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belimumab X 59 responser= 39.1% %A placebo 32.4%0°l H]sle] F=x]H o=
7t oy BAIAHo R [fofshA] &

v 525 A& A SELENA-SLEDAI A7} 4% o] "ol 32 % 10mg/kg
belimumab *]&Za"¢] placeboE W 2xlatol| HlE| TAIHLZ FolshA Ee.
(46.5% vs 35.3% ; p=0.006)

v 24FAI "o A PGAYscore®] ¥t W3+ placeboi©] -0.49, belimumab 1mg/kg
0] 047, 10mg/kgo] -044% 23k 2}o]E HolA] FS

v 765778 A5AHHE&S placeboroll A 149% = Img/kg  belimumaba®
75%(p=0.005)2} 10mg/kg belimumab+* 8.1%(p=0.011)°] H]&}e] BAZH o2 {9
SHAl =&

v 2450 2] SF-36v210 score W3l BAIHORE #2923 Zo]E Holx ¢romll)
527l A 9] SF-36v2 PCS12) score?] 7B &3+ Img/kg belimumab *] &9l A
+4.37, 10mg/kg belimumab X & oA +3.44% placeboi +2.859] H|3}e] =&
(p=0.012). 7651+ 1mg/kg, 10mg/kg, placebo®] SF-36v2 PCS score W 3}7}
ZyZy +4.26, +3.95, +3.374.
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~agy wA FYead FA150w SELENA-SLEDAI d47F 64 ol dow
FFAQ ARE HAUE1 184 o] o] HAIZWAAFF2 SAH(n=865)5 thde
2, oA AHF(Amg/ke, 10mgkg)s Fog 9 &HE HWE phasell,

randomized, double-blind U7dA1gE AN 12 HI7FAFESQ 527 A|F<e] SRI
response rate< belimumab 10mg/kg-olA 58%, belimumab 1mg/kg*oll4l 51%,
ekt A 44%E HEFE (p=0.0006)

v SELENA-SLEDAI 475 o]4 7Bd¥ H]&L2 belimumab 10mg/kg-ol A 58%,
belimumab 1mg/kg-oll 4] 53%, ¢ekroll A 46% 52 (p=0.0024), odds ratio(
belimumab 10mg/kg vs placebo)= 1.71 (95%CIL,1.21-2.41)%

v Belimumab 10mg/kg 3} 9 ekl A 245 A1A PGA score i+ W3} o]
-0.15(95%CI, -0.23-0.07)%  Belimumab 10mg/kgw°] ¢ tin] 7S Ko,
5254175 Improvenment(decrease =>0.3)2] OR< 1.88(95%CI, 1.35-2.63)

v belimumab 10mg/kg X HE7-o ZTH=yE ek a2 v &S 40-52F =< 9 oF
v o]k xfol& Holx| X3t
e odds ratio : 1.75(952%CI 0.99,3.08)
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4) Drug facts & comparisons

5) ANA titer> 1:80 and/or &dsDNA>30 IU/ml

6) Furie R, Petri M, Zamani O, Cervera R, Wallace DJ, Tegzova D, et al. A phase III, randomized,
placebo—controlled study of belimumab, a monoclonal antibody that inhibits B lymphocyte
stimulator, in patients with systemic lupus erythematosus. Arthritis and rheumatism.
2011;63(12):3918-30.

7) SRI response:>4-point reduction in SELENA-SLEDAI score, no new BILAG A organ domain
score, no more than 1 new BILAG B score, no worsening in PGA (physician’s global
assessment) score versus baseline.

8) Img/kg ] SRI WH&&-2 406%= 9]oFo] Whg-&(33.5%)tH] FXxH o= fdsty AR
frefatAl & 5(p=0.089)

9) physician’s global assessment

10) Short Form 36 version 2

11) placebo *] &*°] +3.35, belimumab lmg/kg *| &-°] +3.78, 10mg/kg X &-°] +3.21 <

12) Physical Component Score

13) 1M Yels & F ¢la, 18-S W29k 1ML belimumab 10mg/kg X &304 A zb3sl B84
SLE flare @A % Al7dzbol] o) gk A<l

14) F<(infusion)®l] 23+ FF ¥H-8-& placebooll A 0.7%, 1mg/kg belimumab*oll A 0.7%, 10mg/kg
belimumabioll A 15% % Z+ZF Yelykar, ofypd et A= b AEhA] &S

15) ANA titer> 1:80 or ¥dsDNA=>30 IU/ml

16) O‘/‘”\]'@«] Hzx Fo A HA309 5 Y=Y <=(0-40mg/day) == NSAIDS &= sZelg]of

o WMol AAE RAEHOR A AnE Wi gt oA
17) Navarra SV, Guzman RM, Gallacher AE, Hall S, Levy RA, Jimenez RE, et al. Efficacy and
safety of belimumab in patients with active systemic lupus erythematosus: a randomised,
placebo-controlled, phase 3 trial. Lancet. 2011;377(9767):721-31.
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