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Signal mining and analysis of adverse events for donanemab based on FAERS
database

LI Chunhui
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Abstract: Objective Based on the FAERS database, To analysis adverse event signals of donanemab after its market launch, in
order to provide reference for clinical safe and rational drug use. Methods The event data of donanemab from the third quarter of
2024 to the fourth quarter of 2025 were collected from the FAERS using the ROR and PRR. Results A total of 1 522 adverse event
reports of donanemab as the primary suspected drug were collected. The reporting countries were mainly the United States (88.30%).
A total of 149 adverse event signals were identified, involving 18 system organ classifications (SOCs). The affected SOC mainly
distributed in various neurological diseases. The top 5 ranked adverse event signals in terms of intensity included amyloid-related
imaging abnormalities (ARIA), amyloid-related imaging abnormality edema/exudative type (ARIA-E), cerebral microbleeds, amyloid-
related imaging abnormality microbleeds and iron deposition type (ARIA-H), and hippocampal atrophy, etc. The new suspected adverse
reactions not recorded in the donanemab instructions include hippocampal atrophy, cerebrovascular ischemic diseases and magnetic
resonance imaging abnormalities, etc. Conclusions The adverse reactions related to donanemab mined from the FAERS database are
basically consistent with those mentioned in the drug instructions. At the same time, there are also some newly discovered suspicious
adverse reactions. When using the drug in clinical practice, vigilance should be heightened to reduce the risk of medication.
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1 #ERNEFE
1.1 HEKIR

kIR E FAERS 2l A, SREUN TR BN
2024 455 3 ZRFE 2025 EH 4 B, LLHRZW
A4 “donanemab-azbt” FIF M4 “Kisunla” Ky
RRAIFITIRER, JRESHE, REHUUEZRR
PO E EMREE A R FEAR S AT I
1.2 BRI

AW TR E PR R 2 R s 2 (E PR
2 FiER ) (MedDRA) 26.0 I A 1B 5 i B ik
i (PT) « RGREHIE (SOC) MFHEA RF: 4
ARRIEAT IR 732
1.3 BUESHh

A A (ROR) ATELfIHR 2 LB HE (PRR)
& 2 Pl RS SR vk, A FiiEid ROR
PRR 772X 2 & i 5 A R FAF TS T
DFIFZHE . THE 5T L R U R, Wk 1. 2
FOTERITHR T AL RE R 2. AT ek
BRI L IA, Gty fridid Microsoft Excel
2019 5E .

2 #R
21 ZEBMAREHRENERAHER

AR IR R 2 R BB A R 4k
FIL 1522 7, AR 2 846 Bk, i HBRER
KAE AN, YN A2 T 5% (46.85% vs

28.71%) ; FHH ALl 656~85 HIEENNE
(43.76%) ; FAREZFRLIEENFE (88.30%) ; AR
L ™ E A R F 5 O 48.88%:; AN R Fi4:
()R ARy B A 2025 4F (95.73%) , W3R 3.

F=1 ek EmEsER
Table 1 Fourfold table for calculation

HtrARFE  HAARHE N

AW e bR il
b2 . b ath
Stihzim ] d ctd
&it a+c b+d a-+b+c+d

%2 ROR 1 PRREHE AR L HE

Table 2 Formulas and thresholds of ROR and PRR
T7 i A ] {E

ROR ROR=ad/bc

O] = M (ROR)£1.96 /(%%%%)

a=3; ROR 95% CI
FR>1, N$ERARL 1

M

PRR o a/(ath) a=3 H PRR=2 H 4=
~ ¢/(ctd) 4, MHRZRAER L AME
_ (ad— bc)*(a+b+c+d) KR
X Grb)(c+d)(ate)(b+d)

x®3 EZRBENAREHRENELRER
Table 3 Basic information of adverse drug events reports

associated with donanemab

EAGE e 55 B A%

P 531 grqid 713 46.85
B 437 2871

A 372 2444

R % 18~64 52 3.42
65~85 666  43.76

>85 25 1.64

ARH0 779 51.18

s NHE M 1357 89.16
RN R 159  10.45

ARH0 6 0.39

FAREZK %[ 1344 88.30
(AT 3fH0) HA 159 6.70
5N 51 3.35

ARFMHHRA HEARRFEM 744 4888
oAt 7 E AN R B A 778  51.12

AR 2024 4F 65  4.27
2025 4% 1457 9573

22 ZEBMAREHEKH SOC

AT T I 245 B 1) 2 5% BPUAH G A R F A%
L E K 18 1~ SOC, 149 ME5, & LM 3N R4t
RBBMAE RGN (n=1 310, 46.03%) . &8
PRSI I 25 2B S F S . (n=309, 10.86%) .
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PSS NTERM FEER A SRR e - KB
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Table 4 Results of SOC classification of adverse event

