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» TOFIAVT (BmE AT OX®)
- BEbr>A—0O4F> (L) 17AICH I B E MEE O—-FILILE
— 1ECE
— BRARNEDZEEERE - BEIEEECEE - IR/ 45z
— FR A DRRIEMEEHER (Ankylosing Spondylitis: AS)
— B ADXIREEZ B I TIREEITE S HEEIEI 22 (Non-Radiographic Axial
Spondyloarthritis: nr-axSpA)

» TOFINT (Enr-axSpAEiLE BARTHISH CEGUZERIT, AERAE
Em(CIEESNTWSD
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nr-axSpA(IXHRFT R Z DRV VA B HEBEET X TH D

BEREIRIEDIERICIRENTED, PoRAY MAFT 1 A Z—XHEWN

Non-radiographic stage
X-ray-negative

Ankylosing Spondylitis (mod. New York criteria)

TNF-Inhibitors
Secukinumab

TNF-Inhibitors
Secukinumab

s TNF-Inhibitors X-ray-positive sacroiliitis and

‘ spinal changes

Radiographic stage
X-ray-positive sacroiliitis

No approved
treatments

N aproved
treatments

XIAERFRF DB

Source: Sieper & van der Heijde; Arthritis Rheum. 2013 Mar;65(3):543-51
PREVENT U) NOVARTIS | Reimagining Medicine

Poddubnyy et al. Ann Rheum Dis 2011;70:1369-1374
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Weeks-10 B§L Wegk 16 Weelk 52 / 1Q4

Patients
with

nr-axSpA

Primary efficacy endpoint
at Weeks 16 (Non-US)

ASAS40 response rate with
Load vs. placebo

XORERFIAR DIBR
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#3 #5160 ASAS 40 RIGE (FAS_NRD || A{ds %
BT St INF [ e TE R ] 2R
B E=] p—— E=] E=] Pp—
B mamsn | smagsw | 770 | omaper | paagper | 7 OTE |J = lj:n'%géﬁ L d &Zj\‘ |J

ASAS 40 G & 415 (68/164) 42.2 (70/166) 292 (30/171) 40.0 (74/185) 30.8 (75/184) 3.0 (32/186) - %: pv4 Oa
T R 5 A v XD 172 - 177 /

. 1.76 1.80 hd }-b —

95%{E#E =) [1.09,2.70] L [1.14.274] =5 N L d =

M p 6 2V pamer | D22 | ooty | (1627 3 F%FAEI:R%E¥( oLoad)C_J =

% (fFl%0)

W\ — s P
o) B5E. BSIEF (CRP-MRE. CRPHMRIX|E CRP-MRE) . (R TNF HAEDEREOTE (SHERnm RITERY | t—l—g¥( s(:l' a 515&[2!"95%—_]— l ,77—
fa AT ¢ v 2 ERET IV / \ (- ' § /1N -

b) AR AR 5%, DEEMATRET Sz, FHIZ TNF HEEAGRER CH L THRAEARER L 77 R L Ol
BEREI, BEHBETHIFNCEE ThoLBEIC, 2EREMICBVTEIEAREEL V7 RBORBBER WS 3HE L £
F el

¢ [AARANZBITAIFEDEIZONT u EK*%

H2315 @O A RN oEMICE T 285 16 O ASAS 40 G, AF1F 5200 33.3% (2/6 f#,

AFEALLGHE 0% (02 ) | AFIEAFGH 50.0% (2461 ) | 77 EA# 143% (/7 6) THY — Kﬁ“?ﬁ'%‘_-/i\ﬁu tjfﬁl_ﬁg¥@tt
1) R £ 55 5 T O e B B T3 PRI ¥ B W[ 3138 & A—w =

LRSI B REE SRR
MO TIRGNTH D, AAEALGRE~ORITH 2 BlOH L i ors 2 &IZEET 5 BN s \

;foigfitcr& NTHEY , FAFALGRA~ORITH 2 BlOH L7207 2 LITERAT 5 mTEN7H _ Kﬁﬂﬁ)\?ﬁ%ﬁ@oad)@ﬁ?ﬂﬁ

oy ERIC I 2315 BB O F OO BERTEY: - hiE, 5 iRk, SO AL B A O Py = »
HEKJ\"%?%_FTT :F T-%)VH'?S}:?IQE‘&O’V)J of){ucfm J*fllfﬁ‘ f“}ifﬁf By ficih .QOL A0 Mﬂhr"ﬁlﬁn&u\ (Q:EH bb\T (j:fd\(/\
THEDRIEICET AEEMEE OF IR I RUE 10D EBY ThY . HARNISEM O AF S 20 K
UAHI A% 58 Tl E R o & a2 Em 380 i,
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Risk difference in the ASAS40 response between Load and placebo at week 16

