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hiopri oot ~ £ AR IR | * Pl | redaw
Azathioprine BRSE  & By | ol | TR AR
s e
£ Cyclosporin fe#g # i
L o A AE | B 250
LO4AADG 2@;9)»1;}‘ if ” RN RS
Mycophenolate AT HME2Z EBLEF || 500 | T
~ 2T ] SR E_©
mofetil B E R ORRE | A | sl |
ﬁ%*§7 4’::}’}35’5";}2'5'% o
P 4 i P
: ;fwi ;tfj s
b s > R Z_
et s |41 1002
FiF > pUEOR o o
LO1BAOL . FEFER e x|
A~ TR s ESR MRS ET\ FEi- A »]zﬁk v R ¥
LO4AX03 ok & A Ny
7 % e RS, o 2T 5] F_ o
Methotrexate = . — tE
SN R v om }]% >
|25 %
v AR L NRNNE 3 L E a0 | e
ﬁh . gé}ﬁ: . E (DY A6
% lso =
B i ol 2
r')%'i . ﬁu/ﬁ‘;‘f\
LOLAAOL : S S )
Cyclophosphamide TG s R Ei 200~ |y FHR T
Y =T 5] S °
YEOPoeP B W R | s00E | T =
s N \4—'}‘. @ . <l " J.u
o~ R T R A |

u',;g nég{ )’zﬁéa]&_;{;
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ATC A 578 AR e i g
SR EV A
NGRS ]
BiRw
SU s\ BT-TE N 4 M 2E 3
LO1DBO7 f:f; T}i \ fif;g ;r 2E 5 | ik et AT
Mitoxantrone - . R S AR e
" 100 =
2 j:/% L B M~
’ B € 30 B i
BT HEE RS | % o5 J;ri%“é%“ R
L04ADOL B2 BT A BT R ‘*‘P’k
Ciclosporin Bl F 5iim R | & e BB ‘-‘ Ko~ R
FUTRREEFEE) > | A TR E 2
A |50% | RAKEL AR
Bl R/E R e
& |
1. SF%E TR
A A s e S 2% - AH
FEA S T W |05 - EAFT P
LO4ADO02 CYCLOSPORINE s »x 5 155 cyclosporin & »x
Tacrolimus ERE A S RN - ¥t S;J s 2D M B o
252 M E S SR 2. SHEEHEZ %
P I S R o R
o
1. REMLAED 2 P AR NS
(%) - AU S S SRR
2. d Brop e TR R S
el 2 g 50 - PF o~ LR &Jﬁk
JO6BA02 AR eI IR Bew 5160 ZE T S
Immunoglobulins, v g o (v8) st | 100 & ME B D2 IR
normal human, for | 3. B # +s /] F4+ 2 a | s [ e

intravascular adm.

P s (1) °
4. BREF HHE(E)
5. u (%) -
6. Guillain-Barré g iz

#(v%) -

BRI ERE
FB s Bopd e
& % ~Guillain Barré
AR WA L e
i F X
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= RREREE (52 RTATER)

*3f 2 1 & %% CADTH/pCODR-~PBAC %2 NICE 2. %ﬁrfﬁyfi:}i%ﬂ*—féi EA
I *+-’ﬁaﬁ£#”*ﬁ“‘f%%iﬁ«Lwi_%ﬁ #
Cochrane/PubMed/Embase #p i < 1;& s B fRA & FRAHER B
2P ipMIRRT L % o

i P
CADTH/pCODR
’p 12022 & 9% 29 p 2 > Hadphd FAL o
(be £ +)
PBAC (i#i) 2202297 299 b B EAPK AL -
2022«;} 9 3 29 ’ ’Ej\%} T A N~
NICE (# &) P aFARy BBETR 2

Tpt R A PEAR o

SMC (gRt:fF) ¥ A 1akemidF ¢+ 2 2022 & 9 7 29

Cochrane/PubMed/Embase 3% %% % (3% p # 5 2022
#£10%" 3p)o

é’ic'?]/j%%:‘7 F,ﬁ”\—}l 2022 # 9 7 23 pyziz o

R E

i
4
i

1 SMC 3 Scottish Medicines Consortium gt i # 4 % f ¢ g8 -
(- ) CADTH/pCODR (4t £ + )

£ 3 2022 # 97 29 p ik > mRB42F Tinebilizumab | 3% 4 £ < Z# 2.3 ¥
R HT B o B R T [22] 4% & Uplizna (inebilizumab) 2z 4p = m 3R 2 - 2

(=) PBAC (&)

#£1 2022 # 9% 29 p ok > mRB4EF Tinebilizumab | 3% 8V & 2.8 3%
WA R ¢ o~ T [25] 4 & Uplizna (inebilizumab) 2 4B :=m 4R 2 o

& g s & AQP4 if'mg" 1% 1+ NMOSD 7 38 # 5 eculizumab % satralizumab 4&% CADTH K
HE2ERRL £ XA FH L RA R ¢ 23 % H eculizumab 2 satralizumab 4 =] * *+ AQP4
PRS2 NMOSD 2 % & 55 4 [23]2 12 vt 1o A [24] > & K 2 R H i 7 *“‘n‘fr— .

b v B 5 AQPA FLRE H NMOSD #4 18 2 % eculizumab 5 satralizumab #% PBAC #* | -
4 JE eculizumab * 3t if g 2.3 HaR 24 o PBAC * 2020 & 11 # 2 2021 & 11 * & =% %;ig
REWw e P EREN > HITd 2 FELS| 4 [26] ©
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(=) NICE (& ®])

B12022%9" 29p 1L ’*“"ﬂlﬁﬂﬂw%%%éﬁiéﬁﬁw L BT o 0
B 4¢3+ [ inebilizumab *iﬁéﬁze » % 1 inebilizumab Ap B 3= fp 2 AT e o
fe 24 E % 2 praz[27] -

(m) His FR@FA
L2 FRPHETe e

i

(1) SMC (&# i)

#132022 & 9% 29 p ko B4 Tinebilizumab | % i &5 £ B
¢ oBeET > ALEAAMTRFHEL L & Uplizna (inebilizumab) 2 p b= 3 42
[30] - ¢

2. TF FARARBE 2 gx

(1) =532
~3E 2 * > 30F Cochrane/PubMed/Embase T + FAL R 2. = j2 P 4o
1T 3] PICOS s 40 i 14 THOF 5 & R ERATEL A E LT 2L 4

¥ (population) ~ ;5% = ;# (intervention ) ~ % »c ¥ P& & (comparator ) ~ & > B
2k (outcome) % #= 3 &+ > 2 (study design) > H & if it LI 4o ¢

Ao~ iEE D AQP4A FRAHEE M2 ARA AR
Population A A

ﬁ%wPiﬁ
Intervention Uplizna (inebilizumab)
Comparator * &

© i vk > AQP4 FaimEHE 1+ NMOSD ¢ 38 # 5 eculizumab % satralizumab 3 B4E3 > J00%
NICE # F - & ¥ eculizumab 7] Alexion Pharma UK & # 2 9 # Tl % i 3= [28] -
satralizumab #] Roche pharmaceuticals # £ ® AR T wieEE[29] -

4 aE R & AQPA FLEEFE 1+ NMOSD 4 78 2 5. eculizumab % satralizumab % B 4% - 380%F SMC
FF o ARMEREAAMTEEL > TR I eculizumab FE B T R K AR FY 8
4 # +> NMOSD Ap B if Mok » s iz 23k i * [30] o
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Outcome * 3K

