFETER 4 Y LE AR RTINS TG R 44T R B
M @R NN E AT R BRI REREEFF R s FRE
ﬁi@‘éi—fgﬂ' R f')g, 7 oAEFTARAN A g;}ﬁw R - NN
o i A i3 2 secukinumab bt b= f 4 o WA 2 RGN SRR

g
ER
PRI 2R F s A EF RS & EREZ IR & % 150-900 %

BR#7BE%1800%5~1 55008~ -

B ? CIREERF TR PR RGP T R E 2
HEBAER A K EY ,gﬁ LY CEFGEB O RNEAETER N EREH
&Y 44 230 3 2,000 #rwf"%*mffurmf%ﬁ oAt E A
%?,41343'ﬁ§i2.91,&"*°¢5—5 ERP G ERE TR T L gk A
7;;?%’??%?%&7'}?5’\39:1@ g E&#L‘*r‘é‘* T SEERT R AL
EANES & R RS ES RN S 2 Rk

#
#

‘QH-
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Lo AEREFEE D BEEC LPES (R E) 2 RFH
ARER 55 & 1
Bt ¥ & p& Cosentyx” % i # Stelara®
i &4 /% & | Secukinumab 150mg Ustekinumab 45mg/0.5mL %
90mg/1mL
A e £ | ISR B S §oke 13 SR T CUHL G A S
WHO/ATC | LO4AC10 LO4ACO05
B
AEWMT | SR AR 2PN Y T | LigRe(Ps) Stelara i * 3tio g i &
Vi | £ AR A TR ERES 2PN T
AR TAL IS 4 LK (18 &
(§)r14) -

2.5 Rt M & L (PsA) Stelara i * >t 55
A 7 ¥ f2 A4k (R 12 (DMARD:)
Ferxh E 2= A (18 2 1 F)E B s
Jett B &L o Stelara 7 B fpig * > w2
methotrexat(MTX) & *

Rt ARG B I = S % 8 & £ % ®W A Immunologic
i = agents
8.2.4.6.Etanercept (4 Enbrel ) ;
adalimumab (4= Humira) ;
ustekinumab ( 4 Stelara ) (98/11/1 ~
100/7/1 ~ 101/5/1 ~ 101/12/1 .
102/1/1 ~ 104/4/1) = * ** 55 Reio R

2R A
LY | T 100,329
PEZE | EERE AL > dol

A F 2% 2 | secukinumab 300 mg o A= 45 pE A E
012 3fcdFd ™18t 3%
FREAFRE 4 XA T

%+o-% =t 300 mg #E 7 HEAX o
150 mg P‘\T‘jj_‘élj'o”ﬁj'k‘_b,}?i& ( &
R E P 0 <=60kg) » ¥ g | HHWE>100 27 (220 5) Sk
150 mg =3 & o HOERAE ZR AR 4
FA 90 F oo ARigF 123

AR FE<100 27 (220 ) hi
FOEFEME IR 40
3

5/68




104CDR09027_Cosentyx

90 % 5 - AL E>100 2 7 Ik

% A5 F M B BET AL

Roco B EHAERY 90 ¥
SEH R T B ok -

BE SR AFE 4iFis3S 45 %
Rigm 12 3F 3 45 % 5. o }“fﬁ' 4
PR ERTEMICEY WE>100

(220 [7‘)[]78,"/ VERBE SO “‘lpﬂ.t 2
4 3% fs A 90 s oo AR E 12 343 90
o

T A% BAMHIERTES R P~
ey 212 ey - #X508
=7
LEEVRER v
(head-to-head comparison )
SRERR v
(indirect comparison )
FER BRI RART MR RS DE v
ot
B R i 4 8 R e
RS b I
EFEFRNECAEETRALIFTAE S RIA L ST REERO R A 2RI P kR FF
BT FA P B RALIATATE RIS F BT G R R P L R
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Lo ARFRPHETGEHLLALR

% i BT M2
CADTH/pCODR | % 104 & 10 * 28 p =4 » £ i ¢ 2238 % secukinumab > &
(4 +) S & % > PP L % (systemic therapy) & BB sk U5

(phototherapy)ei¥ & i sesALiT S 4 &K s Fhe o 2 4
@uT@ﬁﬁ:

(D). wFk 12 %18 o 4ok SoRes ff T B E & 4p #ic(Psoriasis Area
Severity Index) PASI75 =& A E & » P i@k J5f o

(2). Secukinumab s F % 3 HAZE S LAY 1 E R
ER T e A R -

PBAC (i#:) AR 104 & 3 0 o2 A2 adalimumab B S B 2 A
¢4k # (cost-minimisation basis) » % f § I & f3k TG 1 2400
7 secukinumab o B 222 g 1R g AR Fb R E 4
(DMARDs);5 % % peenfi b € & sl iic i A chin R #e 3%
i H AR F e M >

NICE (# &) AR I04 £ T 22 > &R 2R secukinumab B &

TS HE 2 B RS s A iR Y B

(1. ApEERELR - L& 5 PASI(Psoriasis Area Severity
Index)~ % 10 &~ g2+ » @ ® » DLQI(Dermatology Life
Quality Index) ~ #c» = >+ 10 & o

(2). SR > 9 is R & pois s £ 0 Bl4e » cyclosporine
methotrexate ~ & it & % ;= (psoralen and long-wave ultraviolet
radiation, PUVA) > & ¥ ECRAR = REY B s I ®
Fﬁi A %‘zzmﬁxl‘e%—_/r%

() MFFIHEGRITRCE TR G A F %)

do% o 4 X secukinumab Ja Ry 12 % (8o oReR A A G R F B
FRHEE R EFRYF BOERG

(1). BrAzdsisgp P end Bap it o PASI A BicF  75%:0% 14 (PASI
75) ; &

(2). #2 A dnin A BE Rk At o PASI A #cF 50% 7 K
(PASIS0) » @ ¥ DLQI A #c% 7 A o

:x ! CADTH % Canadian Agency for Drugs and Technologies in Health 4 £ + & 5.2 %5/% PTG RO
pCODR & pan-Canadian Oncology Drug Review 4t £ < " % 1 & [o 3% 5 e S chig | - 3t 2010 & =
22 % CADTH eh& (5 & » 2 & | F30 G ATBRES Dphk BIRE = 23 f

7/68




104CDR09027_Cosentyx

PBAC % Pharmaceutical Benefits Advisory Committee % &% 359 £ R € mfﬁ?% ;

NICE % National Institute for Health and Care Excellence B 3t B T P ok o 4887 § Fecnig B o
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(7 3 s s Bk S fo 254 A] FR P H =R 2

FLEBRL MR AFELLRY cFEPH TR
LA pH ARL04E 110 27 P
ITE R ?% bR RS F R PRI AIR R %‘r%’\%‘r%&ﬁ EREN e 3

o IR G LR TR R S o 1 A R B ARAL o B L
2R ,.Ju‘ti@@agiﬁﬁﬁé?é%m" 0 FRTAT I R PR 7 p s ARG
orEi-oBEEP T ?ﬁbﬁé‘-"rﬂ‘mf)ﬁiﬁﬂfé%#' SR PER -F’M%n«
Ao (T RAEARY ) X FELARTIINA o HVERE v WL ARTIT
SRR FEE (T HARRE ) RS2 %‘T%-)%‘ﬁ#iﬁ“ﬂ?@iz% SR
TE kS A2 BPEEAPN RIFEEAT L (MW THEAERL ) G
RARERRFRESEAFL ST LR R W EF L R N
FAEWHEANFELZ EHEPR AR

AFLRERT LR FRPRITRERH AR E LT RS
EESESCE R B STV SR LR £ S TR
Bt i 7 i EARA oo ¥ AL 2 TRk R ons 47 8 A SR xR
WEFEp sl SR FRAERL R R TR F R & hisf
%

- AR R[]

-4+ A % # & Cosentyx(secukinumab) st = ¥ 3 -5 i cif e | s g
B0 TR S “saBL I ag R - “psoriasis” ~ “plaque psoriasis” % B 4EF B (TR
WE EFELRI AP FEAAF LD R 0BARPFT L5 L K
IR ERA KA ¥ £ ¢ (The American Academy of Dermatology) # # 7
Falo T LT TN R A B

G R - ARFIHIE h A AR BRPAFEMS LA F £
Ja s (erythema) % %t/ (scaling) » ~ FE 5 &4 /(5] -

JoRES F1A P “flﬁ Gk Hiw g i B AgeRe g A LEFF o o
iR L S RA BRSNS RE[D]

FoReR Ko end) i dp g SR 97 A f’*"*ﬁ A 2 FORETT A o JoRETIA
Famt e < #m (DA UF 6 PAL (D4 6 50U Q) 2 T ih
R & RBF iz (4)F Auspitz sign: » T}u'«r\r* WRHESABI A NS AL
§ A F NI S F 0 20%5 4§ Koebner's 3R % fh{ﬁt}éx % e HE

HORET) = s o g AR bldEcEE M E AR f‘u%ﬁiﬁﬁbﬁf‘a@nﬁs
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%’50%51:;;;&%;19;35%,@ MR T g AR A2 3T WA R B
TR VAT AR 2[5] -

Tk b RcREa & ¥ 4 5 osadl A (plaque)sz e ~ F 8 A (inverse) iz i ~ &=
(erythrodermic) iz ¢ ~ "7z 3] (pustular) 52 Fe ~ BLiF & (Quttate) sz e S 53] - H @ >
sE A SO L g d] > 0 d g dolem L 9 80%~90% 0 1 & ARG A
/%’-*{mJJ BB X d - 2L T HOALFE A LS N I R ek R

F,;Um Pl Do i TaBL S G 2 RPA) 0 4 FOTER AL~ SRR %i“fi VS G
1‘“:}%1«’-’2‘ » 80%hicResm * H ﬁflﬁﬁ&ﬁ‘ R BIEL P R 20%:p 4 ;‘#p P
TR A P I F R g .g:c‘;.jrw L5 AE 5% R e X IRBE FI’
PRI EIMEG ERING s bt s %I AAEY

-k SORT ) AL S BUTRBE CREY PTG
. gg&xylﬁ@b)@g}ihoﬁ i%ﬁﬁ]ﬂ;}a‘;}iﬁ_,xﬁ;j 33:,-5/9){3
foReh2 o 5 e 4 4mE B E 5] -

FOREDio 2 N RRBEE A EL o~ AREELAG@ELIY R P T ER)
EHaAARER T A T F A G RIS > DL R (systemic
therapy) RiieRkd 7R % fE sk %(phototherapy) & #% 2" > > B s k%e § > &
MR s UIRES ~ FRIEE o 2 PP ISR R 0 A AIVSRRE > 0§
EREfF Rl 2 HERLOR KB A - TERYE  SERAFPFL §23R
2R AR R AR R E s 2R

%—‘%%$%*%&@i%ﬁ§§€¢ﬁWé%%%%$ﬁ%@
i FFARPFE SR 2 ¥ f 2k o B A ]
PR MBI PR E T R | SRR
(s ">5%%H % o ff) ~ * K dofe
EUERS R

Eap ES UVB Rk AR & PRIk 3 B e
E R UVB & =& ;5 +acitretin ; & RRCXCRRE o

PUVA BB &5 § &
UVB B8 5% +MTX o

N} Acitretin+4 3 % &9 ; & 4 % @ & Adalimumab -~

e ko ik ¢ 45k 1 H ok (PUVA) ~ i858 55 % 1V B8 ~ @ L% oh kg (UVB) %

b’?P * g;ﬁ.;}ﬁ'm A2 DA bl 2 Ape~ B~ SFFES WORAE o

O p LA BB 8 35 methotrexate(MTX) + 3 3¢ f# % (cyclosporine) ~ v PRA 4 % AfL~ > ¥ M3 FfE ~ 4 4 W H (4o
adallmumab etanercept ~ infliximab - ustekinumab %) -

d%% §RPFE - S s LERE S R LT IR S L S ERLF Y AR B FIARERN F AP

I @ o g A g e

Sl AR B - ME R RARET S AR SO AR AT A T SRA

T Fettdp 2ok BLldis o @ 45 methotrexate ~ acitretin ~ cyclosporine & %4+ o

9y s 4 g4l & 4 alefacept ~ efalizumab ~ adalimumab - etanercept ~ infliximab % & 5. o % & 5% § ¥

2% (5 F - F
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¥ FRLRPFEEEHL 2 LA RS H 8]
Cyclosporine+4 1= @ & ; etanercept ~ ustekinumab
Cyclosporine+MTX ; &t FariE ka2 H sk S
MTX+2 4= §LA&] 5 & ?é—')%‘ﬂ'ff» B FF R F % W &
UVB F& £ 5 +MTX o ERE X ST S CPE S

'ﬁl‘l“i“ CERZ GRS R F
Ygidich P REH a2l
% -
e SRR R L LR NG e T SRS E N 2 LR RN
PRI A B LR & 1 [5]
(1) #FLEH ¢ FFmEE FF (o8 § E%%r’wf]t-‘ﬁi € EOR)
(2). #whtig 2 Jﬁ LA AN %Jiﬁi' R EE AN B A

7R ET e R #m‘f‘ -
(3). W EH T

’ j:': ';‘Z,—;}F] u EI’J ,’7"_\?" o
: ;‘KA,\ TR E T

RIS 3 41

v £ H F v PR A I s F

A% o spox bk FEEAR R R L ¢ T g0k

(4). ELED R B IUR S MBI (FA R GRE -

(5). FIFF TR PR L RGELE Y o

(6). WHLIRH* B BFUBRNLEHG 8 5 4o~ T 0 B FRQITTUE) &
% o

S BRI R EEAN AR P RR[8-10]

A R G2 B E R
Statistics Methodology)ﬁ BT RWEIIAR

LO4AC10 > & %
interleukin inhibitors)z\ AN
—ﬁﬁ,%iﬁa
tocilizumab ~ canakinumab %

N

LU A\i\?‘}éi ‘:&‘—L‘

EE iy,
PF’—‘%W

—:IEO';Tﬂ

M4 s
A

%

b Pave RREEARF S FT
» 1 ustekinumab gt -

2 & & ¢ < (WHO Collaborating Center for Drug

¢ ;%A;%W secukinumab z. ATC # %

+1%78 (LO4A, immunosuppressants)z_ 4 & % $r 1|3 (LO4AC,

&3 1177 e d & L TiE
H+ 7 ustekinumab -
EAR R NS 1Y 31

Fa}gEFaJ “33"1? "—%33_

ﬁf"’f

dexamethasone -~ triamcinolone ~ neomycin -~ sulfadlazme . prednlsolone .

hydrocortisone acetate, crotamiton - gentamicin ~ dexamethasone, crotamiton -

%“?H
Mo 2 L

FEMBEFTREN T AR
HEEZREISRE E"t“'l.r‘%ﬁ FRCN cREY E S

11/68

» & % JE alefacept & efalizumab % & f& = 4~

]

> @ f& > ¢ 3% methotrexate ~ acitretin ~ cyclosporin °
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fluocinolone ~ betamethasone ~ thimerosal ~ tolnaftate, benzocaine ~ hydrocortisone,
crotamiton -~ beclomethasone dipropionate -~ clobetasol propionate ~ clobetasol
propionate ~ fluocinonide ~ methylprednisolone ~ flumethasone pivalate ~ leflunomide -
fluticasone propionate - calcitriol ~ tazarotene ~ cyclosporine ~ etanercept ~ adalimumab ~
ustekinumab % 28 f& = 4 o

F = Tﬁﬁ‘ﬁ’ffiﬁﬁﬂkﬁg% F AR o B % &2 ATC » 25 [10] - #
FEHEAAO] mEREELETR Bl F S o
2D CBARERLGATIOhE BB
ATC » 5575 AEFT R A | ERRFECES
FAE 3
L04ABO1 RIS SRS - Y
Etanercept B2 H B kM
(Pt 715 L) Al | oo & T F R AR
moEERERHE R
G e %ﬁ";:}’%“i%jﬂ&
>R (F :F- cyclosporine - ERE R
methotrexate 2k L % (PUVA) ) & 2% > R E Bt
FRS mszrz\c* B3 ER GRS e 2 W FS L
. —iﬁ o _F_Jz' o
LO4AB0O4 AR e
Adalimumab s
(Frd s 4~ 75 8H) &l

5.0k HH
s > E M5 R ¢ 3% cyclosporine ~ MTX
BH ki B G &R
2P RIERGRES AR -
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ATC » 5575 AEFT R B | ERRETS
=R E 3l

LO4AACO5 | L3z Re(Ps) Stelara if * **inkhif 282 % |1 | b+ o
Ustekinumab | % i & 2 ¥ {icfrahd 2 & Rors{ddc | sy
(Fehi i % 12/23 e 4R (18 pe(g)ret)e !

