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[ Abstract] Objective: To explore post-marketing adverse drug events (ADE) of avacopan and explore the
risk factors for severe ADE, providing a reference for clinical safe and rational drug use. Methods: Retrieved
adverse event report information associated with avacopan from the U. S. Food and Drug Administration ( FDA)
Adverse Event Reporting System (FAERS) database were extracted, covering a total of 12 quarters from the fourth
quarter of 2021 to the third quarter of 2024. Suspicious AEs were screened using the reporting odds ratio (ROR) ,
proportional reporting ratio ( PRR), bayesian confidence propagation neural network ( BCPNN) , multiple item
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empirical bayesian gamma poisson shrinker (MGPS) based on disproportionality analysis. Univariate and multivariate
logistic regression analyses were conducted on severe ADE to explore the risk factors associated with avacopan-
induced severe ADE according to their severity. Results: A total of 2 886 ADE reports associated with avacopan
were obtained, including 1 489 reports of severe AEs. Using the disproportionality analysis methods, a total of 69
positive ADE signals were identified for avacopan, involving 14 systems and organs. The ADE associated with
avacopan were sorted by frequency of occurrence, with hospitalisation (272 cases) having the highest number of
reports. By signal strength, antineutrophil cytoplasmic antibody increased showed the strongest signal ( ROR =
290. 83, 95% CI =114.09 ~741.35). The results of the Logistic regression analysis showed that gender (OR =
1.27,95%CI=1.02 ~1.58,P <0.05), age (65 ~80 years;: OR =2.20, 95% CI =1.61 ~2.99, P <0.001;
=80 years; OR =4.61, 95%C1 =2.89 ~7.34, P <0.001) and multiple medications ( <5 prescribed drugs:
OR=1.32,95%ClI=1.05~1.66, P<0.05; =5 prescribed drugs: OR =12.22, 95% CI =6.83 ~21.87, P <
0.001) were the influencing factors for occurrence of severe ADE associated with avacopan. Conclusion: Clinicians
and pharmacists are advised topay greater attention to severe and new ADE signals not included in drug labeling.

They should enhance management and pharmaceutical care for elderly, female, and polypharmacy patients to prevent

serious ADE and ensure the patient medication safety.

[ Key words |

ik 21 B I 2% 41448 ( anti-neutrophil cytoplas-
mic antibody, ANCA ) AH 3¢ Ifi. % & ( ANCA associated
vasculitides, AAV) & —FF LA B & G 1 28 5 Al I &
T R AE B 5 B, 1T P A T RSz,
PGt AAV RERBAE LR 13.3 ~21.6 i/
HOT AR o E AR B AAY BB R AN
0.025% ', FARKEIAIT SWG | AENIET:RY
80% ', EIRI AAV BRUEIAIT 7 5 I S Bk R A
S E AR T, R 10K 400 6 P 2 B 0B 3R 2 1 I v 9
O LA S R AR S 25 B 1A R LR

Fi] 4% 7] ¥ (avacopan , 5 il 44 : Tavneos ) J&—Ff [
e AMA Sa Z AR (C5a receptor, C5aR) B L £ M 45 it
), BT P by 00 1) 2R S 4 A4 Sa (CSa) 5 HAZ MK
AHEAE T, DT 96820 o b e 240 i 1) 3% A6 5 3 7%, 410
LA 58 P 43 40 1) 3 i, 7 22 ol 48 E A0 B BF f 92 P R
515 % 906 HL A R 2 G AR T 2021 4F 10 A,
F = FDA LBy A 7] 2 HI T ANCA AH OC 1l 38 4 95
FRIIRIT T 52024 4F 10 71, Bl £l mf 7 45 [ 5 24
WS B v TR ™ TR S ANCA ARG
I8 AR TE B HE B BOBCR AR VR T T R BNIG YT o

S B BIFFEUE 52 B A i] PR T BT RS 1%
G 7 MY R BB/ A S R AR R A
Bl £ ] b TR R RS 3 T /N B
P2 R FPLE P B0 46 e T 25 W b i e ]
i, BT TR A R IR AR, A
WE5E & i 56 [ FDA A R R4 i & 48 (FDA

avacopan; data mining; adverse drug events; FAERS database

Adverse Event Reporting System, FAERS) %% #ig /% %t
] % AT AN B 5 44F (adverse drug event, ADE) {5 5 1
FTRAIZYE 5 30, Rk A2 W E ADE 1 6 B [A]
2R, LU il PR 22 4 25 3R S A

