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TMP-SMX¥FRE
- TMP80mg/SMX400mg & H
- TMP160mg/SMX800mg Fg H

AAV patients treated with
RTX or CYC (n=325)

Exclusion criteria (n=13)

- Age <18 (n=7)

- Cancer (n=4)

- History of solid organ transplantation (n=1)

- Induction started at another hospital (n=1)

Enrolled patients (n=312)

Excluded during the 14-day lead-in period (n=16)
- Infection (n=9)

" - Follow-up loss (n=3)

- Death (n=4)

Eligible patients (n=296)
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Prophylaxis group
(n=240)

Control group
(n=56)

o« BEATMP-SMXFHEESA T v o7 BETIO)BET2EICHITS

« N—RTAVHEE

AFME] 32 % 6 1L

(F#p, MR, HEEELO)ZAVCTUEEEREADITIPW) T

o TMP-SMX®Dix5HiE = FFRMmEFEEL & L Tk




ITT BT

1) Intention-to-treat analysis FZICTMP-SMX1ESHTH/EE L THENY FIFIZEZ T IR

1 TMP-SMX 3\
2 Y EE
3 IMPSMX TMP-SMX
4 TMP-SMX 42 No TMP-SMX | > FRHEE
- 5 TMP-SMX 5a  No TMP-SMX
E 5 6 TMP-SMX 6a No TMP-SMX ’ )
25 Lead-in period B
5 2 P ki No TMP-SMX )
=k : _
S 8 No TMP-SMX b 4
g No TMP-SMX & TMP-SMX
10 No TMP-SMX 10a TMP-SMX E [ BE
[11 No TMP-SMX [11a TMP-SMX 4
12 No TMP-SMX Ji2a  IMP-SMX J
Day -14 Day 0 Day 365

. Lost to follow up

‘ Serious infection Death



5 (77 4 AT

BEIFHEMTHTE : ZOHOTMP-SMX{HREOEE T [IBEE/IEIEE | 2958,
B L-R—IREOHIB Ty — K& LTXUY

HFRZBHEEDIEER: Hb, U >/ 5%, GFR, GCsHE

1 TMP-SMX \
2 TMP-SMX
3 TMP-SMX TMP-SMX-FBh
5 TMP-SMX |
< 10a TMP-SMX 251451
59 11a TMP-SMX__ 4
s Q o TMPSMX )
£ ;3 Lead-in period 2 NoTMPSMX ] 3
1 52 NoTMP-SMX 3§
= 6a No TMP-SMX . 4
[7 No TMP-SMX '|
E No TMP-SMX % \ TMP-SMXIEFBH
E No TMP-SMX & 19445
[10 No TMP-SMX |
[11 No TMP-SMX |
[12 No TMP-SMX | g
Day -14 Day 0 Day 365
¥ Serious infection ® Lost i iohowiLy:

Death



7ML, RETHEEAT

s TEMIEE | ERERBEDFIE
OFFFMEEOIRES QAR QOARBEOERD VLT A
#' |32 ORI FHMmE D 2RIk x e L TRERE.

« EREHMMIER - BEREEEET, TMP-SMXI(C &ﬂ@a‘%‘:ﬁi%@ﬁi%%mm)
CTCAE vb.0 CEEEFM L, probable/certainza ADR& FEZ. Number
Needed to Treat (NNT)*>Number Needed to Harm (NNH)%’,%ij

« XALZEFE TIEBHLIET - BEfiTEE (REXZHh 06N A) TIHUY

- FERRIIyMRE(HTI), tREGER), lEREXRZEITRT Y »0OF
FEMENTIZCoxtbBNYF — KETFTIILIZA/NR FME#EILZE (SchoenfeldiEE)
X 5 HICox(piecewise Cox) = EME(120H - 180H) LXK Z & ICHRA H#ETE.