H thdn 1)
Stelara # ¥ & # » 7= & g

methotrexat(MTX) 5 * -

LOAACIO ikl ¢ X 20 ko TR |3 | A5Y GFEFR-

Secukinumab | P FERES A ﬁ—*ﬁ o st
Fhb % 17 2|

H e 1)

=g EE (5 REAER)

#4F4 1 & %% CADTH/PCODRPBAC % NICE 2 ¥ % 1 # 3= 4% 4 % i
RERELFAARGEY AR FR P HER 2R L A Cochrane
Library/PubMed/Embase #p B < j¢k > "By i3 A & Ff 1P i 2 B HE R A
PRIk S5 o

* ik F2p Y

CADTH/pCODR * 2015 # 10 * =4 o

(sed <)

PBAC (i) 32015 & 37 24 -

NICE (# &) 2015 & 7 % o4 o

A FRETH SMC (FHf) FRMAHTRRS -
B E S E I n (EMA) 2 R & 5% § 125 (US FDA)
RS

Cochrane Library/PubMed/Embase % %2 % -
EHRF/ELFH 20158 100 TP RERF AFEFTR- o

3 1 SMC % Scottish Medicines Consortium @1 i Z4 % | ¢ mﬁ’i’, o

(- )CADTH/pCODR (4r £ < ) [11, 12]
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2015 # 10 * 8 p > % CADTH 4 | 4& » B 423 “secukinumab”{$ » £ jE{F T
FFERAEP - U)Kk 2 FRERLZ AR - T CADTH »t 2014 & 12 *
2P RERFEFFTA2015# 37 27 p X EFH % 438 (Common Drug
Review)x k&£ T EFEHPF r LR 3 k&£ 5 1 20 PR €37 £ F %
secukinumab > ¢ ¥ A RFBMFEHEFE R L OFERELANTTE 11 P 3 pEX
#% CADTH | > #FREFTN L 2342 - »[12] ) m 7™ #-F Big & 2% P 4F
A SRR e

1L AR g2

1 R ¢:Z& % secukinumab b S iE & HER > £ 5 (Systemic therapy)

£ Rk o (phototherapy) s e & & R sahlidirfies 4 R F i p Fd o L &
T oE

TR
(1) s 12 ¥ i8> Aok doRee ff T B € A& 4p #kc(Psoriasis Area Severity Index,
PASI)PASI7S 3% AE 4% » R &2 5k o
(2). Secukinumab s % % 3 FAZE S B Y 3 B iRz 4 F A
CURNI S8 1‘&—*2 o

2. #FEILA (Foeiti)

(1). = FEuE & w2 % (ERASURE ~ FEATURE ~ JUNCTURE ~ FIXTURE) % %
7 ek 12 % 18 0 & PASITS & dipt - 4k b > secukinumab 300 % s ehd iR
**(superior to)% f& #| o

(2). - FEE A B (FIXTURE) S % 887 » oo 12 % 14 0 & PASI75 4 #icpt -
a2+ > secukinumab 300 % 5. sh4 IR i3+ (superior to)etanercept 50 % 5o (= %

:'()o

AR ERAT 0 AR AR 0 F - FEATH & L A %38 % (CLEAR) > 1t
# secukinumab £2 ustekinumab * *t iz e B AL R o A B FTARF T A
—s"_zi’-% P Jlo = 3R o

AR §SRATREHam RN v - PSR GG A
+

4. @Aﬁ%@%%i

'1—"_?“) /EIE:_'E;I}% RE-RCE
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(1) feRep* §am A Hd ~ BB B p B R £
LY S S EE S

(2). JALg ~TmEG RF SR F TG MBI L LW RE

%iwﬁz—%foéﬁfrsiwﬁmﬁ&%M Sl R

Fo R LREATR RN T AL BT R A s e il 4 R e i o
3). %@ﬁi%/’F%”%wﬂmé%4~lﬁ&%$§ﬁwﬁ4’iﬂ&?
RERZASERCEFGEAIAH T LB FIERGRRT & T i
g*ﬁ RA PR d A Aol FRIFFFE R AR A
A

$$

By T ?‘ Lk p >t 78 (ERASURE ~ ~ FEATURE ~ JUNCTURE ~ FIXTURE)
BE7 S SEA R FAHE 5 Y S 2 RS o d % CADTH & 2 i H
B3N HAL 0 m p R BB o N AR AR B (2)H o

6. L1R¢HuTREEH
f

AR GALIINT A B

(1). B 223k 4> secukinumab jof e A% 16 % (7 HHISR RET

ikt Fhd i L0 §ARF > ek amERRy  Lapgnks 12
¥R A GIPASE A o @ o AT R LBERIe R 12 8 B g Y 0

e e

(2. LA ¢LLTIP W sk L PF ;’ﬁ?q‘»’ » & 35 secukinumab & 8 dcfr® >

M3 4L~ secukinumab 22 P W fR Ak B IRBET Y BH D B RS S

secukinumab * >tp A B E B L )@;;F*g A HEE Y o

(= )PBAC (;£') [13]

2015 & 10 * 8 p - ARV FABIN R T 4~ M4t T “secukinumab”{s o X JE{F
NWEFR-HP - [13]20 2015 & 37 22 g RFL B AZFT L5k >
MTREBEE RPN T LR o

1. RMEEFP O

M 3R 1 secukinumab 150mg ot 4 A B H ARG IR ET o GG 2t
P 1B i3 4% 3Ub. B % $» (non-biological disease modifying anti rheumatic drugs,
DMARDs)is B % b2 WAL E R ss G £ chinf * # -
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ARIRMBFPRREF BT FEFLRE TRNEET SF 2L
(Therapeutic Goods Administration, TGA)& & &4 i35 L | § PBAC)F ¥ 3% 4
__7'V _1%7 f:k o
2. BFFVEPNF

2015 # <~ 8 p ,53/1 m)%‘:‘ * & § I & (Therapeutic Goods Administration,
TGA)+% /& secukinumab % » 2%+ ;@)1: HE TP AR 2LBIARE LR
e e I E R sHLMRT e A %—"Ff

3. R ¢ ’3—4‘ GRS

2

R ¥ srenS Hip RS Ry e B YR E R s iR 8 E (8
% ustekinumab ~ adalimumab - etanercept £ infliximab) % i} # Fl4p T » P % 4o

LS T

BRBFWEFFRY FREGgREI R PRS- BinhEhr 4 =
IE’**ﬂﬁiﬁﬂ%i‘gﬂmlE a]E{aT#\;}'ft]._k;}éf]"} %]1,4—&@;‘70

£ =~ BMAH Y 2 secukinumab 4 i i % [13]
g R R
2L (A E PASISIE) A 28 > — & £ L ¥ & - & yref R
(PASI % ™/ Jh“ £ /& [severe] & “i#& & & [very severe]” & ¥ 4
30%:8 2 b 2 G #f % 3 )
Gy LB L0
e Y Ao BRI Rk
eREE A AR F R 0 P s 2 P2 8 - i v (systemic
monotherapy)(*s methotrexate *)
Ko e Q). 25T AwfES ¢ 2 Z fEisR o &1 PASI AR
AEEGEOF o R AL SR B2
© BEAEH = ZRELKEWUVB R PUVA)Z 5 %
e 3% Methotrexate & % H £ 3 > 10 F i crsh 1 o= %
o B cyclosporine® X & 2> TR E T L 2F s E b A

B
F

o J acitretin # X & 27 E LTS 04 Taoduaki bR
B

R < % “For treatment of moderate to severe plaque psoriasis in adults who are candidates for systemic therapy or

phototherapy.”
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N

(2. PAZA I RFER S 16 % oz 4 BRI 12 R I0R S
E AR/ S

B). HmAFEBREF Fipfdoc s & F  REFHIDHE > B
SR i o T B T X S Er
Ao Rt e PASI B H A A# B 75%:T % (PASI 75) ;
¥t gk ,y-ﬁ,f;:rsagrlg N AP m)]% Ao a6 2. PASI
Z 38 B € R ¥ % (sub-scores) ¥ b “ i A& (slight)” & “ & g K
(none)” % & » & ¥ » PAS| gl A iE G 75%:T " (PASI
75) -

@) PRz HFEIRPERL26%(ERAB)o

PR ek B2 4 FW0H & 7 R HIFUREE T T3 2R N (anti-TNF)
er1adalimumab -~ etanercept ~ infliximab » 12 2 24 v % Interleukin-12/23 ¥ k=48
«1 ustekinumab - PBAC % f ¢ 2 &t % f ¢ (Economics Sub-Committee, ESC):1 &
Flodekadr- Biok PV R gL =5 > Bl & secukinumab £ % i
Ep AP B A dek B 5w R P> 51 secukinumab g * M- € 3 4
FERE L L A e 2t secukinumab 4/ v % Interleukin-17 H kgl 2 4 5 104 s
T - BooK B Y EFRY B R L I AT AR &G
secukinumab T o * & - A P @R G- FES o R 2t PBAC gk o
PRAFTHE - Biom e Fd 54 HEURPFH o I dRR o

4. Secukinumab =gk o R B
Secukinumab * g 2 & & s FORENTRA io R 3 0 AR S 2 1R

i3 A Fub SR SE 2 1~ (biological disease modifying anti rheumatic drugs, bDMARDS >

A

¢ 7 ustekinumab ~ adalimumab ~ etanercept £ infliximab)z_ #F e R iE 58 -
5 Ry

R > EFFHP > A3 i % (Medicare Australia) e & 2 52 i@ * £
% o £ #H 2 ustekinumab(i@ * £ &% > 44%) s A B R E R H i B2 R dr
adalimumab(37%) -~ etanercept(10%)# infliximab(9%) # 5 =t & +“ # % 5. -

¥ - BpEeLp g d %1‘5!—]—"}; cXHERY 2 2R
B FIFER AN REFETR G - BRI B R AT B
* I enE 5 0 F]4t > secukinumab - € B~ % etanercept ¢ infliximab o

6. Tk TR

B & LR € -
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L= %5 FP R A€ 3k ¢ 4% 1 iE 4% ustekinumab 2 adalimumab i vt e 52 F 8
i DR R o ??%I%fﬁﬂ%.oh PR AR LA P h o B A b R RS
(b DMARDS)i ¢ B ftE £ & s M 52 Fecan 12098 & (hierarchy) > & f& % 4 chig *
Ra5 e mfgariw%ﬂ%w R TR F LA RE T EF TR R
ustekinumab % adalimumab i &4 &E & 0> & 7 3P etanercept e sii
Bt Rig2 2 o m o 5 AF Lk ;,{%f»ﬁé%#ﬂ & & (inferior to) - &k ¥ £7 I R
AFERPEFTHR e fLo

PBACZ f gini i ¢RI IEF LT o
R ER RS HAERALA
[ =

BAOCREWEFTHEI RN - AFES ﬁw 172 % » ¢ 3 secukinumab ~
ustekinumab ~ adalimumab 27 infliximab % Z 5. > & 2 & & 4723 » % seckinumab

¢ ustekinumab st g 0 B ) FAoEk o 1T o

B Rp m SN -IEE 2015 & 7 P xR a2 B R RTER EK TN
(CLEAR > NCT02074982 > +* i secukinumab 300 & & £ ustekinumab 45/90 % .)'-

Fow s RMRPEEZ R R F[13]

& > #EH& P A1
(i
Secukinumab | (L& w I gk = T8 :ESk Y i secukinumab &2 T 1377 4
o S & 0 — I8 EEk v # secukinumab 22

etanercept 2 = & o
Ustekinumab | %t & = 3B §/k | = W ipski * 45 T 5 /& > w3832 | 2596 4
B RE ie* 90 A E
7 37 gk v i ustekinumab £ % /&
& o — 38 :F 5k i ustekinumab £
etanercept o
Adalimumab | st & w 3 fRk  w I E % ¥ L fkadalimumab £ % & 1560
wREE | o
Infliximab LS YRk | S TR RS F v infliximab £ % & 1255 4

o

I.?:;‘;ﬂr\ ¢ .3t ClinicalTrials.gov 4 F % % » NCT02074982 & 5% (Efficacy of Secukinumab compared to Ustekinumab in patients

with plaque-type psoriasis)*>* 2014 # 2 " (> B 42igi7 > 32 F 202016 £ 7 7 xS R ¥ T AR o Fp3h A~ 2 676 2%

EY LM § R LA R F ] SRR BN B AR N ()T FHARF S -

Mtw 5§k ;2% 5 ERASURE ~ FEATURE ~ JUNCTURE - FIXTURE 5% - ¢ * PBAC #¢ 2 [CR R = S
g N 0 P ER N B 7% FERAEL F(2)F o
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BRE: WM F i
B

e
A

RS Al o
FWA 2 o A kdeT

1o g >

(D). 4 a7

AT A R R i3 4% Ll R 4E % $ (DDMARDS) ¥ % [ &) et %
% PHT G RB LR A R Féj » 32 3] PASIT5 ci®ip 4
; “L )J- KTFT:%—:E %)

g & % g * etanercept 100 F 5ot i > 3 B v bR secukinumab £

ustekinumab ;¢ e 32 i 5| PASITS c® i {2 (L 53t B F L &) -

(2). B 3t ks 47

s
o

Fa AR T T 4

4%t secukinumab ¥ ustekinumab vt die > ERE A T o BRIt T A EE S

w- RS o EARATR Y 20X Bt 55 etanercept B & A A w0 A0
etanercept i secukinumab £ ustekinumab B | ek F% ¥ HE A F > £ | § 3R
O MEFRAS LRV REDFREVRAPFTEFRITE N FHAE R P
Mg pE o 3T eRER H 12 % o secukinumab ¢ ustekinumab e X 3 5 i 3 PASITS
TR B e F LR 4 & adalimumab vt #pF(12-16 %) o
secukinumab % Fé (12 f**) g v piE D] PASITS =G 8 (2 S g F L
&) B ’15';‘1,141%@}\ R ¢ ustekinumab = % Fédz e PASI75 = 8 4% 12

BiEE o om BN S HE 2R Ty 28 % =i ustekinumab ey s g vk 0 TR o By
FPREDTFECRES TG MG ustekinumab T A2 g e

F0T CRMRT RO ERA 1755 [13]
o ! £ RE
Etanercept X A
SEC - 23 SEC=<100kg SEC>100kg SEC - 2% SEC=100kg SEC>100kg

UST45 - V \Y

A (12 %)
UST90 - V NS
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a8 .1 £ P RE
Etanercept < KA
SEC - 23K SEC<100kg SEC>100kg SEC - 23K SEC<100kg SEC>100kg
234 (12 %)
UST45 & 90 - Vv NS
PN A (12 %)
UST45 - Vv NS
<100kg(12 %)

UST90 - NS NS
>100kg(12 %)

ADA v
(12-16 %)

IFX NS
(10 %)

Vi B vt bR i i 1) PASITS i= R (£ A3 B ¥ & &) 0 vt % % 12 secukinumab 300 % 512 % )i i
NS:# L s dgF £ 8 5 NJAE 28700 o

i 2

BB HEF TP 5 £ A A R secukinumab & H i % ik i0RE2 A 4
I]\iﬁjﬁiﬁzﬁﬁ&‘ /géégjé# (bDMARDS) 4 é_g*;':; _}_»:,“} = ‘i ‘;’f'J%\ IFL o E‘;{—r‘:ﬁ fﬁ_‘)‘l FE’F
#‘%‘LLﬁ*%;fﬁlﬁaigé‘%i,/ ‘)ﬁ——"\%hill ‘L%o

BERI > X R E B RS 0 W # secukinumab #2 ustekinumab -
adalimumab -~ infliximab % # 5. % %= % f\;ﬁ'g IUER- X LR AR R
4 EEE A FL P R (RE 1230 %) -

) e B R sl N

ANRBFEFTRI RN PTR RS EEFT RS

(1). 4= 100 = %8 &€ -] »~ %>+ 100 = 7 &% secukinumab # ustekinumab(45 %
P )i e A D AiE 12 % 5 f {8 secukinumab 2% #g0H 10 B 4 T 0L 5
PASI75 =iz & & o