signals JEH ARIA, WK 5. %A RFHE T mEEHTHE
soc AR p_— F¥, HEAHT 5 ALIFEMEAS 58 ARIAL ARIA-E. K
(/%) it . ARIA-H. 525, W 6. Hiigs
EESIZE 1310 (46.03) 4 ZEYE . I S PEOR . B BRPE A AE . N
A GRS AR AL SRS 309 (10.86) 19 S WAL, MNZEAE. MK, RS TS o e A
BRBWG T LRIEIFAOE 266 (9.35) 7 B R AE VI B e .
B RS 137 (4.81) 11 3 it
I 5 B SR 136 (4.78) 6 3.1 FEEHEABRLSH
HRAE 125 (439 S Ui L EF T RR PN LS G T
Wi 120 (422) AL g SRR T 6585 %, S BTR
Gtk Rl 68 (2.39) A %ﬁﬁ%‘%ﬁﬁm&ﬁﬁiﬁ@%iKﬂﬁﬂﬁiﬂu, 4
. BRA AR bR AL B 2 B MR AR R bR v A R
RN AR 0T 2395 117 5, A BRI 0L B S R
AR5 B B 42 (1.48) 5 Eﬂ]m[é]. %%gﬁﬁﬁr \ /g ;
o UER BB 25 (0.88) 6 R AIPPUERE L P Rk
S 2 (0707 o TEEIPIZRIL FOR R AR FIROR SR AR
PR R 22 K TR 16 (0.56) 2 . HRMNEEZKRE, UEEAE, X5
BLME L S R R B g 3 (011) 1 HARFEMLE RO, & A dr k. S0k,
CEABFERFLE AR S RWGTE e FoAt ™ B A, SRR 55 N DL A
BRFAR KT 3 (01D 1 9, A T fR25 A RS2 25N, g
At 2846 (100.00) 149 XERETRG R REZGHE .
RS SEBMLENRHERT 20 LT REH
Table S Top 20 adverse events with the frequency of donanemab
soc PT n/fgi ROR (95% CI) PRR (4
B RME BRI TERFEE AR R - 280 554.89 (479.34~642.36) 500.40 (96 115.24)
KI5 A
B RME RRPIH TEMPEE MRS R - 214 478.39 (406.41~563.13) 44250 (67 349.33)

Bl A LB S T AR R

R PEREREIRE RO DGR 169 19.04 (16.28~22.27)  17.97 (2673.93)
KRR R LR 140 2.66 (2.24~3.15) 2.58 (135.80)
B RME RRPIH VENHE R A DS AR 99 704.71 (547.13~907.69) 680.23 (41167.97)
L 5 9k A 20 W 95 16.04 (13.06~19.71) 1554 (1263.10)
BRME RN Fi H 1 89 34.19 (27.60~42.35)  33.15 (2665.73)
KRR RGI o 67 1.63 (1.28~2.08) 1.62 (15.38)
BRME RN Kt e it 59 48295 (355.24~656.58) 472.96 (19 136.44)
KA RS ELIGIRAS™ 55 428 (3.28~559) 422 (131.90)
DBV RPN SR L FER 49 497 (3.74~659) 4.90 (148.00)
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sSoC PT /il ROR (95% CI) PRR (%)
- S Ay M T 5 45 314 (2.34~4.22) 3.11 (62.41)
B N 8 YNt AT S R E] 43 226 (1.67~3.06) 2.24 (28.50)
KRR R RIN Fii 7K i 41 34.82 (25.46~47.62)  34.33 (1255.35)
& RN R BIN i 10 A 7= AN 40 3.81 (2.79~5.21) 3.77 (78.80)
Bk B 7 T A A5 215 37 213 (1.54~295) 2.12 (20.74)
FRME RGP J A 34 250 (1.78~3.51) 2.48 (28.73)
LB VEBIR KA VRIS TR, EANE" 31 3.04 (2.14~4.34) 3.02 (39.98)
N e I B A 26 444 (3.02~6.54) 441 (65.01)
G R R R 25 3.85 (2.60~5.71) 3.83 (49.35)
*FR RPN TR R LI O B
*refers to adverse reactions not reported in the instructions.
F6 ZEBEMESEEHZR 20 LHWTFREH
Table 6 Top 20 signal strength of adverse events of donanemab
sSocC PT il ROR (95% CI) PRR (%)
KRR RGBT VERYFE R ARG G R 99  704.71 (547.13~907.69) 680.23 (41167.97)
KRR RGBT TENPEE MRS RH - 280 554.89 (479.34~642.36) 500.40 (96 115.24)
KIS A
FRME RGBT K e 1t 59 48295 (355.24~656.58) 472.96 (19136.44)
KRG RGBT TEMFER AR SR - 214 478.39 (406.41~563.13) 44250 (67 349.33)
Al b ot R ot R R R Y
KRME RGN FEE S 3 369.13 (99.88~1364.23) 368.75 (572.22)
KRME RGBT HRR AR R G0 3R T R D TRURE 10  246.69 (124.21~489.98) 245.83 (1799.59)
G J% R HATVRUAE 5% R B U 14 99.13 (57.31~171.46) 98.65 (1154.34)
KRG RGP i 007 S I 95 5  56.54 (23.00~138.98) 56.44 (208.97)
HRE IR S e 11 53.34 (29.10~97.79) 53.14 (488.33)
K RME RGP Jisi 7K fip 41  34.82 (25.46~47.62) 34.33 (1255.35)
BRME RGN i H afiL 89  34.19 (27.60~42.35) 33.15 (2665.73)
KRWE RGBT i B P P A 4 3143 (11.62~84.95) 31.38 (86.76)
KRWE RGN i 159 A 3 2051 (6.54~64.29) 20.49 (37.13)
BRI R AR EIECRE SRR O SN 169  19.04 (16.28~22.27) 17.97 (2673.93)
BiiR=EESN NGRS T W 95  16.04 (13.06~19.71) 15.54 (1263.10)
KRR RGBT i 2 4™ 14.72 (5.49~39.50) 14.70 (37.78)
B RME RRPIA i ke 1.~ 14.67 (5.47~39.37) 14.65 (37.64)
B RME RRPIA T ST L ™ 12 1359 (7.68~24.03) 1353 (125.51)
B RME RRPIH Ji AR 19 1048 (6.66~16.49) 10.42 (151.11)
HRINE RGP IR PO L Js e I 7 9.86 (4.68~20.77) 9.84 (46.69)

LR LI R B B RN

*refers to adverse reactions not reported in the instructions.
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