Study design | "8 BRESR ~ kALY R~ S E AT

% pe + it 2. PICOS » i% 1% Cochrane/PubMed/Embase % < gkﬁa‘:ﬂ& » %+ 2022

# 10 * 3 p it > 2 Tneuromyelitis optica spectrum disorder ; % " inebilizumab |
s MAEF B EH0F - OF LR Lz o

(2) #F %

%2022 # 10 * 3 p ok > "lﬁiﬁii’agﬁsé‘f’}%@fﬂf'ﬁ » & W3t PubMed % 8 76
i 4L > Embase & 7 197 £ ¥4 > Cochrane L|brary HEB2EFH £ 32564
Sl e i - FARLEALE L #U,f?» i+ & PICOS- & Fmﬁvﬁu T AF 2 v)glw
E A A5 A F e L2 AR o #Hf 5 F & 3 ap b ﬁh'b‘ SR e
}?&‘3’)&;{1 fu$!>+%557‘“ LA LF R LIRS EESFEREE (US.
Food and Drug Administration, U.S. FDA) %k 2 g # & ¢ 1= & ( European
Medicines Agency, EMA) %=k % (82 & & Uplizna Z 5% 632 > &5~ 42
TP RRE X 2R o Lo v R IR GRET R AT AR B
wdeis o

\*‘ *‘“‘}& (33

PL

e X3 1ETRAFEHRE =T H[81] - 21%'? 2 HRL[32, 335 KT H
[34-38]2 28 BAit ¢ H & St A %1 BB R ES%K (N-MOmentum)
2B E 2 AR LR Fxpé%xﬁﬁPimﬂ’“ B3t g AE & p R
BEFHCFARLI 2P B AP FARER wAFE PR LG5
WitiEsk 2 B it £ % (open-label period ) & & pFrere= 3 2 % [39] -

e HFABBRVREY -G Wingerchuk etal.+“ = 38 FDA ¥ ¥ if BJE »
AQP4 $ubll 15 12 NMOSD 2 % 4~ th8p 7| % < [40] ~ & % 7731 ¢ 2 4% & [41, 42]
% & K & 483134 (letters) [43, 44] ;¥ - & Luo etal.'* #& 7 38 NMOSD 3¢ I 1+
i B ey T 2 £ [45] -

A. N-MOmentum :#5% [32-39]
(a) kK

N-MOmentum % - BB ~ 5 7w ~ Fh ~ % 2B PEPFRFER ¢ 7 -
¥ %t Pe #p & (randomized, controlled period, RCP ) 2 — B ;¢ iT % 8 /& (open-label
period, OLP) - :#5k P #h 3 3= inebilizumab H — 2 5.5 % 4p >t % &) '8
NMOSD 5 4 & 123 (T8 4 v b "G o scfr® 202 o 7 o8 4o~ 385 o

%?‘;ﬁ—*‘ﬁj‘:}h/\ﬁ%ﬁ?} D118 vk Sl % NMOSD 5 . 3% 8 2 sk s &
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( Expanded Disability Status Scale, EDSS) 4 # ¢ 8.0 # 2T ; IV. % ;éﬁ R
Ew- ERG - SR ﬁﬁﬁ:iu‘*ﬂﬁﬁﬁﬁf*%ﬁ%ﬁo“%%&ﬁ
AQP4 FLigfE (4 % 1A 42 X ;éﬁi” »fe AQP4 FRd A 142 % éséi—‘k ’E #+ & Wingerchuk
etal. »* 2006 & #% 1 2_ Tk i 2 [47]:8 (75 %7 o ML iisk "f 5*%":4 N SR
o gtent i s L ES G AT /fﬁé‘-i 5 o T F"W’ s @i F MRI
Jfé H M E B me il M—‘k > NMOSD 3 + % 3 R RS - 2 * alemtuzumab -

BT DT SR FERAT gy %/z 6T i B e i 4o m
( B-cell-depleting agent )3 7 * p i & * natalizumab-cyclosporin~methotrexate -
mitoxantrone~cyclophosphamide~tocilizumab & eculizumab~1 i * p 7 & * IVIG ~
FRE L HFER T FABCLA A E LR g R B R b R R Fow e
“,$ a2

A GERRE 2 XY B AQPA-IQG HeiRl e kB3 R T A K 0 T 30
1 "gﬁ,&/v}mi inebilizumab & 2 = & e o % féi”? % 1% % 15 % & #9%3 54—
T 300 £ 5.2 inebilizumab &2 & T F 1 1% 14 = E ppR* 20 ® L2
prednlsone P e LR R B o KRS 197 * 2 RCPH REZALT
FERFE - AF BIJREXERETL o XFFEEF EEF T
PRy FEE - 7 R LAFEr OLP IF 5 » OLP P fidds 0 3 B fd - X 38
ARSI 2 3 F o2 OLP P E s 1 X erp Fé w2 300 ® vl
inebilizumab &£ FIpH fiof » T ¥ % 15 T BX % 2 Tk ﬁ_ ( /& inebilizumab
B % FR > R & AR € inebilizumab) ¥ AFyER 0 A 6 F 26 B {7 -
»k/ﬁ?‘iﬁﬁ“ﬁ’p é‘ ARELERE - IR PEFEE L EZ X 2HEEHIF
( safety follow-up perlod) o

BPABEFFATIORGLEE B CRE SRR RN X BFALRE
BEHRZPr2FEEFLEIREEA L (Fe ) 2BrEEF BF 2 52501
IR0 SV T R R SIS S A R EENEE LT
MT2 AL IPNEMRIABZIG ~ R ¥ E% B2 EHE o

W A R Bonig R L F AV E R F 2 NMOSD & iba v - S b4
T2 & 5 NMATH NMOSD gk 2 A TG ik Ei > F REF TG T
A TRR B S A TR OE Wl b2kt R g(adjudlcatlon

¢ Expanded Disability Status Scale (EDSS) & - f&3:=&% MS I 4 SR N S A :ﬁfa%;* E A2 B i
8 A g R~ B ~ %0iF ~ 4 - ] Mo SR B 2R ) hA R
AP R RRTEEeaEAS L 03 104 (35T RAPRT AL EHR 5L XL L PR
CBREFIPE P L FE ER B8 A LT EHFRBLH L T A 10 A K & A
7= [46] - 515 EDSS i & (76 hbpag > - £ 4 * 3t NMOSD 5 * ER AL L F
B A R PUTARA L P> EDSS & R s P e FBE R SRR A TR AP
=5 an e
PRBIGHNETE LG TREFERIMERAR S IVIG & RSB Jithe s o

—*
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committee ) | T_o M4t & 491k 5 EDSS A~ K it A2 Rk O P M RALS
4 A #e (Iow-contrast visual acuity binocular score, LCVAB score) "% it  « /&8
. MRI g 7oA g 'z NMOSD #p B ife o H s & itk s EEEF TS
(annualized attack rate) ~ 7o ¢ d1 32 2 2 F ¢ (treatment-emergent adverse
event) R B % ¥ P ¥cdk ~ inebilizumab 2. # 4 6 4 & 2 Finebilizumab Fugg 2 #
R Mgt B ek E & Vg il § L £ £ (modified Rankin Scale,
mRS) K\ SF-36 &= & ¥ % (36-item short-form health survey, SF-36) '& it £ - #
Bl 5 100 & 2_ % 7 #F =2 & & (pain numeric ratlng scale, NRS) Mg i- € B 'wm
el o A TR 5 AQPA-IGG k& o B ¢ A & foidy o M e &
tathd R Fapdlst P adl- 43 (type | error) o

(b) % éﬂ“ftkﬁﬁ kL (baseline characteristics )

