?4§L247§§; HEvP
ﬁ%%ﬁ¢:$4¢w5#

& 4ot & ik 0% 64k (Stelara® concentrate Solution for Injection 130 mg/26ml)
% ustekinumab

4 4 =
o

* % % 5 Stelara® (ustekinumab) p 98 # 5 @ 23k} B FF > T S X G AL TS

#(45mg/0.5mL £ 90mg/mL)£2 ## 7% 1 47 (130mg/26 mL) = #& 3| & \EEWW’w*“
§E e 36&}41;&?aj:’i‘ybrﬂ;)“f)iiﬁ'fﬁaVr"}%°Ej o F P iR ,,.{:m‘—*ﬁ’ % 45mg/0.5mL
A TLERIR] 0 A )%FE&SL)%FV}F&??{”&I?&A””W%‘ % o

whg\,

=

R iEg o AR/ NAIFER
1. e pan e itz 4 TSR A chs AR T B4R % 4 90mg/mL 53 e
2. %faf‘g@di’prﬂﬂ-wml@,«J % ’\}ﬁf_m/r}}é‘ o

A A L R PREFEFL 2 ARER A AR i
o BPwe 3 2B AR S WUR R EE - 2 4p 02 % 5 (biosimilars) & 7
EESH o FIE R Tigecp e Bz 4 TP HRT EF T
o0mg/mL &35 AT IHH A A 2 BB E R G H e B AA] (45mg/0.5 mL &)
RE AR PR T o AR RS S HERAL m?}jz}ﬁ B 4o
AL LR A R T | #0%, 1k,-fa¢1ﬂ'jﬂfﬂs LSRR FRERT G

SRR E 0 R ERET 2 o

PR AR 108 £ 05 ¢ 17 p

P AR Y
e S

1. it%%ﬁ#?%@$1$ﬁéﬁ

i PRy

106 # 3 7 21 p > Z R R A ENMTARIEEX2AFRT B
ustekinumab #* >t = & FUFE K E s o

A AR R

4 £ &

CADTH | Ustekinumab & i ¥ » 3 f g% 24 &3]~ — &% 38 685 3% 7~ ] #7413 (tumor
necrosis factor alpha inhibitors) & % &5 &7 i ~ 25 & B2 &2 @f % 09
i&%@ﬁiﬁ%ﬁ$ﬁ%&’éﬁ’ﬁﬁ%ﬁwﬂm*%&ﬁ@zé~
mipat AN RE LY ERFERHELE

J\[J‘Ia\ﬁjﬁa’\ °
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i A

Tk i% & (clinical criteria ) :

—lir'%’)]% A d N LT
response) eHE L, B2 e i

v @ E 3G ek F & (clinical

w “'J\~
o

H @ ik it (conditions) :

 Ustekinumab s #2715 > 7 Jefee Btz 26 2 @l AE R 5 A
FrH2ZERLE o
© & ustekinumab Jp o S 4 e G SR SISk 0 F ET

N
% o

106 # 3 * s PBAC % § gﬁw | & 422, | % ustekinumab * *+ T &
By Rl S A E g 4 i o#prﬁé.sm PR 8 FAKRY
FERr AR URT LR E 0 F LRS- -

P

PBAC St p R e fﬁ'gii%i/f@’“ﬁcf? PBAC L R ¢ Wi * & & s

ﬁ% ’%Awq%4k@%%%ﬂ’&%iﬁﬁﬁﬁM%mwmmwmmf
% % &7 3 o Ustekinumab £ # # 2 3 % #|(adalimumab - infliximab -
vedolizumab) s R 2 R P F 4P Fe o

106 # 7% >4 B ¢ I R % ustekinumab * ¢ &£ B S Sgisf o % H
PR RE a7 2 WA B g E o AR A RN A TR F
= i i T o drg Q- HEST EEP  FERERREMFRALR

NICE *  (TA456) -

ZHR2_B Y 3 E L A EILKEY - %5 - A&l ustekinumab %‘e‘#’?‘t@?]ii »
% N T B he S (90mg ustekinumab £ T i) 0 20 (8 F 12 iEiE -

! IR » FRDOTHEEERP F iél%“ p Tedk & et 5 (1) 5 S g 8 B 14y #5(Crohn’s Disease Activity Index, CDAI)~
Bep AAETEAE100 4 0 *(2) ¢ CDAl Fh o g & 220~248 » 2 B ¥ (>220t0<248) » #&% in K i » 2 CDAI
A B o] 2 150 A e

2 ¢ infliximab 48+ -

3 MR % 4§ 72 & (Therapeutic Goods Administration, TGA) & 2017 & 2 7 /¥ > % & ustekinumab * »+ T @ & & 5.1 < j (moderate
to severe Crohn’s disease) | /o % °

4 s Zﬁl_d?:},;s AREFIEZ RS L SHE 0 P PBAC k& % & 5w A 130mg  ustekinumab » * 383 ISR FEE o

> 283 o 5 “for treating adult patients with moderately to severely active Crohn’s disease who have had an inadequate response
with, lost response to, or were intolerant to either conventional therapy or a TNF-alpha inhibitor or have medical contraindications to
such therapies: (1)Patients who have not shown adequate response at 8 weeks after the first subcutaneous dose may receive a second
subcutaneous dose at this time. (2)Patients who lose reposne on dosing every 12 weeks may benefit form an increase in dosing

frequency to every 8 weeks. (3) Patients may subsequently be dosed every 8 weeks or every 12 weeks according to clinical
judgment.[1]
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B L P EESR
F R AR A R T

15 S AP

=T o©

Ustekinumab ip % 2 pe(s 42 3 & L) 5% 12 B Bz b B 1% £
=R REsR EF & 7 (clinically appropriate) « Ustekinumab 90mg ¢
130mg m»];ag\ R 2214758 > MR PFENHS B35 § A A

2. APERPREE 2P

£-4F Tustekinumab * ¢ = 3 SR S A e 5 Y- FTE 1AL AP & PubMed &
Embase & + ¢ &+ FALE - 2 “ustekinumab” ¥ “Crohn’s disease” i 1 & B4 5 >
WEFTHE LA FeF 2010410 105 1084837 29 p B2 2 gk
LEE 2 LFTH GEELTRFMERLRRR - 57 7T hPhERE T L A0
2 pw RIS A AT kB R AT T A TR

REFEL
A TRIRERE Y
(@) i & TRk %

Ustekinumab (UST)* ¢ = & SCF o A e chd R fRsk 8% 5 598 > ¢ 7
BIEZHTRFFRILE ZAF WG AR

A I % - B TRk sk % 2d Sandborn # 4 > & w3t K 98 # (phase 1Ia)
£ 101 £ (phase IIb > CERTIFI study) & #p 7|3 % - UNITI-1 ~ UNITI-2 =
IM-UNITI £ =58 % = 72/ 2% % % > B|d Feagan % 4 > 105 & & dp 7|4
% oo TEERN F AR 2 R 2 97F o

IR SZPRERERY ¢ 2RI LH N2 FEDFE%LUNITIHL &
UNITI-2 study) 12 3 — 38 5 8 44 ¥ 2. ‘a3 8 325 (IM-UNITI study) » i& - # 7%
FWUST # 2Ll SR in e s % 24 R o

£ 4%~ 1,369 4 7 UNITI-1 22 UNITI- 2;555; 2R 23 BRI FIE T ~ o~ 397
A e IM-UNITI 285 23k 27 B B RAEB (7 o 352 I 385 % 5 S8 4 7%~ % |

Tinfdpe, & Tinp 12B | AR ELE- FAFIPEPRE

NICE #£3% 2 F #4 i¢ * ustekinumab 3= & ¢ infliximab 2 adalimumab & 3% 4p I+ o 4245 infliximab £ adalimumab
chif i 12 3R [TALBT] » 4 R b om s ¢ o i 1 0 i 8 118 £ (ongoing active disease) » 4 7.8 1 M3 X 00
P }'iakfa 5 3 S de P B TR S Tk ek~ 4 4 4ze(biological markers)iz % @ & (investigation) et % 2| %> AR E &
P E Z»P\%Raﬁfﬁﬁ ‘E}F? 1”?‘%’519@1}1}?’*{ ’”15"ﬁ$4kf#&rzrf§‘m3£ﬁf2
8 A confidential pricing arrangement has been agreed with the Commercial Medicines Unit.[1]
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(placebo, PBO)$t B 2 77 5 » £ B 2 fhed & BN {Tip2 g5 A $HF°

B % >+ A ustekinumab (UST) #a s 3% EHp 2 > & 30 Rk ehd
% UST & ¥ 2 4 385% % 61 im/ﬁ; Y S W 3 AU ) i;’l'&ﬁf’:fﬁifé’
RAE:H 0 2% 44 e 2> UST cha Binfif & e g & 4
PHEREEAEARL @3 AT Eenb it DIMF LR A RAPE - T
LT MR E BAe N 2 R 2497 o

(b) 2 # ok 2% &

E%%?@%ﬁéﬁpii%m¥ﬁ@$%ﬁr%%ﬁ%i%§F?%y
VRN #ﬁ,ﬁgf'—f;'ﬁ:}ﬁ%%ﬁ’iﬁ’%\ﬁJ £ (96 F)F oL 2R 0 M2
"EFE AR G% T ASNEESSFY | ER e o

MR iR BRRPM T T % 0 X ¥ FIREZE L ustekinumab Ak
gy A iy F %5 @ EFE R oS EPEET 0 2% 52 R
B ARG 6F LA ghinh g F RS

4 4p 02 {2 5 ik % (NOR-SWITCH study) & % s 7 » £ 3 % 4
infliximab /& B Z #3 © CT-P13 2 4 4p 00 8 500 ch s »2 0 3 %‘ "

(non-inferiority) 34 @ * i B2 = v o L A RBR N~ 0 482 =% wEE
7 ot SE(32%) ~ R 1% L (19%) ~ # LB E L (19%) ~ B R I B
eeumw zﬁﬁwﬁw@w\mﬁﬁmﬁnﬁWM£ﬁ%mﬁ&’wu’
BRIz 3 A% A R (not powered)E R o 4 e Ap it B R A LI
BTG ERRRELF SRR

SN

9%m7%/“MvﬂW@beﬁﬁéﬁﬁaﬁlwilwﬁﬁ, ¢ H- &
Cochrane Review 7 3 2 {8;& F @ B & w» > H - §_ustekinumab * >t 5. < g5
e U R T RO O S8 R SRS I

(@) ustekinumab * 5L FE g s R A AT

EN =Y };J%a"ﬁ?;‘q‘t'“ - 1R - M RE T 5% KT o ustekinumab i
ERESCERAAEDfAFD DR ES > XA 0 EFRE
Ak F o i34 0 o #2 vedolizumab e Bt g R g 0 3 R jagz\;; B

% UNITI-L 22 UNITI-2 35 % ;;EJ‘ i B A& A UNITI-L 3% a0 F;}i‘ & JF B T R 5 TS ded A S R 4 ;‘z—‘k *iﬂ‘ ’

L LAl B UNITI-2 EE LS U %#{»Aﬁwﬁﬂﬁgi‘v LEITRIRLL R 0 LR A mﬁvm/zwn ity
F o do % AR B R "ﬂ-};}ﬁ# V)i o B 3 B3y 4 R ik B 1E T oMl UNITIFL & 2 385% o
2 UST s d £ s 7 it~ IMAUNITI 5% » 97 2384 h?ubmﬁw#wﬂﬁ.w .

CApEB BB LBRA A 0 S RAT U ER
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B F RS LR
TR ARG AR LA LT

BE ML EF LN FLE o

() 2 4 WA ¥ 508 & R IR SRR S 19 [2-5]

25 45> [;u“‘?. L A RE o BRI o = K 4% adalimumab ~ certolizumab
pegol infliximab ~ natalizumab ~ ustekinumab ~ vedolizumab % % 5. % 3% 3 #p &

MIFH e ’ll—ﬁ’“m.&‘—ﬁf‘ﬁ‘b/’a\’f‘?““%&ﬁ—r’lﬁ}% B ML IR A
Iﬁgﬁwé\mg —“F]'X L HFHE nﬁ; v e - ReNEHRT U] o i
Bod B A4F & 108 &3 % % pk > 2 treatment sequence network-meta
analysis = % i& {7 4 {5 ehis % BIAE 7 > Afpk £ fs(clinical response)st — 45
& > ustekinumab 90mg q8w £ izt &g ¥ % & & vedolizumab 300mg g4/8w
& & o &R ¥ f(clinical remission)* — 45 1% - ustekinumab 90mg g8w 2 3+
B ¥ 3% A 2 vedolizumab 300mg q8w 3 i o AL E 2 FeR R A H 0 fF
B LR R ) n RN

F o b2
ATz A T AT 5T o

fe4e £ + CADTH ~ 2% PBAC 2= B NICE e 1 & 3F2L 7 » $ % 2 F .
Z B g oo i»ﬁl’ﬁﬁli]‘é‘fx:&&"f%?y’% Lp kA E(F 4R T ’T}u% AL
LEE s ARG R E)F ka0 B 7,r‘f—gﬁ.-;ﬁgfa LRGSR
Jo o B e B and B gl A Jey o snid o e §_» T 2t 5 Iw[’—,‘qki’rg Jopl B g3
e Rk 0 R RATHE L EESR - U PR fRRIRTEDA F WAT i€ T
B Dinfh o e KRR S B BRI T
PRt S A 1 q_xmﬁ ustekinumab ;¢ & B BLE &6 1% 4 8 B T 0% 1 AT
FoHP - MU RE X Hw Rk AEFNT ¥ 24 S (wonderfully normal
again)” > ¥ — R 7B S R

S N =S

(1) e £+ CADTH £ %4 % % CDR i s & T 4% # 2750 2 peenvd B 3
ERBEELIE S g2 E A F(FCTO) S > & Sedp gt F Ripfr il & &%
% v+ i@ (the incremental cost-utility ratios » ™ = i £ ICURs) % 115,474 4c 7
Iper QALY™?; & TNF $54il i % peius £ 3 0 & &40 ICUR & 5 131,297
se i [per QALY AR & pfﬁ AFEY ARG ICUR & 5 119,058 4c #/per QALY -

(2) /2 PBAC BI A>T R F #& D enda i A 2 47 > 325 & S 4p >t infliximab 52

11

i

PATES B AL R R D ik B R E DAL 2 LR TR TN AT L SR i

ERPE SRV EREET A NS ¥ T S R O E LR

2 QALY : & - B2 EETRE 2 &£ (quality-adjusted life year, QALY ) ©
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FENLIPEIES {%& % Vo
§ R AR R A TR

B AR EE o

(3) # M NICE ¢ § % & BIF} ERG & * i eniC B FH R 120 47 K7
*%ﬁ@”ﬁw4#ﬂwp$#xm’WNmEiﬁgﬁﬁ“F?mlkm
4 $H e QALYS £ B 2] o

RS2 L

(1) ZRFFRFAEHALEAEL > P52 Kok o fE g 2 4 R
Humira® -~ Remicade®/Remsima® 2 Entyvio® 2 #8 ># 3> i s 2 k7 &4 %
AR AL R - N6 A2 RT ENIB2 A ARERET L F- &
£H3800F A~ 5T ENLllg~ HiEEEHMBEE: Y- 297308

%7 #£X%200 8~ o

(2) AFERFERFRNLHDBPES PV ERRRGE L AR AR
TEARR A RTEAS UM AP EXRTFE 2 RE L% @
FREHRETY TEp g Bu o p2 2 PR FRERL T
WA RS AL A LB T AR R 2R
AIRRES AT AL SR ESTRARER S 0 0202107 E i
FERAEY § LB RESF AR CRE X Fpt T @ % Humira s
Remicade® /Remsima® # 4= #l &5 A B> 30 /6 & B i 5252 @& * 4
g;,;;fg PEFTHREASA N BREFE - RISKHB Y AL F - £560 4

IHRTEN2B0 A Z MK A ED EEL pa ke g4 )R 4

ﬁ’x;u ﬁ:]87 iLA5ﬁ<]137A’?Pf’%%vﬁi%-&&%ﬁﬁ%"

0 HlAdg~ HEEEMMHBREEL - £ 51,000

(3) %iri&y@ﬂwﬁéi%ﬂmiw$Jir*“ﬁ%’Jéﬁﬁ“ﬁ
FEEM s TR AL E R AR RS A 10T E LR R LA P
ﬂm@%A&@&aﬁ&“fwi@&p%m@¢ﬁ7“%*E
Boo R ARHEREWMAEEFR L % - £9700-1,100 § ~ 2 %1
& % 3,300-4,600 § ~ o
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-~ # $[8-13]

* % % 5 Stelara® (ustekinumab) f 2009 & & = f& 17 % % 4+ # 3 & (European

Medicines Agency, EMA)£ % /] & 5% 4 ¢ 12 /& (U.S. Food & Drug Administration,
FDA)f: 3 + % 3% » 1 2 £ 5 A T /2 5%(45mg/0.5mL 7 90mg/mL ) # 7% /1 5
7% (130mg/26 mL) & & H A ~ = B &3 o * TECRE S FoREEM AE N BN S
Bofic RO AR M BE N FArA LATT o P BB R B H K 4 46mg/0.5mL

