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Atacicept & Telitacicept
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EXTENDED REPORT

Efficacy and safety of atacicept for prevention
of flares in patients with moderate-to-severe

Atacicept®SLE®Dp2/3 RCT
(APRIL-SLE)

systemic lupus erythematosus (SLE): 52-week data Placebo & DEEZERH T
(APRIL-SLE randomised trial) s k 3Tk
David Isenberg," Caroline Gordon,? Daiana Licu,® Samuel Copt,® Claudia Pena Rossi,
David Wofsy*
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Efficacy and Safety of Atacicept in Patients With
: _ . . Systemic Lupus Erythematosus
Atacicept in combination with MMF and

corticosteroids in lupus nephritis: results of a Atacicept B Atacicept
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Table 1 Baseline characteristics of patients

Variables Telitacicept 240 mg (N=62) Telitacicept 160 mg (N=63) Telitacicept 80 mg (N=62) Placebo (N=62)
Age (years), mean (5D) 33.5(9.8) 33.5(10.3) 33.818.9) 34.9 (9.6}
Women, n (%) 50 (95.2) 61 [96.8) 57 (91.9) 58 (93.5)
Ethnic origin (Asian), n (%) B2 (100) 63 (100) B2 (100) 62 (100)
Weight (kg), mean (5D) 57.85 (11.86) 54.37 (9.78) 57.02 (9.28) 57.07 (10.43)
EMI [I-'.gJ'mE'II, mean (50) 22.54 (4.01) 21.37 (3.20) 2217 (3.04) 22.29 (4.26)
Disease duration of SLE {years), mean (SD) 6.64 [5.36) 6.67 (5.21) 6.47 [5.46) 2.79 (5.87)
SLEDAI score, mean (S0) 11.7 (3.3) 11.4 (3.2) 12.0(3.9) 11.3(2.9)
<9, n (%) 12 (19.4) 13 (20.6) 12 (19.4) 16 (25.8)
1014, n (%) 43 (B9.4) 40 (63.5) 38 (61.3) 40 (64.5)
=15, n (%) 7011.3) 10 (15.9) 12 (19.4) 6(9.7)
BILAG ergan domain invelvement
At least 14 or 2B, n (%) 38161.3) 40 (63.5) 37 (59.7) 35 (56.5)
At least 14, n (%) 19 (30.6) 7111.1) 1107 11 (11.7)
At least 14 or 1B, n (%) H8 [93.5) 59 (93.7) ho (BR.T) 58 (93.5)
PGA (0-3) score, mean [50) 1.88 [0.48) 1.87 (0.43) 1.81 (0.46) 1.80 (0.40)

- TR 33.9%. K 94.4%
o TR EREIR 7.145
'+ SLEDAI 11~12

e BILAG 1AHABLIIBDE|E 90%FEE
¢« PGA1.8~1.9
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SLEDAI organ domain invalvement T)EET 240mg T A +ETR 160mg TUAT T 80mg Placebo
Immunological, n (%) 55 (88.7) 52 (82.5) 51 (82.3) 56 (90.3)
Mucocutaneous, n (%) 49 (79.0) 50 (79.4) 52 (83.9) 54 (81.1)
Renal, n (%) 41 (66.1) 32 (50.8) 37 (59.7) 32 (51.6)
Musculoskeletal, n (%) 24 (38.7) 36 (57.1) 30 (48.4) 29 (46.8)
Haematological, n (%) 5 (8.1) 7(11.1) 3(4.8) 8(12.9)
Vascular, n (%) 5 (8.1) 2(3.2) 4(6.5) 3 (4.8)
Serosal, n (%) 1(1.6) 3(4.8) 3(4.8) 0
CNS, n (%) 0 1(1.6) 1(1.8) 0

Organ systems with at least 14 or 1B BILAG score
General, n (%)