2015 # 12 6p % 2018 % 97 24 p > ptiEE> 25 B R & &iE 467
f\‘*:]}%& BB~ 231 = (49%) i’éﬁ"k « 175 i+ (76% ) ﬁ’g‘#*"gﬂf%}‘-ﬁ/}i’&"
inebilizumab % > 56 i+ (26%) % % #l%e > 2 ¢ — i+ AQP4-IgG £+ % ’é"z
B REEL L Eﬁc#”]tpx}i Féj v X 174 %2 56 BN AR e A FT e 230
= NMOSD ;H".’éﬁé‘f ¢ 5213 =% AQP4-IgG B 2 # ¢ inebilizumab =5 161 % -
LM EF 524 2018 & 9 7TpFHREARLA R TFIRH I L Hg20f
R RS AR NS LS ’F‘E?é%%rg’%? 2018 & 9 * 24 pizgt o
Inebilizumab 2174 =X Féif ? 5169 % A Esk2 RCP» % g# e 156 %
@FEY PG 54k AE%2 RCP-RCP & &1 > & § 216 % ¢4 &~ OLP
£ % inebilizumab ;5> > 2 ¢ & inebilizumab # 5 165 4 » % F# e i 51 4 o
& RCP 2 OLP# @ >+ 3+5 225 4 ¢ * i inebilizumab( i #® inebilizumab & ) »
#¢ 208 4 % AQP4-IgG 5+ -

R & EEY 0 01% (209 ) &40 52% (120 =) 6 Ao TR

SEDSS # #E BB NER G I F AP L EIOLF BT 200 S A EE 1T
PEO e 1AM S F AP AEISS A EE S B4 054 o

hogp g B AL 4 4 & 4 #ic (low-contrast visual acuity binocular score, LCVAB score)
low-contrast Landolt C broken ring chart ;p| &

g B 2 MRI ok R AR A MRI & RIAR A TR X g E iR P 3T a0
gadolinium-enhancing Jadk o EATH N < 2 T2 p e

I £ ivenp £ B 12 modified Opticospinal Impairment Scale (OSIS) = » & iR A £ 5 A
Berhg s £ 4 5 BE (major) £ d s (minor) o

kKigezts g < g %t ( modified Rankin Scale, mRS) % * %:®iz ik ¥Rl P kiR AR
B BAnENA L0364 0AREEERER 6ARAT= o

ria

! SF-36 #* & & % (36-item short-form health survey, SF-36) # * iw?']fi_i Rl URNEAE A S R
4 #< (physical component score) £ .32 % 4 # (mental component score) # B4 » & #k
B A2 E R R

m %R #3 3= %_E 4 (pain numeric rating scale, NRS ) % ¢ A% % 0% 100 % 20 & 0 % 100 -
dOpA AR AERE PREFDRRER OAET AR 0 PR VA EEA T IRHARR
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T Fmi‘l’*’?lff’ipi‘ﬂ

éﬁPp‘}'iir'z\E w7 o g EMA chi % A48 2 305 » AQP4-IgG 1 oE 3¢

7ok B e il 8P

\ﬁl{rim’ﬁiff&’;"ﬁf‘_p

EDSS /w\ﬁ';;\ ﬁ}]‘%ffﬁ%}b:iﬂ'{i

gadolinium-enhancing s dicp § LAk o IR 3 ¢ HRKR Gk A2 B F

7 4033] -

% %;é‘ﬁ 25 Hp

733, 34]

AQP4-1gG H 153

RN 2 2 a3y
/\-’"}/%\‘ RN W *x P$

(213 *) (230 +)
Z & | Inebilizumab| X &# | Inebilizumab
(52 +) (161 *) (56 %) (174 +)
E (), T of(RE L) 4244143 | 432+116 | 42.6+13.9 | 43.0+11.6
Lo A #(%) 49 (94%) | 151 (94%) | 50 (89%) | 159 (91%)
(AT ﬁ”z(%)
i PR 5(1006) | 11(7%) | 5(9%) | 14 (8%)
I A 8(15%) | 37(23%) | 8(14%) | 39 (22%)
AR P SR 5 (10%) 14 (9%) 5 (9%) 15 (9%)
G oA 24 (46%) | 86 (53%) | 28 (50%) | 92 (53%)
H 10 (19%) | 12(7%) | 10(18%) | 13 (7%)
5 AR 0 1 (1%) 0 1 (1%)
;k #iTEE(R), TR | 001156 | 38.6:121 | 3834152 | 385:120
IS (D)
<2 13 (25%) | 24 (15%) | 14 (25%) | 25 (14%)
=2 39 (75%) | 137 (85%) | 42 (75%) | 149 (86%)
EAEPS th, TiotEE g 1.5+1.4 1.74#15 1.6+1.5 1.741.5
Jeops PE (), T3t L 2.913.5 2.5¢£3.4 2.843.5 2.443.3
L 'l fze % (%)
A 19 (37%) | 77 (48%) | 21(38%) | 85 (49%)
I - 32 (62%) | 94 (58%) | 34 (61%) | 99 (57%)
P & BGEE 8 (15%) 6 (4%) 10 (18%) 8 (5%)
W2 s R
ERCRRE 51 (98%) | 159 (99%) | 55 (98%) | 172 (99%)
3K 26 (50%) | 58(36%) | 27 (48%) | 67 (39%)
SR S 3 (6%) 8 (5%) 3 (5%) 8 (5%)
W R Hl/r"}%f i, A (%)
I ISR 36 (69%) | 108 (67%) | 38 (68%) | 114 (66%)
Corticosteroids 21 (40%) 74 (46%) 23 (41%) 79 (45%)
Non-biological 25 (48%) | 77 (48%) | 26 (46%) | 79 (45%)
Immunosuppression
Azathioprine 21 (40%) | 62(39%) | 22 (39%) | 63 (36%)
Mycophenolate mofetil 7 (13%) 25 (16%) 7 (13%) 26 (15%)
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AQP4-19G 1 1% 3 SRR YRR
(213 +) (230 +)
% & |Inebilizumab| =% &# | Inebilizumab
(52 %) (161 +) (56 *) (174 +)
Methotrexate 0 2 (1%) 0 2 (1%)
Biological agent 5 (10%) 23 (14%) 5 (9%) 25 (14%)
Rituximab 4 (8%) 12 (7%) 4 (7%) 13 (7%)
Interferon beta 1 (2%) 6 (4%) 1 (2%) 7 (4%)
Natalizumab 0 2 (1%) 0 2 (1%)
Glatiramer acetate 0 2 (1%) 0 2 (%)
& E PR 16 (31%) 53 (33%) 18 (32%) 60 (34%)
A # gadolinium-enhancing &+
W T P™=1 08:0.9 | 12412 | 0.9:0.9 1.241.2
) EDSS » #c, TR X | 44416 3.8+1.8 4.2+1.7 3.8+1.8
AW RS RS 28| 1934157 | 2314164 | 1964156 | 235167
R i

(C) Bk
& Frredp th

A& Fpredpth 2 I HEHEL TR F0AT T o minF A e EFY
inebilizumab ‘22 % Fa e s w i 21 = (12%) 2 22 i+ (39%) ;\Fé AR
T A B K vx#ﬁ ek 7.2 % & o7 inebilizumab e p ot FAl e g “ﬁ* iFen
B % & ¥ i< (HR 0.272, 95% CI: 0.150 to 0.496 » p<0.0001) " - @ AQP4-1gG 5
M2 P 5 inebilizumab e & FA e A w G 18 = (11%) 22 22 i+ (42%) = i
*‘ﬁ % &M% 17 > inebilizumab = & M3 Tk 'k iR A F M (HR 0.227, 95%
Cl: 0.121 t0 0.423 » p<0.0001) > Z & /5% }}% A s 3.23 4 (95% Cl: 2.72 to 4.54
LYo

ARFREPIEFEELSE R LR EE O E S SS w bk
¥ L inebilizumab & F A F FL b e (2T ) EBENT Y AR
Fliuih b B F en 3 1% % [33,35] o fjm ik A EDSS A B EE )0 5 fep
L3 W58 EE LM AP MT R LT E hiew? i * inebilizumab
R LS Ve BLE T Wk S S S

47 3B od iR R SRR A 15 % [33-35]

FAF A I (%)

R HR (95% ClI
S % jA Inebilizumab (95% CI)
S R YRR 22/56 (39%) | 21/174 (12%) | 0.272 (0.150 to 0.496)