T AR ¥ iR SR B & SR [13] ¢

% 1~ EMA ~ USFDA - TFDA % & Stelara (ustekinumab)_t # 2_if & % [9, 10, 12]

Wi oy ¥
1.  Crohn’s Disease
Stelara is indicated for the treatment of adult patients with moderately to severely active Crohn’s disease
who have had an inadequate response with, lost response to, or were intolerant to either conventional
therapy or a TNFa antagonist or have medical contraindications to such therapies.
2. Plaque psoriasis
Stelara is indicated for the treatment of moderate to severe plaque psoriasis in adults who failed to respond
to, or who have a contraindication to, or are intolerant to other systemic therapies including ciclosporin,
EMA | methotrexate and psoralen ultraviolet A.
[10] 3. Paediatric plaque psoriasis
Stelara is indicated for the treatment of moderate to severe plaque psoriasis in adolescent patients from the
age of 12 years and older, who are inadequately controlled by, or are intolerant to, other systemic therapies
or phototherapies.
4.  Psoriatic arthritis
Stelara, alone or in combination with methotrexate, is indicated for the treatment of active psoriatic arthritis
in adult patients when the response to previous non-biological disease-modifying antirheumatic drug
(DMARD) therapy has been inadequate.
STELARA® is a human interleukin-12 and -23 antagonist indicated for the treatment of adult patients with:
1. moderate to severe plaque psoriasis (Ps) who are candidates for phototherapy or systemic therapy.
USFDA | 2.  active psoriatic arthritis (PsA), alone or in combination with methotrexate.
3. moderately to severely active Crohn’s disease (CD) who have
[9] (1) failed or were intolerant to treatment with immunomodulators or corticosteroids, but never
failed a tumor necrosis factor (TNF) blocker or
(2) failed or were intolerant to treatment with one or more TNF blockers.
1. F2R(Ps)
STELARA® ‘4‘; RCREY SRR Bl SEF A S Q EREY S A $ -5 Nl a8 S A JOR Ry
(z)mt F)ead sz a;(Pedlatrlc Psoriasis) STELARAR® if #* »t s ¥tk g 8 H s > & I“r /{“ # %
SR sa Fatg2 ? 3 E RmA kT S EREQ2A(F)1 L)
2. n&ﬁ&ﬁu%N
STELARAG® if * *%ip i $1 5 s (24 4k R 12 % 4 (DMARDs) 74 2. % 4 (18 fk 2 11 )&
o iR M & o STELARA® ¥ ¥ fh i@ * » 7= 7 & methotrexate (MTX) & * - STELARA® ¥
TFDA Hjpie * 70w ¢ methotrexate (MTX) & # o 7 12t i 4 i & i0Bl & 42 X
[12] |3 %M <4 (Crohn’s Discase)

[ $io Rt » B30 # 9% stk 130 £5./26 2]

STELARA® i * »tipif T 5] ¢ T ERFEH LB+ 4 LF -

() Fgr* LANe&HS ﬁl”ﬁ*%ﬁqﬁ%‘m%‘%?zéﬂzzmﬁ’ BEEHF DT 5 TR RIS
TNFo 2 4o f fe £ X 4 pe2 B = &

2 BFEr* LED éﬁf?fdi“ﬁ»?ﬁﬁ’ﬂﬁf}iéflﬁ:% PrA AL G 2 (T > 8 K F i i
TNFo %42 & & o &

(B) wigi* - (7)1t 2 FTNFo 5 o A prdd g2 ad X e B2 iv% g ¥ o

1

P (2019 # 3 7 21 p )% 45 5 & &l 98741 ~[11] -
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AEBEZ LR Y G iR auEARY o %%‘?r‘;ﬁ%@v‘ (T ALA R )
e A 2012 £ &2 2015&4\941@{%5:’:5?&%51&;&2% T o L E -, AP U]
&%E%%%i%’%EﬁWﬁy?%&ﬁﬁmﬁﬁﬁgﬁ:

[EEN
=\
W
“J

hpas)

Q?HiﬂTi%Wﬂﬁﬁﬁ%%’j%ﬁ$ﬁ%mML&ﬁ°

B SER A Y 5 R g i e

ﬂ%‘

i%

3BT m e B2 A TSR R AR T % 90mg/mL 5-5E
2 1=k 0 B2 90mg/mL 578 3R 2 B 2 B o 46 i 2. 45mg/0.5 m ‘_—‘%IE v e HiEZR Y
¥k 45mg/0.5 ml 538 > ® IR o R EAZE £ >100 o 7 2 g #
90mg/mL 77 - F]p 5 HF %ﬁmﬁﬁﬁj“%“q’aiﬁdﬂ#ﬂqh“K@@
7 o

T

ETS

g

\4

AR L A AT U g sk AR A Y i =45 i Stelara
*Eﬂ#ﬁﬁ,fsf F AP UM R REE - A S B
>(biosimilars) & 18 i& &5 1 ° > AEBH LA TG IAHGE o 5 g ?:}%fﬂ
i A4 ?ﬁ%l ’ tb:t Berigd LR AR EEER IR A R AR ER i'fﬁ‘?" AN
AR GFERENSTEE L §RET 2 o
- s R

Lo & PR w2 e

(1) +4: £+ CADTH/pCODR[6]

2019 # 37 21 p > &+ CADTH & F >4 » B4t3 “ustekinumab” & » = (¥

Z&ﬁﬁ A2 aEER AR GF P W 2 GRS Y HF 0 ustekinumab J1 B4R 3T RS ST R M & LS R pE o T
/N“FWWWmmu3%W4~4ﬁ@im&%ﬂﬁiw4mmﬁﬁ’f%m&ﬁ’%iﬁ?%7i*$%N&
P L ¥* 1 45mgglow E PR3] AR H 2 gk THME X3 100 o7 S 4o ZRAE S
W%ﬁi4iw“:90§i’ﬁ¢3]2ﬁ$%90§iJ$%ﬂﬁﬂﬂo

% Ustekinumab * + 215 S in B cnié * 5k o LA T A 5 - & 130mg BRI i 2 (5 Bk > BAaA F - r’fﬂjﬁl"‘ii
590 5o 218 0 ERA 1234,\5;“ Ho A F - RATARBEDBEE 0 A LRI F Bdup L 0 T At
BAFZRA T LR E o BR 4]2&%% Fisf i A TR R i A B mﬂw$ﬁ;1481a$—w?
WET E e RHBHRALE  BABETRIS BEHAS R ARE- L M SR[12], 0 BB R EHE EMA ¥T
ERFARF o

* % adalimumab (Humira) ~ Infliximab (Remicade) ~ vedolizumab (Entyvio) -

5%mmmwii%wm@§gmme

O B iR R SR S OB B LB AR R s Bt R o B0 s A S i 4

e EIRA S BRI A F 442 % 5 5-aminosalicylicacid # 4 (sulfasalazine,mesalamine,balsalazide) ~ % ¥ % -

% [ §. % 341 %] (azathioprine,6-mercaptopurine,methotrexate) % 4 s e A i@ = B # » 17 2% & i #7415 - (CDAI = 300) &

§4&€5ﬁ§&?ﬁ’“%m%jbiﬁ%'*ﬁ’?_Hﬁﬁiﬁkﬁﬂ%ﬂﬁiwg’hﬁ&ﬁiﬁxﬁgi

PR CDA|>100%‘ PR SRR AL R - &N B g2 AR - () 2

imm@“CDN>m0ﬁ’ kakmMWmmNHmm@IMMmmﬂmmw%)vMWmmmEmegi#@

e R [13] -

vk Tigecp s e B AT AMMADEHRL 0 2P

% 5. ustekinumab i5 g o IR HaE R o A > AL TR

BELESESERL ISR - AL ETERE

S LA E MR Y B OGER AL R G -

FORER GOREtL M & LA E 4 20 100 2 7 ey 4 &£ 90
PR R EZNF o EE E TStelara * ¢ £ B S
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26T ’.,'i’jk?;#ﬁ?s;?‘ﬁ 0 5 2017 £ 30 21 p 24 it € RE R
# 4 [6]

Ustekinumab #tc £ < £ 7 et 3§ B § §0f ~ 0B & L8 i VU

¢ TP %S ehFAR ¢ 3 CADTH 1 CDR(Common Drug Review)ﬁ

SRR A Sl R e e Uk R S Ll
ZEA R LE o MBS RG> & 5 Z IR RHE - EEA

% = B Tk 775 (UNIT-1 ~ UNIT-2 & IM-UNITI) > 12 2 Fu 3 #& e ez 78 %0t

i
»3\}
r%/k\«

am

B RS 2 TR ERE S A BT 0 & FA4p Y o ustekinumab
&%tk % o~k eh 3 85 (induction therapy) | 3= » #r & F 5% 5 44 3%
e [ 4 )5 % (maintenance therapy) | :#® & » i EiRk R AR ENLIR o

# adalimumab (Humira) ~ infliximab (Remicade ~ Remsima'®) ~ vedolizumab
(Entyvivo) % 2 $= @ & cHfF 4500 o0 LG o 4 R B or ustekinumab £ H s #
i ETRAERRDEIRALR -

B Bm A SR BRI O LT L B LR ORER A P 2 E(F H
1 i® ,Tkg‘f AR ER s AR R s e B)F ke 0 0 E z;gi:i;ﬁ:;];afa
P RARE DR Bwﬁiﬂéwdm4#ﬁ%mm%$xu’¢T*AW%
’\'F’SF Yot BT AR 2% 0 (9 F B FTenE S ) B :}&v[f; B f2 D frend
BWHT g F BETSR LG RE S BRI B P RELELES
R/l T IS r) S

w@gé_ﬁﬂw\ y ¥ ’CADTH-‘éﬁg R BT A I R
4 1 ustekinumab * 3t A SRR KR NS o

iR -

Ustekinumab & &3> > ¥t 53 &8 ~ — & 5 18 ’-’i%fﬁsﬁ T+ e A
(tumor necrosis factor alpha inhibitors ) % % -
_\‘
B

F % ;
R e £RFEE IR S E A ﬁ’¢ﬁ?%%ﬁﬁﬁ$

® Ustekinumab is indicated for the treatment of adult patients with moderately to severely active Crohn’s disease who have had
an inadequate response, loss of response to, or were intolerant to either immunomodulators or one or more tumor necrosis
factor-alpha antagonists, or have had an inadequate response to, intolerance of or demonstrated dependence on corticosteroids.
Ustekinumab is also indicated for the treatment of adult patients with active psoriatic arthritis, taken alone or in combination
with methotrexate; and, adults patients with chronic moderate-to-severe plaque psoriasis who are candidates for phototherapy
or systemic therapy.[6]

Remsima % Remicade 4 4 4p i |+ 2 =.(biosimilars) -

EERVEE R R Lt SRR e SR e

10
11
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75 % ¢ (clinical criteria) :

ok 4 R A SRR % 0 £2E 1] A F s (clinical
response ) mf;%_%” DR A RaF R o

H % ¢ (conditions) :

Ustekinumab s A2 7= % » 7 e s St His 2 S @{HF 0 - A
FHLEELE o

#e ustekinumab i f e A 0 el G oS R P ETeie L% e BT
}d: =

(2) ;& PBAC[7, 14-17]

2019 & 3 % 21 p > f 2 2%an “Pharmaceutical Benefits Scheme” 4 B
2_ “Pharmaceutical Benefits AdV|sory Committee” 7 & - 5d “Public Summary
Documents by Product” T oo 4~ B 4EF “ustekinumab” R IEEH F|T ¥ A
k&AM 2L H %gﬁ% o % A W] 5 2009 # 5 2015 # w = [14-17] € 3% 0 3
# "45mg/0.5mL A ™ ‘Ji%’?"f']“‘l SN I 'z:/%;'? FOREIEM & Wi g0 R
2017 & 3 7 i ¢ K[7] 0 HHAF & r} M55 130mg/26 mL # 7% 3 54/ &2
45mg/0.5mL &t 90mg/mL pi BRER T I A ;f_ BRCESNTEISR °

A &R w PBAC #& 1 ustekinumab #* »% 5 f s eniE B R AL P R
P % 4 32k (Therapeutic Goods Administration, TGA) i &+ $33% 58 if ik i& {7

FTERPY o3 22017 E2 o aR R TP LR NE ) o e
PBAC % % 3§ P& > ;2 ¢ % adalimumab -~ infliximab £ vedolizumab % # % %]
BNk - R

A3t E R g o R 7FAR%  ustekinumab * 3R S s 0 T B2
P TR L RGP E R TR R B § 2 A AR AT Z TR
B #ZEZH(UNIT-1-UNIT-2 & IM-UNIT) ~ = 78 Pt i e % ~ T 8 32 Brotrdsx
RN T

2~ FRATRA AP G SR TR F et L (1)5 B R 6 Hdp #(Crohn’s Disease Activity Index,
CDAINA #cf A ALE T % 4 0 %20 100 4 » £ % + (2) * CDAI Alif & 220~248 4 2 [P % (222010<248) » # % it
Bt o 2 CDAI A #icfis | %t 150 A

7 FELRFEE R 130mQ/26 mL 0% i1 sti o aFsf FE AR @+ 45mg/0.5mL & 90mg/mL A T i s
Y f{ﬂ;:)g% 7 o

13
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#%iﬁ@ﬁ“@ﬁ%%”’%*@%%ﬁ%&ﬁ%k%%@ﬁ?ﬁﬁﬁ

RS B R - A N o rustekinumab LA 1 0 7
FioR iR ¥ %“(non inferior) # i & it 4 F QA | anpit £ AL

wif € it o B4 O PBAC 1 B ¢ A28 % A2 g & ustekinumab
w%réajhu ﬁ*ﬁﬁ‘%$%°ﬁwﬁﬁﬁﬁi@??i’éi**@
CEFRT AR AP URT {HERET E O FERHS

BHEep FEELLZ 7 PBAC & i ¢ ™0 "ER LK
SR A2t B %&ia iR 0 b % S A #) 45mg ustekinumab® -
TPREEFAY oL K % > ustekinumab £ 3 @ 4 - %] #| (4 adalimumab -~ infliximab
£ vedolizumab %) R T R F 4p ke o

s

(2

| %

(3) # ® NICE[1]

2019 # 3 % 21 p > 2 NICE 7 > 4 » B 45 “ustekinumab” » = {# 3] 3
FHEpee i;’i?ﬂ\ﬁsifﬁf’aédﬁ 2 2017 & 7 " o4 ﬁ?%%%%ﬁ?"%ﬂ%
(TA456[1]) -

%3 [ > ustekinumab At a % 3@ £ B LB g
LAEFEFRDTH ZRPEFFTH
L

b1
review group, ERG)&#% 18 &, EL opttt > LB gAY
LR Rk B R R L

s =g
B
=
> oo
5&
S
<
o
@D
>
(@]
D

FAORBREAEFERAEERL L LR GBI LR A P
#i%%%%%a,uilﬁiﬁ%@%ﬂ&ﬁ%ﬁ%ﬁoﬁ&%“ﬁxﬁ
ustekinumab ié-‘/g%iréigilw P2 EETROEF BY - EERE ¥
B~ E4Fent ¥ 4 % (wonderfully normal again)” 0 ¥ — ] 2E e (802 B A4S Ree

TR EWR:  NRBFZAEP LIRS ZDPRARBRE S > BXFH P
ustekinumab &% & T3 HisR  anm RS LT AN At o G R
ﬁ%ﬂ’ﬁﬂiiéﬂﬁﬁiﬁﬁ°

4 . LA g
FEYRE Iﬁ.i B & 50 2 70 TRk 38 5k i o

B gk A BB B N SR (5 E R R G T BGERRE LR e AR SR B

WAl B

¥ infliximab 4p ¢ o

ek A B AMEFAF RS { SHE > PIPBAC kb R % H B = A& 130mg  ustekinumab - % 03 HIL R FEE o

¥2 84 o 5 “for treating adult patients with moderately to severely active Crohn’s disease who have had an inadequate

response with, lost response to, or were intolerant to either conventional therapy or a TNF-alpha inhibitor or have medical

contraindications to such therapies: (1)Patients who have not shown adequate response at 8 weeks after the first subcutaneous

dose may receive a second subcutaneous dose at this time. (2)Patients who lose reposne on dosing every 12 weeks may

benefit form an increase in dosing frequency to every 8 weeks. (3) Patients may subsequently be dosed every 8 weeks or

every 12 weeks according to clinical judgment.[1]

16
17
18
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&@%“ﬁﬁﬁ’ﬁ?’&ﬁ&*$»%F§§LXF$$@ﬁ&L$?
Mo AREY R Ren? F B A TR De Tk, ik
T fE{’ fﬁp-}?l FB%\?L #E_A\*,%‘,Lgc o BT1) 5 & ﬁ g?ﬁf?’&ra*"* ;3?,}
FRD e F R RBdpiF TR AE O R -

B £ €A% ustekinumab * 3¢ £ R IR SRISR 0 S HFRR
A - 83 2 3 WAR OEE > AR A TR T TRk FEmis 2o
hod% b Az FEST LEHP ZEHY Rt M F BAR T o iEReDi 22
0 B EISRYEF > XS — & ustekinumab %‘*”-"iﬁ%}‘}i IR MRS ¢ - R =t
K (90mg ustekinumab £ T L&) > 2 {8 & 12 3 - =X o

Ustekinumab ;5% % pe(s 323 & £ 98 o 12 B2 B L 5 H 0> £
5 sk 2% & % clinically appropriate) - Ustekinumab 90mg # 130mg
R 5 2147 E4 o R & NHS Bimd # HaR™

2. T3 FHEANM 2
1) #¥=- 2
~3F 4 * *3pF Cochrane Library/PubMed/Embase ¢ + F AL & 2. = % P 4o
11T 5] PICOS s 05 if i 0 THOH 5 & AR RATEL LT 24

¥ (population) ~ ;5% > 7= (intervention) ~ & »c4f P& 5 (comparator ) ~ Fx »ip]
24t (outcome) % F= 3 &+ > 2 (study design) > H Ho&F i it 12 4o

. WONETE R A E A
Population A EE RN RS E
’”’/f PEE BN EIZR }?5 X
Intervention ustekinumab ($% % ;3 847 )%

Comparator A%

Outcome A%
1 u]ﬁloﬁw»@g/mp/;ﬁ ﬂ

Study design

19
20

Tindpe ) & Tap 1203 | AMERE- AP FTBE -

NICE £ % 2_% 44 @ * ustekinumab &73=f 4% % £ infliximab 2 adalimumab & # 4p F - 1245 infliximab £ adalimumab
ehif i gk o WA i AR IR AT R 4 iR v T B 4R Fp B (ongoing active disease) » 45 178 MR N o A
I HF R RER AR R GRS Rk ek ~ 2 $ ikss(biological markers)z 2 4 # (investigation) st & 2| %0 AR
JE B e F ARG A o Fh A "F"“fv-ﬁfﬂ’}‘j P G R KB AN ERE o

Aconfldentlal prlcmg arrangement has been agreed with the Commercial Medicines Unit.