Load Placebo Risk difference
Country n/mi %) n/m(%) [95%CI]
Korea, Republic of 0/1(0) 1/1(100) [} -1.00 [-1.00, -1.00]
Switzerland 0/5(0) 1/1(100) -~ -1.00 [-1.00, -1.00]
Portugal 5/8(62)  2/2(100) . 0.38 [0.71, -0.04]
United States 1/13(8) 3/10(30) - -0.22 [-0.54, 0.10]
Hunga 3/7(43) 4/7(57) - -0.14 [-0.66, 0.38]
0/2(0}) 1/7(14) - -0.14 [-0.40, 0.12]
United Kingdom 3/13(23)  2/6(33) - -0.10 [-0.54, 0.34]
Spain 9/24(38)  9/22(41) —m— -0.03 [0.32, 0.25]
Belgium 0/3(0) 0/1(0) " 0.00 [ 0.00, 0.00]
Bulgaria 0/1(0) 0/2(0) . 0.00 [ 0.00, 0.00]
Italy 0/1(0) 0/7(0) " 0.00 [ 0.00, 0.00]
Russian Federation 11/18(61) 11/22(50) - 0.11[-0.20, 0.42]
France 1/4(25) 1/8(12) i 0.12 [-0.36, 0.61]
Germany 3/15(20} 1/22(5) iz = 0.15 [-0.07, 0.37]
Czech Republic 11/19(58) 10/29(34) - 0.23 [-0.05, 0.52]
Netherlands 1/4(25) 0/4(0) = 0.25[-0.17, 0.67]
Peland 12/22(55) 5/21(24) —— 0.3110.03. 0.58]
Australia 5/12(42) 0/5(0) - 0.42[0.14, 0.70]
Mexico 1/2(50) 0/3(0) ——— 0.50[-0.19, 1.19]
Norway 3/5(60) 0/2{0) }—m— 0.60[0.17, 1.03]
Israel 1/1{100} 1/4(25) —=p 0.75[0.33, 1.17]
| B

-1 -05 0 05

Risk Difference

n: ASAS40/ICHIER. m: BEDIRSEHHIEL.

1

RIGZEEDEN 0% T [EDE (E8H E

s EID/ S DT ZRITIEE (EB)
— 15.4% &E/INE0Y (EBH : 0%-100%)

EIF DX BERDIRTE
- BEELU (p=0.2408)

EUI N 52 < DIEERE (80%LL
L) nhEfFReEnTnsd

REPDHEAIRERE (91.5%)
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E17DF R K& BEF R T-sHih

« [E, HuIEpYihis, AEEO—BMEFHl3EE L0

o SHER(ZEREFOIENE (CE D < thig ] — & 4514 = & 5
1. ShERIEERRF DRSS
— RERERDY T ) — THEATHEER (Braun J et al., 2021)
2. &t - BHERIERICED <5
3. MEREEEFxE U e BARER DO

Braun, J., et al. Arthritis Res Ther 23, 231 (2021). https://doi.org/10.1186/s13075-021-02613-9
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SEH(L, Braun, J., et al. Arthritis Res Ther 23, 231 (2021). #2189 3,
= C-reactive protein (CRPYEMNR TN X [Emagnetic resonance imaging (MRI)(C KD
NIERURICE T DEFHEHE (+/-)
— nr-axSpADEBEEBRFERFTHD, >4 LMEBFDOBRIRF(CHE =N/,
— IINFRAIDNr-axSpABBE X RBER N OAFIDASEEMFILER(CH LT, BERIG
(CEEZERFUEZENRENTNS,

» HLA-B27:81=FE! ZI%/2%E (+/-)
— nr-axSpADXHAREBEURIEI TDFREFE =N TULND,
— axSpARE (CHITBREMENRFDOFARF TH D ENRESN TS,

= R (5B1%E/T1%)
- BEREOHMERBEITLOTVEDIREN DD,

— axSpAZIEEBAE (L, BECHNTRBREENEVN, EMFRIRFIOBENENMEN

ZENTREENTULD,
8 U NOVARTIS | Reimagining Medicine



B O —J R

Risk difference in the ASAS40 response between secukinumab and placebo at week 16

Subgroup Patients Estimate (95% Cl) u MRI / CRP{E@E%E(-F)T IJ ZO%
- AR

Overall 585 (100) —a— 12.42 ( 4.28, 20.59)

MR status

+ 405 ( 73.0) |—I—| 1552 ( 6.02, 2502)

R e w HIAB27H T —FRT, URY
e ZE(CRERELIR

+ 316 ( 56.9) 17.88 ( 7.09, 28 68)

239 (43.1) |——I—| 518 (-7.23,17.59)

HLA-B27 status
+ 382 (63.8) —I—| 11.32( 1.18,21.45)

168 (30.3) —a— 16.38( 332, 28.44) u %’EIE_C‘ IJ Zgﬁb\\j( % k/ \

Wale 255 ( 45.9) —a— 20.45 ( 8.27, 32.63)
Female 300 (54.1) F—a— 6.44 (-4.37,17.26)

-30 -20 -10 0 10 20 30 40 50
<—Placebo Better— — Secukinumab Better—:=

ASAS, Assessment of SpondyloArthritis international Society; CRP, C-reactive protein;
HLA, human leukocyte antigen; MRI, magnetic resonance imaging.
Braun, J., et al. Arthritis Res Ther 23, 231 (2021). https://doi.org/10.1186/s13075-021-02613-9
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_____________ . P
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Training Material Module 5 (slide#11) £D5|H