" kb %t & (hazard ratio, HR) ; # #8 % R (confidence interval, CI) o
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e

FAEE

A gl A B (%)

% A

Inebilizumab

HR (95% CI)

AQP4-1gG 1% 4 3

22/52 (42%)

18/161 (11%)

0.227 (0.121 to 0.423)

‘]“i_ \g]
71

J».k;_—_

2/6 (33%)
20/50 (40%)

3/15 (20%)
18/159 (11%)

0.326 (0.048 t0 2.223)
0.247 (0.130 to 0.468)

s #p EDSS » #c
<5

14/39 (36%)

13/129 (10%)

0.257 (0.120 to 0.552)

>5 8/17 (47%) 8/45 (18%) 0.367 (0.137 to 0.981)
ER R S

<2 3/14 (21%) 1/25(4%) 0.160 (0.017 to 1.542)

>2 10/42 (45%) | 20/149 (13%) | 0.256 (0.136 to 0.480)
e ¥ T ()

<5 15/46 (33%) | 15/144 (10%) | 0.289 (0.141 to 0.592)

>5 7/10 (70%) 6/30 (20%) 0.192 (0.060 to 0.615)
8%

I A 5/8 (63%) 7/39 (18%) 0.202 (0.061 to 0.663)

A gh 17/48 (35%) | 14/135 (10%) | 0.261 (0.129 to 0.531)
AR 4 e

¥ ik 11/29 (38%) | 12/95 (13%) 0.288 (0.126 to 0.660)

5 F 2 e A 11/27 (41%) | 9/77 (12%) 0.271 (0.112 to 0.658)

4t AQP4-IgG B (T AR R AT R S A R 0 A B OTA 45 A

IV ’.T_’izi ﬁ g ‘l‘l % ch

‘3;
1=

—

‘,l'lj f”L:':%
£

\

pw)

&M T
T3 NE U Famp,t niii"if‘r/n\’]i’?f’/»\’}‘?.f‘:é:—%f‘%ﬁﬁ "2
\égﬁi\ 5 &)

—,ﬂélﬂilu—ii"?m/}v}%J’%ﬁ
AU Y el S 2

£E v R A

7417 AR

B A FTERNAS B R B AR T

L% LR R 6

M TR s 7 g Mg Tt
BRres TR L - RI[34, 35] - H P ux

{7 e 37 8ot 0 inebilizumab "% & B (T ek 'k AP

POt H e ATR B A 7R MR e ]

- (HR 0.354, 95% ClI: 0.207 to 0.607 ) -

% 7 AQPA-1gG B {2 % ¥ ehi &y ridp et & A 7 5 % [35]

AR R AT

B4 E A gL e (%)
% & Inebilizumab

HR (95% CI)

Ba A I A

]%Uj» F(L A7 %)

22/52 (42%)

18/161 (11%)

0.227 (0.121 to 0.423)

F LR ER ¢
T2 AN T

18/52 (35%)

16/161 (10%)

0.248 (0.126 to 0.486)

F%E&ﬁ ’*i%’ﬁ—

23/52 (44%)

22/161 (14%)

0.262 (0.146 to 0.470)
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AR R AT

FAE A B A B (%)

% A

Inebilizumab

HR (95% CI)

T

T I L

24/52 (46%)

30/161 (19%)

0.354 (0.207 to 0.607)

¢S Y Rk
i A ek g T

22/52 (42%)

22/161 (14%)

0.275 (0.152 to 0.498)

AT

19/52 (37%)

16/161 (10%)

0.231 (0.119 to 0.450)

MRI Fzzaz. & 13 i

LEEHEBFIENR Y

o 24/52 (46%) 25/161 (16%) 0.285 (0.163 to 0.500)
T ie R

A s (F

10/52 (19%)

8/161 (5%)

0.222 (0.088 to 0.565)

FRENE P

14/52 (27%)

11/161 (7%)

0.214 (0.097 to 0.472)

15 p AN 2
& TR

19/52 (37%)

16/161 (10%)

0.229 (0.118 to 0.446)

el B4 & T

22/52 (42%)

18/161 (11%)

0.228 (0.121 to 0.430)

A #p EDSS 4 #«c

WA= & b A 45 5 %

& AQP4-1gG 15 1% # ¥ > inebilizumab ‘e 4p > % A &2 > EDSS 4 #ick it
e e St bR F 4 (16% vs 35% 0 OR 0.371, 95% ClI: 0.181 to 0.763 > p=0.0070 )
S MR A iR s B F i (K978 1.7 vs 2.3 > RR 0.568, 95%
Cl: 0.38510 0.836 > p=0.0042) P2 NMOSD #p B A Fe % #f #ciizt b B F i (L
2@ 1.0vs 1.4 » RR0.258, 95% CI: 0.090 t0 0.738 » p=0.012) » e A BEP: M ¥ B
ARARAAL BN A 22 F LR (LSM 0.562 vs 0.600 - difference -0.038,
95% Cl: -2.312 10 2.236 > p=0.97) - EMA ch# 5% A 4F 24 05 hfaif A 3 ¥ 5
22 BB 23§ EDSS A #crnE (L BT enE BB (T8 R AR o 7 if &
BLRE > MRS A~ #ick F R TRE R IR RIS S0 i S L
EA R R o SR TR ¥ S RS KA FEAN G K

N H i % & dp 62 47 % Mg e 1755 %

Inebilizumab hZE F 2o~ G Ainke B p TV RED o PRI A 2
inebilizumab ‘e B fmre B bzt P B EE TR P RCPH R B e i "5 3
AP 10% T o F T B EBHRENTIOEFETF L 007 2 0 T55F EHR
£ 5 97.7 ug/mL> T 352 & 2 % £ % #p (terminal elimination half-life ) 2 18.0 = -

° =% &t (odds ratio, OR)
Pt Zab & (rate ratio, RR)
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EMA ch#& 5% 447 4 45 01 inebilizumab e 247 5 4
MS en55% > &~ 53 & i£- ¥ & 47 inebilizumab ;5%
P B End Fo i dE F12[33] -

& 44 12 rituximab 5
el B we Bicd 0 MaE

Inebilizumab ez % Aled > & w3 5= (3%) 2 4= (T%) X#H

| 3] 750 R 132 $inebilizumab 748 > e A PR BB 4 B B B H o R

vl b 253 % 19G 3= inebilizumab £.F ¢ R v AL Pk R > @

% RCP % 197 = pF/2 3 %ﬁi&iéﬁ‘ﬁ Uk i b s % 190G B R T 'E cEMA chE

n«% HARZ ¥ AF w4 E P s Fuinebilizumab FkE ¥ ] R K TRk R S B

R > TEREREES Ja * FIL R R (immunogenicity ) i = 5 sk T
R R RERET R B kE[33] -

T ARy A gAY F E ik R AT s3] - 45 3 (type Lerror)
i F) R o *-wg EMA sh# 5% 5474 > ¥ - 55 4 i 4398 - MRS 2 Heenif &
Mtk BT 0 A AQP4-IgG B 4253 7 inebilizumab ‘e dp #03t % & .;iﬁ
Lt A GV BB T42% ([33] e AN F TRERGEFE R ITRESET
& AQP4-1gG 1453 ¢ > inebilizumab EAp >t % A e g 4 B & 18 (Fep
vk A e b X (33.3% vs. 45.5% ) [33] - A2 /;«r-r?fr:}p gt e > 1245 FDA
hE LR BARL o AW R 28 %2 SF-36 B E LY LA A #k (physical

component score) % it & eI AEE ?l. ’ inebilizumab B Eﬁﬂ | &
R A g eE s w5 47 (BE AL 215) 2 08 (%4 19.0) [32] -

b g5 2 NRS ehs i 8 32 7221 inebilizumab 22 % @*ﬂ GRERIPANGE Sk
TiaiE A W 5 388 (1E# F 165) £ 96.4 (=8 X 271) > 2% inebilizumab ‘= ¢
B e Bl N P REFALR[32]