ﬁaﬁ“ﬁﬁ% PPy RRE AL PG 32 Ba IR o B AR B2 L TSR A fi":ﬂ"v fﬁﬁkéﬁﬁﬁ
(IM-UNITI study) o T AAR R o
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(2) Tk RE AT

izt it 2. PICOS > % i Cochrane Library/PubMed/Embase % < g 3oL & -
%2019 # 3 7 29 p » 12 (ustekinumab) - (Crohn’s disease)#i 3 3 & M43 2 (7
jf’zg ’;IL%'EE A“f\“p \:F ﬂaxl‘]‘b‘%\ °

3) ¥E2%
A. Cochrane Library

2019 & 3 * 29 p » & Cochrane Library % 7 - 4~ B 4E5 “ustekinumab”
g “Crohn’s disease” f - :L’ #3101 £ F4 > ¢ 7 2 4 Cochrane Reviews ~ 1 4
Cochrane Protocols » 12 % 98 4§k 3% 5% %7 (trials) < }*k23

B. PubMed

2019 & 37 29 p > & PubMed % F -4t » Bl 43 “ustekinumab” 2 “Crohn’s
disease” {5 % 3] 242 L ot o do kW AT L % 5 A B B F A e R
¥ U E 134 ipﬁi cH Y QLA FHG2015# 10 18z pEAE
S ICE DU RS S TR i A

GHELTHEHEF LR =7 4R [1821]TRAFHRF 2 2 /]S,
22] % wwvf%"r@pzﬂim’t (NP ;M’f ° ”Lr#”f'*z v & AR PawT g s v
B R e TR ) ISR TR R RISk~ BBIR Y ustekinumab s 4 fed
REWRDLR S Fr 4 BEL R 2 AR LMD

C. EMBASE

-

2019 # 3 * 29 p » & EMBASE % F - 42 » B425 “ustekinumab” 7
“Crohn’s disease” 5 » £ F 3] 1110 £ FHd o ho k8- H X T T H % 5 L 4
uﬁww\» 22015 %17 1p 22019 &3% 29 pWaghovfroné 574
A c/‘&rwag/fu@ LT 5 @[ﬁ& » 11 % 87 £ iRk Hg%;lkxﬁqfk o

SEE L FARAE R B £ 552 4,5 23 24k sk e /s
b +fr¢ﬁ@ fgw % 3 F [25-27)TeA AN LARR 2 8- B R TR

2 PubMed 40 5 % EA47 H ~ A2 F bR~ v DR B AR ink 4l
Fpff o~ 3 dngmi s 3 pridm] g o

2z A& A ¢ ig * Cochrane Library #8529 R 42 > A 7 B &R F A2 mrp - 5007 uwahrﬁiwﬁ&&"a > E R
filig- ’ﬁﬁfﬁéﬁu?f’rm#ﬂﬁﬁl’\ F oo A AARA R z—“ﬂfv\% THF i’&czguﬁa LR EH > %3 mF Cochrane
Library # F 2 % % > ;Pr =

I SEE T or ustekmumab BRGSO L ;;g,rrgv ch T ek b E SRR S RF EPAD
¥ w2016 & 9 > H1au é[ﬁ’%f{%’i‘ﬂﬂiﬁ F/Eﬂ""j}f Py ie- HEE 2015 & A 1%3{1&‘3’5}*%—?{ °
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(4) T3 FHRELF R

=

44t Tustekinumab * 2SS LB CUR g L s s - P AT A
PubMed £ Embase # ~ ¥ + T4 & - 2 “ustekinumab” £ “Crohn’s disease” f
FARBEEF  WEFATHRL A EF A 20156 # 17 1 p 3 2019
£330 29p WLk W 2BELFH A 05 g 62 5 ke prw i/
FLE A T g@;}%u 5 173 4 9k Rk ug < ;I;Jc 0

SEEYFRREAER R 0 LG T RWRAERS TR LA por
,Dg;>+&&\g¢/§&gi? AEFAT AR o "f gz ks w5 18 F [28-45]F £
2016~2018 & A i 3¢ € 45 & - K- BERR MG o

E_k%.« W kK 2 ﬁ%&'ﬁﬁﬁ? AL BHA MR BV REER R
- HiEF }ik fF,"'FFJ;]"' E SN ’ ﬁggé M “\’:I'-‘;/\H‘%E A -

T £
A Tk SR TS
@) i & ek

Ustekinumab (UST)* %= & s lE g Aol endl R iRk id&R s 530 0 @
AR - DTRERERME Z IS = D TRFRE%

B I8 % - iRk RSk % % f2d Sandborn # 4 > 4 w3t 2008 & (phase I a)¥2
2012 # (phase IIb > CERTIFI study) &4 7% % o UNITI-1~ UNITI-2 4= IM-UNITI
E-2RB Y- iR RE&RES 0 Pd Feagan & A 3t 2016 & A Hp T & o ipd i 5k
E BN Aok 3 AT o 288 AR E FHAAHE > Y EHFEA TR
PAR L o

BIEF B TRA RS T A RS F R LR %1 s (intravenous, V)
UST(130mg emg/kg) * <k 5 5 Ry 3 ¢ ¥+ db) & (TNF inhibitors ) 75 % B
2o & R fE )x.}i,ﬁf‘s’\mv)%‘%:zxi’m o haF s d LR pE E 0 LT
&f(subcutaneous, SC) UST R te'adF 8 £ I3 > Frradd F 1 E% % 223 o 0t
F{ﬁﬁ EFZA SRR 3 3R G Hp N i Wy ﬁq‘é‘:'fﬁ(UN|T|-l &
UNITI-2 study) 't 2 — 78 5 8 44 & ch'ads ) ;2% (IM-UNITI study) - i&- # Fzid

UST #* >t 53 N iok d»c8 % 24T -

£ 50~ 1369 4 9 UNITI-1 22 UNITI-2 3%%% & > 7% 23 3 B e (7 ~ 5 » 397
A IM-UNITI 3856 e 238 27 BRI RSB (T o 352 R385k % 24 e~ 2 {#
(placebo, PBO)¥f Pe A= 7 » £ B 2 fied & B2 fTiph 2 5 4 # J - UNITI-1 2 UNITI-2
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WEE R PA R LR AT UNITIL 5 cnst 38 % & 1 L4 3 "hggf > 7]+ 4
?%ﬁﬁﬁiﬁﬁ’éﬂ’ﬁ*mxfJm?ﬂ'*UMﬂeﬁﬁmﬁﬁﬁm;
PRELEGERSLEIHA R R ALK AT AR BT X 5 y o B &
adekﬁﬁ%%;n+$ﬁ§mr%,pmﬁxgynn%ﬂkﬁﬁgmk SRR

o mg ]z & UNITI-1 &2 385% > @ 2 $f UST iof 3 ~ ),@;—*Ff'a e~ IM-UNITI
Pé%}ohﬁ_ﬁhpé‘—ﬂzbb MEEA L B ppER o

RERRErAPRMGEI MAFEDRZ > 3B F%D5 B UST A E e
bR B 6 S A TRk R {@;(clinical response) £ % f#(clinical remission)* &1 %
ERVRFRE A EL B I ERY M4 FomaFd AR UST aad BisRif
EFERVEIRT[MELRL G 2 2E 2o PIET L LR
o bt LA IR EBAE LA 3

bl

A

G e

(b) £ # Tos sk 5§
W EEARH 2T anEi 2]

AR E A 4F > Sands & 4 >t 2016 & A T H £ T 3 [21] ) A 472
PR TRA KLY 0 LE% Y 0-8-20-44 AP B BB BH
B 2 IBDQ (Inflammatory Bowel Disease Questionnaire) i® & 22 — &% 4
& & F K % SF-36(36-item Short Form Health Survey) s % -

BRESTEEHET > R FEDFEH LY 8> A B UST & 2
XEHETARNLTRR L AL IBDQ 4 e > - B B E TR A
4GRS R T AFD Y M UST s winlz LA ES
it g o #9 -

WP ARELT R B R R 17[46]

AR L 4F > Rutgeerts ¥ 4 3t 2018 & A #p 7|3 £ 7 7 [46] 0 4 47
CEHFZPREFFRNIACIFE LA ED 2 ERT 8L APy
B AE D 2 PARER % 3R —‘ﬁ B-FHAGEKRLES

BEFPTREET 5 N REBEFARR Z P ARETF (Simplified
Endoscopic Activity Score for Crohn’s Disease) 4 47 » ‘* $ix 3 78 2% - 4p &
P A B0 S 8Py 0 A B UST HE 8 X B E i MY RER
e s B(EAFHFLR) TR RFFHARR G RS GERUST 2
PR AP DL BRI RE AL & R AERIPHFL

Fem

2. . U . PO
5 4r adalimumab &t infliximab % # & -

% %4p UNITI-1 ~ UNITI-2 & IM-UNITI ;&5 -
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B LRz > TG [47]

AR £ # > Sandborn ¥
IM-UNITI 325 {& e @ 3 96 3 pF >

IM-UNITI 5% ¢ 7 &
G Rt B Rt S S
e oo
Ao~ IM-UNITI 22528 o g 41 %
IR B RS AN ELHE

f"' E-T’— ]E ’

£ 4718 L K r 4 W R ¢

KiR=gl 3

%ﬁi@’pﬁiﬂﬁ’“wﬁ'ﬁ

UilaEae b IR A S E

L3t 2018 & B T H A

= Péz—’" Ry AT &

108CDR03014_stelara

= 5 [47] 0 A 45
B a5 e A

BenA > - Fgd]% 2 8 UNITI-1 £ UNITI-2
» Bl _t UNITI-1 22 UNITI-2 3
LI ERTE O Jf;gt SRR o ML S A R
& 44 i IM UNITI 3 = > 7 r2ie » a
2o gty otk d 02 Wit
% AHE RS Ao XTI F% 960 -

7 298 RS A %

Féj o 87% 1% Féd-z mg 4] % & 06 it et ni Pk o

T3 AZiF 65%3% < ustekinumab ;5
REFAMFUEFET Y Q2% 4ok 2

ATIR e DR ustekinumab P AR i JMB%"T ;A AR
RS T ‘*%ﬂm%ﬁ D B Y 02 WP 4 AR T A
ustekinumab = ;éiﬂ‘ » 2 IBDQ & #c3 b d 16 4 o
% 2~ IM-UNITI 35 % 92 ¥ 2t W 225k Bcdh & A 4 [47]
IM-UNITI 2 # %35 (W92)
Ao ¥ SCUST | # 4 SCUST | & & & :§ | # 4% SCUST #M“ SC UST
90mg ql2w 90mg q8w e f\;ﬁ'ﬁ i 90mg ql12w 90mg q8w
A B 84 82 * 71 A 213 4 354 4
=y 33 ERAE 64.3% 64.4%
R O 72.6% 74.4% 53.5% ’ °
(W44 pF et i) (68.5%) (68.9%)
Tk & i 79.3% 75.7%
R A 83.3% 80.5% 67.6% ’ ’
(W44 p& et ) (86.9%) (89.0%)

FhERF 8320 0 Aok F L RES

,rf% §OE Rl S #&A # 7% ;1 4+ ustekinumab 5 >
100 4~ > *Jz ’ »Fé },%Fﬂ‘ﬁ%ﬁif’&ﬁi

t s g ﬁés@;a BEE ﬁﬁw}ﬁv% ::é* cAc kSR F R PR
XFF R R RS 0 LS
ustekinumab — =% ; & 38 3E5%k ¢ F X %16 usteklnumab WG R o
ustekinumab 90mg » 4c% % 8 {k =R PG ok
2 hat R G L RE EF ARG T u"af—s

0 4 m;115.4 B A ¢ # - 536.8 i ustekinumab e 4 # 5

28

» ¥ e i & 8 iF SC 90 mg ustekinumab — = o

fi#5% % 8 &k ¥ » Crohn’s Disease Activity Index (CDAI) + ** & +%

IM-UNITI 225 ¥ > 3542585 % Ao o 4o% ¥R
ikq‘ 130mg ustekinumab > 4% % 8 iﬂ'—lpﬂﬂ Ferro PE 12 S LT et
% IM-UTITI Fé%%% 0 PF» 53 473t
|5 833 A 71 ﬁf ustekmumab - =%

» (ustekinumab ‘e vs.% fa% YA KEA RE B

in S()#FF A E 2 5(401.27 vs. 371.84) ; ()£ 3 L E 1 #:(24.27 vs. 19.56) ; (3) B B % (5.20 vs. 3.73) -