B2 2R 5 1538 04 b M £ (risk difference):t B Atk eni R B S FR &0 2 Ao
4ot i Ap b & (relative risk) e (73 5 o RIEZ EEF IR F L R DE S AT
fRf e A TR o
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(2). 4%+ 100 =$% secukinumab 2 adalimumab ;5 fs A > 5iE 12 ¥ LR
fs > secukinumab %3 15 :Bs:)?? v 2 iE 7] PASIT5 =G R & o

BIHEEET LS A 2 b A 2% L (odds ratio) s R R gkt B
koo R E AP HEGEFFERF P RZEFRFDESE o

(3). #-%t= 100 =48 & ~ >t 100 = 7 £ % secukinumab # ustekinumab(90 % 3.)
e s A DB 12 B isR 1 0 B o < T PASITS R R ARG £
B 2w - Reng %L I A secukinumab £ infliximab st g boo

(4). } it secukinumab # ZLii ustekinumab(45 % #.)# adalimumab 3 & %%
(12~16 %) ¥R} FRFTHELAF L Fn HuEF I ED o

(5). Secukinumab ¥2 ustekinumab(45 % 5. 2 90 % 5.) ~ adalimumab ~ infliximab %
FRLBFEFLL PG FOL BB T V- A AT RDEARRG LB
(12~30 %)

RMEFEFFHC TA

A0 4R > iR 3T etanercept 100 % 5./% ; &>t ustekinumab 45/90 % s 5 it
adalimumab 40 = 5. ; 5238 # % >t infliximab(10 %) » & #p B]# infliximab % i -

1 ¥% > 4> etanercept 100 % so/% 49 ; £ ustekinumab 45/90 % 5. 4p
%  ¥2 adalimumab 40 % s.4p % 5 #&>% infliximab -

9. ZH g

A+ #27 adalimumab vt i & B | = A& eh ik # (cost-minimisation basis) © % R
§ & AR L M AAE i 2T 41 secukinumab o B 22 b 1R o S AR LR
iBAF # 1 (DMARDS)i & % prehliu 2 € & sl g flesh £ chip e ® 2 o B o]
£ % secukinumab 300 ® s.isdp w ¥ o 4Rk *tF A % adalimumab 40 E s s o

FHmB RPN F SR

(Z)NICE (# &) [15]

2015 & 10 * 8 p i NICE & 7 4& » B 4& F “secukinumab’{s » = &8 ~ £ F
Lo Hoe » - »[15] =~ 4+ 2015 & 7 * fyﬂ’l?}%;fi;}i’:r_,pﬁ;rﬁj\%;ﬂ ERE
ﬁF’”TﬁﬁéﬁﬁﬁP*H'% :
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=y

2%

d
4 | ¢3R5 1 secukinumab fL s 5 8 T SRR 2 mrBL RS E R 4 s
Kt E

A BpBE R LR > Tk 5 PASI(Psoriasis Area Severity Index) 4 fi i 10
&g o @m 2o DLQI(Dermatology Life Quality Index) 4 #&» < ** 10 & -

B. fiEiRE > D45k & poid dup 4 0 bl4e o cyclosporine ~ methotrexate ~ %
it & B ;% (psoralen and long-wave ultraviolet radiation, PUVA) > & ﬁ IR SRR S
RN R R R SESE TSR

C. MFP LS IEITREEFTR G A#> &)

do g o A $ < secukinumab Je s 12 % 18 ST A G R K )@i R 1% 2 o
REEREF RS

A, Bdsdn s PRend ARt > PASE A i 75%:% 1 (PASI 75) ;5 &
B. Zrdediish PFend Iapt » PASI A #cd 50%:% i (PASIS0) - @ ® DLQI 4
BE T a e

2. % g—;];.A

LR EABTRTHRERPEFTTHR N2 FHEFTHSF R | =(Evidence
Review Group, ERG)H*" i # % Tl anTER 2 -

(1). s &% 7

R PR eda [;uféf o T =~ I 78 secukinumab 2. B R ST ARG
Z o B¢ > = 38 3% (ERASURE ~ JUNCTURE ~ FEATURE) £ = & # > — T8
# % (FIXTURE) 22 etanercept % % & |\ #& > — 78 ## 5% (SCULPTURE) +* #%
secukinumab # ¢ # & Gk > & o é)i%:}%%f FEMT T AF IR G
BT S o TP R BT - 38 e %58 4 7 (network meta-analysis) 0 B vt
# secukinumab frH 5 7 3F b di & (B iE L 3F 2 - etanercept ~ ustekinumab -
adalimumab ~ |an|X|mab) o ‘f 2tk 2 )E%&ﬂ%f AR A B IR IE e 2ERE S A R
HAPEBREFL T BRT o

BEAR o BB EF TP R AL R secukinumab 150 % o2 300 ® s chiRAk
AR S é*?ﬁ?f&] 1,5_‘75 secukinumab 300 ¥ s £ + B 2% ¥ > #7127 > NICE
FF4 7 R 300 F s Tk o

A w38 TR E R iRk AR B R
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B RS E URE Y 12 % 2 PASITS A #"2 IGA A #°0 & 1)L £
A& Foedp ik A AT~ 2% 2 & Blie  (intention-to-treat) % 3 2 I o FFHE A 3 o
Tw RS % Y T secukinumab i & forkdpihend i (5 R EFR
&) e

SORHAE(E PN AR WE BB BEBESEY . LpE
BEE 3 AR ADREE R HFHA2E PP EUA])E S 2L & A
BEc - R DAUBHRG IR A

2 7% & F 4~ 17 (EQ-5D) % % &7 »secukinumab je X 2 £ R A G i@

(BRI BFLR)-
B. B3It %

RATE MR (7 e R AL E A 47 0 1 o secukinumab 22 H 5 v 3E 4 4
%] #| (adalimumab ~ etanercept ~ infliximab ~ ustekinumab) & PASI 4 #icend B Z £ -
T AT o~ 30 Tk RSk Ecyy 0 B ¥ > ¢ 4% ustekinumab g7 3 gk o A
1T % drd = P o R A % o secukinumab 300 % s di% & #| ~ secukinumab 150
% 5. ~ etanercept ~ adalimumab % # & 7= PASI 50 ~ PASI 75 ~ PASI 90 % 45 %4 3
S R(E AT ERLR) A > & ustekinumab % infliximab % % 5-4p s g > H £
R ABERLSFHFLR LS -

#. = ~ Secukinumab 300 % s H @ 1L R Tk R AL A AT R (Vo otk Z AP
Hh %[5 % F][L15]

R & PASI 50 PASI 75 PASI 90
% [ 7.99(7.05~9.11) | 22.25(18.7~26.62) @ 92.53(71.67~119.3)
Secukinumab 150mg | 1.08(1.05~1.12) 1.17(1.10~1.26) 1.36(1.22~1.54)
Etanercept 1.52(1.35~1.75) 2.15(1.76~2.71) 3.71(2.69~5.33)

Ustekinumab 45mg 1.07(1.02~1.12) 1.15(1.05~1.28) 1.30(1.09~1.61)
Ustekinumab 90mg 1.03(0.99~1.08) 1.07(0.98~1.19) 1.15(0.96~1.40)
Adalimumab 1.21(1.12~1.34) 1.46(1.26~1.76) 2.0(1.54~2.76)
Infliximab 1.0(0.96~1.05) 1.01(0.92~1.13) 1.02(0.84~1.28)

2. FHRFTAZE L mamEE L LEV N ER)

A EHRFEFEDAE IRy FETHFE I ERIPFEZE &

it Red i 3 B € & 4p #ic(Psoriasis Area Severity Index, PASI) PASI7S i # PASI 3 i & dcgr AL A 6 4p v+ "% 11 75% o
°IGA(investigator’s global assessment) 4 # 0 & 1 4 & % §zem K '}7?",% B % o
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B pr2 LIRS & T 2 o Jpt 0 FETHEF R BRG  R
2 12 % pF > secukinumab 300 % 5. & % ‘aé—’ﬁ_mPASI oG R A ik o
RN TR A NS

B. # ¥ RpF&Fehpl i st FEFTFEFR | LR 3 28207434
Wy R ES T - BRI E R L LB ET LS8 3 Lo

C. B ¥ P BH 7 AT Bnh 7 A0 4 H il BFe P A AR A7 i € 5
fefeprt Gl FREFTFEF R BRI - R FETFAFRE L 2R
Wl P WL FETEET o SR A R AP WURA R M T R
W] o e R RK R €W 2 AR FEA KRR G @
cyclosporine ;5B FF ¥ 2 £ 7% 22 4k = R Ap B o

3AR 4 RE BRI NER)

(1.2 B gz MP»EFTHR NP RRSF L VRS 7% FR
27 75 4 44 PR % (active comparator) » #30 - X i HaE § e
(2.2 F ¢ &% LA wAE Fé‘f‘\% R R A RE S RFRNERY G
secukinumab if * = 4% 11545

AL BE B o TRk iR SR p\ MM ABRLEEP 2L AR)D
ik ood BB 2R R EREWMI AR S .\,},% A

6ﬁm§%®%iwko@%’ﬁ&%?ﬁw’%ﬁﬁwﬁﬁwmiww&
REWFPwipK > R LA 2| §MERS O RP BEHEY A
o 2 E e m@wbﬁpuoiﬁggp£ﬁﬁm’mp%&$%$%%ﬁ
Fouchig 3 E R SRR A H o $0E R secukinumab Froar T B e

(3)-% R ¢ sl TRsk id 2 A & Jroadg #R(PASI » dc'% 1) TRR F Frcrip MM o
4 B ¥Rl £ PASI &~ B8 F LT it o

Tkt Fohf > FFFFERY L% FUALERFRAFRLE &7 F
FERAEFPHAIEG LB 7T LR 6 F L PASITE B %7 11§ & F it
Reen fr = oox o A AR RN L RETESEFRE 1o p Ak
pRATE RS (PASIN00)- Apd £ & - & | § RBEAHH 0 3550
PASI75 % i »cim B 4B 2 #h > 70 % 40 ~ PASIL00 /& % #a 5 ipil & 222 k4 o
(4.4 F 31 TRrdmbk s, > T RRRE AL &2 X & o hai®h o
secukinumab =32 IR i (superior to) % /& #| - etancercept o
G)EZHEeH"RMPEFIRELSITEGT W -

LR EAATIBM B AL ST ARP Y r A HE TR
FRRVREIEVCREFLBENE BN AR BB HB R
RIE A 73 B2 o R HF BT i BB itk o
(6).% B A EF et %¥FL & i’** secukinumab ;2 e

LR TRAE TIBET 0 £ H G IOREM & X p 4 BLE & oDk
¥ FFR[ AL £ IRR %f‘ﬂi’*illﬁf@%%"n‘v BT BT EER G FELE L 0 TG
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secukinumab i * =t #ic A b s 2 GADE R o @ @k L LR A T
ZE g4 ARF 0 R &Y 3 secukinumab ¥ TRt b & L R o
BT B secuklnumab — B T O RIS SORER SOREIEM &
KA fEfpim e BB LB 6 RSN H RGP PRG EROTETHE LB
Rk A AW P eio kA F € F L i & 4% secukinumab = & fht 3
(7). #-%f secukinumab 7 2% i it 0 £ B € 4% secukinumab %4 % >4
R T AFEEE A FRABLRT P2 o

(1) SMC (&t ) [16]

hpRth W E4 4 R € (Scottish Medicines Consortium) T F oo b~ B AT
“secukinumab’{é > JEH - L[16]F AL > T 2015 £ 5 P 242 Ak LHFEER
LS ’”Tﬁ‘g‘*ﬁjﬁgp Fm RS o

A. SMC 3%

£+ secukinumab it i ¥
3 R 3 v F) S é-é*- R
secukinumab == & 3z 5 A 35 :;—

I € RBEAMITRE Rk ehd R JA
WFFRAFFREFR A HES F(F R i d
SR T o RRFEFLA R LG IFREEH
secukinumab » % £ 4o @

horEERE 2 > ML R (2 7 cyclosporine ~ methotrexate £2 g sk 5 f )
o @mizatR o AF IR Y £ LY I E R mBIORE 4 -

B. ¥FFv &M 3

Secukinumab % & BEAR FF B Bm s T ok g & DML R
PIEAmABITREYE LY

2. HmHEFEEAEEMA)[17]/ 2R s 55§12 A[18)(USFDA)F & 74t

LRI ES I?J.%:(European Medicines Agency, EMA) RF o S4EMEZ
“secukinumab”is » £ JEF - H[17] 2232014 & 11 » (»2. F AL B A% 048
R B > 7 secukinumab & BE BT B FT o ik s T EERL 2P IR

piﬁ Rei J % 4 “Treatment of moderate to severe plaque psoriasis in adults who are candidates for systemic therapy.”
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nY 3 ERBCABITRES A RFY ) SR B i 2
%0~1-2~3~4% g 7 ;16 secukinumab 300 £ 5. > # p % 4
A 300 F f- Z oD 53 16 % o 4ok AERR A HHA R
ke e

a?%t
>\+
*;q
&
®
i

g

W8 5% ¢ 125 (US FDA)* 2015 # 1 % %4 secukinumab + # - %8
m%%l&@—i‘%#?fé_&’%\)lﬂ;}wrgﬁ MT’}'%ET;IZEXFi_E il&]*‘t"(gmi

N

)
25

Pt

FEMNFE TREBI LM EARE SN T € B '@F’:’\' A :ﬁsﬂ
Praen® Zagiiiplk o RARIFREIG N EFF R hER 0 B A
A S i S e BOOEEL,’%%@]%%%#?IE‘, ! ;mﬂ%iai‘gé%d?é_:%i
= 300 F s oo ¥ L om 4 0 150 AT R O# T -

AR RS R EF R R S RGN SRS S
PR AR TR E BB E RS EF RN F AR B R o

MP*ZEFFEH?P 2R E S - DREERE Y 2D REFERE
BAHEFEERFA R B ARRAMF S P LR T A
5002 %= B TRA 5% (A2302 ~ A2303 ~ A2308 ~ A2309) -

2 osecukinumab s px B B % 2 LTS K 40T

B 3

H ko AR oREER %G 0 A2302 - A2303 - A2308 £ A2309 il B iEsk %
dod S AT o RS H 12 % 7 52 ¥ LA AT R RlArd N TR o g R

F_k

=

> Tl

Wk 12 % hiv g ST R BT £ 5 R B A& pidp R g™ i o secukinumab
150 # 722 300 o ehZ Iy B X FA(E LT HEFLR) 7B %S 2B Y
B2 S S v - & A2303 3% Y ‘b A 727 etancercpt o fi e & o T AT
secukinumab 150 % 5. 22 300 5. e ¥ > etanercept( 2 s B F & &) ©

R 52 % s A7 % Aot o secukinumab ey B A FE T
52 % » £AH 300 F AR & o K FRITIFDOLIRNBEHS 16 ¥ F T
Fodp o MLisEMRT R o X PR 5 14 secukinumab 300 E 5o e gk 14(7.4% |
150 % 5. 17.1% ; etancercept 21 1% > = &3 28.6%) -

B> X 2O G  RERNZEA SR NERHNEF 2R G
Aoz BN R BFYEHEERFERLET AR ok 4 T o AT

Y+ s “Cosentyx is indicated for the treatment of moderate to severe plaque psoriasis in adults who are candidates for systemic
therapy.”[17] »

"R s “Cosentyx is a human interleukin-IL-17A antagonist indicated for the treatment of moderate to severe plague psoriasis in
adult patients who are candidates for systemic therapy or phototherapy.”[18] °
S s e~ AF AR A R R (3366 1 )i (full analysis set, FAS » 24 41 f) o % 12 ¥ chadr ¢ § A2302

A2303 ~ A2308 ~ A2309 % o 3§ &5 o % 52 ¥ chiEsk R ¢ 7 A2302 ~ A2303 - A2304 ¥ = 37 3% o
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%Pk L ArT o MU K3 > Secukinumab s 24 A 2 4F > 300 F
% DM ART AN REFE IS0 T L2 A MG TELR ¥ N FTRIS A |

ANl A3 LEFE B BldoRg 2~ vg ¢ 4o & Ik T (neutropenia) ~ iE AT K &
(hypersensitivity) % e feAt L2 5] e 8> 2 5 BLAF] A 1% F & % (mycobacterial

infection) 2 B € 7 4% |2 & 4 (opportunistic |nfect|on)ig SeenfER) 0 B H WO AR
R R PR 0 B FRIPLE L e
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Z{,:

