Hia|AEFE120,40022| 13 ((F) 2220|228 2]121)

7t oFH HE

=+ = LY 2
Aol i 72| 24
FME &2F | Belimumab 120mg, 400mg
S X E Mo Tk SZ2Ax= doe|rF B FHst feldio|ed
| =

HE & MA of E & I =500 A= FAKN. M7H = HHAALS L= A
~Qi5t -2HH o] oHo|Ct,
e = EEQEoZ XEEQ AL & Mol gsM MAISHIRIZIA MOl
Es-83 | _ i
2tXte| X =
o] 2fo| A =222 10 mg/kgol x=7| 33 Fois 2F 72H4o =z
2H .28 | F0{5t1 11 O|Fol&= 4F ZtHo=Z Fofsict MO L dEFelEo
2 Z=H|, M5t 1A|ZHo 22X F0qEiCt.
olekx Hi= | 142(XAHHQHA) : ME2o|U=E
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MASHFR A (Systemic Lupus Erythematosis)= SHA el oAt =z
HAAIF ARAL| QI E Aot =& MEZIF &4 == AJF HAA
stel. A7 Aol MEZREE RFelEl &S 34ste AF A E g
=1 =0, R7| Apple| A8 = XL & 2ZS510] HAFEAHE o
Aot o] HAFEME= =& ohlM FHEOH HE2 de7|d =X ZS
E=MAZ|D 52 7S F.

HLASEHEFAE AdESRUMLFEFA JEMFFAS 2|, 22 F2 A
o BE H7[et =&o dek2 o|E = U= AMzZet gejo|nf, X ze] =
T 2AEcteE S & =AEo=zZAM WHS 2|gstes x[EAHel FE
7|2HE z[A3FtstE A

247 {HollM =5t deS 2el. gl THS2 il
fM Eo=[1 A= 0.05~0.1%2t At W22 ZALE[AS 1)

(2) otF 54

MAEEE human immune globulin G1 lambda monoclonal antibody@! A1EH

X BLyS HsHM (B lymphocyte stimulator—specific inhibitors)2l. BA|Z=E
survival factorel +=&4A B lymphocyte stimulatorZ7} BA|:Zo| Z&tst=
AE E0|Hoz AN ZH HA J|Mof Moz zto{st= 7(H 2|

Rl 2.




MP/DC Anti-CD20
Anti-CD22

Peptide [ LJP3es | Anti-CD20

oriava)

" cD28 b
1

| IMPDH X IMPDH :
" Inosinic acid —= putines Inosinic acid —= purines
- o 4

L Mycophenolate [ Anti-BLyS Mycophenolate

TAC1-1g

Source: Fauc &S, Kasper DL, Braunwald E. Hauser 5L, Longo DL, Jameson JL, Loscalzo 1
Harrizon's Principlas of Interna! Medicine, 17th Edition: http:ffwww, acceszsmedicine. com

Copyright @ The McGraw-Hill Companies, Inc All rights reserved,

O MEES TWBM2NIN EF28o| Cisto] XBSTS FDACI Sl &
2 cldZegdE AlED Yol XEH A2 AU SsME 2
el Sxo| FRSICID =oUS. YMTBXIHGOIM AT, A 2
Sajo| ofd SLE £} 71E ool BISS HOIX| 2k AR sl oS 7D

BLISS-76]7) € &AUtSA|E <2FA8)0|of SELENA-SLEDAI9) H =7} 6X
g A= 7, 5/30 5 Z71e| 18M| 0|4t

2) Goodman & Gilman's the pharmacological basis of therapeutics

3) Harrison's principles of internal medicine 19th ed.

4) Pharmacotherapy: A Pathophysiologic Approach, 9e> Chapter 69 Systemic Lupus Erythematosus

5) The British Society for Rheumatology guideline forthe management of systemic lupus erythematosus in adults(2018)

6) Clinical practice guidelines for systemic lupus erythematosus: Recommendations for general clinical management, Spanish SLE
guideline(2016)

7) 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.

