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Trial of Anifrolumab in Active Systemic Lupus Erythematosus

TULIP-2 (2020)

E.F. Morand, R. Furie, Y. Tanaka, |.N. Bruce, A.D. Askanase, C. Richez, S.-C. Bae, P.Z. Brohawn, L. Pineda,

A. Berglind, and R. Tummala, for the TULIP-2 Trial Investigators*

1009 Adjusted difference at wk 52, 16.3 percentage points (95% Cl, 6.3-26.3)
g0 Adjusted P-0.001
< *1 BICLA response
g 707 Anifrolumab 300mg
] 04 Anifrolumab, 300 mg
; (N-180}
o 50
[==]
_E 40
3 30+
g
g Placebo (N-182)
1o Placebo
0 T T T T T T T T T T T T T T
0 4 2 12 16 20 24 28 32 36 40 44 48 52
Week of Trial
1004 ) Hazard ratio, 0.65 (95% Cl, 0.46-0.91)
ol PRI
80 FRIBMEICEEZEILAR L.
— Anifrolumab®f 0.43, Placebo®% 0.64,
§ adjusted rate ratio 0.67 (95%Cl 0.48-0.94),
5 601 adjusted P=0.08.
g 5 Placebo (N-182)
A = o-o-o—o-OF
40 g
$ .
& 304

Anifrolumab, 300 mg
(N-180)

Anifrolumab 300mg

T T T T T T T T T 1
4 8 12 16 20 24 28 32 k13 40 44 48 52

Weeks since First Dose in Trial

[N Engl J Med. 2020; 382(3): 211-221.]

Double-blind, multicenter, 52w phase3 RCT

FEE~BIEDSLEERE362A(HAALZAN). 1

db
. EBE=IE

JIEAE R (SOC)

EEIESLE
Anifrolumab

1iICHx Y

« Anifrolumab®% (h=180): Anifrolumab 300mg/4w* 12[a]+ SOC.

« Placebo®t (n=182): PC+ SOC,

12%end point: 522 D BICLA response (BILAG i
SLEDAIZE b % L, EEIPGAZE(L<0.3)

ndex®E 7 L,

29\end point: IFNGS-highPI D BICLA response, GCJE

=23 CLASI<50%, BEErT R, EEBER
f5R: 12X end pointiZE % [ANF 47.8%, PC 31.5%
IFNGShigh 25 BICLA [ANF 48.0%, PC 30.7% (p=O0.
IFNGS'ow & BICLA [ANF 46.7%, PC 35.5%]
GCa=E, CLASI|

CLASLHERL 12:B8T49% & BEH 12 < (MUSE

(p=0.001)]
002)]

2B, BEIR EBRRITELRL
AR D)

FBIREE D% L [ANF 7.2%, PC 1.1%]). ANFARA 14T
%EE 8 TULIP-1 & primary end pointx &z 7- A& Ek T,

SLEICX T 2 BMED RS N



77 7k

« TULIP-1 (h=364), TULIP-2 (n=362) pooled data :
Anifrolumab &f 360/726, Placebo®f 366/726% Xt 5R & T 5.

cLITOY 77— T CREBEILEER AT 5 -

« IFN gene signature (IFNGS) : 4 gene quantitative assay
(IF127, [Fl44, [Fl44[, RSAD?2)

« Fip, MER, AfE, Hiig
« BMI

o FAE WD

« GCOIEFE
« IESEEIE MFFH~—H —




4 FH
N AN

« IFNGSD &K Ffim - £ 5 IZBEFR7 LY
e A\TEBZEIZBE SN IZH B : Asian 94.7%, Black/African 86.2%, White

78.5% Thigh

« IFNGS-highZf &
SLEDAI-2K=10h'% <,
CLASI-A scoreh =L,
S EVEAR (T LY,

« IFNGS-highZf X055
NEBEREHFELO.
dsDNA 47.8% vs 27.8%,

1EC3 41.5% vs 14.3%,
1EC4 27.0% vs 5.6%

IFNGS-high patients
{ n=0H))}

[IFNGS-low patients
in=126)

