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Table 1. Demographics and SLE disease characteristics at baseline in the TULIP trials and at LTE study entry (week 52) for patients who contin-
ued treatment in the LTE study*

TULIP baseline LTE entry
(week 0) (week 52)
LTE LTE
anifrolumab LTE anifrolumab LTE
300 mg placebo 300 mg placebo
Characteristic (n=257) (n=112) (n=257) (n=112)
Age, mean £ SD years 434 +£12.0 41.4+£115 - -
Female sex 237 (92.2) 103 (92.0) = 2 \ T‘ 0) db E
f : B COEE
White 173 (67.3) 77 (68.8) _ H el = ’I?‘
Black 28(10.9) 1(9.8) - - S = 713‘ H ﬂ 7'—_
Asian 33(12.8) 10 (8.9) - - \ 7 / X A X T \/ A -
Other 15(5.8) 11(9.8) - -
Hispanic or Latino 54 (21.0) 28 (25.0) - -
Geographic region - -
US/Canada 98 (38.1) 44 (39.3)
Europe 90 (35.0) 41 (36.6) - -
Latin America 33(12.8) 15(13.4) - -
Asia Pacific 31(12.1) 8(7.1) - -
Other (rest of world) 5(1.9) 4 (3.6) - -
Time from initial SLE diagnosis to 92.0 (0-555) 80.5 (6-503) - -
randomization, median (range) months
SLEDAI-2K
Mean + SD 11.2+37 11.3+36 49+35 59+43
Score >10 184 (71.6) 80 (71.4) 30 (11.7) 25(22.3)
PhGA score, mean + SD 1.8+04 1.8+£04 0.7+£05 09+06
SDI global score, mean + SD 06+1.1 06+09 0.7+1.1 0.7+09
SDI global score >1 90 (35.0) 6 (41.1) 97 (37.7) 51 (45.5)
Type I IFN gene signature high 206 (80.2) 3(83.0) - -
ANA positive 229 (89.1) 9(88.4) 211(82.1) 7 (86.6)
Anti-dsDNA positive 113 (44.0) 38 (33.9) 93 (36.2) 8(33.9)
Abnormal (low) complement C3 90 (35.0) 6(32.1) 77 (30.0) 38(33.9)
Abnormal (low) complement C4 56 (21.8) 9(17.0) 37 (14.4) 2(19.6)
Baseline SLE treatments
GCs (prednisone or equivalent) 208 (80.9) 2(82.1) 184 (71.6) 7(77.7)
Antimalarials 171 (66.5) 3(74.1) 169 (65.8) 1(72.3)
Azathioprine 2 (16.3) 8(16.1) 41 (16.0) 7(15.2)
Methotrexate 45(17.5) 6(23.2) 44.(17.1) 6(23.2)
Mycophenolate 7(14.4) 4(12.5) 36 (14.0) 3(11.6)
NSAIDs 7 (10.5) 4(12.5) 28(10.9) 4(12.5)
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Table 2. AEs, SAEs, deaths, AESIs, and EAIRs in any category during treatment and follow-up during weeks 52-216 (LTE years 2—-4)*

LTE anifrolumab 300 mg (n = 257; LTE placebo (n=112;
exposure 683.5 patient-yearst) exposure 250.3 patient-yearst)
EAIR (per 100 EAIR (per 100
No. (%) patient-years)t No. (%) patient-years)t
Any AE 226 (87.9) 33.1 94 (83.9) 37.6
Any SAE (including events with outcome of death) 58 (22.6) 8.5 28 (25.0) 11.2
Any AE with outcome of death 3(1.2) 0.4 1(0.9) 0.4
Any DAE 17 (6.6) 2.5 8 (7.1) 3.2
Any AE of severe intensity 43 (16.7) 6.3 13(11.6) 52
Any AESI 75(29.2) 11.0 24 (21.4) 9.6
Any AESI of non-opportunistic serious infections 25(9.7) 3.7 9 (8.0) 3.6
Any AESI of herpes zoster 23 (8.9) 34 7(6.3) 2.8
Any AESI of latent tuberculosis§ 16 (6.2) 2.3 2(1.8) 0.8
Any AESI of influenza 15 (5.8) 2.2 2(1.8) 0.8
Any AESI of major acute cardiovascular eventsq| 5(1.9) 0.7 3(2.7) 1.2
Any AESI of malignancy 2(0.8) 0.3 2(1.8) 0.8
Any AESI of anaphylaxis 0 0 0 0
Any AESI of opportunistic infections 0 0 3(2.7) 1.2
Any AESI of vasculitis 0 0 0 0
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Table 2. AEs, SAEs, deaths, AESIs, and EAIRs in any category during treatment and follow-up during weeks 52-216 (LTE years 2—-4)*

LTE anifrolumab 300 mg (n = 257; LTE placebo (n=112;
exposure 683.5 patient-yearst) exposure 250.3 patient-yearst)
EAIR (per 100 EAIR (per 100
No. (%) patient-years)t No. (%) patient-years)t
Any AE 226 (87.9) 33.1 94 (83.9) 37.6
Any SAE (including events with outcome of death) 58 (22.6) 8.5 28 (25.0) 11.2
Any AE with outcome of death 3(1.2) 0.4 1(0.9) 0.4
Any DAE 17 (6.6) 2.5 8(7.1) 3.2
Any AE of severe intensity 43 (16.7) 6.3 13(11.6) 52
Any AESI 75(29.2) 11.0 24 (21.4) 9.6
Any AESI| of non-opportunistic serious infections 25(9.7) 3.7 9 (8.0) 3.6
[ Any AESI of herpes zoster 23 (8.9) 34 7(6.3) 2.8 ]
Any AESI of latent tuberculosis$ 16 (6.2) 2.3 2(1.8) 0.8
Any AESI of influenza 15 (5.8) 2.2 2(1.8) 0.8
Any AESI of major acute cardiovascular eventsq| 5(1.9) 0.7 3(2.7) 1.2
Any AESI of malignancy 2(0.8) 0.3 2(1.8) 0.8
Any AESI of anaphylaxis 0 0 0 0
Any AESI of opportunistic infections 0 0 3(2.7) 1.2
Any AESI of vasculitis 0 0 0 0