« BEDHT - QIPWDORDH Y ICY RVRAFTHET 2LZEECox, @Andersen-GillET /LT
REANY FEE, QAAVEBRZEEICIEBMN, @YU —FA4 VHRZ28H ICKER, Z DM
>148 O F x5 CEHB DB DRTE CHEMN



TMP-SMX¥FB58f | TMP-SMX3EFBHEE | SMD before SMD after
Baseline characteristics n=240 n=b56 IPW IPW
Age, mean £ SD, y 63.7+134 61.5+159 0.149 0.051
Fermale, n (%) 134 (55.8) 34 (60.7) 0.099 0.034
Weight, mean + SD, kg 588+ 11.2 58 0+13.1 0.058 0.008
Hypertension, n (%) 71 (29.6) 22 (39.3) 0.205 0.007
Diabetes, n (%) 47 (19.6) 1(19.6) 0.001 0.017
Chronic hepatitis B, n (%) 2 (3.6) 6 (2.5) 0.062 0.024
Severe anemia,” n (%) 14 (5.8) 3(5.4) 0.021 0.093
Lyr‘r*||::rhl::‘r|::n9rwia,b n (%) 60 (25.0) 4 (25.0) <0.001 0.028
GFR, mean + SD, mL/min/1.73 m? 52.7 +40.7 59.9 +39.4 0.179 0.064
ANCA positivity, n (%) 207 (86.2) 41 (73.2) 0.329 0.076
PR3-ANCA/c-ANCA 22 (9.2) 1(19.6)
MPO-ANCA/p-ANCA 185 (77.1) 30 (53.6)
Underlying AAV, n (%) 0.432 0.040
GPA 69 (28.7) 25 (44.6)
MPA 161 (67.1) 26 (46.4)
EGPA 10 (4.2) 5(8.9)
New onset AAV, n (%) 213 (88.8) 49 (87.5) 0.039 0.010
BVAS, mean + SD, 16.9+64 149 +6.5 0.304 0.065
Lung involvement, n (%) 160 (66.7) 37 (66.1) 0.013 0.006
RTX, n (%) 165(68.8) 36 (64.3) 0.095 0.038
GCs pulse, n (%) 106 (44.2) 21(37.5) 0.136 0.072
Mean GCs dose, mean + SD, mg"© 459+ 196 39.2+23.0 0.314 0.072
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- PJP : FB5 1vs. IEFEH 3

- Pseudomonas aeruginosa : FF57 vs.3EFEHO
- Aspergillus species : FF5 6 vs.3EF 5 0
- Klebsiella pneumonia : F85 4 vs.3EF5 1

- Escherichia coli : FB5 3 vs.3EFH 1
- S.aureus : FF5 0 vs.3EFFH 1
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Table 2. Prophylactic efficacy of TMP-SMX based on [TT analysis and time-varying analysis*

ITT analysis® Time-varying analysis®P°
HR (95% Cl) P value HR (95% ClI) P value
Serious infection 0.48 (0.32-0.72) <0.001 0.46 (0.25-0.86) 0.014
Serious infection except PJP and viral infection 0.63 (0.44-0.90) 0.011 0.60 (0.30-1.21) 0.155
Infection-related mortality 0.23(0.10-0.53) <0.001 0.22 (0.05-0.94) 0.041
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X H9Cox(Z & 2 HARIHR(Day120/180):

Day 120 Day 180
Treatment-
Baseline to Day 120 Treatment- Baseline to Day 180 by-period
day 120, HR onward, HR by-period day 180, onward, HR interaction,
Change-pﬂinl (95% Cl) (95% 1) interaction, Pvalue HR (95% CI) (95% CI) P value
TT analysis® 041(0.21-0.80) 097(0.22-432) 0.301 0.41(0.22-0.76) 367 (046-29.43) 0.044
Time-varying 042(0.21-0.82) 078(0.26-2.38) 0337 0.40(0.21-0.77) 1.48 (0.40-5.48) 0.074
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Discussion
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