Race, n (%)

White (n=479)

6783

103 (21.5)

Black/African American

- Bl (B6.2) [13{13.8)

Lm=ta)

Asian (n=76) 72(94.7) 44{3.3)

Other/ missing (n=77) 71(92.2) & (71.8)
Region, n (%)

Asia Pacific 64 (9].4)

6 (R.6)

Europe

207 (B7.3)

0012 T

Latin America

103 (B5.8)

13 {11.2)

USA/Canada

M TTIR

T i Iy -|.|

Rest of word

200(E3.3)

4{16.7)

IFNGS, inerferon gene signature; USA, Unied States of America.




BRI DE

Anifrolumab 300 mg Placebo n/N, Treatment difference Treatment difference

Population n/N, response rate (%) response rate (%) (95% CI) {95% CI) Nominal P
Overall 171/360 (47.5) 112/366 (30.8) —e— 16.6 (9.7, 23.6) <0.001
IFNGS at screening
IFNGS high 142/298 (47.8) 88/302 (29.4) L e 18.2 (10.5, 25.8) <0.001
IFNGS low 29/62 (46.8) 24/64 (37.5) i 9.3 (-8.0, 26.5) 0.292
Age :
218-<65 years 162/344 (47.0) 110/359 (30.9) - 16.1 (8.9, 23.2) <0.001
>65 vears 9/16 (59.5) 2/7 (27 .4) 32.0 (-12.2, 76.3) 0.156 5 2 B | C LA
o @ D response
ex
Female 159/333 (47.7) 102/341 (30.0) . 17.7 (10.4, 24.9) <0.001 . TS =
Male 12/27 (44.6) 10/25 (39.7) +———@——— 5.0 (-21.8, 31.7) 0.717 Amfrolumab C\:- placebow}im—'—@%
BMI ‘ (treatment difference)
<28 kg/m? 100/205 (48.8) 69/223 (31.2) P 17.6 (8.5, 26.7) <0.001
>28 kg/m? 71/155 (45.9) 43/143 (30.7) e 15.2 (4.3, 26.0) 0.006
Race :
White 110/235 (47.1) 79/244 (32.3) D 14.8 (6.2, 23.5) 0.001 0
Black/African American 22/46 (48.4) 16148 (32.9) i 15.5(-4.4,355)  0.128 e Tota |- 1 6.0% ( p< 0.00 ]_)
Asian 20/41 (49.2) 7/35 (20.0) P 29.2 (7.8, 50.5) 0.007
Other 14/30 (45.9) 7131 (22.8) ————— 23.1(-0.9,47.1) 0.059 . ! . o
Region : o ”:NGS_hlgh C\\&J/E\Llid)%ﬁ\;:
Asia Pacific 18/38 (47.5) 8/32 (25.4) ——— 22.1 (-0.4, 44.7) 0.055
Europe 62/115 (54.3) 45/122 (37.4) N 16.9 (4.5, 29.3) 0.008 g L \
Latin America 37/59 (62.6) 24/57 (42.3) e 20.3 (2.5, 38.2) 0.026
USA/Canada 50/139 (36.2) 33/140 (23.3) e 13.0 (2.2, 23.8) 0.019
Rest of world 4/9 (48.6) 2/15 (21.7) : . 26.9 (-15.1, 69.0) 0.209 _[m. k E 1 @ £$ \}i }—'\—
M [ N
Onset of disease m a r e r % T 1Ly
Pediatric 10/26 (38.6) 4124 (16.7) e 21.9 (-3.7, 47.6) 0.094 \2\, 7b§‘ % \
Adult 161/334 (48.2) 108/342 (31.8) §oe 16.5 (9.2, 23.8) <0.001 o= @ T \z
Baseline GC dosage
<10 mg/day 82/170 (48.3) 54/181 (30.0) e 18.3 (8.2, 28.4) <0.001 dz\—
>10 mg/day 89/190 (46.7) 58/185 (31.6) u—— 15.1 (5.4, 24.8) 0.002 1 AS lan C }i TR~ @ 71:) LY
SLEDAI-2K score at screening o)
<10 59/109 (54.2) 39/106 (37.2) i 17.0 (3.9, 30.0) 0.011 2 9 . 2 /o
210 112/251 (44.7) 731260 (28.2) D e 16.5 (8.3, 24.8) <0.001
Serological markers at baseline? B | H S I_ E D A | c - S —-a;\ 75
21 abnormal 112/222 (50.5) 58/209 (27.4) P e 23.1 (14.1, 32.1) <0.001 i aseline — b P
All normal 59/138 (42.4) 54/157 (33.9) [ERr-— 8.5(-2.7,19.7) 0.137
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Table 1 Primary and secondary outcomes in patients with SLE by IFNGS in pooled data from the TULIP-1 and TULIP-2 trials