ARG PR/
/ A &
2
A2302 T 12%
ERASURE wiEH 40 B
i HEP 8 %
738 4

B F

£
A% i S 300mg

f ~ S150mg &
X FAE . 3
ey 12 0%
B % AR
wOF ok oR A
PASI ~» # 3
[T
S300mg .
S150mg & > &
BdF X A

~ Secukinumab = 3F 1% = 32 5 7k & 4 [17]

i &gy
% 12 0%

PE o E o v
i PASI 75 £
IGA mod 2011(0
1) - S #F
AREN TR
A o

=)

oI

(1), &8 18 &1 2 & 45
2. r@E%KHI " 6 B
UL e SRS ¥
(3). 3t PASI £ IGA A #c
SRR R & 3T 2 R
(4). @ EHRL2EBILR

' s: secukinumab ; E: etanercept ; U:ustekinumab ; T: treatment ; C: control ; OR: odds ratio -
u PASI(Psoriasis Area and Severity Index):g*i:/it:;,;q B2 B R g kR 0 PASITS Rdp s A g4t G T5%:nic L o IGA(Investigators Global Assessment 2011):3% i s 142 e A P Bt Rendpth o 4G
E S 0@.@%:},;5 AL RClERA % 1.&@%:&}%;&”»&% o

R i L TR

ThENieg ) oS TR /R TABREL 2P RIS BT -
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WHEE(REIRT 2PNNEE)

+

£ 738 AAEEHAIRT = o 050K s E 2 A H r B
B TR AT RITAG L 16% o 2 (5 0 M 90% % E
2T AEFY % A ARNBRDORFE A LE S
(3.4%) 22 4 £ 72(2.3%) » % 3K T 3o 42 45 > 92%] *t 65
AoT0%E T M0 20% 5 I fEE 0 LIS PASI A i 22 A4 o
45%2. PASI = %t 20 4 » TT%% 3% i § S RetE bl & 3 > 63%
BRI (2 P 67%) 0 30%4% % iE 24 F WA LR
(47% % 1L-12/23 > 67% % anti-TNF-q) »

LR g R AeT L 0T o S Ed RN FA 0 &%
BWE AT B REAIT > REHAILBAE T H - R o

(1). PASI75%

Tvs.C T(%) | C(%) OR P
S150vs.P | 716 | 45 | 57.6(284,116.9) | <0.0001
S300vs.P | 816 | 45 |827(38.7,176.7) | <0.0001

). 1GA0/1

Tvs.C T(%) | C(%) OR P
S150vs.P | 512 | 24 |44.2(182,107.2) | <0.0001
S300vs.P | 653 | 24 |705(288,172.7) | <0.0001




B g
/
2
A2303

FIXTURE

R R

4

W/
o 3

1306 +

B F

S300mg >
S150mg & 5 &
A SRR |

VRS E M 0 SEABME)NARAN 128 252 ¢ BN EF(EAPHFLE) ¥ 12 % > S300mg 4 M S150mg 5 i

i &gy

B A2302 FE %
ik e

(A2 = &
Kocipth s S&
BE 2 Lo
A ARERY
12 % pF > L
SEHTE 4
E®,>z2 51
BLESHEILT R
s E g-;_a“ )
Lk 52 %
PFoBLR S E 2
R EEenE
LR ]
)

(@ %)

2 A2302 7% 40 e ’K,értﬁ B
ggﬂ#&nﬁz%ﬁré * g

etanercept JF',‘ °
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BHEE(AERT 2EMOEE)

1306 * AiEfs A /% w o 05% K R 2 % H M B s 1R 7 2
A0 65 L% 2 (5 #T 00%% R F R X T MAEY ngsk
Fli 3 AF S0t 6] 5 16% ~ 4 L ka0 ant bl 5 2.1% o
LR TI0E N A4 o 92% 1T 65 Kk 0 T0% A T 10 2% 5 I R
¥ T PASI A s 24 4 0 BA%EEE B 2 B is A (% P 82%) -
£ R oedp i S doT £ 977 o SEhA BN X FA > S HWE D
KEHEM TS EOI RPN X FHE EF S 228 LT R
ER S LIRSS SRR RS TR R ER LI S
Rof 2 F iR

(1). PASI75
Tvs.C T(%) | C(%) OR P&
S150 vs. P 670 | 49 | 428(23.6,77.6) | <0.0001
$300 vs. P 771 | 49 | 659(36.1,20.6) | <0.0001
S150vs.E | 67.0 | 440 | 2.7(1.9,3.8) <0.0001
S300vs.E | 771 | 440 | 47(33,6.7) <0.0001

(). 1GA0/1
Tvs.C T%) | C(%) OR P&
S150 vs. P 51.1 28 | 40.6(19.8,83.4) | <0.0001
S300 vs. P 62.5 28 | 79.1(359,174.1) | <0.0001
S150 vs. E 51.1 272 | 29(21,42) <0.0001
S300 vs. E 62.5 272 | 49(35,6.9) <0.0001

AR 52%?3’5%‘%15‘97}930



104CDR09027_Cosentyx

Bl B/ BEREP I & foedp KR »/ﬁ'ﬁ%iﬁ BHREFRERZT2HENNES)
/ L 3 (HF=)
XS
A2308 B R X R -*F]‘ MR | B A2302 k| Bk A2302 4p o 177 A AAREH L T = 2 > 96% % 2 Jﬁ“ EARNE DN | I~ o=~
FEATURE | &3 S300mg | Bk o PRFEEFS A LT RINER R FF LI WG L3R
177 « %~ S150mg ‘= FEdsd ol 46 K 66%5 T4 2% 5 6 A X o T
&E A (X 3B PAS| & 3ic: 208 & 0 A2 dp BT £ T 45195 & 5 67%4 X
Gl B R 2R 0 AA%Fe X B 2 b ARSI (53%05 ) 4 RT)
=

£ Rt i R heT A TR o S Fhd MRS BA ) A%
B E = EHA 7 SEPLA BN T FA - £3L5 &% B
ELHEFACEEAA T LRI E PR B AR

Prlgt o A EL P WURISR 28 R

PASI % 1 o

(1). PASI75

Tvs.C T(%) | C(%) OR PiE
S150vsP | 69.5 0.0 | 69.5(53.9,81.4) | <0.0001
S300vsP | 75.9 0.0 | 75.9(61.5,86.1) | <0.0001

). I1GAUL
Tvs.C | T®%) | C(%) OR P&
S150vsP | 525 | 0.0 | 52.5(35.1,67.2) | <0.0001
S300vsP | 69.0 | 0.0 | 69.0(53.580.5) | <0.0001
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Bl B/ BEREP I & foedp REH R »/ﬁ‘f%iﬁ BREFGIRZT2EFFES)
/ 2 3 (&)
XS

A2309 B R B R g A2308 | ¥ A2302 #EEk | 22iEE%k A2302 4P o 182 A AAMEH A T = 2> 9T%R 3 Jﬂ“ EARNE DN | I~ o=~
JUNCTURE | } Al ZR2 A | BF o R EFIE A L PR - R R AL RN e
182 4 SR SR EY fcl 46 K0 66%5 T4 025 6 4 R
Z_ 1 & 5[;5 # 7 LI 35PASI » #,c i 208 £ 474 B TS 4 T 35195 & 5 67%48

P (iLsfL) e R PR 0 A4% R B 2 5 WAL B (B3%05 B 4 RE) o

£ Rt i R heT A TR o S Fhd MRS BA ) A%
B E = EHA 7 SEPLA BN T FA - £3L5 &% B
ELHEFACEEAA T LRI E PR B AR

Tk ABREELFURRE L F R -

(1). PASI75

Tvs.C T(%) | C(%) OR PiE
S150vs. P | 71.7 3.3 | 68.4(53.1,79.8) | <0.0001
S300vs. P | 86.7 3.3 |83.4(70.7,91.7) | <0.0001

). I1GAUL
Tvs.C | T(%) | C(%) OR P&
S150vs.P | 533 | 0.0 | 53.3(36.6,66.7) | <0.0001
S300vs.P | 733 | 0.0 | 73.3(58.8,83.9) | <0.0001
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‘ S150mg ‘ S300mg % gA etanercept

T 12 % At

PASI 75— £ 3|3 & Mtk b 5

I X 69.2" 79.4"" 4.2 44.0
IGAO/L - &5 F BiliE et i)

I S 51.4" 65.0" 2.2 27.2
S E 52 % P %

PASI 75— £ 5| & Jutlif ot 6

T 63.0 77.2 - 55.4
IGAO/L - &5 F BeiliE et i)

RS 47.2 63.1 - 37.2

* AT B A A etanercept (vt R E St Ag ¥ £ B (5 0 p<0.05) o

#: 457 secukinumab 300 % 3.2 150 T i AR E S EFL R

XUk A u B R secukinumab Ap B RS ESR Y 12 % £ 52 % Bl enk %

DR Y 52 B A E R K ¢
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% 4 -~ Secukinumab %=k 2 A - F B TR AL

nek A | RRRER PP A TR
2399 4 3 12% | »offelaidik A2302 ~ A2303 ~ | S150mg=> n=692 > 157 J; * #
A2308 ~ A2309 S300mg=>» n=690 - 155 5 * =
ESOmg =» n=323 > 73 j5 * #
B 3993 « BEIB2Y 2 HF-HRAEBRESAEF  TONLRH A ERFSHE 3430 L K F TS H(1641 4 1

= W T Rk %k OA2211 - | - E S 2T51 A3 A B ) o
A2211el ~ A2212 -~ A2220 ~ |12 %
A2302~A2303~A2307~A2308 ~ | S150mg=>» n=1174 > 268 J; * #
A2309 S300mg=>» n=1173 » 268 i * #
% A n=694 > 155 J; * #
ES0mg =» n=323 - 73 J; * &
92 %
S150mg=>» n=1395 > 1142 J; * #
S300mg=» n=1410 > 1178 5 * #
% AP n=793 > 201 5 * &
ESOmg = n=323 > 294 J; * #
E30HF -~ ~ZPTRA | SEDn=4408 > « >+ 3588 5 4 £
Wk 2. 34 7 (# % F - W@ X FAHDIN=1158 > < 2> 339 5 4 #
B 2 B K o)

C 5044 + £

=
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# -+ ~ Secukinumab 1% = EE % 2 P4 475 % R B 4 [17]

AR A
RRE
R IR

T RE AR E
Bu7 AR EER)
AReEFER AT
R B AR E
IR I F

WA E

S150mg
N=692
n(%)
412(59.5)

14(2.0)

203(29.3)
0(0.0)
7(1.0)
3(0.4)

31(4.5)

Al - @B 2% TR

S300mg
N=690
n(%)
388(56.2)

14(2.0)

195(28.3)
2(0.3)
3(0.4)
1(0.1)

31(4.5)

YR exposure-adjusted incidence rate per 100 patient-years.

B R A 7 Hiedy T 2 5 narrow SMQ(standardized MedDRA query) @ % o SMQ 5 — f {5 ps 3 w| 2 4R BBk 2 & > M ficdp ah1 £[19] -

% A
N=694
n(%)
340(49.0)

12(1.7)

134(19.3)
0(0.0)
11(1.6)
3(0.4)

9(1.3)

E50mg
N=323
n(%)
186(57.6)

3(0.9)

83(25.7)
0(0.0)
6(1.9)
0(0.0)

15(4.6)
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S150mg
N=1395
n(IRY)
1066(239.9)

76(6.8)

653(85.3)
5(0.44)
30(2.7)
11(1.0)

115(10.1)

B — 3552 %4 T

S300mg
N=1410
n(IR)
1091(236.1)

85(7.4)

704(91.1)
6(0.51)
82(3.0)
9(0.8)

132(11.9)

% B
N=793
n(IR)

413(351.8)

15(7.5)

173(101.9)
1(0.50)
13(6.5)
3(1.5)

9(4.5)
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E50mg

N=323

n(IR)
253(243.4)

20(7.0)

172(93.7)
1(0.34)
14(4.9)
2(0.7)

27(9.7)
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3. R FHEAM g
1) 452

~3F 4 * >3 F The Cochrane Library/PubMed/Embase & + F & 2 = & 3R
P e

/7

¥ (population) ~ ;5% > ;£ (intervention) ~ & »c4f P& 5 (comparator ) ~ B »Tip)
2 3p 1% (outcome) % #2 3 3k -2 = & (study design) » H 0% i i+ a2 4o

T 5 PICOS #adoXx i » im0 & AN ZRITELHGiEiET L};’ﬁ A

Population NPT REINE 8 Wl 179+ S-8:2 ¢

«]Hkufl'—v—l—‘ b5 o W el Top) c > 2’_\?_7}%/\

Intervention secukinumab

Comparator Ak

Outcome A%

Study design & K 2 Lﬁ’% W RR B AL E A TR

iz B+ 2. PICOS » i i The Cochrane Library/PubMed/Embase % < }I%?#:i
B> 2015 # 10 * 29 p > 12 (secukinumab) i 4 & R4 F R 7iEHF > FH
p FF E‘I-» KI‘I‘JA.TZ\ - °
2 #¥x2%
A. The Cochrane Library[20, 21]

E@mWEWMW$?’+ﬁ%%ﬁA%WMMMM%’££@1ﬂ€?
H

Lo He o BAHETERL (TechnologyAssessments)u % 106 & Ei;‘a% Pk
éll% ° ﬁ“&"ﬂ”ﬁ Pr2 T R TRHE  CECIRHORFERF £ 0 L

FAHZAET e AR RS- fadd - L F +amww;£%%%£$apﬂ
FL(NICE)4 =% R R 7Jd#&2 # 7 Fx(National Institute for Health Research, NIHR)
BEAFL[20] AP FAL N EZFEF M S AS ki ¥ - LR
5 ¥ MR gL p ¢ < (National Horizon Scanning Centre, NHSC ) 372 44 3
PR RIER AR A [21] 0 A BARH B G AR o HA ST T i o B
2 % Cochrane Library 7= ;g&;&tﬁ FEOITRFHR IR ;};J%@_ # 5 o

B s F2 = v e secukinumab AT R RALME E L EE B S SoReE M E LisR R -
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B. PubMed[22, 23]

% PubMed % 7 > 542 ~ B 42 F “secukinumab” > & JE{F 122 & F AL qu%iﬂg
s B 4 5 “plaque psoriasis” {é » + Z? 26X FH A kAl é"ﬂ‘“’@?
EaATEY T A R[22, 23] - 3?%%&*%&%§’¢p»—gw
Agﬁpmpﬂ’%ﬁ%ﬂﬂ%mbﬂ ¥ 2 pre B B PubMed v i E
I S ﬁ?%ﬂq@ W R R o

C. Embase[22, 23]

7+ Embase # F > q_&é%

B 4 F “secukinumab” > £ J& {7 636 & F AL o 4r %
S B 4 5 “plaque psoriasis” ¥ K TS

2ﬁ@a4*\u3¢%%1ﬁ&ﬁéﬁm
R i TR e QEELREEFLRFL > LT Ak
[22 23]?[‘%1—}17]\5?:53 - %\*Elf"tb Tﬂwﬁﬁv,};ﬂmbﬁ PUbMEdJ}%—'—’f %ﬁﬂé,#{

t“)* g 'H*sﬁ o % %2 % Embase m?}“%;]%"ze RE IR F R0 1?@}%‘1&@— #

m

A5 =l
£
b

(3 T3 FHEHFTRE

% Cochrane Library ~ PubMed ~ Embase % % + FALE > S4E > 1 & B4 F
“secukinumab” > ¥ )2 & {F 869 ¥ FAL 5 4ok pF @ & B 4 F “plaque psoriasis” i
KEME2F 42 M2 Frw RS S g M T a0 R D) - FFEHHP
égﬁﬁﬁ¢@?@fﬁbﬁﬁﬁpiﬁ%ulﬁﬁlrﬂ%l“ RARTTRUEE W 3
B ERF > 290 - B3 432015 # i s A 45877 o

¥-2d 0 & )gk:}%ze WARY o AP RBR 23] secukinumab Bow F - B B
F TRk RS 0 B B & oustekinumab d st A A R o %I R
(NCT02074982 » Efficacy of Secukinumab compared to Ustekinumab in patients with
plaque-type psoriasis)*t 2014 & 2 * (> B 4pii7 223302016 # 7 ¥ 2 2 A B
SF R S AERT A N 2 676 X EE Y o e 7 Kop ot oEEE g R R
#wF o 4 &2 8 e 2 Journal of American Academy of Dermatology # =4 % 3%
T 16 % eniE % [24] o AT R 3R E 5 secukinumab ¥ ustekinumab z. ® Rt
0 LERFTWE a0 LR R