A 0 0 0 0
B 2(3.2) 4(6.3) 0 5(8.1)
Mucocutaneous, n (%)
A 0 0 1(1.6) 2(3.2)
B 29 (46.8) 34 (54.0) 27 (43.5) 33(53.2)
Musculoskeletal, n (%)
A 0 0 0 0
B 22 (35.5) 33 (52.4) 28 (45.2) 28 (45.2)
Vasculitis, n (%)
A 5 (8.1) 1(1.6) 1(1.8) ) e ——,,,,,,,,,—,—,—,—,—,———————

B 2(3.2) 4 (6.3) 5(8.1) 6(9.7)
Renal, n (%)
A 14 (22.6) 6 (9.5) 9(14.5) 6(9.7)

o BEERAIDSLEDAI
HB . - 22 (35.5) 17 (27.0) 19 (30.6) 13 (21.0) E L ﬁg?ﬂ"] 859%
- u n u - BRSNS 82.3%

B 2(3.2) 4 (6.3) 3 (4.8) 2(3.2)
Daily prednisone dose, mean (SD) 18.59 (13.14) 14.20 (9.42) 18.71 (13.05) 16.07 (11.61) [ Eﬁz Hﬁ 5 7 . 0%
Prednisone dose at baseline
Omg/day, n (%) ] 0 1(1.6) 0
>0~=7.5mg/day, n (%) &(12.9) 18 (28.6) 10 (16.1) 15 (24.2)

=1.5~=20malday, n (%) 40 (64.5) 34 (54.0) 35 (56.5) 33 (53.2)
=20mg/lday, n (%) 14 (22.6) 11 (12.5) 16 (25.8) 14 (22.6)
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Primary endpoint: SRI-4L AR —DES
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Secondary endpoint: 44-48;8 12817 4GCs

Difference vs Difference vs Difference vs Difference vs
placebo(95% CI) placebo(95% CI) placebo(95% CI) placebo(95% CI)
Telitacicept 240mg#¥ Telitacicept 160mg#$ Telitacicept 80mgEt Placebo®f
(N=62) (N=63) (N=62) (N=62)
Prednisone dose 21/54 (38.9) 17.6 (0.1, 35.1) 0.056 10/45 (22.2) 0.9(-15.9, 17.8) 0.912 17/51 (33.3) 12.1 (5.4, 29.5) 0.182 10047 (21.3)

reduced by =25% or

to = 7.5 mgéday during

weeks 44-48, n (%)

Prednisone dose 22154 (40.7}% 19.5 (1.9, 37.0) 10v45 (22.2) 09({-159 17.8) 0.912 18/51 (35.3) 14.0 {<3.6, 31.5) 0.125 10/47 {21.3)
reduced by =25% or to

=7.5 mgfday at week

48 n (%)

L :,E.,\%'O)ill/—\lj: Tehtamcept 240mg§$’0 =12 iéhI]L,T* (p= 0036)
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Secondary endpoint: SRI-5~8
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ADBERETORRER) ERLTERETORRER)
RADBRETORM(A)
Time to 1* SLE Telitacicept 240 mg | Telitacicept 160 mg | Telitacicept 80 mg Placebo
Flare (N=62) (N=63) (N=62) (N=62)
Median Days 169 148 227 113
P Value (vs Placebo) 0.038 0.006 0.002
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Table 3 Adverse events (AEs) and pregnancy outcomes during the study