All patients IFNGS-high IFNG5-low
Placebo Anifrolumab Difference (95% CI), Placebo Anifrolumab Difference (95% CI), Anifrolumab 300 Difference (95% CI),
(n=366) 300 mg (n=360) nominal p value* (n=302) 300 mg (n=298) nominal p value* Placebo (n=64) mg (n=62) nominal p value®
End point n/N (%) Percentage points /N (%) Percentage points n/N (%) Percentage points
BlCLA BICLA response, 1127366 (30.8) 1717360 (47.5) 16.6 (9.7 to 23.6),<0.001 2B/302 (29.4) 1421298 (47.6) 18.2 {10.5 to 25.8),<0.001 24764 (37.5) 29/62 (46.8) 9.3 (8.0 to 26.5), 0.292
week 52
SRM- SRI{4) response, 1477366 (40.1) 1887360 (52.2) 12.1 (4.9 to 19.3), <0.001 1187302 (39.0) 160298 (53.7) 14.7 (6.8 to 22.6),<0.001 29/64 {45.3) 2862 (45.2) —0.2 (17.5 to 17.2), 0.986
week 52
GC;@%%&% Sustained GC taper, 59/185 (31.8) 96/190 (50.5) 18.7 (3.9 to 28.4), <0.001 4860 (30.1) 86168 (51.2) 21.1 (10.7 to 31.5),<0.001 11725 (43.8) 10422 (45.6) 1.8 (-25.6 to 29.7), 0.B97
weeks 40-521
CLASl-A =50% reduction in 24194 (24.9) 491107 (46.0) 21.0 (8.1 to 34.0), 0.001 23781 (27.9) 47193 (50.5) 22.6 (8.4 to 36.9), 0,002 113 (&83) 214 (15.0) 6.7 (—26.3 to 39.6), 0.692
50%151; :IIE_.:.SI-A score, week
=50% reduction in 71190 (36.8) 817164 (49.4) 12.6 (2.4 to 22.9), 0.016 617157 (38.4) 64129 (49.7) 11.3 (0.2 to 22.8), 0.054 10133 (30.4) 17135 (48.5) 18.1 (-5.0 1o 41.3), 0.125
active (swollen and
tender) joints, week
52§
.<s>  Annualised flare rate 0.67 0.51 0.75 (0,60 to 0.95), 0.017 0.77 0.54 0.70 (0.54 to 0.90), 0.005  0.49 0.55 1.12 (0.62 to 2.01), 0.705
ﬂzﬁiﬂﬁ%% through week 521
FACIT-F response, week 97/366 (26.5)  124/360 (34.3) 7.8 (1.0 to 14.5), NA TB302 (25.9) 1021298 (34.1) 8.2 (0.8 to 15.6), 0.030 19/64 (29.7) 22462 (35.5) 5.8 (-10.7 to 22.3), 0.49
521’1’
SF-36 MCS5 response, 750366 (20.3) S5/360 (26.5) 6.1 (—0.1 to 12.4), NA 57302 (18.7) 81/298 (26.9) 8.2 (1.41t015.0), 0.018 18/64 (28.1) 15/62 (24.2) —3.9(-19.7 to 11.8), 0.624
week 5211
5F-36 PCS response, 95366 (26.1) 118360 (32.8) 6.7 (0.0 to 13.5), A 77302 (25.7) 98/298 (33.0) 7.3 (0.1 to 14.6), 0.053 18/64 (28.1) 20/62 (32.3) 4.1(-12.2 to 20.5), 0.620
week 524t
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Anifrolumab 300 mg Placebo n/N, Treatment difference Treatment differenc