-

129 EMA % 5% 5472 > inebilizumab s »cdF 1412 5% 4 RCP ~ OLP
2R MPURDENEBRES G EPELEMFIFF AT o £ 3 2019 £ 6 7
6 P > AQPA-IgG {4 (208 * )& & 444 it 5 0.118 %/ 4 & (95% CI: 0.088
t0 0.155 = /4 &) [33] 5% ¢ L% T inebilizumab iR vx % ¢ - 24 RCP 3
FI)OLP fed »> OLP £ @ asN vy FafEf #ot 25 [33] -

N-Momentum #2% 2. OLP & (2020 & % = %) pF > £ 5 174 =% Féﬂ
= OLP» 225 =% Fé i & * inebilizumab - liﬂm)%pf}—"‘* 232 # (&3
) B E LR 7304 AE S EEMFITF S 0.002 /4 #E 0 64% G M TR
4wt Fay - #[39] -

(d) % 2P %
< 5 4t AQPA-IQG M X RCP A I S 4 4 - 313 2 F > =
T R

&Y RZ A e’ilf’z;i' Ve R M2 AF E R EE A LFEE o

23/48



111BTD09016_Uplizna

Inebilizumab =& % Fr#l e s w5 117 A (73%) 22 37 4 (71%) % 2 % LF i -
Inebilizumab = 3F £ ch& 57 LR EF AAFF < F H L FR e ¥ L7
LF LSRR A (11% vs. 10%) B & 4 (10% vs. A4%)~ i F Jis(9% vs 10%) ~
#F 7 (7% vs. 4%) ~ 2 7 (8% vs. 8%) % H *F]% (7% vs. 12%) -

AQP4-1gG 1 M Féif ¥ > inebilizumab e g% e s w5 6 £ (4%) &

54 (10%) #4 pE* 2% 2 o A RCPH R > % inebilizumab ;57 % 33 % g

324 (1%) w4 ExRiz A F2FAF 2 o ui28 AL E £ pyem s

ZEA R R AOLPHRF > 3 S5AFAERBILIFZFIFE AW V%’

A B 5 L N 3 i Lif”r:}fg iE 2 ~ 37995 14 (hepatic steatosis ) ~ 3% I~ 3

#avdpdc b = 2 5% [33]-RCP & OLP ¥ A 5 # * inebilizumab jgf e ;éﬂ‘ﬂ‘ LA

AuF 12 8AgsNear TR, v Hd w12 6 424G M[33] -

EMA ch# 5% A4 2305 0 %% %23 g 3@ * inebilizumab § P & &

B B E R AR % e LR T inebilizumab 2 b #cE 2 4 SR LA RE
TR R IAR T A B Aot b 'R [33] -

RCP #/ g X3k 7= » {3 EMA ehE 5% 4472 > 2 OLP /7§ 3
'1£€$"%?4 [33] - # & = ff—i;é"ﬁm? FIV B nk E b o - F A MR TR
Rz e B ¥ - =P %] COVID-19 ;]);«1_%; M o — R iR E . g7 F i /z#nf
2 inebilizumab 2 B Bt > F1 5 F FERPETE RICRW G R FM S F G
J5 % (progressive multifocal leukoencephalopathy, PML) ~ & iR 4% # X
(acute disseminated encephalomyelitis ) # 2-& 4] NMOSD 42 % - EMA & 5%
A4 NEL T #ﬁ 2 F R PML shh G AR M 0 i
inebilizumab p¥ %8 ;3 2 PML 2 H 3 @41 R 4 b 4 [33] -

R 2y R0 gof7 0o L IR M R PR G T RCPH R
inebilizumab 3 4 % = %o & ZR#cE " Kot HRF[33] 0 ¥ IgG kAR T
A% R R e R kT S S AR P R RERTFINFL RERL A
RCP# G 3 A FH=rfd hd 3T JOLP R 5 1 45 Apk ik
Moo TFL iRk o oo d 0 RCP 2 OLP ¥R » &K v :fa“r C ]
inebilizumab Ap R > 2 TR R G ABRRIT R > AT LS PRHER L

B R E €T R 4ea 2 FDA 2 EMA chE 5% 4472 % ot AL 4
w32, 33] o gttt o iR F G AR ES F R E R R GAPM AR E
o E R R Pk 'R [33] ¢

N-Momentum #5% 2. OLP & (2020 & % = %) pF > £ 5 174 =% Fé?‘f =3
= OLP - % 225 =% i * inebilizumab % ;é«"z ¢ >89 4 (40%) (G JEARTSE AT
2ZFRFE O RFLF S RAER R (26%) ~ JFIE (21%) 2 B &R (17%)
[39] - 28 i (13%) = Fé“‘é_iﬁiﬂ AF o105 A fiskd B 3 &y iR 1gG i
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T(<T700mg/dL )t ABEF LA R kAR MPFES B 4T EFAM
$12%4&Fn% 100 4 2R 4 F (95%CI) » %] 5 116.3(102.4t0 131.6)~68.1
(57.2t080.6)~619 (50.3t075.5)~55.1 (41.7t071.4) > %77 R % 5 & AN
}%Eﬁﬁ&i‘gﬁm FA[39] e FlE B E R AR EFeE %’Jﬂ/z#ffiééﬂ
RAEFRB LY AZEBL a LRI 4 Fix E"i eI g o B 4c b OLP

Hp R Ak 2 HFKS P IRERNTERI O AFLA RGPS RIS RE RS
TR f#3 E5% o

Lo g MM AT 2 RE A AT £ [34]

AQP4-19G 1 %3 B L R
(213 +) (230 +)
Z A | Inebilizumab| % & | Inebilizumab
(52 +) (161 +) (56 *) (174 +)
EmA AT 37 (7T1%) | 117 (73%) | 41 (73%) | 125 (72%)
ERER 2T 5 (10%) 6 (4%) 5 (9%) 8 (5%)
L FRicR T ELA AF 0 3 (2%) 0 3 (2%)
T FRiBLERLD LR 0 2 (1%) 0 2 (1%)
LR R L
i f]llg B4 5(10%) | 18 (11%) 5 (9%) 20 (11%)
BE &R 2 (4%) 16 (10%) 2 (4%) 17 (10%)
R 5 (10%) 15 (9%) 6 (11%) 16 (9%)
¥R 2 (4%) 11 (7%) 2 (4%) 13 (7%)
SR A 4 (8%) 13 (8%) 4 (7%) 13 (7%)
R 6 (12%) 12 (7%) 6 (11%) 13 (7%)
iE 3 (6%) 7 (4%) 3 (5%) 8 (5%)
B 15 1 (2%) 7 (4%) 1 (2%) 8 (5%)
B 2 (4%) 6 (4%) 2 (4%) 6 (3%)
N LY 1 (2%) 5 (3%) 1 (2%) 6 (3%)
o 2 (4%) 6 (4%) 3 (5%) 6 (3%)
¥ Bk 0 4 (2%) 0 5 (3%)
P 1 (2%) 5 (3%) 1 (2%) 5 (3%)
FERE R 4 3 (6%) 5 (3%) 3 (5%) 5 (3%)
2 5 (10%) 4 (2%) 5 (9%) 4 (2%)
e R 3 (6%) 1 (1%) 3 (5%) 1 (1%)
= R 4 (8%) 1 (1%) 4 (7%) 1 (1%)
iR 5 (10%) 1 (1%) 5 (9%) 1 (1%)
et 4 (8%) 1 (1%) 4 (7%) 1 (1%)
BE? 2EE
BE & 0 1 (1%) 0 1 (1%)
g A 0 1 (1%) 0 1 (1%)
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AQP4-1gG H [ %% BN R
(213 +) (230 +)
% A |Inebilizumab| % & & | Inebilizumab
(52 +) (161 +) (56 +) (174 +)
Z BER 0 1 (1%) 0 1 (1%)
89 1 (2%) 0 1 (2%) 0
ERrEE X 0 1 (1%) 0 1 (1%)
& tt””;ig 43 0 1 (1%) 0 1 (1%)
g 0 1 (1%) 0 1 (1%)
E e FEE 1 (2%) 0 1 (2%) 0
LRI 0 1 (1%) 0 1 (1%)
o 1 (2%) 0 1 (2%) 0
T 1 (2%) 0 1 (2%) 0
0 BB 1 (2%) 0 1 (2%) 0
i 0 1 (1%) 0 1 (1%)
L 1 (2%) 0 1 (2%) 0
Pra Mk 1 (2%) 0 1 (2%) 0
i RGE R 0 0 0 1 (1%)
A T 1 (2%) 0 1 (2%) 0
R4 ok 0 0 0 1 (1%)

