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RA 1251} %5 GCs DERRZIFIC OV TiE, 212 csDMARDs 12 GCs ZiBIIT 5 = & THISREN R
ENTWVDEY, L L D K¥1E csDMARDs (212 72 GCs (2B4 % & DT Y .bDMARDs <° tsDMARDs
EOFFICEAT 2T ET U ATZ LV, E6IZ, ZALDOHIFRIZEICHY RA BEF 2R E LTEY ., LS
L7z RA BTk 5 GCs OAMEZ -3 2 #5130 720,

CAPRA-2 3B Cld. RA HAEMIM K 8 D BHE
EREZIZ, BLAFD csDMARDs 2R & (5 mg/H) Table 2 Clinical outcomes at week 16 per treatment

® modified-release formulation of prednisone (N group”
" N . . ) MTX-TSU COBRA Slim P-value

il 4 R #4212 PSL ORI FEBL) A B0 L 7oA, e e
7T ARREL e U C 12 BRI BT EME N R DAS28(CRP) change 176£168  212+141 0192
BloikE - 5)0 Remission 46.8% 65.1% 0.081
& é%,]“f Low disease activity 72.3% 79.1% 0458
CareRA BB TIE, THRAR~ I —&FKF0 Good EULAR responise 44.7% 58.1% 0202
I RA BE A MTX & 6 I T30 mg/HDO 7 L R Moderate EULAR response 723% 86.0% 0111
= Uhs 5me/ HICHET S GCs & 0F+ 5 1t HAQ change 040£062 058+064 0267
. . Clinically meaningful HAQ change 53.2% 62.8% 0357
(COBRA Slim) & GCs ZflH L 72w MTX B HAQ score =0 S i -

(MTX-TSU) Tl Sz, 16 ¥ H O DAS28 &
fitk1x, GCs BED T NmM o=t DD, HEEIT e
Mmoot (65% vs 47%. p=0.08) (F 1) 9, 14
DT —H#TH, MTX+GCs BEDEMFRN D> 7223,
IHLEEEIRBODONRN-T,

CAMERA-II #%2 Ti%, #1# RA ¥ 236 A% xt
Gz, 2FEMICTHTEY 10mg/lHD T L R=Y v %&
MTX (BN L8 L. MTX & 77 &4R (PBO) #
B S iz, WREE 2 FROKEBIEEHE T
MTX+GCs #f CHARNCYGE ST, RO 7
ATRBNIZZITRM & & B IZiED T 2R H - e
Too 7AB—T v 7RG (hRER 6.6 ) TIX
MTX+GCs FED F5 753 MTX+PBO £ L ¥ & bDMARD
OEFAD D 723> 72 (81% vs 50%., p<0.05) (X 1) ¥,

BARFOT &6k Tl #1H# RA B3 250 NiZxf L, 2 FEMICHOle>TT5mg/ HOT L =y %
csDMARDs (2B L7-#E L | csDMARDs HAEEZ bl S 7z, X CORER (3, 6, 12, 18, 24 » H) T,
GCs BEDRFRBAEN BIF Th o723, 44FEMO 7 + v —7 » 7 CILEMFICET R ST, 10 %121 GCs
DA D73 59 DDMARD Offi FIZ 1% 2o 72 9,
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BT, TEEIE RA BB 10K L CBEED csDMARD (IZEB L T 1 @ TAF 250mg/HDF L R=Y v %
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%ﬁ%ﬁ%wc li\ GCs 'fﬁ)ﬂ /%\% D Corticosteroids

WCEBWTLME ARy 2 5 All CVE Favors steroids| Favors no steroids RR[95%CIl  Weight

Anandarajeh et al. 2012 —— 155(1.30,1.86]  23.7%
S BRSBTS, i i emse
FRYIE 20, 35 K OEIRIT 20 DB Dot 2007 (6082 monne — teliigzen  se
ERREZICS < HESIUTYY  Gevargatalzon (esmsonermge | — imlmeeo i

Innala et al. 2011 ' 224121, 4.16) 2.1%
S. Ffo, AR GOs ThRk e ouscs aom) 1 | fmporie  es
DY AY PHEBENTOVB IR S oo™ o Vetion 17 1rew
DRCT BLOBEWNED A LT woretacoon = Tanon e