Population n/N, response rate (%) response rate (%) (95% Cl) (95% CI)
Overall 318/360 (88.3) 295/365 (80.8) e 7.5(2.2,12.8)
IFNGS at screening
IFNGS high 263/298 (88.3) 246/301 (81.7) —— 6.5(0.7,12.3)
IFNGS low 55/62 (88.7) 49/64 (76.6) e 12.1(-1.9, 26.2)
Age
>18-<65 years 304/344 (88.4) 288/358 (80.5) i 7.9(2.5,13.3)
265 years 14/16 (89.0) 717 (100) & : -11.0 (-48.86, 26.6)
Sex
Female 296/333 (88.9) 276/340 (81.2) s o 7.7(2.2,13.2)
Male 22127 (81.3) 19/25 (75.8) L 5.5(-18.9, 29.9)
BMI
<28 kg/m? 179/205 (87.3) 177/223 (79.5) —e— 7.9(0.7, 15.0)
>28 kg/m? 139/155 (89.7) 118/142 (83.1) e 6.6 (1.6, 14.8)
Race
White 204/235 (86.9) 186/243 (76.6) s 10.3 (3.3, 17.3)
Black/African American 40/46 (86.4) 39/48 (82.1) — 4.3 (-12.2, 20.8)
Asian 38/41 (93.9) 35/35 (100) —— -6.1(-19.7,7.5)
Other 28/30 (93.3) 27/31 (88.3) | e 5.1 (-14.0, 24.1)
Region
Asia Pacific 36/38 (95.9) 32132 (100) — -4.1(-18.1,9.8)
Europe 93/115 (81.0) 86/122 (71.0) — 10.0 (-1.0, 20.9)
Latin America 54/59 (91.6) 43/57 (75.3) e 16.3 (1.8, 30.8)
USA/Canada 126/139 (90.6) 120/139 (86.4) '——.—' 4.2 (-3.8,12.3)
Rest of world 9/9 (100) 14/15 (95.4) B 4.6 (-32.5,41.7)
Onset of disease
Pediatric 25/26 (96.3) 22/24 (92.0) @ 4.3 (-16.1,24.7)
Adult 293/334 (87.7) 274/342 (80.1) n—.—| 7.6(2.0,13.2)
Baseline GC dosage
<10 mg/day 155/170 (91.2) 153/180 (85.0) e 6.2 (-0.9, 13.3)
=210 mg/day 163/190 (85.8) 142/185 (76.8) 1—.—' 9.0(1.0,17.1)
SLEDAI-2K score at screening
<10 98/109 (89.9) 88/106 (83.0) s 6.9 (-2.9, 16.6)
210 220/251 (87.7) 207/259 (79.9) —a— 7.7(1.2,14.2)
Serological markers at baseline® :
=1 abnormal 196/222 (88.3) 166/209 (79.8) '—Q—' 8.5(1.5,15.6)
All normal 122/138 (88.2) 130/157 (82.8) —— 54 (-3.0,13.9)
| I 1 I I
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Anifrolumab 300 mg Placebo n/N, Treatment difference Treatment difference