%“%ﬁ)ﬁiﬁﬁ 122 IBDQ K 58 - 44 EFEFK % SF-36 A {75 % o
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# 3~ Ustekinumab * »t & & 5. 15 S A Jo 00 & TR0 # 5% T AL ¢ 5 4 [18-20]
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. . . 1 e RS
B [ 2 22l 2 3 J F 2k &
PR PR W R /L BE L & ey FICE
% a2 " Population 1 : (1 & 4 18) EEX R N AEs
hIa gy~ {74 s 2R RH(Cross | (1) SCPBO  WO0~3-> SC UST 90mg W8~11 Sres % @ e " Population 1 : 49% vs. 40% (UST vs PBO 9
- e s oo ER S B TRA K 1 b Population 1 6 vs. 40% vs PBO) SC UST 90mg 68.0%
Sandborn % + | over) ~ EEH - i W ES o £ % | (2) SC UST 90mg WO~3>SC PBO  W8~11 G w Y Population 2 : 54% vs. 43% (I vs. SC) IV UST 45mglkg 7410 | FBO 78:8%
(2008) #9¢ £ R LK% 4 (CDAL | (3)IVPBO WO -1V UST 4.5mg/kg W8 (.,“ b ".) e tm L 2% ¥ BUETER B R G F
[18] 220~450 4 ) o (4) IV UST 4.5mglkg WO>IV PBO W8 EE ROy S S At v S R B SAEs
Population 2 : N o Population 1 : 26%vs. 17%  (UST vs PBO) SC UST 90mg 0.0% PBO 5.8%
SC UST 90mg WO0~3 vs. IV UST 4.5mg/kg WO o~ 104 =2 ?é"iﬁ ° Population 2 : 31% vs. 21% IV vs. SC) IVUST 4.5mg/kg  7.4% '
% 3 (W0~8) o ERSUCEE RN T E 3 s AEs
BIbW -+ 7ok @5 5®5 | IVUST136mglkg vs. PBO Cihh s F s | IVUST Imgkg  36.6% /16.0% IVUST 1mglkg — 68.5%
YT o T 8 kA AEW 0 | AW (WE-36): AT ORI R R b amgkg 34.1%/159% | "BO 3mghky  66.2% | PBO71.2%
CERTIFI % | %% 5 anti-TNF # &5 »c2 ¢ | SCUST 90mgvs. PBO at W8 & 16 (=5 & 4p ) 6mglkg 39.7% /12205 | 23-5%/10.6% 6mg/kg  61.1%
(2012) £ R o g% UST e | %8R BHEE Ay - B E 22 Wk TRR F SCUST90mg  75.0% PBO 84.9%
E o J4E = YASE) o ¥ e s s . e . P 2 o .~ P < 27 2.
[19] FoE o W J'zg» B pE | AEWRL PBO L ffriap o0 ¥ 82 | R 2ERA MBI B (5 22 F)TRA F Y I iR B SAEs
e 16 Lk SCPBO wod i % PBO A 0C B o 56 o p SCUST90mg  69.4%/41.7% | PBO VT e Gow | PBOS3Y
488 5163 R [ =R mg 4% A% mg/kg 0% 3%
gL(S% 8:%;}:, SC UST(270mg)~ % 16 i SC UST f 2259 | 27 4% omakg  6.9%
mg SCUST 90mg _ 12.5% PBO 16.4%
BIMP ~TEA8 R~ 5B | atwo [EEE ) § 6 FTERF B bl AEs
v s S8 8 W2 A WA % | (1) IVUST130m WY 6hTRR K B 6 | IV UST 130mg 343% | PBO IVUST 130mg  64.6%
g PBO 64.9%
UNITI-1 5% pidESERLBESER A | (D IVUST6mgkg (F2418) IV UST 6mg/kg 33.7% 21.5% IV UST 6mg/kg  65.9% )
(2016) (CDAI 220~450 4) > @ & » & fas oY 8k hTRE F R B ¥ 8RS F B G/ R B SAEs
20 SN N BT S B o T VI BB S 8 iE TRk B iRV B
[0l jfﬁ o ’E& e ﬂ; {:? # " A B IR E A B ysT130mg 335%/159% | PBO IVUSTI0MG  49% | oo e o0
AT IR R TR L TR PR , . IV UST 6mg/kg  37.8%/20.9% 20.2%/7.3% IV UST k 7.2% :
BAEEaS plT 4 (3) PBO L r TAL R ok TR e UST 6mglkg ’
§ I E 92 325 » &2 UNITI-1 2% |a\7/ E?Tﬁ?;); Jet b . AEs e -
2R 32 ELA R A S R AT I 130mg 51.7% | PB IVUST130mg  50.5%
é’gg)' 2% A n e 5 i ‘igfi I - IV UST 6mg/kg 555% | 28.7% IV UST 6mghkg  55.6% | B0 54:3%
[20] AatE o fREE 1A 5T TN Eor 628 g ¢ 5 B3 Yok F A SIS ) SAEs
AN r ek i . f IVUST 130mg  47.4%/30.6% | PBO IV UST 130mg 4.7% PBO 5.8%
G S R IV UST 6mg/kg  57.9%/40.2% | 32.1%/19.6% IV UST 6mg/kg 2.9% o7
(.;I 2 #Fl _fﬂ) ¥ 44 3F hiphk E fEW¢ &) AEs
FITH - 58 44 k2 MY RS o | at W8~40 i o i e 4240 o | SC UST 90mg g8w 531% | PBO SC UST 90mg q8w  81.7%
N Yy = i o ‘ SRS A4 ke Tk A AR B g q 1% g qow NE(]
E%l%;\uﬂ FH | gd)z 4 UNITIFL&238%  » % | (1) SC UST 90mg q8w (i P *ﬂ)i S LR N Beapdd Omgql2w  488% | 35.9% SC UST 90mg qlow  80.3% | PBO 835%
UST it § 5 % 7 i » &3 | (2) SCUST 90mg gl2w NN R SAEs
[20] BN A4 TR F 0 B
P (3) PBO o n 307 kR - SC UST 90mg q8w 594% | PBO SCUST90mga8w  9.9% | noe s oy
- — T FR SC UST 90mg ql2w 58.1% 44.3% SC UST 90mg g12w  12.1% il

17/69




108CDR03014_stelara

E:j]ﬁ],;&%%%‘_é ﬁ%?“"“
F R AR R A R T

B g R * S5 (real world experience)[48-54]

Bl AFRL PP FERA 3 " a2 20 Fo0Fp v B4 -TREF
“Z ¢ % ustekinumab J5 R s fE N g e 1§Je cfef o AR FETHRE 1,;&;}%
FEALY 0 54 T f 3T ustekinumab Jp o R S 2 2 TRk o
wmv@r*?1@5QJMMﬁ42m7ﬁ@¢$”i N
FEE o

pud *,m}

¢¢meﬁu’*miﬁa‘$¢* 38 4 1 167 % 2 B > o Byt & UNITI-L ~
UNITI-2 2 IMUNWIﬁ%ﬁﬁJBF”’ﬁﬁﬁﬁﬂ%?#“?32‘%5
52 i % A o

BERI o A% BR2FTEBRESY "‘fi”ﬁ 6= %% ]ﬁ i’/r')%"?’}i
P

B A4 e o2 2 5(biosimilars) 92 7 [25, 55]

A PR FEE AP R E S 3 FTARET g AR o AT AR
BRABERY g R Rga 2 Lo i o A pEY
(bioequivalence) # - z_% > & I > % »4p I (therapeutic equivalence) » >
TREM I BT HRE

Ppot o AR LSRRG PR PRICFERS 0 FR- K d Olteanu
74¢2m7ﬂ%aﬁﬁfpﬂ’ﬁﬁﬁﬁﬁéﬁiﬁﬁmﬁ§§9%
% eh2 L]?e ° i & PubMed ¢ ClinicalTrial.gov ¥ 5 5 f@/k &5 1 -
5 > #%F adalimumab -~ etanercept ~ infliximab % ustekinumab % 4 5 %

-
G2 A f AR P E AT 0 LG S EE L o

PR B R BT 0 E A GRS T P O LIRSt 4
oD AT EH AR FaREEKR T o & infliximab @05 5 TRk E5k
(NCT02452151 ¥ NCT02148640);& # 5[5 < L’r_}?a Ao

Gadowit- o AE 0 84 © & 2017 #£ 4 Jgrgensen ¥ 4 [55]*% Lancet
#p)5 & ;# % (NOR-SWITCH study) & % » 23 < 3¢ o infliximab f& fix
B T CT-P13 2 4 4p 0 5000 ch= »% » 3 ¥+ (non-inferiority)
BT RRE DS e LR 0482 R RE Y o F G

iR i#«% ‘Tfr/?r RGOSR T L b B AR K BRI A S LT L8t ustekinumab 90mg = 2
S i,f SN 2%+ ustekinumab 270mg~ £ % @ =t ustekinumab 180mg A T jZ &tz ¢b > aiFd) o § B 6
8- 12&3651@#»“;“ o
Bonpsia bR LB RS &Aoo B RAT IR -

=5
s
Ji
H
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LI RE %%ﬁ%“ =
o AR A A T A

B (32%) ~ R M K (19%) ~ F HBE & L (19%) ~ AR R & X
(16%) ~ Sz ekt BE & 5% (6%) ~ M 1 5B 1257 Be(T96) 8 7 s e £ > 9700
Rz 72 7 %% & 2 & (not powered)zE B s infliximab 2o 4 47 4p i1
Bt bLAER T ERMEEIR R 2L TR -

R

B. & i v AR

ArenT B kA )];%W};;g/atg AR ;Ey;ﬁ 2%+ 2016 % 2019 # FF» & 3%
- % Cochrane Review - ## 3 i 4fi& ¥ 3 B & » » # — &_ustekinumab * »* 3,
ECRIS R A B A3 A Y £ R L iR he T o

(@) ustekinumab * 50 FE S s R s 7 [22-24]

LR A Fene 1}% » 444t ustekinumab v N R s iR (T A

I
F= o ?

Fr o AT Y @ * endF 518 ¢ ¢ 35 Cochrane Library ~ PubMed ¥ Embase

FTFTHRE -

o a g2, 2414&F i g F A PR F 5 2016 & X 0 fRA ~ R BT T

i Edipk o — B %~ CERTIFI ¥ UNITI-1 #5% » - & Bl5 ~ UNITI-1

2 UNITI-2 385 - g k3> 3 &F 7 27T 41 0 ustekinumab 7z #

é}isufé_* TR A %‘%ﬁﬂfr AP B ES > X FHA > FREFR
F Rk F B R4 R

¥ — % [23] 7 £+ & ustekinumab #2 vedolizumab %= % - p] & Cochrane
Library ~ PubMed £ Embase % 7 + F# & - #0& 2017 & 4 » 30 p 2%
FREPSIGERT o £ G SRR S TS G R bR
Bo et i e QB AMFES LRI L 2EDLRE I L8
PHELE -

(b) # 4= 8lA» 39 & R 2 Ih S ok chA 7 [2-5]

—f—i*ﬁ R et $3 F A Y LR R AR RS A
17 igat ATy 1 * P& 51 & ' ¢ 35 Cochrane Library ~ PubMed £ Embase
ga;?w@

HP 3 3 RH[2-4]2 5 L 4F ~ % £ 2016 2 2018 # 2 ;I;Je R s
adalimumab -~ certolizumab pegol -~ infliximab ~ natalizumab - ustekinumab ~
vedolizumab £ Z R4 s B N pF AP aFHh ot > 27— Lo
BRELIT LBV REZZ[EA AT EFET TR 7‘5% o M AR
Wt h ¢1§J%~f‘=P\ ML RNE R A 0 & IE B AR~ OTRE SR T 7

19/69



108CDR03014_stelara

E;j]ﬁ]/é:/{“f%%‘ ﬁ,;"—?é;t‘.u
FRPPFRR A LA

/%‘

P2

F‘_L
\v‘

Bkoﬂ re St R E AP A LG B
& —

=

t.m

LEQ A
ETRMNRE:

“J

‘;E\\ ol
N\
i\

(=
e

¥ - BI[5]d B A 4F ~ & 2019 &3 & e 1§Je » P14 treatment sequence
network-meta analysis > j# » f#4—- L lhL oY B2 LHFHTE
(ERxly %E FUE S FED IR BRI R S B & A
KD/ - L - L AR

¥ & Cochrane Library ~ PubMed £ Embase % ¢ + 'E“q‘ » feF 1997
2205 #FNEF LA~ FHERAFUR K £ R LB TS
A RGRBRFE Y o pt vb > 7t Clinical Trial.gov #0%F & & % % cid sk #icdy o

BERFE S 3> LB RHMEPLRBRFAYEFTAIT o BREF B - 4
% » ustekinumab 90mg 8w £ %tz Ep ¥ #o % A &% vedolizumab 300mg
q4/8w 5 iE o A TRA ¥ fF1 5384 > ustekinumab 90mg q8w £ it EE F ik
% A & vedolizumab 300mg q8w 5 i o fE A AT T Tk * ch 2 A R
ATAR 0 R L e 5 P R

C.FgiE L

iﬁ?;?ﬁ@@%@ﬁﬁ,;ﬁw 18ﬁp¢g%gﬁi$pm<%w
B o % 2 TUNITI-L~ UNITI-2~ IM-UNITI % 33 chE £ 832 T 5 0 453
ME Tgepdmgr 2Eoir £S5 Baw o

-
N
N
,\

FLFT A AT AER FFPLDIE L PRI BRI L
oA Age _3-_;_% P 3V m AR AR v — Z ustekinumab * 3t SR S g R e

T e e i g o pk AP E BhRE 4 5 3 430 2017 1 2018 & R a‘
g%i’u%ﬁﬁ%‘r@“m“*°

it 4 %[34, 35 30 5 397

IR 4 MR AL AT 0 A
SR WEERE A Y RS RAT

~

c‘}

=

(@ - B2 RME &5 p 2016 # 11 7 B 450 Jz B 455 ustekinumab
m%m%*&%’uﬁ%ﬁ&a%%?wﬁBA%b

TR LAY TG R A AR G - bR A R LD

LEHBYFEMBAE L LR #r# |3 %>t ustekinumab % }_ MRS Tk FER ¥ s 7T IM-UNITI
W3 E LW EHE S T F RARIs R o 4 i(Number needed to treat - NNT) 4 47 ;- # i 4 £ gz i fedn b 7
LS S r},ia A iéi)i/vv\#m T w4 A B s 47 T A4 T 84 ustekinumab ek B OF R %
(exposure-response relationship) |~ s 8 B A @ * %7 T 2 &4 ustekinumab & s 58~ TIM-UNITI 3% % 3
Jﬁ # % ustekinumab #| & ch pxr % 2436 T3 R I5R F &~ (clinical response) 3 ¥4 ustekinumab i #x e 58
/v\“*ﬁ‘J £
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P1 &= &’Pg%—ér‘%ﬁgﬁﬁ "
TR PG L AR A TR

ihor 2456 125 g 4 li’:&é&&402+134;§« ) 82 B G A li’:&ﬁrj
PEF Y (14.1£9.9) & © 54% i 4 ¥ 4 B 5 iy ~ 99.2% % BB 1
- AP EAISR 0 RITT o 4 @ % iE vedolizumab o i BiEE R (¢
> #)17.1 % -

A KR 0 45% 5 4t ustekinumab ipfy 12 ¥ £ 2 FITRA FE FERE o 3
BHRER RE LMD R R F e G ER S AR o U
v 4 Hefie ¥ (Propensity Score Matching)+t #i 172 = 4% vedolizumab ;5 R
AR RBT O B4R A MERETRREG E LT R
4 XA IApiT o }}% A A JF fe PEPR Y AE F AR % ot ) B (UST 57.9% vs.
VDZ 46.2% ; P=0.44) -

(b) - SE4 € 5 RIAF Fre 2011 3 2016 & /F > i S & %
ustekinumab w3 (22 45 B 0 B 2 AT BE A ¢ o T S A
YRR B A T2 SR EAZE - S S 350 4 ¢ R B
_Iﬁ”a‘rﬁ‘ﬂh&; )3 o d)E ,r}%%ﬁio}]’%&mpﬁ%ﬁplr% %72k

>, 7= S A PR A AR LA F AR 0 304 A B
Foiph > R (Y =174 B2 -

WEF LS BHERISRAE L 0 2% ustekinumab 55 15
FAE - Lo A ot D 12 B0 o AR B g 4 ffc B B
Pro I IREY o Sk PP 0 Y LS ustekinumab £ T
AL T - BER

() - #éHERE - T2k %ﬁr%f% * ustekinumab V5 e R T o A 4T
TR F-X SUE RE S LS IEIEY 2URE =S

HERBER M S Fp A PP AR E R R ik o A
25% s A B TR G fER R o B Y 3R E R Y F] S A
vedolizumab 718 f5 4 » 1T S 4 PP ARG S L IR R eh
ko @ 2ATA S h A TR E R

3. Bk F BT (BRI A)

m BAHr kA RT3 ep w2 2 ustekinumab g T3 s3] )
S AR T vﬁgiﬂgéf‘rj 90mg/mL 538 ;> 12 2 T3 % ustekinumab #
/3_3"1”5?' AE R RGeS RN FEF TR -

B a e EAE (P B 225 % L (§ F1 135270 ¥ %) -
% g .314 ¥ i * iF vedolizumab -
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Bz A FELAHY <
FRALHGEG AR T

A2 kil A BTy 2 T B 6 ustekinumab # 9% 3 g4 A * St
SRR A EFTHE § A - B RE - 2 15

Hd o Bt RN E 0 5 2% % 273 Tt o im R 4-1~4-12
15-1 82 152> p FiE 2 Z HfRleid® ~ feled®H 2 223 ELWEES S
AABRETTFRER e o m BRFRERS L EE 2 ARG R M
FoAev R 3T F0O)BE F(r)B2 KiTHmE -

FEFEAY TR A3 YT A BEEAR

() #5090 » PRGEF A BP0 LSS T A A 8
ArETHR R 2 }]?c N [EFERELS TR o AP g2 "F B R
»Z= /]?’f P A FEMAE AP T MEFORET R WA FRPF R

(2) #FFHRATI e BT o it 45 (L B F k) 4T
(IM-UNITI 35 3 & gL %) ~ w12 4.8 ("8 1L fiFiifah '&) ~ ' 4.10
(& B 7tk e ) ~ 4.12 (& adalimumab f- vedolizumab e 5 56 & 4
)2 B EHR - BE AN BT T -

B IS LA
. )/g%f -»{F:Llp W §m

(1) 4% FR P8 ofs2H

o4 # oA

% E’l ¢ PF",’E. L+_'/T B OIF 0% %A 2 R T o i ustekinumab *
5

Ustekinumab & > > ¥ & 3 & & ~ — & § 38 " 3k 5~ )5 P
sv £ = | 414 (tumor necrosis factor alpha inhibitors ) % 2 5.5 &7 i£ ~ 2
CADTH | F F e s mt ind € R 6 12301 S & & g5 4 E‘iﬁ i
AN HE ARG ESF B g2 a8 ki £/

?é@é'ﬁ_furi*3&$ﬁjfﬁk °

T4 1% & (clinical criteria) :

kot bE N FOF RO FREE B2ENFRAEF R
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Z_%. %E‘ilo\.ﬁ

MEE 2
BRI 4 2 Syl

il 2 R
(clinical response ) eHE 375 4 i ¥ o

H % (conditions) :