ABRETIE

1 HiEXRIE

AW TR ok B FAERS 4 72, 4 e 2021
RS 4 RFE 2024 4R 3 AL 12 AR EE R AT
PEAH G ADE ¢ 45, 4t 5103 974 X %0HE, OF § A
MYSQL #4745 B
2 HEBRSmE

MG FAERS %048 1 5 J7 #E 15 19 77 20 B4 ot
ATEE TS, L “avacopan” “tavneos” Sh K &R
TRV T 1O B4R T b 24 i 4% BR ( drugname ) K R A2 HEAT
FEOR DU B, 5% 18 H DA avacopan i B LA BE 24 )
ADE #t 4, R E PR E 2% %) (Medical Dictiona-
ry for Regulatory Activities, MedDRA) (26.0 R ) X}
ADE K¢ 24 it i W UEFE AT AR v A 2 5, 2R IR 1 16 B
B i 1E (preferred term, PT) LI K R G #8 B 4335 (sys-
tem organ class, SOC) ., M#E3EE FDA X} ADE 45 )5
By SFEE T B B sl BE s (R 8 K BB T e A A
BRPEAE A 5E Ry - ADE
3 ADEESEHERESHAE

K F AR 5 U AE 1Y ¥ (reporting odds ratio, ROR) |
H i H 45 E ¥ (proportional reporting ratio, PRR) | Il

A
PEM DT 2026 F5E 35 EE 7 H ‘



Chinese Journal of New Drugs 2026,35(7)

i1 B R o JF B 4 W 4% 9 ((bayesian confidence
propagation neural network, BCPNN) Ll f £ Il £ %
O 347 40 5 YA A 40 A 45 980 3% ( multiple item empirical
bayesian gamma poisson shrinker, MGPS) %5 4 i J5
X B T R A KU 5 S AT IS L AR R 1R
JASUHE HUR R PT 9 ROR {i PRR {1 5 {1 .1C,,
B LA S EBGM {8, Al D B B AR 5 A AIF 58 25k
it (Al 2 LA L 4 o7 25 i 45 S 15 4 A0, AT e

IR T DMAERES o AUFFEAE Excel XF 4248 (1
B DEAT 0 ik, S8 it ADE i85 55 A1 0 % HE 4 R
20 fiif) ADE {55, R H] SPSS 25.0 %t it 4k fF 17
AYAT, AR IE 25 43 A7 Hd LA A 7 55 & 0O 43 437 B (inter-
quartile range, IQR) /R ;M5 M E K | LA E
THECRBER I E 40 L (% ) #1538, P2 ) L3R R
J7 Kz 55 5 R H Logistic [1H43-#1 , #£1 ™ # ADE & /£
IR 2, DL P <0.05 HEFAHGIT#E L,

R A M AT S A0 B R v

B VAF:N

(EREZ AUIE g5

ROR a/c
ROR = W

959% CI = eIn(R()R) +196

a=3 ROR=1 H 95%CI( FFE) >1

) 2
PRR pRR =2/ (ath) a=3,PRR=2, ¥’ =4
c/(c+d)

I (ad -bc)*(a+b+c+d)

X TT(a+b)(crd)(ate)(b+d)]
BCPNN IC =logya(a+b+c+d)/[(a+c)(a+b)], ICyps >0

G = o(IM(IC) =196 (1/a+1/b 4 1/c+1/d)0.5

025 =
MGPS EBGM =a(a+b+c+d)/[(a+c)(a+b)], EBGM,; >2

EBGM,; = @M(EBGM) ~1.64(1/a +1/b+1/c +1/d)0-5

a: PR H AR ADE $1e 45 80 b BT AR AT P A ADE 285 80 . AU 254 H AR ADE 3% %5 d AL 254 HiAln ADE %5 %%

& R

1 Pk Al 4K ADE i &5 B E A4 1E

FAERS $04i6 128 rf LA BT A AT 2 O 1 2848 BE 245 i
() ADE iz 3L 2 886 {5, Hh kil & B £, 4F
e FE oA AE 45 H UL b EARE S SEE B AN
5 3 NUE 3B 2 B PR 2 L8 4% R E ADE Y
H 2y 50% , LLHAl ™ H ADE ke 5 BUME B sl AE B i
HAE RO F (W 2) .