M R RN 2 - B SLE AT - B TR RN B o

A. &4t

P ik i - BAEAREAEL - REHET 5 172066 3 ALITA)RE BRI A 6 5
oo niE - % #-4% brodalumab * S iR f R e

36/68



104CDR09027_Cosentyx

Xiong % 4 #%= 7 [22] TSecukinumab * **¢ I & B sas iR s R o ot

Z M AT - - AR A RS AT 0 3 2016 & 3 7 A
International Journal of Clinical and Experimental Medicine #p 7% % » 5 % — 78 4+
¥ secukinumab 4p B FRFRE (TN E AT Y c AT AR P BRI RSP RPLHE
AEE AT AT IF"F*{/“T"’%;)»F EeflE #ERB o

# 1 & & Cochrane Library - MEDLINE - EMBASE ~ Wangfang Database
T3 FHE 1 “psoriasis” % “secukinumab” i & B4R HOF A7 4p B
AEHF LRI F T AT AL R HEH T

B op 208 B ARk > }F*J%v‘ v g AN BB 42 1989~2014 & enhE s A v
BF S EMHEE - H A1 ¢ § 3213 R EE c BB KR ARKY
12 % » &5 3 & redpik(e 45 PASITS/90 2 2 IGAO/L)s* i » secukinumab 150
2300 Fsuend Ry B A H Y 5300 F L eaA R 150 LS
F o Bk 2N > 2k FAApr- o secukinumab i A G BEEF A A F 2 E 4

z o

4

B. TRk id&

Thaci % 4 %= 7 [24] " Secukinumab * ** ¢ & B s 4 io ek & mk chin
>+ ustekinumab : CLEAR 5g #% 4~ ix3# %% > *+ 2015 # 6 * % Journal of American
Academy of Dermatology #f 7|4 # » 8- 78 5 ¥ 52 % chfFp ~ T4 %~ FlE
$HB T (74 13R85 (NCT02074982)ch% #1 (16 % ) %42 27 5 d i 4
R

AR E R~ 676 AL 18 At o BRLBEH ISR  BRILR 2 b
Pisf e ¢ £ R A ITRR 4 0 B4RARE 5 % (S100kg 2 >100kg) 11

Vb RE S 4 0% 3 secukinumab 300 ® s e gt ustekinumab 45 E 5./90 ® ke 4 &
Feoxdp e 4 % % 16 % pF > secukinumab ‘e e PASIQ0 A\&z\» Z.4% ustekinumab
ke ARPoTd R %Y 4 % PF o osecukinumab et PASITS dad SR ET

ustekinumab - 12 % %% % 52 % pF > secukinumab .,‘:_ELI’fL PASI90 4 R iRt
ustekinumab o ot 2 b o A GRS R EHE IGAD/L & B 2 E R TR E R

R EHT 0 A B L RE A E AP 0 1o ustekinumab e 4§ REF
Bl PF R G R REILBE & X (205%vs 15.9%) - % F T3oEde A5k = 2 9
BT 4 ¥ 56 4 SPASI A s 22 4~ T A BB £ 33% 11 A
R R nR o~ 15%ER R E L AR (R ¢ 10%05 5 4 RT) -

% & ¢ w3t ClinicalTrials.gov % | & % » NCT02074982 :#= (Efficacy of Secukinumab compared to Ustekinumab in
patlents with plague-type psoriasis)** 2014 & 2 7 (> B 45i8 (7 - 3+ F 30 2016 # 7 7 P S B ¥ TR o It
2_ 676 1"7.@*‘3‘"’ s LI E T ok p A fv/?‘}s&mm»pfj‘[lﬂ
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R PRGN 0 % % 16 ¥ pF o secukinumab e A3 & fondpiRkhd R
&> ustekinumab %.(79.0% vs. 57.6% ; p<0.0001) » i&— # £ 3| PASI100 & #
#H o+ 12 secukinumab e kg F gt (44.3% vs. 28.4% ; p<0.0001) o =k & 7 »icdp ¥
TR % % 4 % £ 3] PASITS 4p 1R vt &) 77 2 secukinumab ‘e £ 34 i (50.0% vs.
20.6% ; p<0.0001) » # i F-F =R % A7 0 pFRABL I #% S 16 % 5 2 o
secukinumab i % ;é-‘g 2 &R (71.9% vs. 57.4% ; p<0.0001) -

CEFX 2UTRIG A EXBFERLFRE, OPE L RPIT o B
IR R AFE Eant i) A w5 secukinumab e 64.2%% ustekinumab e
58.3% - H ¥ » B ¥ LE SR A A s a5 secukinumab e 29.3%£2
ustekinumab ‘= 25.3% - EE;@‘ PAFESDFLFIM S Y S 3%t o FE% 16

BpooRF R éi - S RUIE /-t

BEVESHEFAY > A%2 T

7/

4y
Riga
ST

g 2 }ﬁ‘%:}%’% y NPT L EE T %

1995 2015 & 3 7 4 4 eh- JE L ATAT Y 0 S 4T 1 1989~2014 # 3 £
71 secukinumab g% 4 ivFT 3 gm%’ MRk Tatr(e 7 3213 =X R E)
BERE %KY 12 % 0 ¥ R »zip (< 4% PASI75/90 12 2 IGA0/1)h
=1z > secukinumab 150 * 5. £2 300 ¥ soen& P BT E FAR > H ¢ 5300 F sl
A IR 150 TRl G i o AL XM ING B AR o secuklnumab B
%’\ﬁ BER AL EFL Fo

5 2015 # 6 " gL h- AERVRFRSFDP S 0 F% T 16 ¥ (676
4 )-secukinumab fe % 3 & Jf vcdp # PASIO0 24 3L i+ ustekinumab 2(79.0% vs.
57.6% ; p<0.000l) » 38— b iE F) PASI100 & # e ;éﬂﬁ » = 12 secukinumab ‘e &g
F e % (44.3% vs. 28.4% ; p<0.0001) » A ZH % 2 HIEGHING > B B A FAPIT o

(7 )2 kg iz T

PRI RR TR iz § 7 > BRIt o Rl 4 /Y R LER
secukinumab * v srbft e A s Rt e BP0 @ AR W TRG R
B Z WTRA RS URP O AT Y R F B GE AR R
P N R e TR AR RO R R 4 secukinumab s sk & TR o

a g # ERASURE ~ FIXTURE ~ ERASURE(# # 5 * /% %)~ JUNCTURE ~ FEATURE » STATURE ~ CLEAR ~ SCULPTURE

23E% -
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R AERY GER Cosentyx(secukmumab)\ PR 4 T S 2

Fih? TERMBAMGES ALY > FE Y EWRA I EREEFFHAR
o AP TR S R b 2 1;’;* T 4% & ¢ 35 etanercept - addalimumab 7
ustekinumab % = & = (> o H ¥ » & secukinumab 7 _ﬁ_#&b“ﬁiéﬁﬁg,zﬁ%ﬁ )

A

¢ 7 etanercept &2 ustekinumab % & f& = > - 82X - ustekinumab £ secukinumab
£ 3 40k 2 ATC o0 T 7% 2% 25 secukinumab £ etanercept 2. & #&LL FE%k 3 52
¥k B enis % 0 &2 ustekinumab fHE JEL P G 16 B R R T BT
Pl BB A A RaE R si %Y 5 ¢ § etanercept 2 usteklnumab A IE (&
Lt REALIER)

2. AREPRORE AR 22

1‘“%?&/“*@*#? R 2014 & 11" 2L g AL RFHEFTHY 2R

Nw Iy IR REKE IR F = IR Rkt NP secukinumab e vk o H

PR ARRAME S e A R T AR 5P e ¥ 2 R R

% (A2302 [ERASURE] A2303 [FIXTURE] -~ A2308 [FEATURE] - A2309
[JUNCTURE]) - & % secukinumab e »c2 5 % 2 04758 % 40T ¢

H A R rriER ARG 0 A2302 ~ A2303 ~ A2308 £ A2309 i ] iRk & &
drd S AR o RER Y 12 % 2152 B i S A i R Bldod A rrm e d i ko

Wk 12 % hiv g ST % BT £ 5 R B A& o kg™ i o secukinumab
150 £ 5.2 300 suenZ Yy PR EFA(L NI HFLR) n B RS BRY
B g % D e - 3% A2303 25 R g om &7 etancercpt v #chg % > secukinumab
150 ¥ 5 ¥2 300 54 IR Y iR3T etanercept( L St B EF A R) o

R 52 % g A7 % Aot 0 secukinumab e and B AF L T
52 % » £ H 11 300 s e AL & ok ofridpthend WAt EH S 16 ¥ L1
R RS ERTE o Fﬁ—g R F % 12 secukinumab 300 ® i fe B 15(7.4%
150 % 5. 17.1% ; etancercept 21.1% > % [ #| 28.6%) -

Bt > F2PFTEIRNP 0 RPRIZEAFEFNETFHNEFF LS
BB EANTR R R RFEEREFFFLEYT AR Aok 4 AT AT

A TR 8 AT TS A R (3366 4 )entichp (full analysis set, FAS > 2 447 )« B 12 % 8 452 § A2302-

A2303 ~ A2308 ~ A2309 % = JF ;5 o % 52 ¥ ek Rl ¢ 7 A2302 ~ A2303 ~ A2304 % = JF 35k o
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& Rrd LA oo B3 K3 > Secukinumab R > A L4 > 300 F
% DM ART AR FE 150 T2 A MG TL R o TR A *M,:l
Ay 313 L F B bldog R~ vf ¢ R o 3 T (neutropenia) ~ B STF
(hypersensitivity) % Fe 4L B % 5] > "? R0l BB A K HRE % (mycobacterial
infection) & B £ & ¥ 14 & % (opportunistic infection) 3 v ei3{5-2) o &2 H @5 * 2> 57
el PR AR 0 TR FRFMILA L e

3. ARFRPHER R LALH
(1). 4c £+ CADTH

2015 # 10 * 8 p A& CADTH % J 4 » B 4 F “secukinumab” {5 » £ & #7 &

FROHY 5 - p[11]F 2 FHRERE AF M 0 T CADTH * 2014 £ 12 7 22
PRERFESFFMN 2015 # 3 1 27 B—‘ﬂi\?a&%#ﬁ%ﬁﬁﬂf’“(Common Drug
Review)z = :# R L T RmPF » A R g3k & 5 7 20 p R g7 £ F %

secukinumab > ¢ # ARERGE £ HE G L DR LATER 11 3 p = &u
CADTH 7 » 3 MEFT2 2 2 =R 2 - 3[12] -

B ¢ A e A 4 % 5% (ERASURE ~ FEATURE - JUNCTURE -~
FIXTURE). % % & 7% > inf 12 % 18 > & PASI75 /& )t - 45 4%+ > secukinumab 300
% 5o e It (superior to)% & & 2 etanercept 50 ¥ s (F % & =t > W FIXTURE
S L g secukinumab ¥ etanercept) b iZ 3k % 1 secukinumab #ii if & &R > P
M5 (systemic therapy) 2 BB & j 5% (phototherapy) e® & & & sabl {450 £ &
—%"m,r}%%&# BB E TR li"?-]" :

A ek 12 % 18 o dok goies ff T B E & dp #i(Psoriasis Area Severity Index,
PASI)75 =iz A 4% » Rk 5 o

B. Secukinumab m/p)é‘ Br2EARE S B Y I E AR 2
A ¢ 1}; e

AR ERET 0 AF A RS G - WATE £ PP A % (CLEAR) 5 v
secukinumab £ ustekinumab * ** g2 A A R o @Bl FTHURFE I A
35 % F!‘ ,\l\i‘ ;LIE-» o

(2). ;= PBAC

2015 # 10 * 8 p B FARIN R T 45 ~ B4 F “secukinumab”is o £ JE{F
ILEFR AP - P[13]50 2015 & 3 ¥ 22 hg kWL B 2277 A 4R o
Wz rwL ) 5 0 2 f € A2 adalimumab b g3 & &) & A A A#
(cost-minimization basis) » F & A3k T4 o 245 ik i T % secukinumab 0 g
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2ot P MR o 15 46 AR (R AT £ (DMARDS) /5 % P el 12 & & s 150 B

Aejn R # oo TR oM E L osecukinumab 300 E s R oo ApE T E S R
adalimumab 40 £ 5. e o PR b AR TP F SR e o

(3). ¥ ® NICE

2015 = 10 * 8 p % NICE 4 7 4& » B 4= F “secukinumab’fé » £ E# ~ L F
B P o - B[I5] 24 2015 & T 0 penFop PR LS AR A
Pk o % R g ER % secukinumab G & T AR B 2 smBL I FTRES £ O A 6D
e

A BEBREREER > L& 5 PASI(Psoriasis Area Severity Index) 4 # it 10
&g b m @ o DLQI(Dermatology Life Quality Index) » #&» =+ 3% 10 & -

B. BRI > s 4 pTid ehyp 4 Bl4e o cyclosporine ~ methotrexate ~ &
it B 7 ;% (psoralen and long-wave ultraviolet radiation, PUVA) » & Jﬁ“ v RIS S
%ﬁ&ﬁﬁ%"ﬁﬁ’%‘ﬁéﬁﬁéﬁ$%°

C. MEFIAAEPRITRETR GA#S K) -

dod g 44X secukinumab s Ry 12 % o sTReEAk A G R Y F BE R E
R EEREEF BEE L

A BN R PR enA R4t o PASI & Bics 75%:0" M(PASIT5) 5 &
B. @dcdnin pEendk BAprt > PASI & #ics 50%¢°% i< (PASIS0) > m ¥ DLQI
A BCE T Ao

EAPR R R FT AT BEY o

5 73 ?ﬁiﬁ_é)ﬁ%;}%’%ﬁé%

WRME Y g R JAh e e R g AT Y o RIE D - LR AP
A W C ;I;w«/a;ﬂi’ HERNVRFET AR PEEGRELTE S BELE
B ERFE > 290 - BF£202015 # g 24787 % o

“secukinumab” » ¥ 12 E 1 869 & FAL > 4ok I PF & B B 423 “plaque psoriasis”
7

e

B
e

|

ottt BRARM ¥ praBAZY o AP 7B 2 5] secukinumab poE - IR
I AREFPTREREL > B d ¥ ustekinumab s A A B oo %IE R
(NCT02074982 » Efficacy of Secukinumab compared to Ustekinumab in patients with
plaque-type psoriasis)*>t 2014 & 2 * (> B 4pi8(7 0 3£ 302016 & 7 2 (> % & A ¥
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AR IR~ 2 676 % éﬂ P T HIR e 7 RPN LB R R
#H o@ 4 &= 1 et Journal of American Academy of Dermatology # 4 % 3#
Fem 16 % e 5 [24] o AN I8 E 5% 5 secukinumab #2 ustekinumab Z_ B Et iR
2 EEL R LY l%m’;ﬂtm’”‘)‘ P RmE

4%
N

it

HEATREG > AR R F AL PA0F ST IR T S

Hyp— R E A7 L %% o &4 40975 & 1989~2014 # 7 4 < secukinumab
M AT o BEN S RRREFAT(e 7 3213 BRRH) Rk &
Foky 12 % > £ 4R }%*za‘ﬂ t#(# #& PASI75/90 ™ 2 IGAO0/1)ew3®1 »
secukinumab 150 % 5.2 300 % s.end J i f>r % A H ¢ > 300 F L e 'rﬁ%\, I
#2150 Fr e i d o EH o 2GR B FA4p Y > secukinumab T A
FAAFEFA S

RPp- 05 AR E B R (CLEAR) S 8 5 % - :2% % 16 % P+ (676
4 )>secukinumab je i 3 & 2cdp $E PASIO0 4 3R > ustekinumab 2 (79.0% vs.
57.6% : p<0.0001) - i& - 4 i& ¥] PASI100 2 st 32 > » 12 secukinumab ‘= &
¥ % (44.3% vs. 28.4% ; p<0.0001) o A ZH % 2 HIEGHEING - & B A JAPIT o
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(- )ERF RN FP Fp LR