+ Ustekinumab sr /215 % > % oo e B2 8 6 2 5 AR E 5
v ’&fliﬁqf7&r,r,ﬁr—g °

© Fe X ustekinumab JpFr fum A 0 B F R RS ST eis kg
S

PBAC £ | ¢ A5 B SR ustekinumab%%?raj)iJ
fufé”\f)fz%\ﬁfﬁp“m‘/ﬁ’/% o AP B X5 i iE 2 f‘:mﬂ;@"??’?/z‘?}w
KR FEFRY LSBT LR EFER S o

B rtiEEp e @2 ;‘iﬁ;ifé@’ "$ 7 PBAC £ f ¢ Wig it A
PBAC | ME R | bt 2 vt & 4 s op i &b
& & A&l 4bmg usteklnumab4 TREARY G2 T:{ ’ ustekinumab
g2 H 5 4 4 4 & (4- adalimumab -~ infliximab ¥ vedolizumab %
AR RA L AR o

4B ¢ L4 ustekinumab * 3¢ £ B LB CCRISR 0 B
Bl g m™ o 187 e 2 4 WA 2 B ehiE 4 @%ﬂfﬁr’&m[?‘_—’/ 4
?(»—‘?’&'Pgﬁﬁ??}; RERE ovﬁr);%,&@— MR NVES: ¥ T
ey Bty By o

NICE , | |

R 2 E L A EISR Y 0 %S - A ustekinumab # 7%
ﬁi%]‘zi o T E N IF B 4 4 5 % (90mg ustekinumab £ T3 ) o
2 {8 F 12316 & o

1"‘% P FRAOTREEERN F 0 0K THF BRE L ()5 B g 0 4245 15 (Crohn’s Disease Activity Index,
CDAIA #izp $hebis ™ 1 4 20 5% 1001.,\ P &% (27 ¢ CDAI S ALE & 220~248 4 2. F % (>22010<248) » #2% i
Bt o 2 CDAI A #icfis | %t 150 A

22 infliximab #pt -

° % P ZE 4 ¥ 72 & (Therapeutic Goods Administration, TGA) & 2017 # 2 * & » %4 ustekinumab * *t T ¢ & & S 12 <
(moderate to severe Crohn’s disease) ; i °

ﬁr%é’“lﬁi AREFIZZE %S L 5 HE o BIPBAC R & HE 5w & 130mg  ustekinumab > ¥ 3 AR PEEL o

%ﬂ A iE g 5 “for treating adult patients with moderately to severely active Crohn’s disease who have had an inadequate
response with, lost response to, or were intolerant to either conventional therapy or a TNF-alpha inhibitor or have medical
contraindications to such therapies: (1)Patients who have not shown adequate response at 8 weeks after the first subcutaneous
dose may receive a second subcutaneous dose at this time. (2)Patients who lose reposne on dosing every 12 weeks may
benefit form an increase in dosing frequency to every 8 weeks. (3) Patients may subsequently be dosed every 8 weeks or
every 12 weeks according to clinical judgment.[1]

38

40
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Bz A FELAHY <
BRI AR A T A

i HHAP
Ustekinumab ;57 % pe(¢ 422 8 L9 R o 12 B 2 pEriz b &
4% 33 =g R F i LT & % S (clinically appropriate) -
Ustekinumab 90mg ¥ 130mg s i # % 5 2147 &= 48 > fLR T
2 NHS 371§ fetak™ o

(2) FHhicL
B ARPREZ M ERT EET o

{4 £ %« CADTH ~ j£;+ PBAC 2 # & NICE #1% i % RAR 2 [1-3] TS
%ok % WA e R -

AERPE R SRR AR KA F(e T fj‘u%‘f CARR ER - A R
CRIEL FE)E RN 0 UE AL AR REL RRF DL o P C
i-\:a i end fe QAR o A onid o AL X2EE D A R et W ok
%9 RATES LR o 4 B RTIATNA S WAT A & B
ARG R BB I B P R AR E BRI T A ke
I A “"'fi-/\ﬁ ustekinumab 5o ¥ RIFUE & 10 2R 5 e AT
FoHdvd-REeRE “*RvRhAEFar {24 % (wonderfully normal
again)” ¥ - = 'J'g% B R

o

RS

‘QH-

(3) T FRE AT,

#-%+ Tustekinumab * »¢ & OB SR A ey - AR A AP A
PubMed £ Embase = + & &+ F 4L E - 1 “ustekinumab”™ ¥ “Crohn’s
disease” s L B W4T > WFF T H L 5 A8~ E 2 F £ 2015 £ 1
" 1p 3% 2019 # 3% 29BF§1?)§J&».—\§§‘, 2B EFH - HE H 2 7 62
TSR R w S E A TR R 2 173 LR SRR AT Y R o

2.

.,

EETRRAEF R RS > £ F T RWHRERSE T R ke pew g/
THE 2 %ﬁ%QP”’iw%°

oo

"@,/47\

—»l—

PR E RN LR SRS RIS U RN L Nl

42
43

Tindpe ) & Tap 123 | AMERE-BALP A FTBE -

NICE £ % 2_% 44 @ * ustekinumab 7= 1% % £ infliximab 2 adalimumab & # 4p F - 245 infliximab £ adalimumab
TS HER o WA F *{ﬂﬂ”‘%}i@éﬁfr I 4 i v Jy 0 5 5 14 £ (ongoing active disease) ¢ 1785 MF L S o B
i ALE TR B I B TR sk~ 2 H HR3e (biological markers) 2 2 34 # (investigation) s & #) 2 AR
Jﬁ o e FPRARBRA - ?},33 BECLIAEE T EG L AR f E R
% A confidential pricing arrangement has been agreed with the Commercial Medicines Unit.[1]
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%@éA*%%ﬁ%ﬂw
B A H G AR A A R TR
- B SRR R B R T S E R

R
S

i

&
T sk T B U2 Jpr
() 1% Teiksk

Ustekinumab (UST)* = & 5L 2 S s 4 iy 0L & fRsk 2% 3 578 0 ¢
SAIEE - WIRAEKRIE 2T Z YRk %

% IE % - B TRk % 4% % d Sandborn % 4 - 4 w|*t 2008 # (phase 1Ia)#
2012 # (phase IIb > CERTIFI study) & # =] % % o UNITI-1 ~ UNITI-2 §c
IM-UNITI % = 78 % = ¥ fo/ 2% & % » Bld Feagan % 4 * 2016 & 4 #p 7|
BFhoo LB FAck 3T o

CHEFZDRAFERY 0F FAR LY A2 FEDFE%HUNITL &
UNITI-2 study).z 2 - 38 % 87 44 ¥ 2 e dF 8 2% (IM-UNITI study) > i&- #
El'-\::\.x UST # % !’;LF )‘EE/;"}% Fﬁ}% L% ;lb_"t}—%\' o

£ o~ 1369 4 e UNITI-1 22 UNITI-2 325 >3k 23 B B e 7 ~ 3 » 397
L e IM-UNITI 25 238 27 BRIFEE(T « 22 sk 'y » gl i~ X
#l(placebo, PBO) ¥R 2 #7 7 » £ % 2 fed & 302 4 #F < UNITI-1
20 UNITI-2 325 % 3K cnZ B2 & 60 UNITI-L @k et sk 2 F £ A5
STT EERRIL Y Ry T E\;.%z R BE A B EY K 5 A UNITI-2
AR R RS R B ERE S AR Re o e Rk m
GESRRIE R L LIRS BoE Sl B UE PRS- S PR SR e
Bk Bes @id W€ Bl (Y & o Efl= % UNITI-L &zpsé%; @ P4 UST 05
B FRET R IM-UNITI 5% 97F @5 ¢ 7 g e e B

ié q* o

BERREEANPRED o RAFEDRE > A RE% DS B UST #E e
E$$$6ﬁﬁ@4ﬁ%ﬁ@ﬁ§ﬁ“W’“%“&@¥@*@W—ﬂ$;
IHHY M EPaE P AR UST 8 BiaR I et L A EERITF
FMELAMEE A RF 20T PIEET L ELARPIT P EEREHREL
FEL 3o

(b) # W Tok ok &5 §

BB M e S e [21]
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S Al
FRPHFRRLAM 2 TAH

TR L #F o Sands & 4 3 2016 & A T E L gt 7 [21) 0 AT T
CFZWIRRERLEY 0 LAY 0-8-2044 AP HBARE
2 IBDQ I % & - i & 5 A 5 SF-36 chik & o

AL ITEER T ABAEYRERHAY 8> A3 B UST & E 2
éﬁz* NE TRk R &2 BDQﬁﬁbwﬁh~wié§~€£%%¢
Jv }i lg‘F‘ I/JJ m.s‘—j% ° 1 “3.31"3"; ﬁF 44 352"; UST K2 i‘ 7 'g; \—:v IE i /"\.E'r‘{l:'”

v By b 3 9 2 o
BB A R DA 17 [46]

AR 445 Rutgeerts ¥ 4 >t 2018 & w5 4 c0F7 7 [46] 5 A 47
SO EZ W IRA RK D33 B R ARBRAED S 8y ag Y
FAAE oA 2 PARBEEIH R - TH A S A RA RS

BB R R S LR RERARR 2 N ARBTR 0 RA T
9 Hp Féagg@m 2% 8 pFenlicly 0 A B UST MR w32 ehi Ry
L A #a F(ERFHFLR) "TRBEFARR G RS GO
M o UST X% é‘ﬁ paFdp ot i ARArREgHe s 3 L AE
KR EFALAR

B OEH R > PIER[47]

AR 4 4 > Sandborn ¥ A 3t 2018 & A A £ T 3 [47] 0 A4
IM-UNITI 2518 Fae td 3 96 3 pF » % Fé—‘h U AT & > A LA e

+ 75 718 X SRR N 1 W SRR B He s & 3 208 /G0 NE A %
Rzl é—*f o 87% 7% Féi”"'aﬂf N 06 iF ezt W R o

MR AR ATIRA > AT Y :ﬁ 35 4218 65%3+% < ustekinumab ;o
%m;a—g—% Hepk EfRaind 2% % 4 FuE§3 % 921, A% >
F 2% > ustekinumab e g % A e ehd AP T 4. AP RE 2. 4 ‘/r-r-r'?
iR T o AR Y 92 P 3 4248 7 = o ustekinumab e
#% > 3 IBDQ A eI b g 16 4

B g R @ * S5 (real world experience)[48-54]

4 UNITI-L ~ UNITI2 2 IM-UNITI 35 -
46

tif HR 1154 B % F# eop 4 £ - 536.8 & ustekinumab e 4 & 15 - (ustekinumab ‘e vs.% iﬁ% By E R LE B
P (1)#F 3 L £ 8(401.27 vs. 371.84) 5 (Bt 3 L F £ §c(24.27 vs. 19.56) ; (3) e & % (5.20 vs. 3.73)
T jagm B IBDQ K 8- it 5 SR S SF-36 A Tk -

26/69



108CDR03014_stelara
M FE Rk
FRAHFEF LA RTH

FTHE = R WwAeY o &d T F 3t ustekinumab S5 o FE S
ﬂﬂ AR e B A PR RS T f [48-54] & 2014 &
2017 e g Lani gL Rk 2%F7F o

g@p*ﬁﬁﬁ@&&ﬁssAfmrA%W’@%ﬁﬁﬁumnlx
UNITI-2 & IM-UNITI 3% % & 40" icdp A e gls 4 12+ 26 2
52 3% £ M F o

RERFE S AP B2 HNEBELE ) ARG 6 F 2L Fm A HIR

B A4 e o2 2 5(biosimilars) 92 3 [25, 55]

- % ¢ Olteanu & % >t 2017 & 4 %= 3 [25] > % S i0& 238 4 F+ 4p
i {5 5 g 4 fh¥ gk o 1T & PubMed # ClinicalTrial.gov ¥ 5 77 ¥
Tk iR I T Lo H& adalimumab ~etanercept-infliximab % ustekinumab
FARER2 A PAP NP ERSE Y R E #E

RRIOR BN LT LA GRR AR T T IR SR et H A it
B bbb d SR FTRR R o O infliximab e 5F Tk R
(NCT02452151 ¥ NCT02148640);% # 5[4 < TR e

g owie- # Ao 5F ¢ & 2017 #9 Jprgensen % 4 [55]* Lancet
Hp 1] 4 :5% (NOR-SWITCH study) & % » % 7% < ;é—fﬁ d infliximab J &
2 CT-P13 2 $dn 008 500 ch 52 > 2 % *+(non-inferiority)
BERY RRE DS T R ARRP » 482 XK Y o F F RS
JE(32%) ~ FF AR L (19%) ~ F B & L (19%) ~ AR R & X
(16%) ~ 5T Reld B & X (6%) ~ Yo 12 M T (%) 3 5 e £ > 7 0L
R 7 % & 3 B (not powered)ZE P > 4 FoAp B AL
BERTF R RRELT TIEEE -

B. kit [ﬁ%‘? RESEFZ 7

BornT S Rer AL E A TR A5 27 2016-2019 £ 1 ¢ 44 -
;.

% Cochrane Review - #7 3 A 48;& ¥ & B w w» > H - §_ustekinumab * »* 5[5
e R ehA T B2 A A Y R RIS oA 1T o
“ ‘/f‘ TEARY ’b}—*‘*‘*%%’% B iy 8 LR ﬂ%éiﬁ B3 L5 4T L ustekinumab 90mg = 3 =
o H AL ;2 5+ ustekinumab 270mg~ £ %3 7 = ustekinumab 180mg & T stz ¢b s gE 4 F IR 6

f
8- 12&4& fé%sr

O R pEE BT EYLBRS A 0 LARAS LER
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SRCPE f%&ﬁ%ﬂw
Fg%,fi;}iﬂ:f' 3 2 TR

(@) ustekinumab * >* 5o fE S g iR (A 17 [22-24]

,; 522,243 F crpm g A PR E 5 2016 & K 0 R~ R EGHT ] 4T

7 & 4P o - KB 5 » CERTIFI 22 UNITI-1 #5% > - & Pl ~ UNITI-1 &
UNITI-2 2% - {8 ki 3 &5 F &7 &7 o ustekinumab 7z @ £
RSB SRR A FEDfraFh o R ES > SXFRP G REFRE
Rk ke EfEA IR -

¥ — & [23] @ 4%+ #& ustekinumab ¥ vedolizumab =% % > % Cochrane
Library ~ PubMed £ Embase % ¥ + F#L & » % 2017 £ 4 » 30 p 2 =
w % ﬁﬂ“ﬁi%}ﬁ/’v\i’f"\é#fﬁf%@/,%° XF ORI AT EXREFF
PRrAaFP iR e Qe kB A MEL AR B L 2HOLIRY 3 L0
TRFLIE

(b) # A * 7 & B LI S pis hA $5[2-5]

7 3 R[2-4]2Fep A 4F - &2 2016 2 2018 & e [];Je v A W] A
adalimumab -~ certolizumab pegol -~ infliximab ~ natalizumab ~ ustekinumab ~
vedolizumab % & 2 A4 EP N AIFH dnF* > B (7T - MR RILE A
el PUREZEIR/H -FIAFTFEASTITRHI - LB RF
LLQ/,%P‘)‘LLﬁ*m—v-rr' FARR 0 R BN DR FEKRT I F AR
oo i B AR BT X HIRA gl g o RN dﬁz/,,\giﬁﬁj_ A S A A

- ReNEHT IR .