R2 PIfn] P ADE it B S A B

n =2 886
e it ¥ A% b/ %
4 51
s 1 062 36. 80
5 732 25.36
PNl 1092 37.84
Fi#R(F)
<18 18 0.62
18 ~45 262 9.08
45 ~ 64 625 21.66
65 ~ 80 559 19.37
=80 171 5.93
Ell 1251 43.35

774
@7‘ PEMRE 2026 F5535 557 4

e Eilaeg i ¥4 1% He/ %
wBEHE
ER e 1628 56.41
B R 590 20. 44
oAb FE Lol A R 322 11.16
250 159 5.51
HoA 187 6.48
TIREXR
g 2269 78.62
H A 337 11.68
IE-DN 81 2.81
B [F] 73 2.53
HoAth 126 4.37
B RIIE (BT S i)
TR 2 i B 22 1l A R 800 27.72
ST AT N 738 25.57
e veP L 200 i i 5 e 1 B o 465 16. 11
iR T AL 2 Bl bk g 423 14.66
kR 73 2.53
EEFR
JeE 1 489 51.6
E ¥ s 1397 48.4
EEEG
Hoft ™ =25 R R A 778 43.22
3 e S AE B A ] 2E 4 769 42.72
LA 210 11.67
f& B A i 33 1.83
B 10 0.56




2 P FI¥4E5% ADE % &£ B E 547

S o A2 it 2 ) B S R IR AR PR e BT A
FIPEAROC ADE 28 i [E] 3 618 ik, W98 &3, &
A= ADE g v 5 B[] & 42.50 d(IQR;7 ~113 d) , %
T4% )& K AETE W IT R B ET 3 M H LA

(WLIE TA) o 2t — W A RAEIE B IF 25 5 &
A
= 5/ %
3 5.5% 4
. B * o Ee/p
iZ 181~365|
E 91~180
&
B 3190 26.7% 165
§ 8~30
K ol 206% ] 183
40% 20% 0 100 200

Chinese Journal of New Drugs 2026,35(7)

DL K ADE ™R 220 | th ADE J A B[] 64 43 A 1
B, 8t /N REIEE T AL 2 (WK 1B) B IF 2
K ADE [y b 7 i [ AL R, 255 31,5 d (IQR 4 ~
69 d) ;65 % LI N AR K E ADE [ 0 [A] 42 i, o
PiEL2 4 50 d(IQR ;7 ~222 d)

w

1200
800 |
1007

HAEEL

7 BRI K AR B Tl

-100

3 MKW ADE #&# SOC &

A: ADE % Az I 8] BE 3 A1 5 B B R AT PEAE AR R AR % 500 I 25 5 2 5 o)™ SRR A 410 b ADE & Az I 8] 437 5
LT BT TT B ADE S Az I 8] B rp (0 80, /N $1 357 18T O 3B S s o v S0 CRE 20) AN TOR (524K, 5 8 3 Bt
O3 R /AR BE AT R TR B A S i TR R AR TR A D, R S PR B (R R AR TR
B 1 Bfnl FEARSC ADE & AR I [A]

LA RSN (111S) B i RGP (810) e iz

AT 5 A 0 2 H LA BRT A AT P 0 1A B 2 W 1
ADE 6 675 ik, PT 294K 15 [l B £ & 4 Fh AL
FHPE ADE {55 69 A4, # & 14 4~ SOC (WE 2) , 4k
HRHEA SERT Y SOC 3 B 4 B PR 92 0 I 45 24 35

= mh R

H BRI S

R BEFRIPN |

VR JOE T PR R 0

T 59 L R [
JFRRZR SRR -

BE IR B B T RPN
WP R GEs RO RRE [
BRIE
BHPT AR BEITHRAE |
TR RARGL PR |
ELZEE 3

LB MR R LA A BB [

7”%93%%(634) SR PAR KSR (522) (42K
#(432) {5 S BHEA SERT Y SOC 45 Kk (12)
%ﬁ'??k&@f“?;&{/ﬁ(l()) TR 2R GE B (9) I G
LRGN (8) JH i R GEBHN (T) , ILIAT 2,

= 555/
= i E Hl

]1115

15 10

5 0 500 1000 1500

B2 PUrreE ADE KM 5 0 2R AR i 2

4 MEAHERADE £S5
W BT A AT PEAY 69 A4~ PT BHPEAR 5 43 73l 44 B4 4

KON 5 9 B (ROR ) #EAT #HE 1, i 2 ) #E 571 i
20 i PT(ILE 3 A 4) o A EMR R P AE

Ul
AZRTG 2026 F5 35 BE T H



Chinese Journal of New Drugs 2026,35(7)