8) ANA titer> 1:80 and/or ¥dsDNA>30 IU/ml

9) Safety of Estrogen in Lupus National Assessment — Systemic Lupus Erythematosus Disease Activity Index
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MAMSHIMEZEA 31X n=819)E Aoz, A (E=XEH)1 [AH
EZ(1mg/kg, 10mg/kg)+EZXE2H ]S Foiet #o 1= dH|luwst 344
22|, ol =WHA O'MAIE A1 11Xt X ERl 52FM 2| SR

%kEL(E—’E—iIEU4)01|A1 33 5%E 2l (p=0.017)11

— 10mg/kg belimumab XIZ7<2| 76FM 2| SRI response rate2 38.5%
@, 1mg/kg belimumab ZA=Z72| response rate= 39.1%ZAM

placebo 32.4%0| H|5I0] F=xX|Hoz2 ZIISIF oL EHAHSZE 725t
Xl olo

LS 3 -

— 523 A|™o|A SELENA-SLEDAI EH=7} 4& o|A HOAl X ==
10mg/kg belimumab X|ZF0| placeboE g2 XL H|5]| SHA
OF FootH HES. (46.5% vs 35.3% ; p=0.006)

Al 2r413)0|of SELENA-SLEDAI H=7t 68
20 As14) Z0o|, ofAlolEfE Yt 5 =Ite

—
=
18M| O|Ate| MAlIZSHIMZEA SHXH(Nn=865)5 EHQSE, ¢ kA (ZEZA
m a

O [BLISS-52]12) & &bt
O

olato R oy H

=

HI T 3F 34, DRLIHIA O|=Z O AA|E ZDH5) 1% |

= 10mg/kg)+EE=X 2
I+

Al 2| SRI response rate2 [(AMEE
ol M 51%, 92k

58%, [(AMAEZ 1mg/kg)+ E=XFH
Oof|AM 44%E LIEHS (p=0.0006)

— SELENA-SLEDAI 4& o|4At 7JHMEl H[E22 belimumab 10mg/kgToil A
58%, belimumab 1mg/kgTZdlAl  53%, HAUTZOHA 46%FS
(p=0.0024)

10) SRI response:=4-point reduction in SELENA-SLEDAI score, no new BILAG(British Isles Lupus Assessment Group) A organ
domain score, no more than 1 new BILAG B score, no worsening in PGA (physician's global assessment) score versus
baseline.

11) Img/kg 72| SRI W& 40.6%% $1oF2] HH-&(33.5%) Y] x4z -dsh} TAHCR F2HA] %2(p=0.089)

12) 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.

13) ANA titer= 1:80 or 3dsDNA>30 1U/ml

14) Ao #Hx Fol A HA30de¢t ZaU=UE(0-40mg/day) B NSAIDS E= @Eete]ol 52 WqAAE ug 8o <

A A58 a4

gl

it
Jig
3
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o
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15) 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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OVMEES2 EELHLE x2S AUt oA Mol =M MAZHFEFE
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0| BE dlEx= Fd0 RIF A LMl
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= 3S|Al= patient access scheme(PAS)E S35H04
0 belimumabsS X3¢t

16) diatrotel a3 (NG )

17) Safety of Estrogen in Lupus National Assessment — Systemic Lupus Erythematosus Disease Activity Index
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=M T (positive anti—-dsDNARI %2 HAZ Hol)el =
_SLEDAI'8) M2} 10& o|Alel BHXIE CfjAto =

|2 228 & JIMA|F|= patient access scheme(PAS)E A

oo rl.l

0

— CADTH (2012. 4€): H|Z20i
= CDEC190| ZESt 2X}3|e] RCTOA 52F A|Xo| HI2X} Hg2

belimumab/0| FZEHCI EAHMoZ FolotH =¢42Lt, 14 o|F

0

IT A —
MR AZE AFoM 765 AlELl BtSE2 welSH| &S, fIEEs
o7zt Zojol o|AA U HXSOIH Z2F Zo(sel B U ==

-

L& BN BE=sh2 ZHE belimumabll AKX o|Xo| 8
C

18) Safety of Estrogen in Lupus National Assessment — Systemic Lupus Erythematosus Disease Activity Index

19) Canadian Drug Expert Committee