All il 1.47 [1.34, 1.60] 100%

FU v AT, IR GCs £ 0 : 4

AL RABEOLMEA 42 ABTFY S RTOLMENRE Lk 28 kv 31F)
ROU AT D 4TRSS 2 &

> — Table 2. Daily and cumulative glucocorticoid dose thresholds for death from all causes and death from CV causes, adjusted for the propensity to
BRENTND (M4) 2, 2014 B

receive glucocorticoids*

All-cause mortality CV mortality

N2 g -
£|5 DALKDHFFEZ L D & . RA 5] HR (95% CI), adjusted for HR (95% CI), adjusted for
. Gl ticoid No. of No. of glucocorticoid propensity No. of No. of glucocorticoid propensity
- > <} 2 ucocorticoi 0. 0 0. of 0. of 0. of
%‘ LL k cj‘ 5 GCS m{iﬁﬁ T ﬁE t 4 exposure deaths  person-years Unadjusted Adjusted deaths  person-years Unadjusted Adjusted
N - Daily dose
ﬁ‘f%jm@— Z) E-ﬂfﬁ@i 8-15 mg/ El < None 95 3912 1.0 (referent) 1.0 (referent) 48 3,646 1.0 (referent) 1.0 (referent)
<5 mg 2 647 1.38(0.87-2.20)  1.19 (0.74-1.90) 16 585 2.07(1.17-3.65)F  1.82(1.03-3.22)
= 57 mg 69 1.876 151 (1.11-206)  1.21 (0.88-1.66) 28 1.647 128 (0.80-2.05)  1.07 (0.67-1.72)
3?) A& %&lﬂ:l: é VAN QLAY (ﬁ)ﬁ%& HR 8-15 mg 2 676 258 (1L79-3.71) 178 (1.22-260) 24 575 317(194-5.17)  2.27(1.36-3.79)
=15 mg 9 91 398 (201-790) 283 (141-566) 4 7 408 (147-1132) 321 (1.14-897)
Cumulative dose
1,78\ 95% CI 1,22""3‘60) (43,% 2) None 61 2,535 1.0 (referent) 1.0 (referent) 31 2,372 1.0 (referent) 1.0 (referent)
<9 gm 23 1,498 0.63 (0.39-1.03)  0.59 (0.36-0.95) 14 1430 0.95 (0.47-1.95)  0.70 (0.37-1.31)
N > 9-39.9 gm 50 1.495 1.38 (0.95-2.01)  1.12 (0.76-1.64) 23 1.323 0.93 (0.45-1.87)  1.08 (0.63-1.88)
) T N n < 29 < Bt < a
S B ARKIR B IO L E40em 103 1675 246(178339) 174(125244) 52 1398 232(136-3.96)  2.05(1.29-327)
ose/time
- _ None 61 2,535 1.0 (referent) 1.0 (referent) 31 2372 1.0 (referent) 1.0 (referent)
GCs fEHEMmZFHE L 7=% b [ <1.98 gmjyear 20 1502 051(030-085) 048(029-080) 13 1520  0.62(032-120)  0.60 (031-1.16)
1.98-5.08 gm/year 48 1615 1.23 (0.84-1.80)  0.99 (0.67-1.45) 23 1.405 1.26 (0.73-2.16) 104 (0.60-1.81)
=5.08 gm/year 108 1.460 293 (2.14-4.03) 211 (1.51-2.94) 53 1,217 3.12(1.99-4.88)  2.35(1.48-3.75)

BEDOTERNG DT, 2FERET
% L BT 5 B0 BEE GCs #2 2 RABE O GCs i LAE15=R (SCHk 29 K v 51H)

#1340 g TH Y (F% HR 1.89,

95% CI 1.25~2.44) ., ZOFEFIZEH GCs DY 227 7B LT 5D (F2) 29,

2009 FAIHE SN A X TV U ATIE, RATERIZHEH &7z 30 mg/ H RO GCs (2B 5 gI1EH
DIEAEFRIT, 100 AMEHTZY 434 (95% C1 30~55) Th o720, Eie, FEDORIDA X TF U v AT,
KHE GCs (1 5-10 mg/H) &7 78R ZHE LR, A X0 FORBESCEEREWEH OB AERICHE
LR Tm 30,

COBRA #Ba D 11 FER OBIFZ2IZ 15 &, COBRA A% — A TIEHE S 7-HEX, SSZ HAIEIEREC A
TEMER L OB RIS OFERNE -0, DIMEEBORAERIIWETRSE TH-72 19, &5I2, 234
M OBBMIFFETIiX, COBRA BBRDEE DT HRIL, DT ¥ MEBEC D b —RERH L A% Th -
7= 32)