F TR KB B RGN B R
TR A A B, HEA S LAY PT I AEBEIRTT &L |
Y5 TR VTl B F IR AN 1 5 A5 5 58 R e Y
PT FEAE e A A R AR Qe 2850 L iT T
RGP SOC b HEA AT S LR PT ST b kb
240 L B R S 0 3 e S ik S 4E -1 2 B

SR BEAL 25 W A 47 DR AR BRI K 2R
fiE o Herp 10 AN B9 AT BE A5 5 oK 78 B AT P BE I 43
TR K, W A S AR VB I R G Bk R
AT SN SN NS N N B S N A D
FRBEMERGE(WES) .

R 3 PR PEAE SR R ECR HE)F T 20 219 ADE {55
EBGM
PT SoC Bk ROR(95% CI) PRR ¥ (EBGM,,) 1C(1Cy,s)
FE B EIT HAFR R BT R AE 272 14.05(12.44 ~15.86)  13.51 3128.9  13.43(12.13)  3.75(3.50)
RN VR3] 173 2.35(2.02 ~2.73) 2.31 128.96  2.31(2.04) 1.21(0.98)
&5 L E R 167 2.36(2.02 ~2.75) 2.32 125.64  2.32(2.04) 1.21(0.98)
J6 A B9 4 L PR 5 T 44 25 A 4% IR 82 12.53(10.07 ~15.58)  12.38 842.67 12.32(10.26)  3.62(3.12)
i3 AN i M W % 5 P 73 3.81(3.03 ~4.80) 3.78 146.66  3.78(3.11)  1.92(1.53)
B 4 B PRI S 4 25 T A 4% i L 68 2.61(2.05~3.31) 2.59 65.09  2.59(2.12) 1.37(0.99)
T g 5 5 JH IR 7 55 9% 95 57 14.25(10.97 ~18.51) 14.13 678.36 14.04(11.28)  3.81(3.14)
T 1L L 55 9 T4 2 9 57 2.60(2.00 ~3.38) 2.59 54.03  2.59(2.08)  1.37(0.95)
BEH HA TR R BT R AE 55 62.55(47.78 ~81.87)  62.04  3149.32 60.28(48.12)  5.91(4.48)
S T J 5 e 2 51 3.04(2.31 ~4.00) 3.02 67.06 3.02(2.40)  1.59(1.14)
T R 5 A 2 G 50 11.05(8.36 ~14.61) 10.98 441.57 10.93(8.65)  3.45(2.79)
Jii & Fe Tk R e T 4K R 48 2.62(1.97 ~3.48) 2.61 46 2.60(2.05) 1.38(0.92)
JH Bl T+ BRKA 44 5.60(4.16 ~7.53) 5.57 160.08  5.55(4.33) 2.47(1.90)
5 o B 4 U % 6 BR 2R 5 9 37 3.90(2.82 ~5.39) 3.89 76.41  3.88(2.96)  1.96(1.38)
250075 5 1 IR 4 AT 3R G2 0 36 8.45(6.09 ~11.74) 8.41 227.01  8.38(6.37) 3.07(2.33)
T e G By PRI B o 2 AL A B R R 34 6.23(4.45 ~8.73) 6.21 142.99  6.19(4.67) 2.63(1.94)
FAR R TR B BT A 33 5.10(3.62 ~7.18) 5.08 103.9  5.07(3.81)  2.34(1.68)
HJE JHAR 7 55 95 95 31 19.47(13.66 ~27.75) 19.38 517.48 19.21(14.28) 4.26(3.10)
1A% 48 1L A 5 9 EL A 2K 27 20.53(14.04 ~30.02)  20.45 475.76 20.27(14.75) 4.34(3.04)
Egi U % A PR 2R S 22 4.72(3.10 ~7.18) 4.71 60.5  4.70(3.31)  2.23(1.41)
a: U6 AT PR B AR RN
F4 PP S 0R 1% ROR EHEFRT 20 f2/) ADE {55
= S0¢ B (9? ;Iél) PRR X ( Ei?;?wt ) ( réis )

ETR Ak e T O TR I e | R <3 5 290.83(114.09 ~741.35)  290.61 1025.45 255.29(116.68) 8.00(1.30)
12 PTG B M R U W -UR R B AR e R 3 285.46(85.42 ~953.96) 285.33 518.61 251.21(91.54)  7.97(0.43)