Population niN, response rate (%) response rate (%) (95% CI) (95% CI)
Overall 40360 (11.1) 60/365 (16.4) '—H -5.3(-104, -0.2)
IFNGS at screening
IFNGS high 34/298 (11.4) 53/301 (17.6) —— -6.2 (-12.0, -0.4)
IFNGS low 6/62 (9.7) 7164 (10.9) . -1.3 (-13.5, 11.0)
Age :
218-<65 years 36/344 (10.5) 57/358 (15.9) P—.—t -5.4 (-10.6, -0.3)
265 years 4116 (26.0) 37 (41.2) -15.2 (-59.4, 29.0)
Sex
Female 36/333 (10.8) 56/340 (16.5) - -5.6 (-10.9, -0.3)
Male 4/27 (14.9) 4/25 (16.0) * -1.1(-24.2, 22.0)
BMI :
fgg :Qjmj 20/205 (9.8) 37/223 (16.6) o ‘_f‘éaaf‘jﬁl-“}; ‘50-12)
g/m 20155 (12.9) 23/142 (16.2) > 3 (-11.7,5.1)
Race :
White == -2.9(-9.1, 3.4)
_ _ 27/235 (11.6) 35/243 (14.4) ;
Elackmfncan American 4146 (7.7) 12/48 (25.8) '—'—'E -18.1 (-34.8, -1.7)
— =139 (=32. .
Os'a“ 4/41 (9.8) 8/35 (23.7) : 13.9 (=325, 4.7)
— -5.0 (-
ther 3/30 (11.1) 5/31 (16.2) : 5.0 (=25.7,15.6)
Region :
i ifi — s - -
gaa Pacific 5/38 (12.7) 8/32 (25.4) : _142.4? (_133257,4?64)
P 12/115 (10.4) 18/122 (14.8) ¢ ales &) °
o America 4/59 (6.9) 4/57 (7.0) —e 0.1 (=11.9,11.8)
USA/Canada 17/139 (12.1) 27/139 (19.4) ¢ . ~7.3(-16.2,1.6)
Rest of world 209 (18.1) 3/15 (20.0) ; -1.9 (-42.8, 38.9)
Onset of disease
:sdl'f““c 7/26 (26.5) 6/24 (24.7) hd _1 égz(‘_zﬁ‘i' 2_71‘33 °
u 33/334 (9.9) 65/342 (16.1) e 2(-11.4,-1.0)
Baseline GC dosage :
=10 mg;day 15/170 (8.8) 28/180 (15.6) —e ~6.7(713.9,04)
210 mg/day 25/190 (13.2) 32/185 (17.3) —- 4.1(-11.7.3.4)
SLEDAI-2K score at screening : °®
e 8/100 (7.4) 111106 (10.4) o ~30(-116.56)
2 32/251 (12.8) 49259 (18.9) - 2 (12,6, 0.3)
Serological markers at baseline® :
=1 abnormal . i -10.8 (-18.9, -3.6)
24/222 (11.1) 46/209 (21.9) ;
All normal 16/138 (11.6) 15/157 (9.3) e 24(-52.99)
| I T | | T
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Anifrolumab 300 mg