BRRF R B AL GAGERFE G G ELE 0 U7 secukinumab * s
K¢ R I £ R §oRe(moderate to severe psoriasis)Jp 4 2 & & 22 ¥ 4 47 (cost-utility
analysis) » 12 gk B 4 E & B e 4 & (quality-adjusted life-years - #§ #2QALYSs)
B BB TR AR o SRR Y 2 A~ Wk & A T L Sfsecukinumab (150 mg, 300
m@%o4¢p4$ Foo 2 S EAE - oo RN G
(1) Adalimumab: % - ¥ £ T ;25480 mg > ¢t {6 & ¥ - X L T 16440 mg
(2) Ustekinumab 45 mg (5 & 48 € - >+ %>0100= 7):% 0 ~ 43F L 7 i1 5445 mg >
P E 123 - AL T A s45mg -

(3) Ustekinumab 90 mg (5 & 48 £ < »+100= 7):% 0 ~ 4% £ T ;25490 mg » #* i
#12i% - s 4L 71590 mg -

(4) Etanercept:# 12i% 223 £ T i bf— x50mg > 18 5 F F A T i s - =50
mg -

Bri Rk o Fop 4§12~ 24852 PASI<E0 0 BB 0k 37 4 g BLAR A
GBS PR AR

oA TR A R (ERE2 I K ) 0 Bk R 28)2 BT X AR AR ©
?%mﬁf%%%ﬁ%iﬁ%%u%ﬁﬁﬁﬁl’ﬂﬁﬁﬁﬁﬁﬁiﬂ‘mlw
FoBUBET AN EZHRIE 2 AT B R AR - s ER L8
m%%#%?gﬁ#i’QNNsﬁ#%*ﬂ%%aﬁﬁﬂ#@ﬁﬁmo

Bl et Bk i a5t R AL WBBE R A UBR ST E
ATt R EE 2 o T L E R SR RS

\ﬁr

N\

B ® o oo 0 R B L T T
K et fiE (Mixed treatment comparlson)fzﬁr TER A/ F - RN EFA
& d ERASURE study ## % » % - #2_ {5d H 15 m;w,% o pLFr Y @ 2 A
* & (utility)E PASI sz % > ¢ FIXTURE study 2. EQ-5D % % &% 2 o

¥R E A

%% > & - secukinumab 150mg i = ;i;—*ﬁ p 37 % (300mg = 150mg:gE i %

BB P R2015FE IR B R FAEF I EALERED G HAT
it > e fsecukinumab sl 424 3 3-8 ¢ > A4 H| E (loading dose) K 3t B 5114
HEE- 0 RARHE C BEFRF T AP 2AVRFFTHRESTSE > s KD
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%% * ~ ¢ * methotrexate 2t cyclosporinz_ & @] % * ("5 Tl & ~ M 7 % 3
BIFH)~UVBERE R * ~ &% 2 5 WRGARTIKREIF Y ~ & F 25 @R AR
gl i ® ~teM Gbest eEalieh 2 FHa " o

= AH LTS

ERE PSR R Y AT EAR A ARRS FY 0 B mulip
2. T i QALYSE YR & A sz F vt iE (incremental cost-effectiveness ratio, ICER)
S LAl

A 45 pE R G — & PF > secukinumab 300mg4 %) 22 ustekinumab 45 mg ~ etanercept
% adalimumab#p v+ 2. T enICER i (37 4 "/QALY) % : 8,052,740~ ~ 6,554,137 ~ %
5,136,024~ ; 3§ 4r chQALYsA %] % 0.016 ~ 0.036 %2 0.04 QALY -

A 45 pE R L @ & PF > secukinumab 300mg 4 %) 22 ustekinumab 45 mg ~ etanercept
% adalimumab#p +* 2. T (AICER & (374 #/QALY) % : 6,378,570~ ~ 5,255,886~ %
4,438,153~ ; #i 4v ePQALYsA %] 5 0.027 ~ 0.061% 0.067 QALY -

AT PER G L # pF > secukinumab 300mg 4 &) #2 ustekinumab 45 mg ~ etanercept
% adalimumab#p * 2. T (AICERE (374 #/QALY) % : 4,981,114~ ~ 4,280,180~ %
3,913,706 ; 3} 4r chQALYsA %] % 0.057 ~ 0.134% 0.145 QALY -

1. E :%E L ;L\:ZH'FJ

HWERF RN OISR > A% CRIUHEL O LB
R HERF SR AR AT 5 F L REE U F R T4
the%kE i%’i TR M & o

hok? CRTRPNFSEFGAEF T 2L BT EHRLE  REZERL DR A
2o
(1) $EXESFTEFRRAFE7ER
%% > 5 o secukinumab fpt F 5 GRS AL P e r chEE G2 Fizﬂ
EEEEE 9097 > B2 Al B GREFLY R 2 F PR E Y G2 iR
o KR 2o
et (FEAFEFTRERL) >p RO RAER 7 RE- HEP LT
FOR 3 BT o f IR e
(2) FHMREFEFT

EL TR EA%E 2 MK ST o
(3) AR B A7

R RS 2T RBIANRE RS~ IT2 2% 12 A B A frori
2P TR o X ok fded B R A R st e ‘H R BEATR B AT R
AR AL R W s e &

nH AR RS R o FEPA P KEEEIRAER S L EDR R

w

¢

i

=4
¥f
-
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_L%)d: Jﬂ_J_IFL°

(4) #dpslr B2 B ERE 2 R TR HEP BN
KRR DR v Sl AR utq‘nﬁﬁ’“}_o o BT A OAF R A

FIBEF F BARM FR IR Pl % > 0 on A RE LR IR & L2
A bta;i\p:m ; ]]%/\ 5= Ay S oﬁﬁ,,.f*m] E LR EAL BT X Ak 4 R
2% % ¢ > secukinumabZ 7 3-8 0 ¥ - &R ITLT 0 B E AR R
413 0 £ 5 7 25 o Ak %A 5 B i * secukinumab 300 mgifie ] A 45 2
& A3t o
(5) HAERPIEL T L F F P

L RRE BRI N REEH RS ki g P e
FEH 2 (S aag mu] o fsecukinumab R 2 B o4 AT &2 R WP HA B
2 piE c BRDOR A T RGHEELIE P 5 RIPIEfE R Y XL A P

m,

*3F4 1 & %% CADTH/pCODR-PBAC % NICE z %%giﬁ’r—.p P 2 E
%%ﬁﬁiﬁ#’mﬁgﬁuﬁwf%?ﬁima%ﬁ%ﬁ
CRD/INAHTA/Cochrane/PubMed #p B < ;;& s IBF R & Pﬁ BTG a%k 2
HiZRE P DR AREFATEE -

n%

R i F2p

CADTH/pCODR 3201 #1007 30p kBT

(4 5)

PBAC (i®:) 42015 &£ 3 1 22 o

NICE (& &) w2015 & 78 24 o

B FRAFHTR | SMC(FRKEW) FRMAHTFRIFLW2015E5 7 22 o
2

THERREE CRD/INAHTA/Cochrane/PubMed & & % -
ERE L TR

7+ ¢ CRD 5 Centre for Reviews and Dissemination, University of York, England. g & -

INAHTA 5 International Network of Agencies for Health Technology Assessment 725 8
1. CADTH/pCODR (4c £ + ) [11]
‘v £ % % g4 R ¢ (Canadian Drug Expert Committee, 2 = f§ 4= CDEC) &

2015 & 8 * 2 secukinumab iR 5 % 0 E T B A 2 PR
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(systemic therapy) 2 s 5 i 2 # & 3 & & sa3. 35z (plague psoriasis) o 4 2
LT R

(1) ieF 12 F i o do%k fofes ff T B L & 4p #Kk(Psoriasis Area Severity Index,

PASIT75 2% R iE 48 » B is b 5k o
(2) Secukinumab s * A (FATE S B P T E RnE M T 2 PR

CIR ﬁ.ﬁlﬁjﬁ °

HP o AL P Aot e T

R E - o An g 4 4 (cost-tility analysis) o vt fi secukinumab
300 mg ¥# secukinumab 150 mg -~ etanercept 50 mg ~ ustekinumab(45 mg, 90 mg) -
adalimumab 40 mg ~ infliximab(5 mg/kg) 2 1% % % i3 (¥ e & 5 U PR £ 15
T~ RFpiE vk iz )h avd T F AW AIGORERE A L AR o R Y iR
xR A FRERELE S LEF XA (Markov model) % #3420 R
{K&%Eéquﬂfgbpéhﬁ-*{fﬁmi )?—‘{L,Lﬁ;)u{ﬂ’ﬂ

@ £ fr # 4 % 4 (Common Drug Review, 12T i # CDR)IZ & | #7734
A Bl s #J

(1) secukinumab 300 mg % »c#ic#hd aEHE 5 - & 13HE % > i ﬁ_%g? IR A
Tk 12 & o

(2) F1&d 245 Rt g 7 3 S8 v fosecukinumab &2 H s 4 g R 2
AR $HR PR R AR L o

(3) wA#H> %7 > & Z infliximab 2 4 4p i 128 5enif 2 7R

(4) »c¥ B & B 4% % i (indirect mapping) - & ¥ k7 /g o

(8) %L 424 = it i i £ 2 A ke A 47 (subgroup analysis) -

ﬁgcmzg%@%gﬁgwﬁ@ﬁgﬁgm%ﬁﬂﬁ’szgﬁ
secukinumab £ % # 5 ;2 (standard of care) 4p +t 22 T R 2 A s b B
(incremental cost-utility ratio » *2 T i £ ICUR i2).%) & 82,534 4¢v ' 3 122,365 +¢
W e gttt IR S e el end B B2 FY 0 i * secukinumab 300 mg
% - & %% % 3> adalimumab 2 ustekinumab ¥ ¥ 4+ etanercept~infliximab and
SEB-infliximab o %% = & 11 {5 chd B & H ¢ > x% * secukinumab 300 mg f&
4 P G AR rﬂé%ﬁ F 14(19,249 4c %3 32,096 4c %) o

2. PBAC (;&') [13]

R EFARTRALR € (Pharmaceutlcal Benefits AdV|sory Committee » 12
™ f§ # PBAC) 4% secukinumab ** 2015 & = 7 F# - RSB 4E& - PBAC &
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R LSS i TSR ST LS 3 RS (P2 R A
ERR R L o) ;&% (non-biological disease modifying anti-rheumatic drugs ’
non-biological DMARDS ) ip 5 4R 3 16 * & o (FRiwmym X & * 5 # Ul L 4 =)
H @ 4 g 4T
itk 12 % secukinumab £ adalimumab 1t gz £ A 4 Jffr(cost

minimization analy3|s)v’ K vz Pp 4 A 4500 g (indirect comparison) 8 k > H ¢
secukinumab f - = ¥ {85 4 i& 3] PASI 75 vt b i i 23t (superior)
adalimumab - e & £ #p % 5--% 5.5 3%+ #2(head to head comparison) 7 # £ 3% o 7]
BRF ALY FRAFRY B L EK S - £ % 125 0 it PBACL
B ATRA GRS BERE L EM R S e k- o Rk (i - #5413

EE AR S

ﬁ

e

ek ﬁfpir‘,t{ % 3f i secukinumab > et iS 2 FE Rt F 2 PATRR Y R
2% secukinumab aig * —‘}t{ KpargRHpoa e fefiing ¥ 4 &% DMARDs
(bDMARD:s) » 4= ustekinumab ~ adalimumab ~ etanercept {= infliximab - @ 2 2%
g r e s T £ R o4 dicg b3 10,000 £ o & FF 7 secukinumab j »
Je gt 18 epd g om0 aE ;i;dﬁ iz 3+ secukinumab ¢ & > ustekinumab g * 4
##c > @ @ * ustekinumab Ff BEAFETRDESRG w7 &4 d e

#m PBAC 3L 5 223k #rt 12 i€ * secukinumab ey &+ 4 & ﬁé’zé’%#’n
PRETARAE PSR KR APFRE R - N E 1200 A 2213
oo ptth s APAFRE S S G 0 PBAC 3G i Fi;ﬁ g vk ped secukinumab 2
ustekinumab fef M A A 472 pARA 7P BR 2 AR H R F B E L B (4 W 5
2.4:1 2 2.9:1) > hoiz k¥ K sk Bdoo] & A e BT a2k - secukinumab o~z
FTOoRZLZAgTEE T%mﬁ'#z&?ﬁ BEFARIRG T F R ¥ ¥ PBAC#& I
i K e secukinumab 7 g i B HehA £ P N BRR GOz
bDMARDs » &% & A I 5 % ‘v?f{fﬁ-mﬁﬁﬁ»ﬁ FRIFT MG o

7 secukinumab 7% ¥ +* adalimumab & 3 37 5 0 &
BPpEEFTHPBAC TG g4 # PR L OB FRITGLL S F PP 22
AEFGAMBPES L E o & PBAC I R4rk 3080 ) 3 &k end &7 fe
secukinumab » % + 4 iE %2 54 24 % Si(Pharmaceutical Benefits Scheme, PBS)

S R Bl enpd 33 B R |

PBAC # i ’é:giiz

B 18 » PBAC @ﬁéiﬂ’zi‘ secukinumab % i ik #* 22 375 e bDMARDS 48 e >
2 B MM s B A FEORE

3. NICE (#®) [15]
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ki R R RaEBE 2 R A A7 7 B (National Institute for Health and Care
Excellence » »2 7™ f§ # NICE) #2015 # 7 * % # ch NICE ¥ - #3374 3]
(technology appraisal guidance 350) # - 78 * & ¥ 17443+ 3% (patient access
scheme) % ## 4T ehs & T 73;5; Te§* secukinumab * >t B & sa b 3| o
« (total PASI>10 ® DLQI>10) ¥ #24 iB1h2F 2 & 10 4 oy o (R 2
S0 R HTINA)

ERbE SN R Lé;a:ﬁﬁ T AATH TG A 47 0 bt i secukinumab 2
etanercept ~ ustekinumab(45 mg, 90 mg) ~ adalimumab -~ infliximab % & & & 4F {45
/% (best supportive care) = f&i5F £ 78 2o = A o P bR E R R A R PRI
= (National Health Service, @ # NHS)gLEE > ~ 47k 5 10 & > H ¥ 5 - & ¢
* - pH(decision tree) Wt 4 X p R Ak (B4 EEKE A X BT AT
3l (Markov model) 2 ficde s A2 o ey 2t S Bt e o 2 REHFRLRE ST
(network meta-analysis ) m ¥ 2_ o

%R gwbﬁwir‘,% A F ,l”ﬁ J& e & ;I,—;,bq*_g;;g_-vﬂ.$ i%@l’?ﬂ«‘%%f
AATRER B B REF RERL Y IRARERT § R S AT
FOAFL R FRCREIR LR RIS RS S A ERAN
er):a)'_H.”‘.:‘é‘--a:i‘g%\z],{E{:]t}_o

& NICE 1§ 3= | ‘2 (Evidence Review Group, ERG) 3 &t 22 3k % #c s
(o3 4e F]i * 2 S WA m EROFE R T F - secukinumab i dE # £ ic
- E%3713=..)> & f € Ip & secukinumab £ H is Fr 2 4p vt 2 YR & A3k
vt ig (incremental cost-effectiveness ratio, 12 ™ f§ £ ICER).%) & 17,700 = 4 (&
ustekinumab 90 mg #p +* )i 42,400 # 43 (& etanercept 4p+t )2 B e oL | €+
NG AP X fr"fr' T L FMILR AT H ke g s (disutility) € @
# ICER £¥ i F & 2 ;io

# 15 » NICE %[ﬁé’éi—%ﬁf#}j&%‘fﬁ R TR AR E B RA L
secukinumab 1 ICER & ¢ & H & = Jefiehd $ R R N B BTV - e
secukinumab * ** B & s 3] 52 R + (total PASI>10 ¥ DLQI>10) 2 ¥ 4% < i
L R ERES/ N L3 B

4. A PR
(1) SMC (gt ) [16]

R4 4 B ¢ (Scottish Medicines Consortium » r = fj # SMC) *+ 2015
#£ 5 1 g % ey 1054/15 5k > AT AL P secukinumab g s it
€ AR 2 R 3k 5 F]3 B 4A] (tumor necrosis factor antagonist) e (3 seR
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), ® Lféi—‘ﬁa‘% Vs A #Zvirlk3t4 (patient access scheme, 12 ™ f i
PAS) & € 3 4 & Ao g > ro Bk fcds secukinumab Jnf @ R 3 € R s ]G0 e
LR SR S P Y ”g‘ ciclosporin ~ methotrexate # phototherapy) % px & %
WHRE Lk Y AR -