) HuEuAfins

- A A IR (EDSS 2 mRS % #c) “% {¢ » #7 (post hoc analysis ) &
R[] @k BaE= & A5 nghAn i F A R o A ¥ - S HIEL
i rituximab %R R T2 R (44T Y 0 BT Y 5 5 BT inebilizumab
R B R F?‘F] ¥ oA 4 FF'JF?\E' FOR T e d AN PLE {8 A 7 A Bl b
N-MOmemtum &5 & 2+ & & R r|tUXImab kA R GEFRES A o AT T D
BEA P IMAAH TR T g @A E TR E > FFERRS
H%[37]; B % 2 MnInA PR T 94%% & * rituximab s Fé‘ R AR
o5 DAPEATAF ¥ nXEE 0 F ¥ rituximab mhéé—*ﬁg_iﬁ&g_l L E
I (18% VS. 35%) 2B ER Zant Zx (10% vs. 18% ) #§ [37] - & fs — 7
WOLP S e EF2ZERAPTAY TR » R I5RK 4 &0 2 AQPA Fiklfs 14
= p?‘j" (75 %) [38] ’ ﬁ;’bﬂg Foe £ IO i AT FIR LS R RA %
* d\%é&% v @ Jﬂ»/z‘#kﬁfifﬁr} i £ (selectlon bias) 2 7 7 g % £ (immortal
timebias) ¥ ac s LA P AT AL HRBEY LB ITERT ) kAR L
WE MR LTRSS IR rﬁ“nb TP A £ % inebilizumab 5 4 & 2 b 2
AQPA MBI a7 > % F- E RGP TS B R Pl R
BB R e P2 ) g EBFLEY R ERER LT Ak o

B. B4zt ik
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Wingerchuk et al. %% & eculizumab ~satralizumab % inebilizumab 2_ %g §% & =&
% (PREVENT -~ SAkuraSky ~ SAkuraStar ~ N-MOmemtum ) & % i {7 &8 &
70 F LR N B A Y 2 F R R 3 AES T 3 AQP4 Furl E 14 NMOSD
F A A2 Frox[40] o B¢ - AR EIFE 2 BES DE - o P& A
G R TR R REBEFF R o m By #1158 % ot eculizumab 5 98.7%¢h
¥ L BdF sk ¥ > @ osatralizumab % inebilizumab s g A~ w5 0.7%%
0.6% - fed 3> » 2 S A JRGRBE TR IE R A BF TR BARBRRET -
prEEF AT AR BERHXFORAFTEY VA TSR R
[43, 44] - ¢+ ¢t » PREVENT (eculizumab) 2% % SAkuraStar (satralizumab) 3#
G e A Bt o w21 4 2 41 4 o ¥ SAkuraStar :FES% A ik B AQP4
ﬁ@#ﬁ&%@ﬁﬁﬁbm,ﬁ@»&ﬁé&gﬂﬁﬁﬁbm;%&fﬂ
SAkuraStar szt 2 T 4 3 E % AT & AQP4 Fil I H = ;i;[24]
PREVENT @2k en¥ - jo kel #2 @ L | ¢ 222 FH8 07
Wingerchuk et al. & EAT 2 pdT B %Ew o L8 (7 A 17[43, 44] FAE R REE 4o
PN R e B S Fin t (sparse network) ¥ ¥ 4t & AP RESF K {XF AL
ﬁ’ﬂiﬂrﬁ ARG S G TR 0 A BFIEEA SRR L oo

Luoetal. & * 3 NMOSD s « ~ M1 fhic R 2 7 H 1 S » 1S5
g3 2L RE S A ek Ee AT 7 B % ¥ 2 model-based meta-analysis k it {7 R 0t g
[45] - 4~ 7 e 23t & 4™ < eculizumab > tocilizumab > inebilizumab > rituximab >
satralizumab > mycophenolate mofetil > azathioprine > placebo - & gt < ;’% LN APS
2B T B A BB AR RO A AR ke R R
AR L B A AR F R B A R AR
FWMAPTREFOFRVREF LG RF T mUE -

(F)ERFFRELTH

Lééii—*ﬁ*v?%j%?q”c’ﬁi pN ) x#g&év[f&* Z%ka(N Momentum
LEPRE ) 0 2o g e RN v R AL R

AEEEFTRBRENF S TR FIREE R0 4 B
[anti-aquaporin-4 (AQP4) antibody positive] 12 4L 4 5 4 &% X (Neuromyelitis
optica spectrum disorder, NMOSD) 2. = % ko fk@"?ﬁ*ﬁ’@";ﬁ [ ING AR
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JEMN F AT YAk FURE F d-9 4 8B 4 [anti-aquaporin-4 (AQP4) antibody
positive] 732 A4 5 4 B (NMOSD) ~ — & & 35 4 — =10 b v - &\ g4
SR R RIS RE L S E A

AP E T F 3> AQP4 sy E - NMOSD e 7. » vf AEE R G

satralizumab v e kTR 7‘*\»]3:? o @ AR A %8 eculizumab * ATt iE BE o A3F

7 W2 NMOSD ¥ &% % i 754 Tk & fehig % 0 2 & NMOSD T

A #&x LY HIFH LK NG LD H Y (offlabel ) # * azathioprine &

mycophenolate mofetil » =755 F &7 ER2ER @ * rituximab o 2 o it 2 505 %
Py 3 "L ¥ s i@ * mitoxantrone g methotrexate e

0

4

&5 EARFT G RE CNMOSD &k 2 fph & 7 L 0 AL 05
AEELRNAFEGEEFCET S AN AFEREEET * A AQP4 F B
NMOSD {& & B & % i ¢h satralizumab » 12 2 (7§ iof ¢ o H b i@ * 2%
NMOSD 1% & & 3= azathioprine ~ mycophenolate mofetil ¥ rituximab % > ¥ 48 2
R R S

o

i

(5) 3% FRAKER D2 % SR

Y
)\_
W
*
i
(™
=
=
ﬁ
I
%
e
pijud
hr
e
:l
P
O
m
5\
H
I
=
e |
Fn,
o
hr
e
‘\

() PPHETRFRE*EE 21

I ﬁuf"ﬁ R BELIB GRS IRERZFTT RS R 2T AW R
™ e 7 U'L’*“ PHEEED R kA N-Momentum gk > @ P w4k 7L A 5
WELNERVRAY  AF2EARBRCRIAT ARSI RIS &
T 4F 1t N-Momentum 3#5% & % o