¥ - BI5]Y B A4~ & 2019 & & ihe Jgk » B2 treatment sequence
network-meta analysis = j# > 242 @ L o R Y B2 LHEHFE
’Ffr'f’iﬁ”ﬂ A2 5}'37?1‘ p?;%'ﬂpzr)% ’L%*‘f‘. {s ‘g_/r%* PR %K"?ﬁ:ﬂkgf'J
BE SR NP RE RN o

RERE S £ 13 HITP A RGERF LR F AT o LTREF b -

% » ustekinumab 90mg 8w £ %tz Ep ¥ #o % A &% vedolizumab 300mg
Q4/8w % iE o BFR ¥ fF ¥R 4 > ustekinumab 90mg q8w E it kg F di
% [ 2 vedolizumab 300mg q8w 3 4 o fE AT AET T AT * ch E W A
RTAE 0 R P R
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~

= 4./::'{“:1]‘7

(=) ERFRI2AP FHgHEF Y

EHEEFLALHAILASHER TP L EF GREFFY
(=) Ei 5T

#4431 & %4 CADTH/pCODR-PBAC % NICE 2 ¥ f1 ;=547 4 % £
e ;w»' PARF R A B F R PR RS

Cochrane/PubMed/Embase/Airiti 1p B < ;;Jc DB RL R F R HEE B2
EHE PR AR EAT B

K iR L P

C(’i?;”jp)C:ODR 2017 £ 30 A - b F R

PBAC (;®&) * 2017 # 3 % o - n’}v\%f:},%: FHRIFEFRL

NICE (& &) 2017 # 7P 2fm- 0p Pﬁ/%‘ﬁiiiiréﬁp

His FRP =R SMC (gt ) >t 2017 & 6 * =5 — i» ¥R T AR
B s

TEFHE Cochrane/PubMed/Embase/Airiti sfEx & 5% -
EHREFRELFTH | - F RS RE TR

1. CADTH/PCODR (4 £ = ) [6]

‘v £+ CADTH # % & %4 R ¢ (The CADTH Canadian Drug Expert
Committee » 12 ™ fj = CDEC) »* 2017 # 3 * =i - & FR =R FL > F L
fc§* ustekinumab (Stelara® » »2 = § fL A &) * *-“m)%‘ "HALAPER S - B
SRR T -a iR EE R F G Er A AR > MR &
FFR AR NP H L R PRITARAFBHE KRN ES AR
F oo 7T AR R e iE

® TRk iRf ‘&‘T'%g.'_!z %%‘/r}% Sirp AEDTRAF B Bizat @ AN

o i id e
(1) At R* ARiofha 23 B85 {5 2 5 WH L3+ 4 o

(2) FAREF BN RDE L] PR ERDEPFIF T RIREL Y
j\rr.g—-/é‘,)l%“ o
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BRI 2 4o

(1) =ZB5MY > X GHEFRE - F7 TP HRRER A ﬂ\r‘%ﬁ’a‘" ERIE
fiifé”’\-‘fi.&"“]_p%%m/%‘ CUNITI-1 4= UNITI-2 ) & 240 f
(IM-UNITI) eng2 58 o & UNITI-1 = UNITI-2 3% # 7 > &% ﬁ\‘_—wr
Feehp A % 8P DR F R B F R X AN DR H
o i IM-UNITI 325 7 0 @ % & Ap s {alfo % L 788 Ao

w44 FiE T ﬁkrs ZELE=) SC 3 R I

(2) 7 Z‘LI;: B R T A SR b 4 P BT AR RS R e/
el LEE R Fg%wﬂiﬂo&m%CADﬂ4iw%aw$ (ﬂmCADTH
Common Drug Review » # T f§# CDR) % A= B A o> ¢ H A &
R A SR EhE 8 A P WS L B o

(3) E&‘“ CDR € #74 174 2 f R SR P ] > A AR ot F in oy o1

YE3 & A2k vt & (the incremental cost-utility ratios » 12 ™ f§ 4 ICURs)

FERES - BREE L EEFRD A & & (quality-adjusted life year,
QALY) 5 $115431 4c % $189,403 4t ; ¥2 H 5 4 :ﬁ?ifw [Ap v o A
e ICURs & 5 $870,045 4c it /per QALY » 4335 & = &3 o R
S H e A A (F 4 #www+wwmmmw>w“m% <q 7
iﬁw‘ﬂﬂﬁ%ﬁ?i&@ﬁ&h@%%ﬂﬁuiiﬁéwﬁhﬂﬁ%%w

~

Sa- »

AFLBRTAREH AL I A e A EF LT BB BFHRL- A
st 447 (cost-utility analysis ) - fie A& &-4p #>T infliximab (& g fe 2 4 4p o244
# &) ~ adalimumab ~ vedolizumab f=#% 25 % (& 3% éﬁﬂﬁ%z B E R ) A
PR P RIERBEBELB AR A WA S g DR R AR » 3T
L25# o Fmo BPEEE (Y Riop 4 pr (FCTO) e TNF 35485 % %
peeh? RIERFHELIENERLE ) Ird R E S A H o Al B
A-RBHE R R P A e Al D B AR P U E T X B
AR RCA] o 4 A H I o B A S S AR R TR R R ot
A & IM-UNITI 385 -

CDR FEzafie i Sitioa) 4 ™ Bl dgen L4

® AR S A F R e IM-UNITI 285 5 A o 200 B 4t el
#12F BET A SAp >t infliximab ~ adlimumab = vedolizumab *+ 2% ¥ 5 &
VL FOR SRR e o

O BRI AFHERB IS FE IR B ET A SR
il -

O Sk chigAZEA T R 25 & > Em i RIS RORRIRH RSB o
I IR URSE A

® A CDR EA7A 773 I ehit Bk fiok® (8 ¥3F 0 a il ek - &5
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ol EFEREHREERHB IR AT RIS YRS Ao B 3
£ R ES LI R 2 A #(FCTO) |+ 4 S4p st F 2Lia 0 ICUR i 5

115,474 4c % /per QALY : # TTNF #5455 4 Resius 4 # > & &4h ICUR
% 131,207 4o %tfper QALY ; iR &5 4 3¢ 5 & %59 ICUR i 4 119,058
s i Iper QALY -

hAPRUAT o F 120 ARE R LS A Fa & T ERS ¥R
Lpeeh? BT E RGBS 2 g L FH(FCTO) ) & SAp ot F Kok o
ICUR i& 5 $115,474 4c ¥/per QALY 5 H s 4 o 5k » A - hs h2ed b o &
g e & TNF FE5@lio i & peap A 30 Bk = Ao g end 4 Pipin i &
‘_ﬁ; infliximab » 2 # #p iz {42 % infliximab 4p & % #75% 0 ICUR & 2 90,277

Welper QALY » H X § & 12 3% i % A F iRk ARt 4 $ 4p i 2 5 infliximab
1 ICUR & 5 $228,571 4c i /per QALY © % Jg & 5-27 H 4 5o G &R st feh Fx
ER e l——ﬁ*\g{"‘tb i%f@ f °

2. PBAC (&) [7]

B A 3% (Department of Health) # 5% 34394 A ¢ (Pharmaceutical
Benefits Advisory Committee, ™ ™ # # PBAC)*+ 2017 & 3 7 = v — 13 ~ R
Tl o B - P E M2 A A 47 oadalimumab (12 T f 4 ADA) 4= Vedolizumab

(2T @A VDZ) fiefe S d #6243k o Infliximab (27 @4 IFX) &
R AN EERRRETF - BENORR o d 2015 & 127 1p IFX ¥
S 16% 0 @ IFX 3R = & 3 ADA fr VDZ - PBAC 4 77 4% & 50t B @8 o
ERFRIF DA Ldok AET R EETEE A APFOTHE BN E R
7L F oford d ayR o I PBAC Rt da g A& i H - PBAC /L 3
infliximab &_f & xR E % -

T & PBAC ¢ &% v i 32 1 A 522 infliximab — & e i & & - PBAC
otk mAp ot infliximab £ 2 & din B E B Bl REA A BT
POt BE RN A B F o PBAC X A ARt X A2 A S Ap RO
4 3 @& (infliximab (IFX), adalimumab (ADA) and vedolizumab (VED)) 7 %
o M2 AR ATRE S R{r e ERIpE E fF ek o

PBAC A A & Ap > X A AR S8 F R it ¥ 0
vﬁﬁﬁﬁxﬁﬁ wm*ﬂw4#ﬂ%(MmeDOLﬁﬁwié%&*

PR TR A S RS R T LI S i

PBAC £ g e ' & &30 — 4 % 248 4 0 bo (general schedule) {oB 2 i
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%% 100 54T g B & ¥ i % 52- 4] (the S100 Highly Specialised Drugs
Program) » 4 &-22 [FX - ADAfrVED FFRE > TEioh BN

3. NICE(# ®) [1]

FRE R E ERE S A% 7 e (National institute for health and care
excellence » ™ & £ NICE)*> 2017 & 7 ' = iv 444+ Stelara® (usteknumab) 7
- f?%%ﬁiﬁfiféiﬁi » NICE & % F ,L»]q\ g AL R H R R & TNF-a

HIRERFF B2 0 S FHEE R ZLpd? RIERBRELE VR
SARF AR E R oA A WAIRE E R AR A R L B TRk F A
Wi AT e drdk F AT E - b AN DV 3230 ]ﬁl%ﬁﬁl%’f‘é&@’ﬁ %3@?? * oo 3E
FHenig o 2k L 1—@3‘; oL o0 53 — A ustekinumab %“*”?%ﬁi%]ii T R PN
B e a4 5% (90mg ustekinumab A T gt) 0 2 {5 F 12 33 - = oo

Ustekinumab ;2% 42 pe(¢ 32 Z R L) 8o R 12 B P izt 0 (Mo
2p & TIAR 12B Y AR E-EAG A FETRE) ¥ A EERES
% £ % & ¥ (clinically appropriate) - Ustekinumab 90mg £ 130mg sz # % %
2147 ¥4 » MRH & NHS 374 B Heask o

AAF L A E B R R0 E M N AR T

RMp#RE- Be R EPAERE GERAD) ek PR es (57 LR
AR ) v RA FE B d SR E s 4 5 % 2% (infliximab, adlimumab
fr vedolizumab) * *tip ¥ RIERLHECERF AR LY A5HY KB
RH 4 A F o AR H A R Rl B R APBE o

f'&’rg’éﬁ S X A A 45 (cost-minimization analysis) S T R

fee ( Commercial Medicines Unit > = @ £ CMU) £ Fﬁ mﬁ‘—a S A A

(confldentlal pricing arrangement ) i& {7 iz & » B A e % — F kA A el

Lbﬁhwz £ 1 (listprice) =™ engh & & > FJpt A B4R 5 &# B NHS & 5 & A&

FeofiEd o Ba o L f LRLTFINHS ¥ bff'zllﬁi}f’”ﬁifj?'pllbmx%{ﬁ’
TR AT ATREE R PR B S A e

LR 6 R T RP aRARE AT AF RN A PR A A Hr
TNF- o FFu8 00 & Pais r‘ﬂ]?; L3 A TAREOTH @ 4 S EE S ﬂ\f‘ﬁ:j‘,ﬁ(ﬂk
AR AL ME Y REDERELFSTRE 2 &E[QALYS] ) L | 45
ERG & * }F mﬁ‘: BYEFHE RSN 0 A SR 4 2 AL S A
EodRgBEI I F DL WURE - P o ERG “7 &35 5 QALYS 7} ’i]
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LB o TG {jz"g Wk A2 F "Lg‘lﬁéﬁ] ) Fptig - 4 :,}’{Br,f,(r@mf“:i ’
BB AL TS FLPEE o

LR ATRRE T R LR A i i - R F Renztd gl
AR o Lok & P IR F § Fet TNF-a F4 (infliximab ¢ adalimumab ) -
oS o 4 P %;Eb,é.—k ,,;g;;:'& ¥ - # TNF-q %&Em’s‘ﬂi\;‘ﬁf%*
vedolizumab i » 1235 NICE sft 3k % 3k4p 51 ¢ vedolizumab * »55 M2
WA ien? REAERBEE LB NE o ThE TSRS 0 R 77 HE 00
BRS¢ TNF-o BB B & a4 > G F v RE 370G 2%
Sl A R o B PEY -3

LR EATRR R IV B AR AT S WG ah o R
73 F e T g > ¥ P T R AN b S Ak 4 pTis Bt TNF- o d5408]
BB g - R TNF- o 3248 4 peis e vedolizumab 2 5 (2% TNF- g $54u®] 8 5§
el BEBHET G UL R gLk iRk B it TNF-q 45408 (75§ b2
47"?9«‘)%‘% PT 1S eh— ﬁm«)%%‘ CF AL RT P ATRA L G AR § i Sk o

i S ﬂb'-‘ﬁq*‘/\’ﬁ‘?')% la_mlbﬁ’lw.? Eé”‘}i"ﬁL 'ﬂzif?'féq*j‘r%"i

ﬁ gwu% d‘rr'c:"'f‘-" His 4 5 @A - :"K;?}tgﬁaﬁ ié TR ERE o

% B ¢ il ERG $3 & 5403 ‘”fﬁm?;pﬁ o BAlIRF R AF BN RER
2 F 15.1;9.’:&‘ ¥R enF L F G 1‘*"'] R R E R A P RWR RO T~
EES Y TR SR A zéejr%iiﬁr‘ff’ﬂ%ﬁ R I RN TR

“Fiﬁﬁwﬁ“iﬁgmmeﬁﬁ*a%ﬁ@%ﬁn@%ﬁmﬁw%%%ﬂ
%\Ei"ﬂ}f /3_,3._,. v et e 4 ﬁ gﬁh 4% F'U;;' w_m “LT#?}'%/\ -’La:l’ﬁﬂ‘ {._, DEY

4. SMC (#+ i) [56]

ghi W% 4 B ¢ (Scottish Medicines Consortium, 12 f§ # SMC) *+ 2017
# 6 7 2% 444 Stelara® (usteknumab ) * %75 ¥ 00 & TNF- o d8 408 &
g F ety AHEE R e TERFRELBE A ES ALY D
e g

R F IR S TNF-a g r B2 atgnd BRI EREFILES
ERE 7o ﬂ\r%#ﬁﬁi%“"-@'é‘w Ao sm Y el TRRF BIc@RE R
SMC 2% & &% v 174> % (the benefits of a Patient Access Scheme » 12
L PAS) Tz ﬂ\r‘;h’m\l A3cE o 2HEE BB PAS 22T B

BT NHS U780 222 R v o B fedp e &b { MaDfRT™ > 4 2R 5%5H
RN - BASTZEMS AN T A u[;;,;‘a °o % - B =X s A FHL R
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&4p it adalimumab feinfliximab (& 2 2 o 4p 00 % &) ¥ 304 s R & podhup
A3 F 2 AR A F AL R B4 G vedolizumab f- adalimumab *  TNF

%%iﬁ&%4ﬁ°@%&%%9ﬁﬁpﬁﬂﬁé—& LRS- F SES ¥ 5 g

Sk BAPFY R RFT RS LAESONH T A FHE > T2 S TR
AlF 2% 7 ™ %*%u\w&f‘ﬁ}l BT BHEIR -

AFA o g2 v R Bdp ok p PR R E 2 17(NMAS) -
IM-UNITI #2 % * ko3t A T BF P E4omF > B2 WA Efos #E g 4 0 b
PR E 2R TR AL A F o ft RE s TGk 4 BRI B R A
B L E R R o @ % Adalimumab £ 5 4 o F 2 A TR AR
At pE_kp CHARM 5 ¢ |an|X|mab (fr2 4p i 7)) el > B
infliximab f= adalimumab = 2 i+ #& 4 3| % % £ B s A v B &_4p I er10Vedolizumab
FRE 2@ R AR p A Bl RS A Sk o @ * UNITI-1 4 UNITI-2
WA A ME A fITL TR A R A RHE -

BT #d PAS & ¥ d g 4 % BV gt s ko=l & (the Patient Access
Scheme Assessment Group > 4 T f§ i PASAG):®fz ¥ @kt fif NHS 7 7 - SMC
F T LR R A PAS i A F IR 0 (5 SMC e o e §_» E* %> PAS

FEERYE SMC &£ 2% o Flt > R it B ILE PAS dlicd o & PAS
ko ATE LA R E o RER -

¥t 5 vedolizumab 2 -3k P~ PAS» F PAS A » G2t RAR TS AR @
CRU T A RS Aok E oo d 3 H LR % foskL 2 (competition law issues )
R 14 vedolizumab 1 PAS i #3878 > SMC 2 R ERF R EDEE o
RN B 2 SRR SN 2 R EED U

AP BRI ROBERAFTFAESL Eo0 FP TR RERL AT
(NMAS) s F 2P0 7 A Fe R v o APt e 200 8 2 47 (NMAS) F 35 % 341 >
Rw SMC 343 (6 Bt g 2 8 S 15 (NMAS)R S T 59480 &k £ 3 ki
NS AL T

SRR A Gk B SR ISR B 3 R R Y SR S F A
S ttwm\ﬁ@ﬁﬂ SR e AR o B e 1 AT SRARR 0 1T A\w
€7 2R AEA S HEER SMC bR A 4 T § A RE I S A

PUE ARG e BP B (time horizon) AR i dp¥tRE o ,ﬁé@@fgé,\ﬁé ,
adallmumab AP EErREEFFE S AV HREE KT ELHE - 5
K ERE S R T X e ff;ir@ﬁ'rl‘lf,bln\’}‘r’/v\ YR B AT fm'&»’??l )

WL KA - F ¥ &35 adalimumab HEREE AR BEFRY o GE AT RS
mEAFEEM o R BP ATE D A o
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5. T FALEARM 2

(1) #w=x-
A4F 2 % 2 30F  Cochrane/PubMed/Embase/Airiti & + F AR 22 2 2 P 4o
21T 5] PICOS 5 0 iF 12 o THOF B & A EEATEL A IEET 24

¥ (population) ~ i > /% (intervention ) ~ % »c ¥ & & (comparator ) ~ & % i
24tk (outcome) % #7 7 3k 3+ 2 ;2 (study design) > H 3#&F ik & FIZ 4o

Population Crohn’s disease

Intervention ustekinumab

Comparator A%

Outcome A%

Study design Cost-consequence analysis, cost-benefit analysis,
cost-effectiveness analysis, cost-utility analysis,

cost studies

iz fe it 2 PICOS - i 4§ Cochrane/PubMed/Embase & v gt 344 &L > »+ 2019
# 4% 3 p > 2 Crohn’s disease ~ ustekinumab = cost i B 4 F & (T4H0F > HH
F' FF i KITJ’QT