Y
SE D25 W VE I 05 JIT REL 2R 5 5 5 126.14(51. 14 ~311.15) 126.05 472.99  118.94(55.88)  6.89(1.31)
BF I V% A (N R 3 116.30(36.35 ~372.04) 116.24 224.68 110.18(41.64)  6.78(0.47)
REAE I R LR A AR JHF IR 7 4 9 11 94.87(51.82 ~173.68) 94.72 888.22  90.66(54.66)  6.50(2.57)
PR ZE b A 2 il A 4 A5 5 9k L4 2 R 13 70.97(40.81 ~123.42) 70. 84 799.51  68.55(43.15)  6.10(2.77)
B BT AR R BT AR 55 62.55(47.78 ~81.87) 62.04 3149.32  60.28(48.12)  5.91(4.48)
PO L 20 DB BT AR B e R SR 17 45.72(28.26 ~73.97) 45.60 682.84  44.65(29.85)  5.48(3.02)

15 4%
iy L. 5 46 N TN 4 43.62(16.20 ~117.44) 43.59 123.99  42.72(18.65)  5.42(0.89)

776

<4

PEMRE 2026 F5535 557 4



Chinese Journal of New Drugs 2026,35(7)

4% 4
= S0¢ s (9?02}11) PRR X ( Ez]i:i/[l\:s ) ( Ié; )
K [F] B TR AR B SRS 5 20.61(8.54 ~49.74) 20.59 73.92 20.40(9.76)  4.35(1.08)
IRER I8 5 9 L S 27 20.53(14.04 ~30.02) 20.45  475.76 20.27(14.75)  4.34(3.04)
B T2 G 5% A5 31 19.47(13.66 ~27.75) 19.38  517.48 19.21(14.28)  4.26(3.10)
R IR T B 4 By PR K 4 2 A 6 15.99(7.16 ~35.71) 15.97 69.37 15.86(8.10) 3.99(1.25)
Tl

i 4 1L L EX N E N T3 9 15.90(8.25 ~30.64) 15.88  110.20 15.77(9.10)  3.98(1.75)
AR BN 4 14.41(5.39 ~38.55) 14.41 37.14 14.31(6.29)  3.84(0.67)
3B 55 JHF IR 7 55 954 9 57 14.25(10.97 ~18.51) 14.13  678.36 14.04(11.28) 3.81(3.14)
(214 B AT R R ST ERAR 6 14.07(6.30 ~31.42) 14.06 59.90 13.97(7.13)  3.80(1.20)
BRI B AT R R ST ERAR 272 14.05(12.44 ~15.86) 13.51 3128.90 13.43(12.13)  3.75(3.50)
W BT 0T AR R B HRAR 8 13.21(6.59 ~26.47) 13.19  77.87 13.11(7.33)  3.71(1.52)
5 B 0T AR R B HRAR 4 12.54(4.69 ~33.51) 12.53 31.50 12.46(5.47)  3.64(0.62)

a: UL AT R 4R R )R

£S5 PIATPEHE ADE {55

S0C it # ¥ PT i M

LB S5 LB A (14) VR L JE L (14)
B9 R G (8) BN (4) FIRPEH (4)

SR B BT SR B (48)
W 2R 56 o B B B0 (17)

bt % (48)
Jis H 2L (9) B 5 A (8)

JHIH 2R e i (1) MR LR AR (11)
B R 2k 2% (10) H#(10)
TR B SR I P (17) SR BERE IR (5) R (12)

5 PR AIHE™E ADE W mEE ST
M ADE i 85 45 J5y 73 A, S Bk AF 0% 1 0l AN T B

EOl)m, A HE R ADE i 943 fif, JF ™
ADE 4t % 674 i . %} % 4= H ADE # 82 i [ 3R
PR o0 Br , 25 R s Ml AR S5 T 25 BAy
Gt o LUETR 9™ H ADE /55 AR B (™
HADE fE N X IR ) , DI (Lot X A 4R
% (45 2 LUT WS B2 ) LR F 25 5 15 (Bl
F 0 %t BEZH ) AR O I AR 4 BEAT Logistic [a1J9 7347, 4%
F R AR PR B DL s R T2 R R R
ADE B2 R (L 6) o BAKIF , I3 1k AR i
KT 65 %, G IFHIZGR KM 2 K 4 % 8 ADE iy K
W K

