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[ Abstract] Objective To explore the adverse drug event (ADE) signals of anifrolumab,
and to provide references for clinical safe medication. Methods The ADE reports related to
anifrolumab from the third quarter of 2021 to the third quarter of 2024 in the U. S. Food and Drug
Administration (FDA) Adverse Event Reporting System (FAERS) were collected. The report odds
ratio (ROR) method, the comprehensive standard method of the UK. Medicines and Healthcare
Products Regulatory Agency (MHRA), and the Bayesian Confidence Interval Progressive Neural
Network (BCPNN) method were employed to identify ADE signals related to anifrolumab. System-
organ class (SOC) and preferred term in the Medical Dictionary for Regulatory Activities were
used for data classification and statistics. Results A total of 1,186 ADE reports with anifrolumab
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as the primary suspected drug were collected, and 49 signals were identified, involving 14 SOCs. The top 3
SOC:s in terms of report frequency ranking were general disorders and administration site reactions, infections
and infestations, and nervous system disorders. The top 3 ADEs in terms of report frequency ranking were
headache, joint pain, and herpes zoster. Vasculitis, pericarditis, proteinuria, and blood pressure abnormalities
were suspected ADEs not documented in the specification and were also ADE signals with a high signal strength
ranking. Conclusion The common ADE signals of anifrolumab are consistent with its drug instructions.
However, when using anifrolumab in clinical practice, it is also necessary to be vigilant against the increase
of various infectious diseases such as herpes zoster and new ADEs not included in the instructions such as

pericarditis, to ensure the safety of patients' medication.

[Keywords ] Anifrolumab; Adverse drug events; Signal mining; Ratio imbalance method;

Pharmacovigilance

2 G ML BEAR HE (systemic lupus erythematosus,
SLE) J&—Fh R K Z RGHIBYE A B e thpas,
SRR RE ETHEY, REBEBETT,
BEIFIIE B R 7 (LGURIT 25, Wb e iRk
RAFAEA BB 5 . 7 RURIBRAERIAR, AR
Wl 790 PR ECHE 3y 7 R AR O WS B T, 38
25 & PSS (Food and Drug Administration,
FDA ) it ] T SLE & 336 97 59 48 10) 28 9y 1l 571
£ 45 DU A JE B BT (belimumab ) 1 BT 2 & 5 41
(anifrolumab ) . 7£ SLE HEKP, 1R+ %K
e B B ARES, SBURE A S Y b
Je GG — R NIRS S REDTIR, 715 TR
RAARIMAE 1| R tegh &, BHWT TR TR AR
Pram e, AR S, R BRI AR
FRRYFRCR . BTJE & BT — R Ry F 254
FE P E TEAR T T S RS B, AT DLADE
BT, HATR e S BT A A SOy T A
HA WERS, Moz S PO pE e e
TR &gt E A, ARFF (adverse
drug event, ADE) Wil f & P58 £ 2L T2 5
ErTHTA IR R A, Sz AR 2
DR RGERITE, WA RS . I,
A ALZEXS B JE B BT ADE (55 #AT IR AIZ R,
PASTAR Holfn PR e T A 22 4

%[ FDA A R F A5 R S8 (FDA Adverse
Event Reporting System, FAERS) {3 % 3¢ [E FDA
WAERY A ADE FIZsME R, I 25 bii)s
AVENIN R W HEE E. BE T, ASBFSE
Xt FAERS 2048 B AT e 248, e pir bl Je &
P ADE He R e WU 52, LABIiZ 2 Aok
TG R A2 4l P AR A

https://ywlxbx.whuznhmedj.com/

1 ZERERHE
1.1 BEskR

AW 5% B4 340k H FAERS 8048 1. 4
FAERS #fls 22 vh Bl JE & B it A L1l Ja Y 2021 4F
55 3 R A 2024 4EH5 3 AL 13 SR ADE
e, B A SAS 9.4 AT AT R LI 5 50
oA, KR AR N4 “anifrolumab”
IR M4 “saphnelo”
1.2 HiEAIE

e B 2G)7 b2 A 2, &0y ADE 4
HEW A ME B “EZ M EE (primary suspect,
PS) 7 24y, TEwhE BRI AR, H%IE
PS 25 NPT R G T, e, WA HARZy
PIHE, o 85 W H A A 25 ) AR [R] AR
i FDA SO0 H 5 AR i 4 1A T RO Tk
MRMM ST (CASEID) HHIFIFF, (AR FDA
PEZRAER H I (FDAID) A RIYICT; &
CASEID 1 FDA_DT #AH[RIS, WP B FAERS #ft
HIME—4S (PRIMARYID) {HfKICT. 5
MRS — BRI SR, &
HEEE UG, WKAEiZ8 b1y CASEID HERRAH
KA, DLse e b P T A

s B bR BE 2 i e ) (Medical
Dictionary for Regulatory Activities, MedDRA ) 27.1
Wi ADEs RIEEM RS / 44 E 5325 (system—organ
class, SOC) FIFEARE (preferred term, PT) X
YA BT & BB OE ADE A5 HEFTI998 . bt
1.3 ZESMEESEELE