TG oy
?\I\'. o

,-\

N-Momentum z&5 jz 4 230 = NMOSD 5 * > 143 #% i1 & inebilizumab & <
RAEFIFF LR TERZEBHBI T LR 2 B g T Y T afrer 2
> "ifiﬁﬁé"%ﬁ@ﬁP Brenid 5% Bt & AQP4 Fos iF |4 en 213 f“"%éi""‘ ¢
inebilizumab =% 4 R L R € H 22 E BB Fah e FRETF e (HR
0.227, 95% CI: 0.121 to 0.423 ) Inebilizumab =37 /& 6 4 )}% “ ¥ 2 NMOSD
AR BE AP R AR Eciit P R F i (RR [95% CI]: 0.568 [0.385 to 0.836], 0.258
[0.090 to 0.738] ) » 7% icdp 1%~ & - inebilizumab ‘ez 2 EDSS 4 # & i i 4
B s BEFRC (OR0.371, 95% CI: 0.181 t0 0.763 ) » e - BEP% M4t R AR A4
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A A BDFET A ORI G AF I HFLR A RRTE AR iR s o
B e SF-36 EEEEAY DM v A BE B AT EAORLF LT R
T EFLR

% 5z AQPA FMIE X R4 W F AR L3 > inebilizumab 4R 2 o
FOAE A S A e (73%vs T1%) ¥ Len? AR 2 5 RER
N S ~§i;J;LF B~ B R AFILE o Bd 3 2 F 2 et 4 sinebilizumab
fechgg 4 S e i (4% vs. 10% ) o »t 2B B B i inebilizumab =3 2 £ (1%)
FAERB K2 LERE T RAHERE N E TR @
inebilizumab 2 %3475 3 4 5= > H¥ - A @B RARAT S &FE I F LN
B T % ( progressive multifocal leukoencephalopathy ) » #& 7 a; K,f v oF) e
inebilizumab 7 B - & * inebilizumab X 3 BLEF|IP RSB BRE R 2 b %
THER o e F L CHEE L ELE R o

SETTE

AEE AR AP FHRT B 5F &t R R4 £ 4 CADTH 44t 4n
23§ s 2 &-eculizumab % satralizumab 3= 5 3 2 ¢ W & 2 NMOSD s * 2R
MU I F R R IR K2

‘v £+ CADTH £ $34p 023§ o # Fon= R 44 45 11 - NMOSD & - 6 ¢ ¢
;\;];«1&;}%% R E>E LR }]’9‘5’% $rend o TV L ERAA BN S
G T2 R o NMOSD s ¢ 0t § FIE LA (Fa DA F e g4
Bl ~ARA e X 02 ok N P R e M it 4 IR A a‘;ﬁv%fg%firi&“z
g&‘ AE T REL AL EERE A D ho B AN AT A —rﬁai‘g
e FE FEred R B A MSH I FLRF AT L A fosc L R B IE L b4
7= NMOSD 7 * 7 & % >F e ISR o B2 kL3 g 5 NMOSD
Ffpor st gy 0E A ERCFEE ISR BT R @R 2 R E

B BEDREZE S RRYRAH R REV RS B R
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(-) EHRFRDLRP EFF LHTFY

EHRFIAEHAILASHR PP L EF GRFFY

A4F % 1 % %4 CADTH/PCODR-PBAC * NICE 2 ¥ % 43 m 4R 2 &
REREZFTH ARG EH LS FRPHE TR ERF L
CRD/INAHTA/Cochrane/PubMed/Embase 4p B < % » 4B f2 1 & F o fL 30376 o
BB HERE DT A RRFET B

xR ik FLp Y
CADTH/pCODR
’p 32022 # 10 5p ik 0 HmAPR FAL o
(4 £=+)
PBAC (:#) 32022100 5Pk AmAREFAL o
1‘20224}10)’]5 __E’ ﬂ\% 'r-T— E’,#\
NICE (# /) - Pi A REF LEETR

DA R NPT o

—‘E!/*;‘i:\i A

|
4

?4-?¢i CRD/INAHTA/Cochrane/PubMed/Embase 3% 4 % -
EHRERELTH  ERFERELR S AnF g TR

7+ : CRD % Centre for Reviews and Dissemination, University of York, England. <5 8 -

INAHTA 5 International Network of Agencies for Health Technology Assessment 5%
1. CADTH/pCODR (*c £ * )

32022 & 107 5p 0k > Hadphd FAL o
2. PBAC (;&#)

32022 # 10 * 5p ik > AmAphE FOR o

3. NICE (¥ &)
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2022 & 107 5P ) AE AR ARFAIERY > A D2 T .
4. ﬂw%fjg;fi;;j;ﬂ:; GRS
(1) SMC (@ tfd )
£2022&10 % 5p 2 > AEAPHFA
5. TFFTHEARM v
(1) #=-32

38 4 * >+ 3F CRD/INAHTA/Cochrane/PubMed/Embase & + 742 &
M 4ol

(w,
W

"1 5] PICOS #s 0 iF 1% > THH & AR B RATELHEE T 2 4
¥ (population) ~ ;5% > ;2 (lintervention) ~ % »c ¥t B 5 (comparator ) ~ 4 % ip|
2 4p 1% (outcome) % #7 7 K& > 2 (study design) » B 307 i 2 FIL 4o

SRR D IARA AR
Population

ﬁ%&&:%aﬁ
Intervention inebilizumab
Comparator A%
Outcome AT
Study design ZAGTELG R

P+ it 2. PICOS > i% i CRD/INAHTA/Cochrane/PubMed/Embase % <~ )’;k?
FLE -3t 2022 & 10 * 5 p > 12 neuromyelitis optica spectrum disorder~inebilizumab
2GR 4p B 2 2 8 > 4o cost-effectiveness analysis, cost-utility analysis,

2- 24

cost-minimization analysis % &t 5 M4 F & (F0F » JOF 5008 5 L ek o
(2) FHE%

AELRFRBRE YR R FREATER LMY M AR ER Y
AR ARM AT Y o

6. Li‘?;%‘ﬁiif#i—}i B A FFYT T
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Li‘;i;—*ﬁ;f{ %_PICOS i% i+ % P:neuromyelitis optica spectrum; I : inebilizumab -
Uplizna; Ot cost~ ICER ; S: T 4ph =2 » R EH @ L A%Fmg F
#5118 PubMed % ~ 3] v RREAEIOF (S T AT R E R L LATR G ML

e

i o

AN B BRE MRS

(-) Bk

2 RZARA 54 8 (neuromyelitis optica spectrum disorder, NMOSD ) 2. g
FEFHALRE ARENELFGAOSHIFLFAAL4G] B > pAEFELZ
R A 3 B NMOSD g 75 » 5 L g £ 356 % NMOSD e3¢ 4
qhE ﬂg»( 05 6|2 F FH A 080] > ¥ gREGFFeh RHF2 54 BF o 4

§x {3t 2013 & 1 2017 # NMOSD g (7 3 . & ﬁ'p’ g 4 7.30][48]> ¢ ®>t 2016
#3 2018 #2 NMOSD # 4 5%+ g + & 0.28 5/[49] -

P& FARMEF L ETHLREAMAY S5 o 2015 # 20 12+
% 4 NMOSD 2 i d£fB M (v g7 2 & L i 4 147 ] » E8fR g4 & 5 &
L3 X061 5[13]e ¥ o BE - Y wiFarREET R R 0 APQAE
EX- R 15 5 74%][14] -

(C) Pib 2% S22
% inebilizumab & 4 % 5 Uplizna® (12 = §4L4 &) ¥ 300 REBIATATH &
ERFRER BT RBAIHE P T RR AT S AT HRLER
TAFF B RBAIFTATE R AFL SR ANER TG EHLHGED 2 L
FNER R AT o

5~ & WHO ATC/DDD Index[17]2 $#% 5 LO4AAAT > & T LOAAA : Selective
immunosuppressants ;o # ¢ » ¢ & LO4AA 1+ ‘ﬁ AP
0 A priiESH ERBETEAEY GFLEARTI R o L ATC
RS R CE T LT