Placebo

Treatment difference

Treatment difference

s © FECIGCHLBHEFSE

Population n/N, response rate (%)  niN, response rate (%) (95% CI) {95% CI)
Overall 96/190 (50.5) 58/185 (31.8) e 18.7 (8.9, 28.4) <0.001 ] -
Age | Baseline TPSL=10mg
218-<B5 years 95/185 (51.4) 57/181 (31.2) R 20.2 (10.4, 30.0) =0.001 = % N _ NEa
265 years 1/5 (25.0) 2/4 (50.0) » f | -25.0 (-93.2, 43.2) 0.472 2, 7N 75 ’ 40 5 2 @- T
PSL=75mgé i 3K
Female 86/172 (49.9) 54/170 (31.7) P 18.1 (7.9, 28.3) <0.001
Male 1018 (54.7) 5115 (33.6) ——— 21.2 (-12.4, 54.7) 0.217
BMI g
=28 kg/m* 62/115 (54.0) 42/128 (32.6) Do 214 (9.3 33.5) <0.001 . 3
>28 kg/m’ 34/75 (45.3) 17/57 (29.8) . 15.5 (-0.9, 32.0) 0.065 | F N G S - h | g h Ei ‘T‘\
Race : H 2 J=E
White 60/116 (51.7) 411131 (31.1) A 206 (8.6, 32.7) <0.001 A N |f|’O | uma b T G C/ H
Black/African American 10127 (32.8) 5/19 (25.3) Cole 7.4 (-21.1, 36.0) 0.610 = %& j;:l:
Asian 12/23 (52.2) 7115 (46.7) — 5.5(-27.0, 38.0) 0.740 BT~
Other 11/20 (55.5) 6/17 (36.9) s 186 (-13.0, 50.3) 0.248
Region Baseline®marker®
Asia Pacific 11/23 (47.9) 614 (42.9) S 5.0 (-28.1, 38.0) 0.768 NV < -
Europe 45174 (60.7) 30185 (34.8) e 25.9 (10.8,41.1) <0.001 5 g S g
Latin America 24/38 (63.5) 13/33 (39.9) - 236 (08 46.4) 0.042 . NN
USA/Canada 14152 (26.8) 9/48 (18.5) e 8.3(-9.1,25.7) 0.351 A N |f|’o | uma b T\‘ G C; 5
Rest of world 213 (71.4) 1/5(14.3) : . 57.1 (-15.2, 100) 0121 = +
Onset of disease == :,%E ?d—
Fediatric 11/22 (50.0) 4115 (26.8) —-— 23.2 (-8.5, 54.9) 0.152
Adult 85/168 (50.5) 55170 (32.4) D e 18.2 (7.9, 28.5) <0.001 A%E S /)N A < ﬁ
SLEDAI-2K score at screening Nk T Lj: n 75 = fd\
<10 points 26/52 (50.7) 15/46 (32.8) e 17.9 (-1.4, 37.2) 0.068 = # N \ f\ \
=10 points 70/138 (50.6) 44/139 (31.5) D 19.1 (7.8, 30.4) <0.001 /OAN /T 75 2 75 H k’
Serological markers at baseline : LEA

. 1|\ =
All normal 35163 (55.3) 20/62 (32.1) L 23.2 (5.9, 40.5) 0.008 IEIE, E]ﬂj‘p, B M | {,j: j( A
=1 abnarmal 61/127 (48.2) 39/123 (31.6) L 16.6 (4.5, 28.7) 0.007 35, » .
TGS steseering FDEED HAnominal p
High 86/168 (51.2) 48/160 (30.1) e 21.1(10.7, 31.5) <0.001 7§§\ =
Low 10/22 (45.6) 11/25 (43.8) —— 1.8(-25.6,29.2) 0.897 TN

] T [ T T l T T T T T 1
-100-80 -60 -40 -20 0 20 40 60 80 100 120
Favors placebo Favors anifrolumab

PlaceboH' B <mm mp Anifrolumabb*E{i

Difference (%)