BARFOT #Br D 10 £ DT — & Tik, LILE A X b OFARIL GCs I ARE (15%) & MR (14%)
THEEN ST bOO, PIELME A XY hDY A7 1% GCs EARET 4 50 < @ o7, FELEHITOWN
Tix, GCs i HBETHE D > 2B HEZEITRO -2 9, CAMERA-IL B ORHIBHT — & (Fdefl
#) TiX, MTX-GCs #£ & MTX-PBO #£ DT GCs B O AR B O FAERITHEH /R 21X o 723, oD
& A <2 b (18 4 8 ) BIUBEL (10 &t 6 1) [CBW TN AR R BN ¥, RCT OF —4

TlE, KA &E GCs ORI T A5 BRI Z2 L TE 528, 26 O RCT BB N2 & 2SR5
TdH 5, BARFOT 5 L O CAMERA-II O EHIBHHFZEIC LD &, BENRYO 2 E/IC GCs 2l L=
Ay DA A XY N OFEDZVMEARIN B SN, AEEITRD bR o T,
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Table 4 More AES! in prednisolone patients; safety population

ﬁé\ % % ;(-j- % Iz L = Prednisolone (n=224) Placebo (n=225)
Number of patients with at least one AESI * 134 (60%) 111 (49%)
GLORIA iR T, fEN%E SAE only b3 b3
Other AESI only 79 65
BRIz 7L F=Yn SAE and other AES| 30 2
R By organ dlass (per 100 person-years) SAE Other SAE Other
AESI AESI
5 mg/ Ei % 2 45'5 FEﬁ &5‘ By protocol-defined category
- Infection 26 124 16 91
L., RNl S 7z, Urinary tract 4 49 4 29
Pneumonia 2 17 2 13
KRB AN AHE Other 2 58 10 49
Cardiovasculart 8 2 6 0
= Fh s Symptomatic fracture** 2 1" 4 6
=95 (AESD OHTIE, o
°© S— ) N > 0 Hypertension 1 4 0 7
7 I/ ]\ — / H /Ei (606) Diabetes mellitus 0 2tt 0 11t
DHBT T EREE (49%) G : Z o :
- Other§§ 43 43 35 26
£V %;;f))o 7 (%£3), Z Total 80 194 63 140
% \ N : o - - . ‘
PRV, EILT VR % 3 : GLORIA #8: AESI (Sfik 10 0 51/1)

Yur Rl 7T v RREET

DEEIREIE (26 14X 16 1F) 6 KT OIFBEERYYE (124 44 91 7F) O OEICER L Tz, LI
AR FOBKIZTT L R=Y a U BECT T BREEL VS o720, BELRAESRS (SAE) &5 L-BE 0k
BB L TiE, WBERICEREITR N 572 10,
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1 HiZ 5mell E 7.5 me Rk L Wb, B R 70 %3 4
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HHE %7758 bEWIGEEEIO T\ 5, BETALTUXL
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B ETHT 70 0RFEICE L TiE, £<
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LCETF LN TN D,
6.2. BfEIMAE - BhAREE(L

GCs 1RIRICFE S i = L AT v — /VEOHI & BlRMEIX, RIERE LTHORTWD, LarL, EFD
FRRAFZETlE, CTIC & 5 EERAIKAL-SOR S MR IC & 2 WEBIIRD 7T — 7 TR EROR 2 & B4 5
—7J. GCs 5 & OEH#ENZRBEEIL A b o7z, BIREEL OB RAEIC K T 2 rIREMENTER & d
. RA REVEEIMEN B RGELERICKIETTRELZET 2 LEN D L, BRFE TIE, GCs H 5-RFICHIRMEE(L:
DR ZHE LTS5 Z &R0 b, HMG-CoA #tiEHER (24 F ) OHFHNLEE LWV EE X
bivd, Fio, EEEEMEDO 2 ho— A RBIRE(LTOBREELRR 1 THD I L E2RRT LILERD L.
6.3. TH{LHE:IEEE

THAEMETES & GCs OB, I % OBEEHIZE TlE GCs #HHETHOTMCHLEEBEOHENE VL 5 TH
LRABEETRD LN, L, GCs B L IICHERAT v A FUERREREZ AT 25T 725,
FEAT uA RERIRIER O EIEE T ETRIRICIE T e h Ry 7 A e B2 BME—FRh 3K Th 5 =
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