F6 LA PEEY™HE ADE fER AR B R L Z R Logistic 1811543 #r
LRS- N £ H# Logistic [ 94347
SRS
P1{a OR(95% CI) P OR(95% CI)

£

<45 % — 1 — —

45 ~ 64 % 0.07 1.30(0.98 ~1.73) 0.071 1.31(0.98 ~1.76)

65 ~80 % <0.001 2.64(1.97 ~3.55) <0.001 2.20(1.61 ~2.99)

>80 % <0.001 5.43(3.46 ~8.54) <0.001 4.61(2.89 ~7.34)
45

ok — 1 — —

ik 0.02 1.28(1.04 ~1.56) 0.03 1.27(1.02 ~1.58)
EHAH

] — 1 — —

B <5 <0.001 1.41(1.13 ~1.75) 0.016 1.32(1.05 ~1.66)

LI S5 R <0.001 14.90(8.38 ~26.51) <0.001 12.22(6.83 ~21.87)

PEHMARE 2026 F535 557 B

777

r



Chinese Journal of New Drugs 2026,35(7)

5] it

1 BT T2 % ADE B &S BT

AT LS Bon, B AT ADE 42 &5 AR Lot
%M ADE 19 A B0 = T 55 7 (36. 80% ws 25.36% ) 5
W5 IR L HETE 24 AN R RN i B B A S
BT, 3T B S A K 2R Al
SR K 0 BN & ST T AETE 25 SR T
TEARWS T, FEAENIE 45 UL EARE, 5 AAV 5
RAEWE BETE 55 % LU E IR S A A 18 ADE
45757 W, U E ADE 445 5 2k 50% , £ LS
BUERIETT oAb ™ & ADE 35, — 308 d g o] i
PEBEFE T, AT 21 (il fe FH BT AR T PR R 24 47. 6%
& T ADE, Hrh 42.9% [H ADE {5 /1 TiZ 25, k&
45 8 BLFE T 191 5 % — IO B LX) B GR  BT 5 A
B[R] PEYA YT 40 & " B ADE 2 37.3% , 5% %
W ICHANTRIT AR . ADE % A= I ) 05 T, A A5
KL BT AR T P ADE kA= ) A Bk 42,50 d, 2
5% KLY I HIGIT T 3 A N A 5T
el 10 % )L 7 BT 7T 2 497 30 d B 2k
HFAB0 0,78 4 i 55 M i A A AT v 1
Ja B AR A X g R — R L5
HE T AT B K2 45 9 09 AT A5 B BT 4 7T 3 6 ]
P23, FEMRH YR ET 6 A~ H &5 0] W 25 ) 2 4
PS5 A AS T 45 5 B TR I R AE I H 25 W i 3 4>
H 88 4e 4t W WUk, LA B 245 % 4
2 M ¥ ADE 585 SOC i

A FAZ I8 R A G 4 B4z 48 7 X ADE
554k 69 A, W K 14 A4S SOC, 2 B B 4% ] 2 5 B Y
ADE T fig ] e 4= B & A R g, @0 PR B AT
PRI 2T WS ADE % A2 A0 . B AR T B
TR BB LR B Sk L IR L IR
15 Xnt 2 957 FER Gk® LS DL
TESEE A W UL R BRI T R
LR 5955 ¥ (hepatitis B, HBV ) L7 ™ gk
& AR K, PT #5855 B HE4 10 5
Hif SOC 2N 8 I R Ge P2 s I e M A2 L R L 45
FFAR K BEIFEAE 452K NI S EORE , i
W 2 AL BEIAIT G0 JEYS TG EVEA B S
PRARIE TS | LR 2 5 A AT R U
B ST ST SR — B, BRI AR IR g 45 R LA K
5 01 A S