- Anifrolumab 150 — 300mg#+ (n 67) : 11%& (16.4%), EAIR 6.6
-+ PBO — anifrolumab 300mg#&f (n = 111 : 144 (12.6%), EAIR 4.9

HZDFIEXR|LZE L KT L’C:FSU TULIPEERERE & (R D1E) £ U%LTEEHFE?EP’C“ I VIED > T,
TULIPEEE TIE3ZAAHZIC K Y B IFIC > 7=A, LTEDIER TIEbEHAHZIZ L Y ik & - 7=,
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Table 3. AEs, SAEs, deaths, AESIs, and EAIRs in any category during treatment and follow-up during weeks 0-216 (TULIP + LTE years 1-4)*

All anifrolumab Combined anifrolumab
(n =560; 300 mg (n = 358; All placebo
exposure 1,568.0 exposure 1,026.2 (n =360;
patient-yearst) patient-yearst) exposure 587.1 patient-yearst)
EAIR (per 100 EAIR (per 100 EAIR (per 100
No. (%) patient-years)# No. (%) patient-years)# No. (%) patient-years)#
Any AE 522 (93.2) 333 338 (94.4) 329 318 (88.3) 54.2
Any SAE (including events with 147 (26.3) 94 92 (25.7) 9.0 91 (25.3) 15.5
outcome of death)
Any AE with outcome of death 10(1.8) 0.6 5(1.4) 0.5 2 (0.6) 03
Any DAE 59 (10.5) 3.8 35(9.8) 3.4 30 (8.3) 5.1
Any AE of severe intensity 102 (18.2) 6.5 67 (18.7) 6.5 46 (12.8) 7.8
Any death of COVID-19 infection 2(0.4) 0.1 1(0.3) 0.1 0 0
Any AESI 180 (32.1) 115 113(31.6) 11.0 61 (16.9) 104
Any AESI of herpes zoster 75(13.4) 48 45 (12.6) 4.4 13 (3.6) 2.2
Any AESI of non-opportunistic 55(9.8) 35 37(10.3) 36 29 (8.1) 49
serious infections
Non-opportunistic serious 9(1.6) 0.6 6(1.7) 0.6 0 0
infections of COVID-19
Any AESI of influenza 36 (6.4) 23 20 (5.6) 1.9 11 3.1) 19
Any AESI of latent tuberculosis§ 27 (4.8) 1.7 20 (5.6) 1.9 4(1.1) 0.7
Any AESI of opportunistic 3(0.5) 0.2 1(0.3) 0.1 4(1.1) 0.7
infections
Any AESI of anaphylaxis 1(0.2) 0.1 0 0 0 0
Any AESI of malignancy 12(2.1) 0.8 7(2.0) 0.7 4(1.1) 0.7
Any AESI of major acute 12(2.1) 0.8 6(1.7) 0.6 3(0.8) 0.5
cardiovascular events
Any AESI of vasculitis 0 0 0 0 0 0

a

- BMREREE, 7774 7F2— & FOGIMEA N> bMIWEFTHIL -7

thEE. &




=R

COVID-19/¢> 7 2 v & D COVIDE I EH =

Table 4. COVID-19-related AEs and event rates during treatment and follow-up of the LTE study*

JUn

All anifrolumab (n = 325 at start of LTE anifrolumab 300 mg (n = 201 at LTE placebo (n = 64 at start of
pandemict; exposure during start of pandemict; exposure during pandemict; exposure during
pandemic 227.7 patient-years?) pandemic 143.5 patient-years?) pandemic 42.7 patient-years¥)
AE with AE with AE with
outcome outcome outcome
AE SAE of death AE SAE of death AE SAE of death
Patients with an 33(10.2) 16 (4.9) 3(0.9) 22 (10.9) 10 (5.0) 1(0.5) 4(6.3) 1(1.6) 0
event, no. (%)
Time at risk, 213.6 221.6 2274 134.1 140.4 1434 40.7 42.4 42.7
patient-yearss
Event rate 15.5 7.2 1.3 16.4 7.1 0.7 9.8 2.4 0.0
(95% CY| (10.6-21.7)  (4.1-11.7) (0.3-3.9) (10.3-24.8) (3.4-13.1) (0.02-3.9) (2.7-25.1)  (0.1-13.1) (0.00-8.6)

- COVIDES:EBFEERDOREEE | All anifrolumab®* 15.5/100 A%, LTE PBOZF 9.8/100 A4
- COVIDBEEDEELEETEERREEZEK ¢ All anifrolumab®f 7.2/100 A%, LTE PBOZf 2.4/100 A

« Anifrolumab 300mg&t cCOVID-19%Z HFAE L 73384 D 5 B 48 5%HMEEETS - 7=,
- X L CPBOEETIZCOVID-19A4ZFAE L. 25% (14) NERETS - 7=,

- 7O F RS T LoEBE TIZCOVID-191FHAE L 2 h - 7=,
- Anifrolumab 300mgEtTHRT L 7=3&I1%. /ST I v 7 OTEPDO6H ABEDIEHT: > 7=,
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