Anifrolumab 300 mg Placebo annualized Rate ratio Rate ratio

Population annualized flare rate (n) flare rate (n) (95% ClI) (95% CI) Nominal |
Overall 0.51 (360) 0.67 (366) .t 0.75 (0.60, 0.95) 0.017
Age J/E: > (
=18—<65 years 0.51 (344) 0.65 (359) 'S 0.78 (0.61, 0.99) 0.037 — | H , n =
=65 years 0.25 (16) 1.10(7) *—i 0.23 (0.06, 0.90) 0.035
Fom B aIE%2 teE L
Female 0.51 (333) 0.67 (341) L 0.77 (0.60, 0.98) 0.037 /é?j\(\ . U X 7 H__l' t X B I I—AG -
Male 027 (27) 045 (25) Ho—H 0.59(0.29, 1.21) 0.151 2004 A 1 i 7L_ j: B 2 0) ﬁ EE
BMI : =1, - =
<28 kg/m? 0.42 (205) 0.68 (223) - 0.62 (0.45, 0.85) 0.003
>28 kg/m? 0.60 (155) 0.63 (143) - 0.95 (0.67, 1.34) 0.771 E Flﬁ E}:
o a) F AR inega’uve binomina
White 0.51 (235) 0.67 (244) T 0.77 (0.58, 1.02) 0.064 = HM_l
Black/African American 0.79 (46) 0.87 (48) o 0.91(0.49, 1.67) 0.755 re g re S S l O nm O d e | T
Asian 0.32 (41) 0.37 (35) P S 0.87 (0.33, 2.31) 0.784
Other 0.16 (30) 0.31 (31) i 0.52 (0.20, 1.34) 0.173
Region
Asia Pacific 0.23 (38) 0.35 (32) i 0.64 (0.28, 1.49) 0.303
Europe 0.35 (115) 0.49 (122) oL 0.72 (0.45, 1.16) 0.173 . » 3 e »
Latin America 0.17 (59) 0.35 (57) 3 049(023,106)  0.069 e IFNGS-hi g h %i CAnifriluma b%i D)
USA/Canada 0.75 (139) 0.82 (140) e 0.91 (0.66, 1.25) 0.568 N
Rest of world 0.57 (9) 0.50 (15) — @ 115(037.357) 0814 E}:ﬁ}( L 75\ /T_EE LY
) : e — .
Onset of disease
Pediatric 0.86 (26) 1.12 (24) " 0.77 (0.37, 1.62) 0.495 .
Adult 0.49 (334) 0.65 (342) o 0.75 (0.59, 0.95) 0.020 ml ma rke r 2 1 Ei ‘Z\\
GC dosage at baseline <>
<10 mg/day 0.47 (170) 0.53 (181) o 090(062,129) 0556 A f | bﬁi D Ek BR ST 'T_EE \
210 mg/day 0.55 (190) 0.85 (185) .- 0.65 (0.48, 0.88) 0.005 nirrofuma nm—— [= \-' .
SLEDAI-2K score at screening Iy LS . .
<10 points 0.51 (109) 0.51 (106) —— 1.00(0.64,1.54) 0984 ° 7)7_ C\_’_ 0) g \\A f | b
=10 points 0.54 (251) 0.80 (260) . 0.67 (0.51, 0.88) 0.004 H ra Ce region T nirrotuma
\
Serological markers at baseline %i 0) Ek ,i\ 'TE L \
All normal 0.61(138) 0.55 (157) H— 1.09 (0.80, 1.49) 0.573 = 1= .
=1 abnormal 0.42 (222) 0.69 (209) » 0.61(0.48,0.77) <0001
IFNGS at screening
High 0.54 (298) 0.77 (302) - 0.70 (0.54, 0.90) 0.005
Low 0.55 (62) 0.49 (64) ——— 112 (0.62, 2.01) 0.705

II}III
-1 0 1 2 3 4

Favors anifrolumab Favors placebo

Anifrolumabh*fEfii  4mm RateRatio m) PalceboA B{iL
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« IR TIE, IFNGS-highZFE ZlowEE L V) LA BIRERDER L & &
NTHY, KEMCTHRIEDOIEERT > 7-. [ARD 2018:77:1653-64.]

e IFNGS(ZAsian, AfricanTE W2 & I ZEEERE Y [A&R 2011:63:1044-53.]
=h 29 Lf:xﬁ %Amfrolumab@ﬁﬂ]l%b\ﬂ‘\éﬂf-

e Limitation:
o DEEEDANBD DT WO (IFNGS-low, B4, age>65).

» IFNGS scoring® 7= D4EEFH S L BIFN- | EEBEEFF
IHAKET B EIRSAWL (ValidationDBE F X TLWS)