1 1
1 1
— 1 1
Telitacicept 240 mg Telitacicept 160 mg Telitacicept 80 mg Placebo 1 == . .
Events, n (%) (N=62) (N=63) (N=62) (N=62) P BEESZR: Telitacicept 240mg#f 93.5%. i
Any AE 58 (93.5) 58 (92.1) 56 (90.3) 51 (82.3) 1 :
Serious AE 8(129) 10 (15.9) 8(12.9) 10 (16.1) i 1 60mgf¥ 92.1 %s 80mgf¥ 903%~ Placeboﬁfﬁ H
AF resulted in dose reduction or interruption 39 (62.9) 24 (38.1) 25 (40.3) 27 (43.5) : 0 :
AE resulted in discontinuation of study treatment 7{11.3) B(12.7) 7(11.3) 8(12.9) : 8 2 . 3 A) . :
AE resulted in death 11{1.6) 0 1] a i :
AE at injection site 6{9.7) 12 (19.0) 7(11.3) 4(6.5) 1 b == . . :
AEs of special interest i ¢ E,%fd:ﬁ§$%: TelltaCICept 240mg£¥ :
Infections and infectious diseases* 47 (75.8) 46 (73.0) 43 (69.4) 40 (64.5) 1 :
Upper respiratory tract infection 35 (56.5) 34 (54.0) 30 (48.4) 32 (51.6) i 1 2 . 9% -~ 1 6 O m gg¥ 1 7 . 5% -~ 8 0 m g£$ 1 1 . 3% -~ :
Urinary tract infection 8129 11 (17.5) 7(11.3) 4 (6.5) 1 :
Herpes zoster 5 (8.1) 3(4.8) 8(12.9) 4(6.5) i Placeboﬁ¥ 6.5%. H
Bronchitis 5(8.1) 2(3.2) 4(6.5) 4 (6.5) i :
Gastroenteritis 11{1.6) 3 (4.8) 3(4.8) 2(3.2) 1 = . . :
Vaginal infection 1(1.6) 1(1.6) 2(3.2) 4(6.5) i ¢ ’,;.&% TelltaCICept 240mg£¥ 758%\ 1 60mg H
Conjunctivitis 2(3.2) 4 (6.3) 1(1.6) 0 1 :
Lung infection 262) 101.6) 0 1016) i Egri 713.0%. 80mg§¥ 69.4%. Placeboi¥ 64.5%. !
Pulmonary tuberculosis 1(1.6) 0 2(3.2) 1(1.6) 1 /= —t & —f & > !
469 : u a L ERERR REBRFENS MO |
Pharyngitis 0 3(4.8) 1(1.6) 0 i !
Herpes viral infection 1(1.6) 2(3.2) 0 0 1 R . !
General disorders and administration site conditions 6(9.7) 12 (19.0) 7(113) 4(6.5) P® §ET'_' 1 15“ 0) &TelltaCICept 240mgﬁ¥”(‘:5 LE i
- e 1 H
Reaction at the injection site 5(8.1) 9(14.3) 5(8.1) 3(4.8) 1 —t= & —_ ’ ~— s s S b7
Rash at the injection site 1{1.6) 2(3.2) 1(1.6) 1(1.6) i @ i% % -~ ,IEL\,E\% 'ﬁ1ﬂ:j ;RMI*;J&/}\}S ;U;;E i
Pain at the injection site 0 2(3.2) 2(3.2) 0 1 v r=i—y 1
Immune system disorders 2(3.2) 0 0 0 : E BE % -ts yE t i
Hypersensitivity reaction 1(1.6) 0 0 0 : :
Drug hypersensitivity 1(1.6) 0 0 0 S !
Pregnancy-related outcomes
Number of pregnant patients 4 3 4 0
Pregnancy outcome
Voluntary termination, n (%) 4 {100.0) 3 (100.0) 3(75.0) ]
Live birth, n (%) 0 0 1(25.0) 0

*AFs in at least two patients in either treatment group were listed.



Discussion

» TelitaciceptD BENER LUV EEARTESOLZTEMEHEIELT=,

* PlaceboBE CTHLSRI-AEZERENEIS=DIE. L33/ Fa(4k
(GCs) P RENHIZEDFERAMNAIRES > bEEZ NS,

- Telitacicept 160mg#fidPlaceboB &b L TGCsB A D NEITIH
FYHLNEMN DT, COHETIIR—RASAUBFEOGCSDFEREN
WiEhot=hibEEZLND,




Limitation

s FERADPEANICRESN TS,

e T ILHAXMNINESE S,

e SELENA-SLEDAI®BILAGIZIL—T AB R (N)DEFMIZFEL TLVE
LY, £7=PlaceboFfF THLND aEZ#HIELTHY . BligIZH VT
TelitaciceptD BN MEZE R EENI=AIEEEL B D,
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