XF9IA ADE i &5 i S A B T
ADE. &5 #FE R B 5/ b X AR5 Bt



652

iR G o0t T LB L (reporting
odds ratio, ROR) ¥, & [ 24 & Fl = J7 f4 i
Y5 & M) (Medicines and Healthcare Products
Regulatory Agency, MHRA ) K %% & Fr i 15 ( U
TR AR “MHRA 57 ) o DU 3 45 X E] 8

fl 282 [ 4% ( Bayesian confidence propagation neural
network, BCPNN ) 3% 13 Ffi s A5 o] J& 65 sy
1) ADE {55 . ROR I PAPE(S 5 e bR -
Bl J& & B i H bR ADE #2458 (a) =3, H
ROR 1 95% ‘& 1= [X.[A] ( confidence interval, CI)
TR > 1" MHRA 7 B AR 5 09 0 E by ofe
a =3, HW@HAEH (proportional reporting ratio,
PRR) fH =2 H 7 = 4""; BCPNN 3% i 1 5 %5
BB E bRE . {5 B 43 (information component,
1C) {H 95%CI TR (1Ces5) > 0, 1Cqs fEBR,
FoRfE TR L R 3 ORI B
Az AR HE NSRS 1 AN ATBE(R S P, K
i BCPNN BESR BE /- RARMERT 55 . . s EE AR
FHT R 0< 1Cys < 1.5 A R959E 5
1.5 < ICys < 3. O%UEﬁ*ffﬁﬁffnv, ICps > 3.0
#Uﬂiﬁlﬁéﬁrfnﬁo @E*E ICozs g-%rk :HF
U BRG] SAS 9.4 BAFSE AL

2 #HR

2.1 ADERFHERFR
oA 22 5B J2 £ B DG ADE 41245 2 244 433,

Chin J Pharmacoepidemiol, Jun. 2025, Vol. 34, No.6

M H DA BT JE - B 25 R PS 259 1Y ADE
W& 1186 4y, Hp 2023 42951 f], 2022 4F 115
i, 2024 4% 82 f4i, 2021 4F 38 i

ADE 245 ¥6 X i) 3 D2t (80.09% )
F; FIRET T 18~59 & (43.56%); it LA
MM A B E (69.31%) , HRERE AfT L
% (30.44% ) ; ™ ADE 4[24 504 1y (42.48% ) ,
PMEBEIR YT B B i) (] 24 E 2RI M
EREERLIERNE (4789%) , HKEHA
(23.34% ) FikE (7.58% ) o W& 1.
2.2 PMEEEHADERISOCH

42 4 2 49 > ADE {5 5, W M 144

soco ADE 55 8HEA 1T 5 219 SOC A5 ey
ARG (104 6, 9MFS ) , SFULA B #
KMEEAEH A (96 ], 6 MEYT) , B
K BRI RO (160 5], 5 M55 ) , K
YRR YRR (116 1, SAMES ), DIERE
B (706, 5M55) ., WE 2.
2.3 ADEREFIXHERZBI10GLAIPT

M1 186 13 B &S OC ADE 145 thaZ 4
i ADE {55 (PT) 494, & 8CHEF T 10 A2y
PT UL3% 3. 24 PT Wy B0M IR, BcHEA 1T 10
LAY PT 3L 18 4> ADE. B 5 J5 & 59 #H 5C Y
PT 4b, 45 Bk HE4 HT 3 1749 ADE A3k0R . 5%
T L IR . OGRS L UL L OGS kK
DR LR iR E R A R 8 A

F1 W& BHIEXADERSHEAER

Table 1. Basic information of anifrolumab related ADE reports

S A5 IR (%) eS| A L (%)

PE5 At 159 1331
5 60 5.06 %E 90 7.58
© 950 80.10 Tl 57 4.80
KA 176 14.84 W 33 2.78