(GE) B EMEY 3cs. FiGOERX, BFEYOFEIEH
JOvkEntua. E.[Lij_clitmil‘_ [CATZEEITLS

D—2323wv7 [ [ICH E17H+ RS> : ERERIEROFERUT Y1 > (CET 2 —MRRAI] @
EXAHL LD

HIERIEEDA A —=

B DO RIEETEF DR
(CRP, MRI, ™5, HLA-B27, {KE,
Al 7|:|J§}ﬁ ENEE)
¥ 4 \ "

HERE L NIV EL AW
FMUUTTHEERA T EBNRSTE DM
JIV—T530F LlzETOIL—-T

sl
HEBERIEE HS g
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WEREBBEIIN—TDIFOREEEE  CRP{E MRI (5+ > £E55H\+)
U, 10£EH(COIL—T D7 RATHR (Bl > 21%)
HLA-B27?

Risk difference in the ASAS40 response between Load and placebo at week 16

Load Placebo Risk difference
Population n/m(%)  n/mi%) [95%(CI] CRP MRI e HLA-B27
(s 5/22(23) 8/23(35) . -0.12[-0.38, 0.14] - + By + )
4 9/31(29) 6/24(25) —m— 0.04 [-0.20, 0.28] + - kg +
9 10/25(40) 7/20(35) . 0.05 [-0.23, 0.33] - + Bt +
\ 5 8/15(53) 8/17(47) — 0.06 [-0.28, 0.41] + - Bk + )
(1 5/21(24} 2/17(12) i 0.12 [-0.12, 0.36] + EyES )
L3 3/7(43) 4/13(31) ——— 0.12 [-0.32, 0.57] - + St - J
(2 3/12(25) 1/9(11) . 0.14 [-0.18, 0.46] + + T - A
7 9/17(53) 6/17(35) —— 0.18 [-0.15, 0.50] + + =ik +
3 3/6(50) 2/12(17) M 0.33[-0.12,0.79] + + it i
\_10 12/19(63) 5/22(23) i 0.40[ 0.13, 0.68] + + Bt + )
T 1 1 1
1 -05 0 05 1
Risk Difference
n: ASAS40/ZIEAIER. m: BERDIRSEHHIER. ’
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Dim1 (33.4%)

Tu

rkey
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EaT
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#mmAE
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Risk difference in the ASAS40 response between Load and placebo at week 16

Load Placebo Risk difference

Region n/m(%)  n/m{%) [95%CI] CRP+/MRI+ Bt (%) HLA-B27+
(%) (%)

2 2/7(29)  2/5(40) — 0.11 [-0.66, 0.43] 36.4 63.6 26.3

1 26/70(37) 16/50(32) - 0.05 [-0.12, 0.22] 30.8 51.6 60.6

3 13/35(37) 13/44(30) —— 0.08 [-0.13, 0.29] 21.7 39.2 81.9

5 28/49(57) 19/46(41) . 0.16 [-0.04, 0.36] 39.3 47.4 85.0

4 5/24(21)  2/41(5) - 0.16 [-0.02, 0.33] 22.3 38.3 54.4

7R BEARERKDF
T | B 2AREEKDEL

-1 05 0 05 1

Risk Difference

n: ASASA0SZILHIER. m: BRI SEHGIZL.

g5 : CRPERU'MRIMA REDEISH 2, 1, 3LDEL, VRITEEKXREL)

4 : SIRIEBRFORHHSEESNSERIMSHNTWND. BREIEFTTVF,
ISR, R4Y, AS5>5THH, BB BEOERDFENREBEIND
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ASAS40 response of Load and placebo at week 16 in Japanese

Population Load Placebo
n/m (%) n/m (%)
YROENFELLT-%E (£[6) 0/0 0/1 (0)
ZDith 0/2 (0) 1/4 (25)
YRIENBEADER (£MH10)  0/0 0/2 (0)

n: ASAS40RICHIER. m: B LD SEHIIEL.

DROENTRADEE (£.E110) (CLoadDEIHM ROz EH,
Load TRIEHSSNIZH D Ie—El(CRD I=aTsETE

—75, URDVENSEEUEEE (REH6) DEECLDEDTIIRRL
Loadhi2ffl&ixo e Z & ICERAT HIEFRMIRHER ?
U NOVARTIS | Reimagining Medicine
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5DDHRFAANNS

» FFERSIENG
— CRP{E, MRI, MHR(FEERLFERREF
= B4
— CRPfE, MRIFUM4ERIDEFDEM DGR, SEERERDIERE—B LTS
» ARN—EE
— BfflEOHSHISREZE(ICRPIE, MRIZEES & —EMBhEND D
- —7, —EMETT, EREEHEIF TR T IR\ HIRR IS E DR EN RIE
» RIS R
— CRP{E, MRI, MRIDFZE (XERREYERBAN AIEE
» HETFRIARER L
- —HBODE, HEHIE - BIHERIEROIEAZNDE L, HEBDESDEHAEU)
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