AHIEFE B, HEEE I 2 5 A3 00 b U 1 45 o i

i
o

778
@7‘ PEMRE 2026 F5535 557 4

{1 JFF I 22 5 5 0 AR G BHME ADE 13 5 A% I 2 45
A A S — ™ T L5 L B R S R AT, LART P
JTTAEF 1) 38 Y07 0 R 31 2 O 4 0, 4R 4 S SO ot
BURIFDh B gE08 7 o B AR —I00HE T 2 opons Bl £
TR AR X 25 0 P RTA5 405 [0 G50 3 BT BT 9 205 S s
PEAZ AT AT 9 22 i L9 £51(40.9% )
IETYPE 40,8 1] £ 345 2 M G 25 W s 4 i L 1
1) B AS I 2k 2 A AE IR AE T . BRTIA R, S
A S 10 ARAS 20 453 405 | 245 4 e HL AR 3 g o MR A 440 i
4 B 5 PR R A 7 A 2 S O A e
R TASE Hh o RGN RS £
BLI BT T T S 3 2 S R A 5 AR 4
BTSRRI R L B . | ) 3 4 L 1 J 2 4%
Z B AT VYA ST 2 AN S Y BERE T 9 B TR 0
15225 3 X RE IR IT UG, T WK CE AT R T @ AT T R
R VR A L 1] K LR B A6 R AL A R
FEOT 5 4 B AR T R BT R R B e e 4R TR
PR 7 BT A T Aol 399 1) 5 458 24 U 2 7 5 ) W I
itig .

A, A A R, B e R S
TR e e T LR BN, IR R G R N
R D B A B 3R R 45 SOC o B
T ZA PT I A A Ud W 45 hic s, 42 B8 I R A6 ol
i P O W
3 FITIAEXTE ADE Bl EE 5

ABFFE R B, AR E B M5 9 25 Fh 2 0 % A
B £ T P ADE B S R R 2. ARWRSE B, Bk
PP B 75 5y AR U T ADE (g 1. 28 i), fE 1 B
S A LAY 5 R B T 2 1 2 S 4 £ 7 T 1Y
PR 2, PRI A7 7 B e B I DR R 5 1R 47 36 30F
RHFFELE AR R MEL T 45 4 LI T % ,65 ~ 80
%1 80 % LA b HE % K A AR AT AR 56 8 ADE ()
IR 43 2 O ~ 44 % BB 2,20 F1 4. 61 ff5 . — T
Z v [ B PE F 52 495 1 S 7, 3 4F S T A T R
2R AT A5 05 00 f B R 26 2 — 1 S R AR BT e 4
. BEEFR K, B IRK 8T &AL LA Z
W IE AR T I A A 0 O M R ]
0, 250 A RE 1 T I, o 25 W T 52 s s 22 0
I I G 7 KR4 5 4 W 22 5, o s A4 19 ADE 1
PR B R 2507 %8, LA AR ™ 2 ADE 19 & A KU o
4 KHARWBRE

FAERS i /7 J&— Bl i 48 (1 & £ i ADE {5 &
(9 B I, A7 0 O A R B 25 15 R S8 B



JaBR Y. 7EARIBCR) ADE {5 5 b, — &8 20 40 = i i
1718 £ 50 Va1 O N = i Rl 1=
R” A RE S BN A B K AT G, A, ROR A
PRR 155 22 Fi (55 40 00 19472 4 45 R (L RE 1A B F AR 24
Y15 ADE Geitos A oG, Jo ik F i L2 7 BAT AR
KF, M TC e 5 A R B ADE 5 5 A AT fE .

AWF5E LT 36 E FAERS 8048 %, R I Z #5455
R 7 V542 48 BT A R PE AR SC R ADE {5 %5, Bl 45 45 21
B T UL B B0 3¢ ADE Sh, 83540 T 24
ADE U {55 , Logistic [MIH 455 s P 5 AR % 5
It 24 52 B A AT AH 5 7 B ADE B SERG [H R B
R GIF AR R 2 RE TR G K ET™
AR, LR BB TR Y kKA E ADE,
TE—E R BE L yRAN 1 B Al i] P 22 e PERE S A
Wl R 25 % 32 it T 2%

[ & % x # ]

[1] KRONBICHLER A, BAJEMA IM, BRUCHFELD A, e al. Di-
agnosis and management of ANCA-associated vasculitis[ J]. Lan-
cet, 2024, 403 (10427) : 683 —698.

[2] REDONDO-RODRIGUEZ R, MENA-VAZQUEZ N, CABEZAS-
LUCENA AM, et al.
worldwide incidence and prevalence of antineutrophil cytoplasmic
antibody (ANCA) associated vasculitis[ J]. J Clin Med, 2022,
11(9): 2573.

[3] LIJN, CUIZ, LONG JY, et al. The frequency of ANCA-associ-
ated vasculitis in a national database of hospitalized patients in
China[ J]. Arthritis Res Ther, 2018, 20(1) ; 226.

