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Introduction

e SLE is a chronic, autoimmune disorder characterised by persistent
autoantibody production®

BEL, a recombinant human monoclonal antibody, binds B-lymphocyte

Patient characteristics

e A greater proportion of older adults were of white race compared with the
overall population in the CRD studies
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e One older adult in Study 115467 experienced a serious suicide/self-injury
event (suicide attempt)

e There were no clinically relevant differences in the incidence of deaths in older
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le 3. AESI and deaths in older adult patients and the overall populations

CRD Studies* Study 115467

simulator, neutralising its activity? ’ > ® Older adults (N=63) | Overall (N=4170) | Older adults (N=156) | Overall (N=4003)
9 ty e Older adults had lower disease activity and more organ damage compared adults and overall populations (Table 3) 50 = o = o = ) =1
e The efficacy and safety of BEL have been shown in patients with SLE in with the overall populations (Table 1) n oot N=27 N=36 | N=1355 | N=2815 | N=82 N=74 | N=2001  N=2002
37 >
se\{eral cllmca_l trials, _a_nd BEles indicated in patients =5 years of age with — 000 | 000 | s0s | 1808 | 102 | 100 | 108 | 1208
active autoantibody-positive SLE Table 1. Baseline demographics and disease characteristics in older adults and Table 2. Treatment-emergent AE, SAE, and severe AE in older adults and the ats)
o Safety and efficacy data of BEL in older adults (265 years of age) with SLE it @l e BT oeralllpoprlations e oon | 200 TR . .
are limited CRO Studies* Shsier EXDEmIER RE Serious PISR 000) | 0(00) | 2(01) | 13005 000 | 0(00) | 2(01) 8(04)

Older adults (N=63) | Overall (N=4170) | Older adults (N=156) | Overall(N=4003) Older adults (N=63) | Overall(N=4170) | Older adults (N=156) | Overall (N=4003) Infections (01, HZ, T, sepsis) | 1(37) | 0(00) | 97(12) | 173(61) | 000) | 2(27)  50(@25) 3608
Objective : = [ = el ] = oy oa | o6o | wea | i | oeo | 2@ | wea ey
n oo Nez7 | NS | Ne1sss | Nesls | NeB2 | Nea | Ne2OO2 | Ne200L (s N-27 | N3 | NeISSS | Ne2BlS | NeB2 | N=74 | NS2001 | N=2002 Malignancies excludin
K . Non-melanomaskin cancers | 0(00) | 000) | 201) | 803 | 000 | 000 502 502
e To assess the safety and efficacy of BEL in older adults with SLE Female 25026) | 3301.7) | 1268 03.6)| 2661 94.5)| 73(89.0) | 68 (019) | 1853 (02.6) 1848 (92.4) = 20(889) | 28.77.0) | 1184 (87.0)| 2040 867 ——— sann | sea | 2es | 250 i i
Method Hispanic or Latino 209 | 12039 |a3@rs) | 165012 | 12040 | 13076 | 108353 | 708 85.0) Resulting i drug discontinuation | 1(37) | 3(83) | 109(80) | 184(65) - 1e0 | v | 200 | so2 | oeo | cco IR
ethodas Age. years saer 5185 | 10078 230(170) 421(150) | 9(110) | 61 |222(111) 220(11.0) Suicidelselfnjury!t 000 | 000 | 403 | 803 - -
. R Mean (sD) 66.3(2.96) | 67.9(3.32) 37,8 (1196) 37,5 (11.49) 702 (4.98) | 69.6 (4.07) 408 (12.74) 40.4 (12.75) Resulting i drug discontinuation B 603 | 4649 | 728  ©0E0 Serious suicidelselinjury 000 | 000 | 403 | 401 | 000 | 104 | 502 1085
© A meta-analysis (GSK Study 116559) was performed using pooled safety Nin, Max 65,74 | 6577 | 1874 | 1877 | 658 | 658 | 188 17,83 stuies except 115467; per category; {CRO studies:
data from six CRD BEL trials in adult patients with SLE (Figure 1), focusing ‘SAE by system organ class period Sudy 11545 \Es that sared durng on- period: dealh PSR e end;Perustom
n 5% edDRA query; 1Occng i 3 days o nlsionjector; Sty 115467:ony srious PSR an Serous depression/sucide
on the subpopulation of older adults (265 years of age) compared with the e e e oy e 2 i i i pd "
3-7.9
overall population Nean (sD) 920(8.12) | 7.39.(1.97) | 6.78(661) 674 (658) | 70(7.92) | 8B(116E) | 7.4 (.05)¢ 7.4(751) Nervous system disorders 000 | 401y | 1904 | 205 | 009 | 000 | 1608 10D Efficacy analysis
* Additional safety data were obtained from a large, randomised, controlled SELENA-SLEDAI category Infections and infestations. 167 | 2(6) | 8069 | 15164 | 561 | 2@7) | 8261  1BED The SRI-4 . der adults £ 4 BEL vs PBO. tent with
safety study (GSK Study 115467) and presented side-by-side with the pooled < 16(503) | 23(639) | 612(452) | 1315 (46.7)| 64 (7.0) | 64(86.5) |1369 (68.4) 1363 (68.1) Vascular disorders. 000 | 383 | 16112 | 29(10) | 0000 | 000 | 403 1005 ¢ th N ’” 'eSp(T"ts_e ra ef'(?‘o_ Z'. a du N C:’SUT di Vi‘ 2  consistent wi
data from the CRD trials due to differences in study size, study population, o a0 | 130 |26 ey 1500 | 152 | 0 2 [N Gastointstinal disorders 167 | 108 | w9 | sae | 102 | 201 | 1809 109 e overall populations of the individual studies (Table 4)