AL THE TEEFRFHFR A CREFTELA R TR
Pperl e G T AEA ) 2 RR(ES) S TIEARA EA R > Y 2022 & 10
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Je ™ TR %
AEF i d & NMOSD Z &85 > | 25 F s d & NMOSD 2 %77 ;55 =
o SR '%JF?FFFF:'?:'_'}?@“’ ° o S 'ﬁifﬁf;’?i}?@‘;’ o
x%ﬁ_i,

AR
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Sitak= 2 PBAC 4% eculizumab * >t AQP4 #8815 +£ NMOSD &3 i 35 £,

PBAC #:z:¥¢ A % i inebilizumab % satralizumab #pR:=im 3R < » & 3 JE
PBAC >+ 2020 # 11 * %2 2021 & 11 * & % % — i» & >t eculizumab * »* AQP4 =
M NMOSD ciiFipaf 4 o T gl 2021 # 11 ? 3R 4 ¢ > 2 2R G2
®d 2 H peEL[26] :

e PBAC 7 i3 #-eculizumab % i *Y /5% AQP4 F48 1+ 1+ 1 NMOSD }]% A o B2
X PBAC 3% eculizumab Ap it i L 3R A% M E M F (Th ' kot
L Rt AN BRE FRTORENERE A T o LK
= & »x %t ig (incremental cost-effectiveness ratio, ICER) 1 #X i § - &3k * T
e gttt BN R Y R R iR AR AR B RI(S
7 8p EDSS ~ #c2 R 4E ) 0 (e d * eculizumab Ea2 R i ¥ 22 EF
@%’%Hﬁim%&$°

e RBFWEIY G PEINAGAFREL IR LT H TR DERK
ecullzumab TN G Bfs — SIEH ISR B (W 3T rituximab 2. {2 ) 0 dpet
#iE 2R M IE %Y ‘ﬁﬁ » Ui # ° if % ® * rituximab ~ azathioprine %
mycophenolate & ¥ * 2_3f 2 {5 16 0 1943 R 4o ¥ PBA nE
BB XA RP T & (adequate trial) ;> ¥ ﬂéﬁgﬁij‘;ﬂ i hE i
I & #-eculizumab RE i MR E P s 11 » PBAC 3% 5 eculizumab 1% =
WY 32%:p5 4 ¥ % i rituximab o e:c;tn PR F oA G < P& s
At fs - AR eculizumab Jo R i S o

e PBAC &Y &R feAk F 4+ (clinical practice) ¢ ¢ i * rituximab 7575
NMOSD (g ¢ % o 5 ¢hi¢ * ) ge3u 5 rituximab £_& if 9%+ 5 - PBAC 3%
% eculizumab F #2 rituximab i& 7 & ;4 gt fie > T #ﬂ 4 PBAC 2 * 2021 # 9
1iEx & 4% 1 (unrestricted listing ) rituximab o
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PubMed (3% p #p : 2022 # 10 * 3 p )

#1 inebilizumab OR uplizna OR MEDI551 98
("neuromyelitis optica"[MeSH Terms]) OR ((Devic's OR Devic

#2 OR Devics) AND (Disease OR Syndrome)) OR ("Neuromyelitis | 6,068
Optica™) OR ("NMO Spectrum Disorder")

#3 (#1) AND (#2) 76

Embase (3= p # :2022 # 10 * 3 p )

#1 inebilizumab OR uplizna OR MEDI551 353
‘myelooptic neuropathy’ OR ((Devic OR Devics) AND (Disease

#2 OR Syndrome)) OR (‘Neuromyelitis Optica’) OR (‘NMO | 12,371
Spectrum Disorder’)

#3 #1 AND #2 197

Cochrane (#% p # : 2022 # 10 * 3 p )

#1 MeSH descriptor: [Neuromyelitis Optica] explode all trees 53

49 ((Devic's OR Devic OR Devics) AND (Disease OR Syndrome)) 2018
OR ("Neuromyelitis Optica™) OR (*"NMO Spectrum Disorder")

#3 #1 OR #2 2,018

#4 inebilizumab OR uplizna OR MEDI551 68

#5 #3 AND #4 52
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FRE
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M3

PubMed

2022.10.05

"neuromyelitis optica”[MeSH Terms] OR
("neuromyelitis"[All Fields] AND
"optica"[All Fields]) OR "neuromyelitis
optica"[All Fields] OR
("neuromyelitis"[All Fields] AND
"optica"[All Fields] AND "spectrum”[All
Fields] AND "disorder"[All Fields]) OR
"neuromyelitis optica spectrum
disorder"[All Fields] OR ("nmosd"[All
Fields] OR "nmosds"[All Fields])

5,874

"inebilizumab"[Supplementary Concept]
OR "inebilizumab"[All Fields]

89

"cost benefit analysis"[MeSH Terms] OR
("cost  benefit"[All  Fields] AND
"analysis"[All Fields]) OR "cost benefit
analysis"[All  Fields] OR (“cost"[All
Fields] AND “effectiveness"[All Fields]
AND "analysis"[All Fields]) OR "cost
effectiveness analysis"[All Fields] OR
("cost benefit analysis"[MeSH Terms]
OR ("cost benefit"[All Fields] AND
"analysis"[All Fields]) OR "cost benefit
analysis"[All  Fields] OR (“cost"[All
Fields] AND "utility"[All Fields] AND
"analysis"[All Fields]) OR "cost utility
analysis"[All Fields]) OR (“cost benefit
analysis"[MeSH Terms] OR  (“cost
benefit"[All Fields] AND "analysis"[All
Fields]) OR "cost benefit analysis"[All
Fields] OR ("cost"[All Fields] AND
"benefit"[All Fields] AND "analysis"[All
Fields]) OR "cost benefit analysis"[All
Fields]) OR  ("costs and  cost
analysis"[MeSH Terms] OR ("costs"[All
Fields] AND "cost"[All Fields] AND
"analysis"[All Fields]) OR ™"costs and

1,019,429
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cost analysis"[All Fields] OR (“cost"[All
Fields] AND "minimization"[All Fields]
AND "analysis"[All Fields]) OR "cost
minimization analysis"[All Fields]) OR
("cost-consequence"[All  Fields] AND
("analysis"[MeSH  Subheading] OR
"analysis"[All Fields])) OR
("economics”"[MeSH Subheading] OR
"economics"[All Fields] OR "cost"[All
Fields] OR "costs and cost
analysis"[MeSH Terms] OR (“costs"[All
Fields] AND “cost"[All Fields] AND
"analysis"[All Fields]) OR *"costs and
cost analysis"[All Fields])

#1 and #2 and #3

Embase

2022.10.05

'myelooptic neuropathy'/exp OR nmosd

11,876

inebilizumab/exp

317

‘cost effectiveness analysis/exp OR ‘cost
utility analysis'/exp OR ‘cost
minimization analysis/exp OR ‘cost
benefit analysis'/exp OR ‘cost
consequence analysis'/exp OR cost/exp

580,541

#1 and #2 and #3

Cochrane
Library

2022.10.05

neuromyelitis optica spectrum disorder
OR NMOSD in Title Abstract Keyword
AND inebilizumab in Title Abstract
Keyword AND cost-effectiveness
analysis or cost-utility analysis or
cost-minimization analysis or cost-benefit
analysis or cost-consequence analysis or
cost in Title Abstract Keyword - (Word
variations have been searched)

10

CRD

2022.10.05

Results  for:  (neuromyelitis  optica
spectrum disorder OR NMOSD) AND
(inebilizumab) AND (cost-effectiveness
analysis or cost-utility analysis or
cost-minimization analysis or cost-benefit
analysis or cost-consequence analysis or
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cost) IN DARE, NHSEED, HTA

((neuromyelitis optica spectrum disorder)
OR (NMOSD)) AND (inebilizumab)
AND ((cost-effectiveness analysis or
INAHTA | 2022.10.05 |1 o . oo |0
cost-utility analysis or cost-minimization
analysis or cost-benefit analysis or

cost-consequence analysis or cost))
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