Lé;i;—’ﬁﬁ - b secuklnumab g etanercept\adalimumab\ustekinumab(45
mg, 90 mg) ~ infliximab * **/5% ¥ B X € R A S0 8 SR8 > L5k
(# % ciclosporin ~ methotrexate 2 phototherapy) % px & ﬁ%?%%_%}_ ST EREY
PRELRF OB A AT SR LT E )%*;K@:;{gﬁ HFE AR
£ % 47 (Bayesian network meta-analysis )@ ¥ 2. o fiE Fﬁ b S Gl WAR LR S
? s secukinumab F2 A et R AR 20T 0 T OE R ATE g T oA A & T
a;’fj % 19,494 ® 43 3] 23,083 & 43 o 4o L??;'ii—“ﬁ:ﬁ;}ri@%é HEE | %ﬁ;L;‘L » SMC 32 5
secukinumab % & F = & »z F (cost-effective)crs i 78 > @ B L E hd > Wid
B & PAS #r4ecnZE W 2T > A SR % - & PF oo secukinumab e ehZE R 57 E
T K e ﬁ{g RIS ERE o AR REATT S B Lf;i%"xf,\;brl,%‘ - &
feenia BEARR 10% 0 ¥ ST EA £ o §AFRERRLI Z £
secukinumab 4p i3t < FR4 dn s w0 i R FR R by o

BARL A HRL s TRER R I £ 2 SMC & 7@ Lins BRFR T
£ R SRR e R PASATIohE R 2T o AR L BT £
secukinumab ‘* A= H @ = ] L &4 %5/,% Rt ko

B8 > SMC 22 3 fc ' secukinumab * *vipf ® & 3 £ RO AR B
& > M LR (¢ 7 ciclosporin ~ methotrexate 2 phototherapy) # pz st 43+ & &
DEMBILRKG R Zfétﬁ o

5. TF FALEARM 2 x
(1) #o&F->32

~34r £ * 2t 4% CRD/INAHTA/Cochrane/PubMed/Embase + F L B 2_ =+ & 3
P 4

1 5] PICOS #s 0% F 14 > WHOF L AR ERATELHE R T 2 4
¥ (population) ~ i > i# (intervention ) ~ % »c ¥ P& & (comparator ) ~ & % i
2k (outcome) % #= 3 &+ > ;2 (study design) > H HF ik 2 12 4o o

Population plaque psoriasis

Intervention secukinumab
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Comparator A%

Outcome 3% L

Cost-effectiveness analysis; cost-utility analysis;
cost-minimization analysis; cost-benefit analysis;

Study design

cost analysis(Taiwan only).

- A

%2015 & 11 * 3 p » 12 (secukinumab) #a i BidEF 2 (740F - 0FH ok
;%-EL Hidgk = o

2) 5 &%

(- )55 1 4%

g 2013 & > g @%%1% ezt ELR o 2 4 g% #g v s B (Psoriasis and
similar disorders) 4 # % 126,684 «+ (ICD-9-CM 3 696) - pt ..l‘f-‘.»%‘l'ﬁ'{%;“//f 3
Folle o W e F R ORI S op % HUICREE A o [25]

Tsai ¥ % & 2011 &4 4 - f 1% 2005 & 4 46 o 4R 57 < A 0 514 # i
e L R T RS 2 L opE R AP T o [26]2 ¢ 0 @ 1% ICD-9-CM code
696.0 ~696.1 * T micHp L 0 E N AL FOREFF G 235k ¥ -
% 2009 £ Chang % A 4 £ e ¢ > 4% 2000 & 2006 # ok ixF A E2 7 g
ARF AR W EloRe- T3 E 5L 190 - [27)

* & & WHO ATC/DDD Index 2015 % #% % LO4AC10 - % T LO4A :
immunosuppressants ; 7 " LO4AC : interleukin inhibitors | % > @ F /& interleukin
inhibitors #f «h#% x-+ 5 11 58 ( ¢ 4 : daclizumab -~ basiliximab -~ anakinra -
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rilonacept ~ ustekinumab ~ mepolizumab ~ tocilizumab ~ canakinumab -~ briakinumab ~
secukinumab % siltuximab) [10] - &% j& & &2 ¥ i gk 0 P & ARG
F N In R SRR A hd B WA ra‘ # & TNF-a #r4]#& ¢ 35 etanercept £
adalimumab - % - # interleukin |nh|b|tors—ustek|numab [28] > ot = #& % 5-cif
REAEFTETPAZGRE SR E AR 2L Y 1€ AR
B 4 b o [OMR i # ARt

r]dx .7 ystekinumab & #* {8 fAp 1T 0 B B ¢ o2 2k 02 ustekinumab
(Z )33 58

=
KT RE A Sisg o AEEREF RPN 1800 F ~ 1 5500 f ~

=

fﬁ%}%@»‘*éiﬁﬁﬂf@ 2P AR 24T 0 F A H A R0 & E K ) 150-900 %
)
P

A
f’
+ o

-

L?f;i‘—‘ﬁ:}g;?r 1 & RKEIRd ST

1. Tk 2 ix:
THRFERA LA GRS IR FRE 2P ? 1 E A
FORES A RF ) 0 TRA S &I # Setanercept ~ adalimumab frustekinumabip

T AL
(1) 7 &5 R e Berp 4 i 5 -

& A 1720094 3 20138 G iR AL 9 ISR A HE R T RAILR
(Phototherapy) s * 4 i€ . 842 2 3¢ F 12014 1 2021 S Riefes 4 Hex 5 &
L0510 PT R (B g i P BRI i 9 5120142 2021 ¢
PR e o A B e

B3t H20142 20205 & % 4 g WA A B HCPE R K @ ¥ 20134 i iR
BATHR A ot 200437 ¢ 4 4 A 4 (5 2.6% it T R
#) 17 $|2014& 4 dc o 12l ikt dpde 1 2021 o
(2) T g R RS

@—‘ﬁiz—‘ﬁw RIg &Y L E RO gl @ik d P AR L B(20% 2 e 1A
B F E TR A B WAL 4 B(5 2.6% iR 4 Y BB R
&) ﬂ%\'}’xE'IZ'E“"ZFE"F“['.'—"“‘”F';i’}é‘gi—'}zl'léf’?fﬁ,’lf“r"ﬁ%f;—T‘%ﬁ"’ﬁ'ﬁ[’.’

3 E o SEE A kT & P (2016~2020% ) 0 & & ¢ ¢ * secukinumabi A #4 % 150
29004 -
3. A RI #MF ¥ F{rsecukinumab® | g
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(1) secukinumab : J‘U?éii—*ﬁé FiEkz® F Fgit .

(2 R FRcRER EREINNTIRFESL T RS L F T WP BXR
%] - Etanercept ~ adalimumab % ustekinumabs ¢ F]secukinumabi& » & #-m
mA

4, ﬂaﬁ/r%&?‘ﬁg\'d\

ZEkH b I 4 etanercept ~ adalimumab {rustekinumab % - & % % -
ﬁ%ﬁﬁ“@%m@ag GH - EREE BN B L E SR A
BE N E- 15T ELBEEANRTRATT o
5. secukinumabév’ﬂ?gé%"% XA

EREFEER R THE if:li% | % 5% & ¥4 - £300mg - 2 IQEJ
,=~4:t%‘w Fr- %300mg o EkE L F - £ 16K 0 F o E w125 kR Y

"Jﬂ%» ﬁq’ff"i‘ﬂﬁﬁ??rm'ﬁg—,ﬂjﬁa’\ﬂt(ZO%m}}iaEg bk - & pF

g%#%‘ﬁ) N EFAER LS - ELI 5T EDEREY YIRI5R

7b o

3
G PR TRk bR S etanercept ~ adalimumab &
BB 61800F & 25500 % -

c
wn
7]
@
=,
S
c
3
D 3
o
a1-
Jor
oy
o
Jo

Bk T RE T LI B AT AT AT
1. @ % Afcdain:
(1) &% Al 2.

iR 20098 2013 ST RS 4 MR R Kok iR AT A B p A
ﬁ%ﬁ?%&%@i&%ﬁﬁmMimﬂﬁﬁiﬁﬁ%4%@%$&ﬁ&ﬁ%w
Bhpdn o Do PR P 2 2 B 2 AR ICD-9Z 45 €& A F 5 L A kE o

Fobo AT PET A2 H ﬂ‘w‘ P Ek BRK 5 F E k2 5 QA i

R % (5 20%% & @& % 4 b GUALE L ) L FEATR Y 2 B WA A B
AEpk R o R L HFERL L HE TR - e RAIRF AT
i g Rop A B B R R R ﬂo

B sk it REF ERY 2P WADE L Ll 1L ETE696.1 0 ¢
gﬂﬁn§¥4#ﬁ€iif’quh%ﬁﬁwmﬁ# AT FE TR A
4#®w4ﬁﬂ¢évr* AR ) BRI EEFF LD L F AR
I # [F(2016~2020#) > & & ¢ & * * & A £ X 523012,000% -
@ + &5

EREFRLIIFEIRPIRY M ER A GRY v tﬂ%i*pi;ﬂ*ﬂ
etanercept ~ adalimumab frustekinumabenfe 3438 (73 5 Br 8 2 47 - H P 2R ¥ A
#psecukinumab i » % i t& > ustekinumabe® f F € <m0 R SoEp .';',
oo e B ARE ARR R R -

A

2. EF¥IE:.
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(1) é;i;—*ﬁ BEF RV RO FESE R RS (A %0123
Frdir 37 300 Mg » & F 3 F A B 45 43355 300 mg(f8 £ =60 kg A
150 mgen#| £) » 30123 pF > T A T3 0 35 5 PASI25% 2% ) it B &
%’j%'%\ ) Lf;i—’ﬁ Pl BT 553 EF F - /«300 mg > 2 {5 B 5 43% 5
Fr- x300mgkE o ¥ P A LREIE B - Rt

(2) BsiTdRE R o g - %:Eﬁﬁmﬂ*ﬁ#ﬂﬁﬁﬁi’
]E rl - ,{‘:ﬁ E' 52_\% ’ 44_\%%&%‘1’-— ,;\ j\; -;i-r > ;}";"rr){l — ]’%’5&%’3’13,;\ °

(3) A%k Y <~ BEX ?553” @ cosentyx BAF R EBF > iy € F - e HHB(F2 R
HBRATT R Fe™ 300mQ) & EUR & > Al ﬁé(fﬁﬁgéi—ﬁﬁ%i BN T
B R TR 80%:},}5 A % 360kg » 20% II% A o] 360Kg 0 F BEK 80% F
300mg  20%F = 150mQ) & 5 w3t B § - & (T 175)R $ 2 EEY (54
13=x) > B~ IE B W I G o o

FEL1N2 hm? EMBERAREERL R ASEN R F
sl - Rl E AR ASDEF LIS RALI 12 RBAR ’#rur‘?%&ém&
FAFUMEY B LR EF AN 20 RANEF LN LR
e A ERE R ASDEF L L3RI 09RAR :h?"f"‘ IR F
AFUMER M LERF RO FITHI LT RAnFEF LN SRR
PR RS TR R R oA A AR DT R AR AT 6 -
EAFF LS F I S F AT AT AR R R
%g: o

1 Z2RFLSHUAFLE- PRPFFERFF T > SRFOLIITEEHT 6
e BRI ERgp A RAHS FY o EH T 55 3% 5 secukinumab 300mgis
B e 4 Hy- ~- 2L = ﬁv%@%ﬁ”’: £ 5 F7 5 %319,094~ ~ 506,849 2
1,403,732~ ; &2 H @ wmulfprt 22 T L QALYSE YEM & A F v
(incremental cost-effectiveness ratio, ICER)4r T :

(1) A~ ¥’ 5 - & pF>secukinumab 300mg 4 %] 2 ustekinumab 45 mg ~ etanercept
% adalimumab#p v+ 2. T enICER & (374 #/QALY) % : 8,052,740~ - 6,554,137
7 %2 5,136,024~ ; 3 4r cnQALYsA %] 5 0.016 ~ 0.036% 0.04 QALY -

(2) ~ ¥R 5 = & pF o secukinumab 300mg 4 %] 22 ustekinumab 45 mg ~ etanercept
% adalimumabp v+ 2. T enICER & (374 #/QALY) % : 6,378,570~ -~ 5,255,886
7 % 4,438,153~ ; 3§ 4r enQALYSsA %] 5 0.027 ~ 0.061% 0.067 QALY -

(3) & ¥R 5 -+ & pF o> secukinumab 300mg 4 %] £2 ustekinumab 45 mg ~ etanercept
% adalimumab#p v+ 2. T enICER 2 (374 W /QALY) % : 4,981,114~ - 4,280,180
7 %2 3,913,706 7 ; 3 4 enQALYSA %] 5 0.057 ~ 0.134% 0.145 QALY -
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Ao i s ERkE i DR %%in ‘g,@».\%:‘ﬁﬂ’“‘ 72, év”J/Eﬂ;Z B i P =iy
KB HEREARTAIAPT LT 3540 A RE U o fredis i@ ¥
Bt o tf 3] 58 i@ (8 WF«L'I“H‘W“ ;2 H "MUE& B dritie il &
WA~ AT Sl B ME > @2 N B A T TR R INA S RERY
%’%"?;/5@ it B H R ROERE Y RS R T B ey
PR L - Z O FRREMEE @% = secukinumab * 1+ ¥ ¢ = f&
4 @ H2ICERET sv Ak i o
‘e £+ CADTH - 2+PBAC -~ & RINICE* gkt i SMC ¥ & 3% »]’zf g e
K 2 € & s 3.3 50 (plaque psoriasis) i 4 » B ¢ 7§ 4 £+ CADTH
AN I S e REY & B R AP TR

ES
=L

3

& ® &
T Flie g Nz ) 3;@&&&%3P?ﬁ

20004 =@ &g o doig T B '*Wﬂqzw%?
ERFEFHOIFBFHI20R~ - LT ERAP AT REFTHAE Lo i

AT I TR AR2 %4&@%g—iﬁ%$$£$’?$$
P& AR AW F B AR :
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- iR F R R (104 & 40)[8]

44

%~ & 4% %A (Immunologic agents)

8.2.4.6.Etanercept ( 4~ Enbrel ) ; adalimumab ( 4~ Humira ) ; ustekinumab ( 4 Stelara )
(98/11/1 ~ 100/7/1 ~ 101/5/1 ~ 101/12/1 ~ 102/1/1 ~ 104/4/1) = * > 55 o R 38 4

L iEE an g ka2 20 s SAFRTE A AR
FHB AN R2Z 2 EREY S ERZ RN AL LM P BREM
ZEH

(D=4 " - dpmdar 3 2 6 B2 o 2 Psoriasis area severity index (PASI)
=10 (7 i * PASIp| 2 4cs oz iz R - P F =109%48 4 6 f#) -

@ﬁﬂ’iﬁﬁ%@fﬁ%%ﬁﬁiw%ﬁﬁiﬂ’&i%@ﬁiﬁﬂﬁﬁ?’
FEL?%KIT%H'“ FhH - BY BTS2 1 ek FARTE A
W‘i CERRR S o

@it e RE - 2R =T75%H % 5 ff > L A 1 # > 2 cyclosporin X £
(5mg/kg/d » "fﬁt”ﬁ PR AE ) ok 6B 1 BEXARI3B T TR
PASI>10 # a4 & />80 (FEA K P FF =R ) 72 5BLiA% > 7 F
methotrexate % acitretin /o & 72 € & ¢ 3 - (101/12/1)

@) Hffie oo dpis S BeE R 0§ & 1 FIH ()2 % (QBHIR - & PASI £ ag
% 6 4% 704 <50% - (101/5/1)

i R AT 2ZRECHE CHENUTAM IR LRI o 4F
methotrexate ~ acitretin ~ cyclosporin - (101/12/1)

ek Eg i * 3 » eyt (B2 5 acitretin & * -

HLPB K o ST s hok it 2 (PUVA)2 %45 UVB(nb-UVB) & F & 3¢ 1 5 2
= FAF UVB & * ,@E;@#ﬁu b3 o X RB I B 4T F T z,r,: % o
YR R R A e AR

iv.Methotrexate & =& & % &

# % ¥ 15mg, cyclosporin % 2.5-5 mg/kg/d, acitretin %
0.3-1mg/kg/d - e & F] 5 £ 4 4 |25

mEwE @ AR T FEE R
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(B)“ A ik % i

iMethotrexate':harﬂ’”—:4 REF SR Hal iV oE6BY P vEmitL
S T NN AR L ),%%ri CA AT R R

methotrexate o K Ao

ii.Acitretin : 453 P EEAFF G B Y~ B P &2 oxdpdl 0 & cyclosporin § sl
BELAGAFE  CFFRI LY 1E> L FAT S 'Vif@ii)é"?i_féﬁ‘ié*ﬁ st
% o