and data collection'®

SELENA-SLEDAI score

General disorders and

Tabl

) )  sa670 administration site conditons 167 | 1@8 | 2807 %@z 000 | 000 | 1005 502 S ponse rate at Week 52 for older adults and overall populations
* The efficacy analyses included data from five CRD studies®467: Mean (D) 87(271) | 83(274) |100(379)| 99(374) | 73(547) | 63(392) | 7.9(451)  78(472)! Peyctiric dsorders 204 | 000 | 504 | 1608 | 000 | 104 | 603 2000 oD @IS
o In each trial, patients were randomised to BEL or PBO and received SLICGIACR Damage S — 000 | 18 | 2009 | Ba0 | 367 | 109 | 208 | 1508 roored Stdes 110752
21 treatment dose (Figure 1) Inderx score Hepatobiiary disorders 000 | 18 | 808 | 1808 000 000 804 502 CRO studies and 110751 (pooled) el
= o 2 30 22 | 2476 82 7 199 1998 x
nury, posring,and Poo | BeL | Peo| B | eL | Peo | seL  Peo  meL pao gl
1. Overview of the 52-week studies included in the pooled safety and Mean (SD) sl | 101es |osaiz | osaon | 1ae | 1l et el 167 | 000 | Bao | 1@y | 000 | 000 | 804 O] 1mghkg 1V |10 mghkg IV 10mghg vV 10 mghg IV 200mgsc
Nezs | N2 |nesez| NSS | NA63 | N=226 NedSL Neld9l NR229  Ne2rs | Nessa
analyses 115467 Unless =200, =200 Musculoskeltal and connective
issue disorders 000 | 18 | 8@y | ®8aD | 102 | 104 | 202 904 — 2 |2 " s | o | 20 BN iEEEE
Safety analysis Renal and urinary disorders. 000 | 1(28 | 30@2 4817 000 | 000 & 16(08 11(05) n (%) (320)  (414) (388 (462) (506) (401)! (538} (416) (490) (484)  (614)
Gsksudy  GsKsudy Respratory,toraci, and
LesLoz 115467 AEs and SAEs medastinal disorders 1@7) | 000) | 1904 | @Y | 000 | 000 | 1909 904 & 149 141 168 199 168
CTONOTI4gY  (NCTOLT0SSTT) G, (04,4.58) (10,100 0.32.215) (140,262 25,229

V410 mghkg IV

10mglkg V.

e There were no clinically relevant differences in the incidence of AEs or SAEs
between older adults and the overall populations (Table 2)
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Safety analysis, e When SAEs by system organ class in older adults were examined by
f"m::;m individual preferred term, there was no clustering of events Conclusions
- A e In Study 115467, pneumonia was reported in 2 (2.4%) older adults (PBO), all . . X . . . X
e other older adult (PBO and BEL) SAEs were singular events © In patients with SLE, the safety and efficacy of BEL in older adults were generally consistent with the overall population and suggest a favourable
« Deans

Efficacy analysis
Endpoints.
 SRI-4 response rae at Week 52

“Only data on SAES and AESIs were collected for Study 115467

AESI and deaths

e Overall, in the CRD studies and Study 115467, there were no imbalances in
the rates of AESI between older adults and the overall populations, or BEL
and PBO older adults (Table 3)

benefit-risk profile

e Due to the small number of older adults analysed, these data should be interpreted with caution; however, they suggest that BEL is a suitable
treatment option in the management of older adult patients with SLE, who represent a population with high unmet need
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