[4] SAMMAN KN, ROSS C, PAGNOUX C, et al. Update in the
management of ANCA-associated vasculitis: recent developments
and future perspectives[ J]. Int J Rheumatol, 2021 . 5534851.

[5] CHEN SF, LI ZY, ZHAO MH, et al. Anti-neutrophil cytoplas-
mic antibody-associated vasculitis in China: epidemiology, man-

Systematic review and metaanalysis of

agement, prognosis, and outlook [ J]. Kidney Dis ( Basel) ,
2024, 10(5) . 407 -420.

[6] BOMBACK AS, HERLITZ LC, KEDIA PP, et al. Safety and ef-
ficacy of avacopan in patients with complement 3 glomerulopathy :
randomized, double-blind clinical trial[ J]. J Am Soc Nephrol,
2025, 36(3) ; 487 —499.

(7]
(8]

[91]

[10]

[11]

[12]

[14]

[15]

[16]

[17]

[18]

[19]

[20]

Chinese Journal of New Drugs 2026,35(7)

LEE A. Avacopan: first approval[ J]. Drugs, 2022, 82(1):
79 -85.

HARIGAI M, TAKADA H. Avacopan, a selective C5a receptor
antagonist, for anti-neutrophil cytoplasmic antibody-associated
vasculitis| J]. Mod Rheumatol, 2022, 32(3) . 475 - 483.
MORIMOTO N, MORI T, SHIOJI S, et al. Thrombocytopenia
during avacopan administration: a case report[ J]. Int J Rheum
Dis, 2023, 26(8) : 1603 - 1607.

YAMAGUCHI H, FUJII N, SHIMIZU H. Persistent liver injury
following avacopan discontinuation in antineutrophil cytoplasmic
antibody-associated vasculitis; a rare case of liver biopsy in the
chronic phase of liver injury [ J]. Mod Rheumatol Case Rep,
2025, 9(1): 163 - 167.

MAO KL, LI J, ZHU XL, et al. Signal mining study of severe
cutaneous adverse events of valaciclovir or acyclovir based on the
FAERS database [ ] ]. Exapert Rev Clin Pharmacol, 2024, 17
(1): 101 =110.

FISHER JL, CLARK AD, JONES EF, et al. Sex-biased gene
expression and gene-regulatory networks of sex-biased adverse e-
vent drug targets and drug metabolism genes[ J]. BMC Pharma-
col Toxicol, 2024, 25(1) . 5.

CHEVET B, BOSCATO SOPETTO G, PAGNOUX C, et al. Ag-
ing in granulomatosis with polyangiitis and microscopic polyangi-
itis: from pathophysiology to clinical management[J]. Drugs Ag-
ing, 2025, 42(7): 615 -631.

TAGAMI G, YAMAGUCHI M, SUGIYAMA H, et al. Efficacy
and safety of avacopan in antineutrophil cytoplasmic autoantibody-
associated vasculitis: a retrospective cohort study in Japan[]J].
BMC Rheumatol, 2025, 9(1) . 8.

JAYNE DRW, MERKEL PA, SCHALL TJ, et al. Avacopan for
the treatment of ANCA-associated vasculitis[ J|. N Engl J Med,
2021, 384(7): 599 -609.

NISHINO T, TOMORI S, HARUYAMA M, et al. A case of rap-
id avacopan-induced liver injury in pediatric granulomatosis with
polyangiitis[ J]. Pediatr Nephrol, 2024, 39(10) : 2919 —2922.
WASUWANICH P, CHOUDRY H, SO JM, et al. Vanishing
bile duct syndrome after drug-induced liver injury[ J]. Clin Res
Hepatol Gastroenterol, 2022, 46(9) . 102015.

MORI K, SHIRAI T, MUTOH T, et al. Drug-induced liver inju-
ry related to avacopan therapy [ J]. Rheumatology ( Oxford)
2025, 64(5) : 2533 —2540.

BESSONE F, HERNANDEZ N, TANNO M, et al. Drug-in-
duced vanishing bile duct syndrome: from pathogenesis to diagno-
sis and therapeutics[ J]. Semin Liver Dis, 2021, 41(3) ; 331 -
348.

WARING RH, HARRIS RM, MITCHELL SC. Drug metabolism
in the elderly: a multifactorial problem? [J]. Maturitas, 2017,
100 27 -32.

% 48 RO/ B % B 35 :2025 - 10 - 10

Ul
PEM DT 2026 F5E 35 EE 7 H ‘