(2) 5 &%

i @0 i K % #0F »t PuMed ~ Cochrane ~ Embase 14 2 Airiti & = f‘Jc oL R (T
x> T ERELEL %Fﬁf’#“‘*"k’ 2. PICOS 7 — e jgx 2 aﬂlzp’%%iv

mQ§%|9’§2§3ﬁuﬁﬂ\ é\.j\ Invl'wpi’#ﬁiv&r—[:

Aliyev & A [57]e%7 3 3= ustekinumab -~ infliximab # adalimumab * *t g
¥R (AR LR ﬁ%%)%km%g@%ﬁ%ﬁ%;ﬂ+a%hwm
B ? RIERAIESRERLY hF AR E R o A AES T B E AL R
Bhofedpd Y s ROREARA R FRB B AR E Y R EHAIEE (G
AT S 7 & H0A] ) 0 A A fs—a%ﬁ ARG ED - BT A AR
B o SR A S WA PR L 2% FMF I HF L5808
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ER S B RS A FRERS Aot BX Sl Bt kg ?‘iﬁ’% o FEAT Y ME B
»z % (net monetary benefits » 2™ @ NMB) % & %%;«prmha Hiok ¥ E o
4& % infliximab +* adalimumab {= ustekinumab 7 NMB ~ %] 5 $9,943 # ~4r §
29,798 2 ~ > @ B - BEERE L FETRE 4 & & G & E 150,000 £ ~
ig 7 > infliximab #p #*t adalimumab {- ustekinumab 5 & 7 = #2x g g4 |
adalimumab #p #.>* ustekinumab 7 NMB #_$ 19,855 % =~ » F]¢* adalimumab #p $
3 ustekinumab 3 B F o Aok E B o A0 2 5 WA A S L»? e kR L BT
e it 4 ¢ & (quality-adjusted life-years> ¥ 3.5 & )» @ = & £ %] {% * (infliximab ~
adalimumab { ustekinumab 4 %] 5 $50,510 £ ~ ~ $54,985 % ~{r $72,921 %
A0 BT infliximab £ F % kocF g o G H S ol o
*&ﬁﬁﬁ?7¢ﬂ¢ﬁ%%mﬁmﬂ°$¢%%ﬁ*ﬁ§i€§n%*&’
infliximab #p #* adalimumab f- ustekinumab 7 NMB { % > I 2 %3 *c {7 °F 77
B (blde S E 2 5 FER) ﬁimw?(wiiéJﬁ%’%?u%ﬁ
fooxt ) P REECR e Sl Bard B PR S o L EE -

Amanda % 4 [58]: & ,’L?‘;ﬂ"—fr; ustekinumab #* >tz Jhk Y B 3 & B EP M
SRR A n g o ARG A EI R AR et Ry 57
SRS AR R %p\/\I %ﬁ:}é%;{%ﬂg A B LR ERCPRIER S
e = e 2T AR {7 A B adalimumab 2 vt g 0 L Y RIS A RTRF S
Fr#g BY - L g5 qR*iE TNF-o F58 2 g NRisf L pes gl 1T
FOOFRie R A RTp A F ) A - G A g TNF-o 33l R 2 T
vedolizumab * 2’;'?},% Ao b Sddt e b oo P ETISR IS ot BEir A 53 ER ok
5L R M TRk Esk S5 Ao c ik p R RAE LT foin 8 A A
7@ @ hERfeH AL kp v‘%%i’-ﬁi%?&% FIE AL B ALE B
o AR LLEEL S LRPFRLE 2E AR RSP A B 7S
e IR AT KT o AR R B 0 A SAp#eT adalimumab TR AR
‘Jéf)é‘ ARTa R B e Aok E AR A e B TNF-o Bdlic 4 Rein
i 4 v R SR Y adallmumab 1 ICER & 2_$30,282 gt~ » @ B3y L GfE
i3 f;;(wnllngness -to-pay ) %+ & $ 63,000 g ~ eiE i T > A F4p 3T adalimumab
F 94%ces 5 E B & ArF e ¥ Ap Rt vedolizumab § 72% 08 5 EE = A ik

L

Holko % 4 »* 2018 & ##4§ 4 %7 3 [59] > & & 3™ vedolizumab fe & &-*
W Bl a fEpuH) (anti-TNFS) o 4 pea e L & ind Ao g
Pl o A B T A RCAE AR o WAl R IR S B 10T Sdis W
& & end ,fn%?i%n *v anti-TNF fe @ e o i3 35 0 2 F Rk i end 3o QA i
F (blde t 23 WASER ~ iy ~ 12 B 7 chipffy ) o B3¢ doet g~ 2t
FREArBES AR FELA 200 BB CES L F AL B A
FRGGR ™ KA 1303 R Rt A L TR A RS Lk
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AEEFRD 4 & E (QALYS) frd & (Ak ¢ FLEE) A 4] 12 3.5%Fr 5% (7473 o
%% Bg57 vedolizumab “4v » anti-TNF %8 75 Fr %34 4v 0.364 77 QALYS> & 3 4«
$5,600.24 ®c &~ > @ A& F4e ~ anti-TNF &1 5758 %38 4 0.349 0 QALYS > 1 3
4r $6,593.2 &t~ - Vedolizumab #p 3t & g eafs & & s % vt {8 (The incremental
cost-effectiveness ratios » 2 = f§ # ICER &) & § 15,369 %t ~/per QALY » & &-4p
#2.>* Vedolizumab 5 ICER & 5 §$ 18,878 % ~/per QALY ; @ At & & {781 ¢ %7
AP infis o FHICER 3 i+ cnfr¥ > @ & 2 /& anti-TNFs /5% £ pzis o
iz 3+ vedolizumab/ & &F-hiE njms e MERI A AsF B E S $31,500 F
P fanti-TNF J5 % 4 pefs i€ * A 52 vedolizumab & 3 = A»cf v ml A&
#-lvedolizumab B~ % = & anti-TNF jo o el ) 2 T2 Fo &9 4748 e pie B
LB A F B BFE o

6. EHRERELH L I RRFFETH

EHEF R LG S Ae L[58 AL - B RREFL LN G

K FF 3 ustekinumab(stelara® » 14T LA Z)* ik DB L R

A Y A 115}%—%’T14blklﬁil‘x‘}xl+xi7 1;\"\% ’#2.3—3’\1*5
22 #@iﬁ?' Humlra®\Remlcade®/RemS|ma®£ Entyvio®z_
ERX AR AKYS - #6541 %7 £5182 4
s &j3800§m4” EFHLlg~-%F 5BV
Beiinhz AR RA FASEH S AT R 2 £ )i: S A RS L E R
BAAS o ART IR %zz»ﬁ Fy-#97308 2 %7 #5208~ -
BRE Y LR BR B I WP T

1. *EF§RkP i

EREEATHH AT TELEL AR AR E A Gt o B
FeERpHEEL A RH ) (RESHFRFEL - ¢ 2 8.2.4.7. 130
A) o BB NS R g2 24 4 8% Humira ~ Remicade /Remsima % Entyvio
Z_RixH H o

Entyvio® § £

OER S SR N AT LRSS S-SR
T AR ”ﬁ ‘Lfé_”‘\:ji‘_é‘_"\ l':;f)?—‘,
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(9) Brodalumab 4243t % 0iF 4+ 210 mg > £ F > 5 13 2 %23 44 210mg » 2
{5 20453 210mg> ¥ 12 pFo 4 A 3 0 3 0 PASI2ER »co (108/4/1)
(10) &L & * cyclosporin #4173 »x® % i £ ¥ (Creatinine A # & F = =30%)
¥ 36 f}%‘ﬁ.ﬁéé\%é » s'w 4R 8 *  cyclosporin - ‘% EEATHEBEF
AH g R BT o R ER R & G A BRI Y 5
RBATLE S o
(A A= =c ¥ e 26 % ALY - * » F¥F P BT kw2 fred
PASIS0= ¥ @ * ; ® etanercept £ =t ¥ -pF e rLié * 25mg biw 2 # & o B %
AZE3W YR Y RRATY R FRIRS AT R
3. @ 4w H%‘ %’zﬁﬂ%:‘i’za@ﬁ%*i? el 0 R 2T REL T R IR
B0 o B0 AR cyclosporine % BB ks o (e 4 e BB ok
dUIRLPE T R iR i * o (101/5/1 ~ 105/9/1 ~ 107/8/1)
4, FHRER DFVRLIBREFGE o £ 8 2 HIE i R e FE
(1) 1RZ &1 gzt o
(2) fo ki b pengd o s b, -
(3) %F%ﬁ@%%%ﬁﬁﬁ%&(é#%&L# BFickrEe &y ¥ 5p
BHERERR —iéa‘:%ﬁ e R (R R brER A ) (102/1/1)
(4) L FFAIMEE > RASAD Y LB RE S Jp (sepsis)
(5) r} R }E%Liw *¢ (pre-malignancy) e &
(6) A }_ (immunodeficiency) -
S. F ek r)%‘ri” P dek g T AR R R R
1) #»2FiE @i

@
z%i»

Pz E A o

%ﬁ’ﬁ%ﬂ%&%?ﬁ? E

B4R 4og (intercurrentinfection) (#pF iz v ) o

(2) Fpre ;- iﬂ SE6B Y inf (AR A2 ) 8 R E S pa 0 R Lk dp PASI

B A G feed A:E50% o

6. %‘rﬁ% w2 Ap b A0 (104/4/1)

(1) #Ed» s g » 25 Walap2e 9 & PASIZ10% -

(2) R * - BAFURILFERAT, A @Y ¥ - 7 b ERPBE2 25 Y
EUIRIPE R F,LL%I&B A E2E SRR B o R Fla2 LX P
T m gt e FEPE 2 A HEY BT 2 AR D IOR

1]

o
N
e

2
W

g_,
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P
T GEE BEARLAE T EATY R 0 AP LD 50%EF (F
AR 150 2 AR ) o (104/4/1)

8.2.4.7.Adalimumab ( 4= Humira) ~ infliximab (4~ Remicade ) ~ vedolizumab(+4-
Entyvio) © * *t s B N i K 0 A
8.2.4.7.1.Adalimumab (4~ Humira) ~ infliximab (4~ Remicade ) vedolizumab(4-
Entyvio) DA AR
1. ﬂ,u 4_%%4—;3—};}(}3:@ °

L = ®m < ® m W & & - X 5aminosalicylicacid %
(sulfasalazine,mesalamine,balsalazide) ~ #F & @ ~ % [ & & & Fr 4] #
(azathioprine,6-mercaptopurine,methotrexate) ~o 4 /o 42 = B 2 > iR & =
#A1p 1 (CDAIZ300) s 2 2 B Fim &l (0% p5 > 2 g5in7 3 5 2455 o

2 73 = JE = 5-aminosalicylicacid & FZ 4o
(sulfasalazine,mesalamine,balsalazide) ~ # % & ~ % & # ¥ 4] &
(azathioprine,6-mercaptopurine,methotrexate) “v 4 jp Az = B * » & b &
P o IR AR SRR E DR | £ 2 CDAIZ100% -

(3) s 73 = JE il 5-aminosalicylicacid & FZ 4o
(sulfasalazine,mesalamine,balsalazide) ~ #F % & ~ %2 & £ Fr 4] #
(azathioprine,6-mercaptopurine,methotrexate) =v 4 ;5 f - 30— & p F] 5[4 X
2 B ERR D (7)1 2 £ isg 2 CDAIZ100% -

4, Frrimi s o
(1) #==c¥ 3 adalimumab 63k (# * 4% 5 ) ; infliximab 263 (¢ * 34| 2
1) ; vedolizumab 6 (i * 3 L L) > ok F = RIS 0 E PG REfREL

PR S SEEA e L%‘§§'§¥°?§%"Eﬁ*’[k @R A

o A»Ei P BH| > PRI - B ARA T L E T o (106/5/1 ~ 106/10/1)

GO fRZF R CDAIglsoé/gﬁgfe::@ o

380> 5 2 f22 3% % : CDAI » #c™ '3 glOOﬁ@%@:é‘ D e

(2) g # ‘adalimumab 7 = 163% (i * 84]) ; infliximab 7 = 163 (i * 27])
2 & 243% (¢ * 3#]); vedolizumab F & 163% (¢ * 28]) & = 243 (i * 3&|)=
— o3RRI AAE T - R ARG SR i>f cE fRpF2 CDAI A diey o 2
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F Y ¥ o & =S¢ - adalimumab 2163 (i * 84)) ;s infliximab r2 163 (i
* 23]) & 243k (1@ * 3#]) ; vedolizumab 12 163k (i€ * 27%]) & 243 (¢ * 3#]) %
7

(3) %% Az.adalimumab /5% 543% i€ * 28&] ; infliximab ;5% 46:% & * 83| (F »cd¥F
& 1 54:iF) ; vedolizumab 75 46:% i@ * 8| (F pdF F 2 54iF) o BB AR L
@R ED YR RIATE S B TR S R R R i
3.2 (1)(2)(3) - ¥ A it £ # 1 ¥ @ * (105/10/1~106/5/1~106/10/1)

5 @& % &E :

(1) Adalimumab : & B]F > B4~ % - #160mg > & F {8 ¥ = HBOMQ > ¥ w ¥ 2
$ZHA0Mg » FLERZ AW 2 B FIES LT AFEHTA0mg o T EE
e DA (K & * 28%]) > 1F L ¥ fE2 a4F - (105/10/1 ~ 106/5/1)

(2) Infliximab: mB]*F > %0264 %?F’T{ﬁ;f‘]jj_Smg/kg TL SR FE 2
E B A ESMOKY 0 AR D A6 (R R % 8H > Aok
FHAF2543%) > (TL g a2 mdE - (106/5/1)

(3) Vedolizumab : ARl - %0 ~2 - 63k % #5%45:1300mg ¥ 5 4 f# 2 3 % ;
Z {6 F 1R8BS A E300Mg > T AFF oK T FA6E (W E R ¥ BA > R
»eds i 1 543F) 0 ¥ Z g f22 adF - (106/10/1)

6. FgiR T 2N
SREFGE £ &2 PoRR T RS

(1) 1RF @ agRF el o

(2) fe & Fd g %k (activeinfection) 2 5 & o

Q) *ERFieFZEPRIFRL (2 BEREPRE LR AT EF ¥
et RSP R L AR SR e dEE &) (102/1/1)

(4) Eirdm L G K v (pre-malignancy) 2 s & (e 7 ¢ 422 2@ AL
o 2 10E 1 eh B MR o

(5) ERARFWELBL  MBIER FREET S Faling 4
MEREA 2 IS ARG AALSRFELNEE AR L

(6) % % A 1 gz (multiplesclerosis) °

7. Bk SR A

(1) B2e? 3 0 fremfe A ¥ R o
(2) Hw@EE & da

LB

i B A2 e 4 (9 2 TRE N L B)
i, 2 (P
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o~ R PBAC 4 ustekinumab * % € B &I S g ik hi i 2 2 [2]

8.1

8.2

Recommended listing

The PBAC noted that flow-on restriction changes to IFX, ADA and VED for severe
Crohn’s disease in adults will be required when UST is listed. The restrictions for IFX,
ADA and VED will need to be updated to include UST as one of the biological
disease modifying drugs (bDMDs) options for the treatment of severe Crohn’s
disease (the 4th drug in this setting).

Add new item (to be finalised):

Name, Restriction, Manc Meof  Proprietary Name and Manufacturer
Manner of administration and foom  Qty Rpts

UsTEKINUMAB

130mg/26mL injection, 26mL vial 1 0

UsSTEKINUMAB Stelara® Janssen Cilag

45mg/0.5mL injection, 0.5mL vial

2 0

Category/ GENERAL - General Schedule (Code GE)

Program Section 100 — Highly Specialised Drugs Program

Prescriber type: [ IDental [X]Medical Practtioners [ ]Nurse practiioners [_]Optometrists

[ IMidwives

Condition: Severe Crohn disease

PBS Indication: Severe Crohn disease

Treatment phase: Initial treatment (new patient - initial 1)

Restriction Level / Method: | [_]Restricted benefit

(<] Authority Required - In Writing
[l Authority Required - Telephone
[ |Authority Required — Emergency
(] Authority Required - Electronic
[]Sireamiined

Treatment criteria: Must be treated by a gastroenterologist (code 87); OR

Must be treated by a consultant physician [internal medicine specialising in
gastroenterology (code 81)]; OR

Must be treated by a consultant physician [general medicine specialising in
gasiroenterology (code 82)].