AL (%) R 4 0.30
0~17 2 0.17 J“H ADE
18~59 517 43.59 75 682 57.50
=60 110 9.28 2 504 42.50
FH 557 46.96 THVANG L

et BET- 48 4.04
[ 245 Dol A B 822 69.31 LERE AR HFISN 394 33.22
BH 361 30.44 HoAth 366 30.86
AR 3 0.25 & A 57 4.80

e ER By 5 0.42
Egs| 568 47.89 K 316 26.65
H A 277 23.34
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Table 2. Distribution of SOC for anifrolumab ADE signals (ranked by number of ADE cases)
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SOC 5545 FIRLE (%) ADEfIX FIRCE (%)
A BV B 2 2R A5 R S 5 10.20 160 13.47
T KA M 5 10.20 116 9.78
LERE YRR 4 8.16 112 9.44
o RGP 9 18.39 104 8.77
IR E g Ea e A ALV 6 12.24 96 8.06
MRS . W K AR 1 2.04 91 7.67
SR B 5 10.20 70 5.90
THAL RGP 0 0.00 67 5.63
B R K BT SR 0 0.00 58 4.98
' JUE B2 0 PR R BEIR 2 4.08 52 438
7 it ] A 2 4.08 48 4.05
AR R RO R E 4 8.16 45 3.80
M Sk B S 3 6.13 38 3.20
LR 1 2.04 33 2.78
TV B R B R G 1 2.04 26 2.18
R AR P 1 2.04 23 1.94
[EX P 3 I NN 0 0.00 16 1.35
N2 F BEPEIR 0 0.00 15 1.26
P BB TR AP 0 0.00 10 0.84
E e W EIN T 0 0.00 6 0.51
it 49 100.00 1186 100.00
+3 WM& BH&LEF)RHEZE106IFADE
Table 3. Top 10 ADEs with anirubicin occurrence

PT SOC il ROR (95%CI ) PRR () 1Cops
S/ PR RGN 41 2.56 (1.67, 3.90) 245 (18.86) 0.61
SLE Yol RGP 39 57.60 (37.40, 88.72) 54.04 (1092.53) 5.75
PSAiEiN A FPLIA B S 25 4 B0 37 3.83 (2.47, 5.96) 3.66 (38.67) 1.08
R G N A gV 30 22.43 (13.78, 36.52) 21.39 (10.83) 4.42
SR EER o R R = B 28 6.07 (3.68, 10.02) 5.84 (59.86) 1.47
KR A BRGNS B 25 R A A% T U 18 2.19 (1.17, 4.11) 2.16 (5.16) 0.08
fea A EPPEIEIT B 4 255 25 i S 18 3.7 (1.99, 7.01) 3.65 (16.87) 0.68
SRR DG SR ARG . SO AR 18 16.31 (8.70, 30.60) 15.88 (125.07) 1.88

vt 1) et g ] ARG R LI 16 229 (1.18, 4.43) 2.25 (5.14) 0.08
B R e B A AGE A PRI B 2R 2R AL A5 A SN 12 4.90 (232, 10.36) 4.83 (17.65) 0.68
WL B LA B St g 2l SO0 12 2.75 (1.30, 5.81) 2.71 (6.00) 0.13
RN GaE RGP 12 259 (1.23, 5.48) 2.56 (5.22) 0.07
Pl B e RYPR 11 3.76 (1.68, 8.42) 3.71 (9.37) 0.32
AW R URrE NS 11 260.18 (115.75, 584.82) 255.74 (1269.47) 7.99
DAL IR 9 29.95 (12.38, 72.45) 29.54 (110.76 ) 4.86
MR LA B bk LA 2 9 29.95 (1239, 72.48) 29.55 (110.82) 4.88
IREY 7S OHERS PR 9 3.52 (1.46, 8.52) 3.49 (6.58) 0.12
I/ [N ONRUNRENE W] 9 327 (1.35, 7.91) 3.24 (5.69) 0.05
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Table 4. Top 10 ADEs in signal strength ranking

PT SOC il ROR (95%CI ) PRR () 1Cops
TRIE B 42 o E RGN 11 260.18 (115.75, 584.82) 255.74 (1269.47) 7.99
SLE o PE RGP 39 57.60 (37.40, 88.72) 5404 (1092.53) 5.75
MR I Bk LA S 29.97 (12.39, 72.48) 29.55 (110.82) 4.88
LR DR E R 29.95 (1238, 72.44) 29.54 (110.76) 4.86
HRIEE TR R B 30 2243 (13.77, 36.52) 21.39 (310.83) 442
R AH S S BRGSO R 10 16.31 (8.70, 30.60) 15.88 (125.07) 3.99
HHR I B2 0 PR 3R e 7 14.67 (547, 39.31) 14.51 (37.73) 3.86
IR H G B VRGN e 25 25BN 45 T R 7 14.04 (524, 37.62) 13.89 (35.84) 3.79
EUR LN SR PRI R AR 5 8.52 (2.73, 26.54) 8.45 (12.97) 3.08
BRGEDIR R R SR 28 6.07 (3.68, 10.02) 5.84 (59.86) 2.55

E: BB P RITHAIADE,
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