27 5F g AR Y

(WDae=cd > 16 B2 5 LBRAE FEerpEs 6B LY - x> 2
BEEs 1B &4 . (100/12/1)

QA kicRep b 6% 57036 B2 iz L sw i * cyclosporin
% 2 A 4 7 B ¥ (Creatinine A # (8 + 2 =30%) ¢ # & &2 5 sy dl2 &l iF
* o /)é“‘%w-ﬁcfé’—‘ﬁﬂﬁ % Ij"’”# (101/12/1)

(3)Etanercept #~# 3 & * ¥ & * 50mg biw > 2 {& B] 5 25mg biw > ® %+ 12 iFpF >
T4 FIER 0 10 PASI25 ok o

(4)Adalimumab 4= X &= 7 80mg > 2. s B] 2 40mg qow > ® >+ 12 3 pF » JF A {7
3% > 15 PASI25 JF »x - (100/7/1)

(5)Ustekinumab 4~ =t 2 4 ¥ s = 45mg » 2 {8 B 5 45mg ql2w » ® *% 16 ¥ pF >
AR > 10 F PASI25 F vz o (101/5/1)

(6) £ & * cyclosporin #4173 »x® % it & # (Creatinine A # &+ 2 >30%)

Foor 6 AR A il ew iR * cyclosporin ik 4 B s R
xRl BT > RELGRET R G r F AT éi‘r)f%*’? 1
E1is e

(T)i==c ¥ dis 5 = B9 SR =¥ 47 % B 24 =05k % 2 % »cit PASIS0
¥ ;¥ etanercept £ =t ¥ gpE Pz % 25mg biw 2 & & o i EAZE 3 B
VR AR ATY R 2 BRIRE Y R - (101/12/1 - 104/4/1)

3.i¢ * etanercept ~ adalimumab # ustekinumab p¥ cyclosporine 2 Bk 5% » ¥ g
etanercept ~ adalimumab ¢ ustekinumab ™ 7 R a7 ac il 0 2 = T BB T N
FAEILR o oKk B2 (B 4A B > e etanercept ~ adalimumab ¢ ustekinumab
K vx AV IUPE W A% brin o (101/5/1)
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AFHGRY DU REBEFOE  ER 2 PR R g
(DEZ & & Ageftams o
) & 3% B 4 R R s &

@ AgrfEish2 SPpapl (¢ ZBEREPRE LR AEEEE ¥ P
R HERE PR L G L s S e E 4 ) (102/1/1)

(G I B vr—"Ff R B A Y e BB L R Jpi (sepsis)F
(5) & 1265 & £ F o 7 Y (pre-malignancy) sk £ ©

(6) . #& # it # 2  (immunodeficiency) -

B.Z i a0 ek F A T ARG R SR

(D) 2F 2 &40

LE R

ez &Pl A E 23 14 o

i 2 (WP RETT ).

V. E N 18 4 (intercurrent infection ) (f7p# iz &+ ) o

QB 45 B 5B 6B 7 s (iR AE) B AERocd o frc Lk PASI
A G feed Aad 50% -

6.45% S 2 4p bt (104/4/1)

(D) prgs e » 2 5 WHsR 2 #11 & PASIS10 ¥ -

QR - AP URSKEREAT, T T - 7 FERRE 4 Y
o U SE2 AP EATHE 2 BB R R P o R F R L L B iE

At AR EE s R Y RS A AR RO o

THEHT GFARBERT > FEAY Y AREL ST 50%EH(F
SR AR 15 2 AR B) - (104/4/1)
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4=~ Secukinumab iR e i 2R F N 7 [25]

Authority Required

Severe chronic plaque psoriasis

Treatment Phase: Initial treatment — Initial 1, Whole body (new patient (no prior
biological agent) or patient recommencing treatment after a break of 5 years or more)
Clinical criteria:

Patient must have severe chronic plaque psoriasis where lesions have been present for
at least 6 months from the time of initial diagnosis,

AND

Patient must not have received any prior PBS-subsidised treatment with a biological
agent for this condition; OR

Patient must not have received PBS-subsidised treatment with a biological agent for at
least 5 years, if they have previously received PBS-subsidised treatment with a
biological agent for this condition and wish to commence a new Treatment Cycle,
AND

Patient must have failed to achieve an adequate response, as demonstrated by a
Psoriasis Area and Severity Index (PASI) assessment, to at least 3 of the following 4
treatments: (i) phototherapy (UVB or PUVA) for 3 treatments per week for at least 6
weeks; and/or (ii) methotrexate at a dose of at least 10 mg weekly for at least 6 weeks;
and/or (iii) cyclosporin at a dose of at least 2 mg per kg per day for at least 6 weeks;
and/or (iv) acitretin at a dose of at least 0.4 mg per kg per day for at least 6 weeks,
AND

Patient must have signed a patient and prescriber acknowledgement indicating they
understand and acknowledge that PBS-subsidised treatment will cease if they do not
meet the predetermined response criterion for ongoing PBS-subsidised treatment, as
outlined in the restriction for continuing treatment (whole body),

AND

The treatment must be as systemic monotherapy (other than methotrexate),

AND

Patient must not receive more than 16 weeks of treatment under this restriction.
Population criteria:

Patient must be aged 18 years or older.

Treatment criteria:

Must be treated by a dermatologist.

For the purposes of this restriction 'biological agent' means adalimumab, etanercept,
infliximab, secukinumab or ustekinumab.

The following criterion indicates failure to achieve an adequate response to prior
treatment and must be demonstrated in the patient at the time of the application:
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(a) A current Psoriasis Area and Severity Index (PASI) score of greater than 15, as
assessed, preferably whilst still on treatment, but no longer than 1 month following
cessation of the most recent prior treatment.

(b) A PASI assessment must be completed for each prior treatment course, preferably
whilst still on treatment, but no longer than 1 month following cessation of each
course of treatment.

(c) The most recent PASI assessment must be no more than 1 month old at the time of
application.

Note

A PASI assessment of the patient's response to this initial course of treatment must be
made after at least 12 weeks of treatment so that there is adequate time for a response
to be demonstrated. This assessment, which will be used to determine eligibility for
continuing treatment, must be submitted to the Department of Human Services no
later than 1 month from the date of completion of this initial course of treatment.
Where a response assessment is not undertaken and submitted to the Department of
Human Services within these timeframes, the patient will be deemed to have failed to
respond to treatment with this drug.

Authority Required

Severe chronic plaque psoriasis

Treatment Phase: |Initial treatment — |Initial 2, Whole body (change or
recommencement of treatment)

Clinical criteria:

Patient must have a documented history of severe chronic plaque psoriasis,

AND

Patient must have received prior PBS-subsidised treatment with a biological agent for
this condition in this Treatment Cycle,

AND

Patient must not have already failed, or ceased to respond to, PBS-subsidised
treatment with 3 biological agents for this condition within this Treatment Cycle,
AND

Patient must not have failed, or ceased to respond to, PBS-subsidised therapy with
this drug for the treatment of this condition in the current Treatment Cycle,

AND

The treatment must be as systemic monotherapy (other than methotrexate),

AND

Patient must not receive more than 16 weeks of treatment under this restriction.
Population criteria:
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Patient must be aged 18 years or older.

Treatment criteria:

Must be treated by a dermatologist.

For the purposes of this restriction 'biological agent' means adalimumab, etanercept,
infliximab, secukinumab or ustekinumab.

An adequate response to treatment is defined as:

A Psoriasis Area and Severity Index (PASI) score which is reduced by 75% or more,
or is sustained at this level, when compared with the prebiological treatment baseline
value for this Treatment Cycle.

Note

Patients who fail to demonstrate a response to treatment with 3 biological agents are
deemed to have completed this Treatment Cycle and must cease PBS-subsidised
therapy. These patients may recommence a new Biological Treatment Cycle after a
minimum of 5 years has elapsed between the date the last prescription for a
PBS-subsidised biological agent was approved in this Cycle and the date of the first
application under the new Cycle.

Authority Required

Severe chronic plaque psoriasis

Treatment Phase: Initial treatment — Initial 1, Face, hand, foot (new patient (no prior
biological agent) or patient recommencing treatment after a break of 5 years or more)
Clinical criteria:

Patient must have severe chronic plaque psoriasis of the face, or palm of a hand or
sole of a foot where the plaque or plaques have been present for at least 6 months
from the time of initial diagnosis,

AND

Patient must not have received any prior PBS-subsidised treatment with a biological
agent for this condition; OR

Patient must not have received PBS-subsidised treatment with a biological agent for at
least 5 years, if they have previously received PBS-subsidised treatment with a
biological agent for this condition and wish to commence a new Treatment Cycle,
AND

Patient must have failed to achieve an adequate response, as demonstrated by a
Psoriasis Area and Severity Index (PASI) assessment, to at least 3 of the following 4
treatments: (i) phototherapy (UVB or PUVA) for 3 treatments per week for at least 6
weeks; and/or (ii) methotrexate at a dose of at least 10 mg weekly for at least 6 weeks;
and/or (iii) cyclosporin at a dose of at least 2 mg per kg per day for at least 6 weeks;
and/or (iv) acitretin at a dose of at least 0.4 mg per kg per day for at least 6 weeks,
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AND

Patient must have signed a patient and prescriber acknowledgement indicating they
understand and acknowledge that PBS-subsidised treatment will cease if they do not
meet the predetermined response criterion for ongoing PBS-subsidised treatment, as
outlined in the restriction for continuing treatment (face, hand, foot),

AND

The treatment must be as systemic monotherapy (other than methotrexate),

AND

Patient must not receive more than 16 weeks of treatment under this restriction.
Population criteria:

Patient must be aged 18 years or older.

Treatment criteria:

Must be treated by a dermatologist.

For the purposes of this restriction 'biological agent' means adalimumab, etanercept,
infliximab, secukinumab or ustekinumab.

The following criterion indicates failure to achieve an adequate response to prior
treatment and must be demonstrated in the patient at the time of the application:

(a) Chronic plaque psoriasis classified as severe due to a plaque or plagues on the face,
palm of a hand or sole of a foot where:

(i) at least 2 of the 3 Psoriasis Area and Severity Index (PASI) symptom subscores for
erythema, thickness and scaling are rated as severe or very severe, as assessed,
preferably whilst still on treatment, but no longer than 1 month following cessation of
the most recent prior treatment; or

(i) the skin area affected is 30% or more of the face, palm of a hand or sole of a foot,
as assessed, preferably whilst still on treatment, but no longer than 1 month following
cessation of the most recent prior treatment;

(b) A PASI assessment must be completed for each prior treatment course, preferably
whilst still on treatment, but no longer than 1 month following cessation of each
course of treatment.

(c) The most recent PASI assessment must be no more than 1 month old at the time of
application.

Authority Required

Severe chronic plaque psoriasis

Treatment Phase: Initial treatment — |Initial 2, Face, hand, foot (change or
recommencement of treatment)

Clinical criteria:

Patient must have a documented history of severe chronic plaque psoriasis of the face,
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or palm of a hand or sole of a foot,

AND

Patient must have received prior PBS-subsidised treatment with a biological agent for
this condition in this Treatment Cycle,

AND

Patient must not have already failed, or ceased to respond to, PBS-subsidised
treatment with 3 biological agents for this condition within this Treatment Cycle,
AND

Patient must not have failed, or ceased to respond to, PBS-subsidised therapy with
this drug for the treatment of this condition in the current Treatment Cycle,

AND

The treatment must be as systemic monotherapy (other than methotrexate),

AND

Patient must not receive more than 16 weeks of treatment under this restriction.
Population criteria:

Patient must be aged 18 years or older.

Treatment criteria:

Must be treated by a dermatologist.

For the purposes of this restriction 'biological agent' means adalimumab, etanercept,
infliximab, secukinumab or ustekinumab.

An adequate response to treatment is defined as the plaque or plaques assessed prior
to biological treatment showing:

(i) a reduction in the Psoriasis Area and Severity Index (PASI) symptom subscores for
all 3 of erythema, thickness and scaling, to slight or better, or sustained at this level,
as compared to the pre-biological treatment baseline values; or

(it) a reduction by 75% or more in the skin area affected, or sustained at this level, as
compared to the pre-biological treatment baseline value.

Authority Required

Severe chronic plaque psoriasis

Treatment Phase: Initial treatment - Initial 1, Whole body or Face, hand, foot (new
patient or patient recommencing treatment after a break of 5 years or more) or Initial
2, Whole body or Face, hand, foot (change or recommencement of treatment) -
balance of supply

Clinical criteria:

Patient must have received insufficient therapy with this drug under the Initial 1,
Whole body (new patient or patient recommencing treatment after a break of 5 years
or more) restriction to complete 16 weeks treatment; OR

65/68



104CDR09027_Cosentyx

Patient must have received insufficient therapy with this drug under the Initial 2,
Whole body (change or recommencement of treatment) restriction to complete 16
weeks treatment; OR

Patient must have received insufficient therapy with this drug under the Initial 1, Face,
hand, foot (new patient or patient recommencing treatment after a break of 5 years or
more) restriction to complete 16 weeks treatment; OR

Patient must have received insufficient therapy with this drug under the Initial 2, Face,
hand, foot (change or recommencement of treatment) restriction to complete 16 weeks
treatment,

AND

The treatment must be as systemic monotherapy (other than methotrexate),

AND

The treatment must provide no more than the balance of up to 16 weeks treatment
available under the above restrictions.

Treatment criteria:

Must be treated by a dermatologist.
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TR L Py
Cochrane 20151029 ‘ustekinumab' 111
Library
1800-2015
PubMed 20151029 “secukinumab"[Supplementary Concept] OR “secukinumab"[All 122
Fields]
1950-2015
("secukinumab"[Supplementary Concept] OR "secukinumab"[All 26

Fields]) AND (("plaque, amyloid“[MeSH Terms] OR (“plaque"[All
Fields] AND "amyloid"[All Fields]) OR "amyloid plaque"[All
Fields] OR "plaque"[All Fields] OR "dental plaque"[MeSH Terms]
OR ("dental"[All Fields] AND "plaque"[All Fields]) OR "dental
plaque"[All  Fields]) AND ("psoriasis"[MeSH Terms] OR

"psoriasis"[All Fields]))

("secukinumab"[Supplementary Concept] OR "secukinumab"[All

2

Fields]) AND (("plaque, amyloid"[MeSH Terms] OR (“plaque"[All

Fields] AND "amyloid"[All Fields]) OR "amyloid plaque"[All

Fields] OR "plaque"[All Fields] OR "dental plaque"[MeSH Terms]

OR ("dental"[All Fields] AND “plaque”[All Fields]) OR "dental

plaque"[All  Fields]) AND ("psoriasis“[MeSH Terms] OR

"psoriasis"[All  Fields])) AND (Meta-Analysis[ptyp] OR

systematic[sb])

#1 'secukinumab'/exp OR 'secukinumab’ 636
EMBASE 20151029 #2 ‘'plague psoriasis' 3048

#3 #1 AND #2 115

#4  #1 AND #2 AND ([systematic review]/lim OR [meta 5
1950-2015 analysis]/lim) AND [humans]/lim AND [english]/lim
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FRE

hp

Mg 25

PubMed

2015.11.3

#1 (secukinumab or 0
cosentyx)

#2 ("cost effectiveness™ or
"cost benefit" or “cost

utility” or "cost

minimization" or

"economic evaluation")

#3 plaque psoriasis

#4 #1 AND #2 AND #3

Cochrane
Library

2015.11.3

secukinumab or cosentyx 0
Limited to ‘economic

evaluation’

INAHTA
CRD

2015.11.3
2015.11.3

secukinumab or cosentyx
(secukinumab or cosentyx)
AND (plaque psoriasis)
AND (cost effectiveness or
cost benefit or cost utility
or cost minimization or
economic evaluation)

o O

Embase

2015.11.3

(secukinumab or cosentyx) 0
AND (plaque psoriasis)

AND (cost effectiveness or
cost benefit or cost utility

or cost minimization or
economic evaluation)

68/68