Clinical criteria: Patient must have confirmed severe Crohn disease, defined by standard
clinical, endoscopic andlor imaging features, including histological evidence,
with the diagnosis confirmed by a gastroenterologist or a consultant physician,

AND

Patient must have failed to achieve an adequate response to prior systemic
therapy with a tapered course of steroids, starfing at a dose of at least 40 mg
prednisclone (or equivalent), over a 6 week period; OR

Patient must have a documented intolerance of a seventy necessitafing
permanent freatment withdrawal or a confraindication to steroids,
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AND

Patient must have failed to achieve adequate response o prior systemic
immunosuppressive therapy with azathioprine at a dose of at least 2 mg per kg
daily for 3 or more menths or have a documented infolerance of a seventy
necessitaing permanent treatment withdrawal or a confraindication to this
drug; OR

Patient must have failed to achieve adequate response fo prior systemic
immunosuppressive therapy with 6-mercaptopurine at a dose of at least 1 mg
per kg daily for 3 or more months or have a documented infolerance of a
severity necessitating permanent freatment withdrawal or a contraindication to
this drug; OR

Patient must have failed to achieve adequate response fo prior systemic
immunosuppressive therapy with methotrexate at a dose of at least 15 mg
weekly for 3 or more months or have a documented intolerance of a seventy
necessitating permanent treatment withdrawal or a confraindication to this
drug,

AND

Patient must have seventy of disease activity which results in a Crohn Disease
Activity Index (CDAl) Score greater than or equal to 220 if affected by
extensive small intestine disease; OR

Patient must have seventy of disease activity which results in a Crohn Disease
Activity Index (CDAI) Score greater than or equal to 300 if not affected by
extensive small intestine disease, short gut syndrome or is an ostomy patient,

AND

Patient must have evidence of intestinal inflammation and have diagnostic
imaging or surgical evidence of short gut syndrome if affected by the syndrome
or has an ileostomy or colostomy; OR

Patient must have radiclogical evidence of intestinal inflammation if the patient
has extensive small intestinal disease affecting more than 50 cm of the small
intestine; OR

Patient must (a) have evidence of intestinal inflammation, including: (i) blood:
higher than normal platelet count, or, an elevated erythrocyte sedimentation
rate (ESR) greater than 25 mm per hour, or, a C-reactive protein (CRF) level
greater than 15 mg per L; or (i) faeces: higher than normal lactoferrin or
calprotectin level; or (1) diagnostic maging: demonstration of increased uptake
of infravenous confrast with thickening of the bowel wall or mesenteric
lymphadenopathy or fat streaking in the mesentery; or (b) be assessed
clinically as being in a high faecal output state; or (c) be assessed dinically as
requiring surgery or total parenteral nutriion (TPN) as the next therapeutic
option, in the absence of this drug, if affected by short gut syndrome, extensive
small intesfine disease or is an ostomy patient.

Population criteria:
Patient must be aged 18 years or older

Prescriber Instructions Applications for authorisation must be made in wriing and must include:

(a) two completed authonty prescription forms; and

{b) a completed Crohn Disease PBS Authorty Application - Supporting
Information Form which includes the following:
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(1) the completed current Crohn Disease Activity Index (CDAI) calculation sheet
including the date of assessment of the patient's condition if relevant; and

{ii} details of prior systemic drug therapy [dosage, date of commencement and
duration of therapy]; and

(i) the reports and dates of the pathology or diagnostic imaging test(s)
nominated as the response criterion, if relevant; and

{iv) the date of the most recent clinical assessment; and

(v) the signed patient acknowledgement indicating they understand and
acknowledge that the PBS-subsidised treatment will cease if they do not meet
the predetermined response criterion for ongoing PBS-subsidised treatment,
as outlined in the resiriction for continuing treatment.

At the fime of authonty application, medical practitioners should request the
appropriate number of 130 mg vials to provide sufficient drug, based on the
weight of the patient, for a single infusion. Up to a maximum of 4 vials will be
authonsed.

Two completed authority prescriptions must be submitted with the initial
applicaion. One prescription must be for the IV loading dose for a sufficient
number of 130 mg vials for one dose based on the patient's weight with no
repeats. The second prescription must be written for the 45 mg vials for SC
injection, with a maximum quantity of 2 and no repeats.

Where no authonty prescription for subcutaneous injection are requested at
the time of the initial application, authority approvals for sufficient 43 mg wals
to complete a maximum of 16 weeks of treatment with ustekinumab (two
45 mg vials and no repeats) may be requested by telephone by contacting the
Department of Human Services and applying through the Balance of Supply
restriction.

Under no circumstances will telephone approvals be granted for initial authority
applications, or for treatment that would otherwise extend the initial treatment
period.

All assessments, pathology tests and diagnostic imaging studies must be
made within 1 month of the date of application.

If treatment with any of the specified pror conventional drugs is
contraindicated according to the relevant TGA-approved Product Information,
please provide details at the time of application.

If intolerance fo treatment develops during the relevant penod of use, which is
of a severty necessitating permanent freatment withdrawal, details of this
toxicity must be provided at the fime of application.

Details of the accepted toxcities incuding seventy can be found on the
Department of Human Services website.

Any one of the baseline cnteria may be used to determine response to an
initial course of freatment and eligibility for continued therapy, according to the
criteria included in the continuing treatment restriction. However, the same
criterion must be used for any subsequent determination of response o
treatment, for the purpose of eligibility for confinuing PBS-subsidised therapy.

A maximum quantity and number of repeats to provide for an initial 16 week
course of this drug will be authorised.
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The assessment of the patient's response fo this iniial course of treatment
must be made following a minimum of 12 weeks of therapy so that there is
adequate time for a response to be demonstrated.

This assessment, which will be used to determine eligibility for further
continuing freatment, must be submitted to the Department of Human Services
no later than 1 month from the date of completion of this course of treatment.

Where a response assessment is not undertaken and submitted fo the
Department of Human Services within these timeframes, the patient will be
deemed to have failed to respond to treatment with this drug.

Administrative Advice Mo increase in the maximum quanfity or number of units may be authorised.
Mo increase in the maximum number of repeats may be authonsed.

It is recommended that an application for continuing treatment is posted to the
Department of Human Services at the time of the 12 week assessment, fo
ensure continuity of treatment for those pafients who meet the continuation
criterion for PBS-subsidised treatment with this drug.

Category / GENERAL — General Schedule (Code GE)

Program Section 100 — Highly Specialised Drugs Program

Prescriber type: [ IDental [X]Medical Practitioners [_|Nurse pracfitioners [ |Optomedrists
[ IMidwives

Condition: Severe Crohn disease

PBS Indication: Severe Crohn disease

Treatment phase: Change or re-commencement of treatment (Initial 2)

Restriction Level / Method: | [ |Restricted benefit

B4 Authority Required - In Writing
[|Authority Required - Telephone
[l Authority Required — Emergency
[lAuthority Required - Electronic
[ IStreamlined

Treatment criteria: Must be treated by a gastroenterologist (code &7); OR

Must be treated by a consultant physian [intemnal medicine specialising in
gastroenterology (code 81)] OR

Must be treated by a consultant physician [general medicine specialising in
gastroenterclogy (code 82)].

Clinical criteria: Patient must have received prior PBS-subsidised treatment with a biological
disease modifying drug for this condition in this treatment cycle,

AND

Patient must not have falled PBS-subsidised therapy with this drug for this
condition more than once in the current treatment cycle

Population criteria:
Patient must be aged 18 years or older

Prescriber Instructions Applications for authonisation must be made in writing and must include:
(a) two completed authonty prescrption forms; and
(b) a completed Crohn Disease PBS Authority Application - Supporting
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Information Form which includes the following:

(i} the completed current Crohn Disease Activity Index (CDAI) calculation sheet
including the date of assessment of the patient's condition if relevant; and

(ii) details of prior systemic drug therapy [dosage, date of commencement and
duration of therapy]; and

(if) the reports and dates of the pathology or diagnostic imaging test(s)
nominated as the response crterion, if relevant; and

(v} the date of the most recent clinical assessment;

At the time of authority application, medical practitioners should request the
appropriate number of 130 mg vials fo provide sufficient drug, based on the
weight of the patient, for a single infusion. Up to a maximum of 4 vials will be
authorised.

Two completed authorty prescriptions must be submitted with the inifial
applicaion. One prescription must be for the IV loading dose for a sufficient
number of 130 mg wvials for one dose based on the patient's weight with no
repeats. The second prescripion must be written for the 45 mg wials for SC
injection, with a maximum quantity of 2 and no repeats.

To demonstrate a response to treatment the application must be accompanied
by the results of the most recent course of biological disease modifying drug
(bDMD) therapy within the timeframes specified in the relevant restriction.

Where the most recent course of PBS-subsidised bDMD freatment was
approved under an initial freatment restriction, the patient must have been
assessed for response fo that course following a minimum of 12 weeks of
therapy for adalimumab or ustekinumab and up to 12 weeks after the first dose
(6 weeks following the third dose) for inflamab and vedolizumab and this
assessment must be submitted to the Department of Human Services no later
than 4 weeks from the date that course was ceased.

If the response assessment to the previous course of bDMD treatment is not
submitted as detailed abowve, the patient will be deemed to have failed therapy
with that particular course of bDMD.

A maximum quantity and number of repeats to provide for an initial 16 week
course of this drug will be authorised.

The assessment of the patient's response to this initial course of treatment must
be made following a minimum of 12 weeks of therapy so that there is adequate
time for a response to be demonstrated.

This assessment, which will be used to determine eligibility for further continuing
treatment, must be submitted to the Deparment of Human Services no later
than 1 month from the date of completion of this course of treatment.

Where a response assessment is not underfaken and submitted to the
Department of Human Services within these timeframes, the patient will be
deemed to have failed fo respond to treatment with this drug.

Administrative Advice No increase in the maximum quantity or number of units may be authonsed.

No increase in the maximum number of repeats may be authonsed.

It is recommended that an application for continuing treatment is posted to the
Department of Human Services at the time of the 12 week assessment, to
ensure continuity of freatment for those patients who meet the continuation
criterion for PBS-subsidised treatment with this drug.
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Category | GENERAL — General Schedule (Code GE)

Program

Prescriber type: [ IDental [X]Medical Pracfiioners [ |Nurse practitioners [ |Optometrists
[ |Midwives

Condition: Severe Crohn disease

PBS Indication: Severe Crohn disease

Treatment phase: Continuing treatment

Restriction Level / Method: | [_|Restricted benefit

< Authority Required - In Writing
[]Authority Required - Telephone
[_]Authority Required — Emergency
[ |Authority Required - Electronic
[ IStreamiined

Treatment criteria: Must be treated by a gastroenterologist (code 87); OR

Must be treated by a consultant physician [internal medicine specialising in
gastroenterology (code 81)]; OR

Must be treated by a consultant physician [general medicine specialising in
gastroenterology (code 82)].

Clinical criteria: Patient must have previously received PBS-subsidised treatment with this drug
for this condition,

AND

Patient must have demonstrated or sustained an adequate response fo
treatment with this drug,

AND

Patient must have an adequate response to this drug defined as a reduction in
Crohn Disease Activity Index (CDAI) Score to a level no greater than 150 if
assessed by CDAI or if affected by extensive small intesfine disease; OR

Patient must have an adequate response to this drug defined as (a) an
improvement of intestinal inflammation as demonstrated by: (i) blood:
normalisation of the platelet count, or an erythrocyte sedimentation rate (ESR)
level no greater than 25 mm per hour, or a C—reactive protein (CRP) level no
greater than 15 mg per L; or (i) faeces. nomalisation of lactoferrin or
calprotectin level; or (ii) evidence of mucosal healing, as demonsirated by
diagnostic imaging findings, compared to the baseline assessment, or (b)
reversal of high faecal output state; or (c) avoidance of the need for surgery or
fotal parenteral nutrition (TPN), if affected by short gut syndrome, extensive
small intestine or is an ostomy patient.

Population criteria: Patient must be aged 18 years or older

Prescriber Instructions Applications for authorisation must be made in writing and must include:

(a) a completed authority prescription form; and

(b) a completed Crohn Disease PBS Authority Application - Supporting
Information Form which includes the following:

(i) the completed Crohn Disease Acfivity Index (CDAI) Score calculafion sheet
including the date of the assessment of the patient's condition, if relevant; or

(i1} the reports and dates of the pathology test or diagnostic imaging test(s) used
to assess response to therapy for patients with short gut syndrome, extensive
small intestine disease or an ostomy, if relevant; and

(iii) the date of clinical assessment.
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All assessments, pathology tests, and diagnostic imaging studies must be made
within 1 month of the date of application.

If the application is the first application for continuing treatment with this drug, an
assessment of the pafient's response to the initial course of treatment must be
following a minimum of 12 weeks after the first dose so that there is adequate
fime for a response to be demonstrated.

The assessment of the patient's response to a confinuing course of therapy must
be made within the 4 weeks prior to completion of that course and posted to the
Department of Human Services no less than 2 weeks prior to the date the next
dose is scheduled, in order to ensure continuity of treatment for those patients
who meet the continuation criterion.

Where an assessment is not submitted to the Department of Human Services
within these timeframes, patients will be deemed to have failed to respond, or to
have failed to sustain a response, to freatment with this drug.

Pafients are eligible to receive continuing freatment with this drug in courses of
up to 24 weeks providing they continue to sustain the response.

At the time of the authority application, medical practitioners should request the
appropriate quantity and number of repeats fo provide sufficient dose. Up to a
maximum of 2 repeats will be authorised.

If fewer than the maximum stated repeats in the relevant treatment phase are
requested at the time of the application, authority approvals for sufficient repeats
to complete the balance of the stated repeats in the relevant treatment phase
may be requested by telephone by contacting the Depariment of Human
Services and applying through the Balance of Supply restriction. Under no
circumstances will telephone approvals be granted for treatment that would
otherwise extend the relevant freatment phase.

Administrative Advice Mo applications for increased maximum quantities will be authorised.
Mo increase in the maximum number of repeats may be authonsed.
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Cochrane Library 20190329
1800-2019

#1 MeSH descriptor: [Idiopathic Pulmonary Fibrosis] explode all
trees
#2 nintedanib

#3 #1 and #2

PubMed 20190329
1950-2019

("crohn disease"[MeSH Terms] OR (“crohn"[All Fields] AND
"disease"[All Fields]) OR “crohn disease"[All Fields] OR
("crohn's"[All Fields] AND "disease"[All Fields]) OR "crohn's
disease"[All Fields]) AND ("ustekinumab“[MeSH Terms] OR
"ustekinumab"[All Fields])

("crohn disease"[MeSH Terms] OR (“crohn“[All Fields] AND
"disease"[All Fields]) OR “crohn disease"[All Fields] OR
("crohn's"[All Fields] AND “disease"[All Fields]) OR *"crohn's
disease"[All Fields]) AND (“ustekinumab“[MeSH Terms] OR
"ustekinumab"[All Fields]) AND "humans"“[MeSH Terms]

("crohn disease"[MeSH Terms] OR (“crohn"[All Fields] AND
"disease"[All Fields]) OR “crohn disease"[All Fields] OR
("crohn's"[All Fields] AND “disease"[All Fields]) OR *“crohn's
disease"[All Fields]) AND (“ustekinumab“[MeSH Terms] OR
"ustekinumab"[All Fields]) AND (“humans“[MeSH Terms] AND
English[lang])

("crohn disease"[MeSH Terms] OR (“crohn“[All Fields] AND
"disease"[All Fields]) OR “crohn disease"[All Fields] OR
("crohn's"[All Fields] AND *“disease"[All Fields]) OR *“crohn's
disease"[All Fields]) AND ("ustekinumab“[MeSH Terms] OR
"ustekinumab“[All  Fields]) AND (("2015/01/01"[PDAT]
"2019/03/29"[PDAT]) AND "humans“[MeSH Terms] AND
English[lang])

("crohn disease"[MeSH Terms] OR (“crohn“[All Fields] AND
"disease"[All Fields]) OR *“crohn disease"[All Fields] OR
("crohn's"[All Fields] AND “disease"[All Fields]) OR “crohn's
disease"[All Fields]) AND (“"ustekinumab”[MeSH Terms] OR
"ustekinumab"[All Fields]) AND ((Meta-Analysis[ptyp] OR
systematic[sb]) AND ("2015/01/01"[PDAT]

"2019/03/29"[PDAT]) AND "humans“[MeSH Terms] AND

242

144

134

91
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7
PR P AR A A A

FHE ZEp Y M4t bk

English[lang])
EMBASE 20190329 #1 'crohn disease'/exp AND 'ustekinumab'/exp AND (‘systematic 75
1950-2019 review'/exp OR 'meta analysis'/exp)

#2 'crohn disease'/exp AND ‘ustekinumab'/exp AND (‘systematic 57

review'/exp OR 'meta analysis'/exp) AND [2015-2019]/py
#3  'crohn disease'/exp AND ‘ustekinumab'/exp AND (‘controlled 87

clinical trial'’/exp OR 'randomized controlled trial'/exp) AND

[2015-2019]/py
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I A 4 3P 4 =Xl
S IR A AT L TR
Sthrd - S BEAGTER 2 L;H;%E’E &b
FHRE B@p W B 4 F 5 S
Cochrane Library 20190403 (ustekinumab[Title/Abstract] AND Crohn's 1
Disease[Title/Abstract]) AND cost[Title/Abstract]
EMBASE 20190403 ustekinumab:ab,ti AND ‘crohns disease':ab,ti AND cost:ab,ti 0
PuMed 20190403 (ustekinumab[Title/Abstract] AND Crohn's 12
disease.[Title/Abstract]) AND cost[Title/Abstract]
Aliriti 20190403 (ustekinumab[Title/Abstract] AND Crohn's
Disease[Title/Abstract]) AND cost[Title/Abstract]
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