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Abstract: Objective To mine and analyze the adverse event signals of idarubicin through the real-world data analysis of the FAERS,
so as to provide evidence for the safe clinical application of anthracycline drugs. Methods Adverse event reports with idarubicin as
the primary suspect drug were extracted. Baseline analysis was performed; the signal distribution and quantitative characteristics of
idarubicin adverse event reports at the SOC level were statistically identified. Four algorithms including ROR, PRR, MGPS, and
BCPNN were adopted for signal detection, and an in-depth analysis was conducted on the PT corresponding to the core SOCs. Results
A total of 1 154 reports were included, among which 5 SOCs showed positive signals across all four algorithms. The top 5 SOCs in
terms of the number of reports were in the following order: infections and infestations, blood and lymphatic system disorders, general
disorders and administration site conditions, gastrointestinal disorders, and investigations. Risk signals were mainly concentrated in
infectious diseases and blood system disorders. Conclusion The risks of idarubicin are mainly focused on the infectious and blood
systems. This study provides key evidence verified by multiple algorithms for its clinical risk monitoring.
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Table 1 Basic information on adverse event reports related

to idarubicin

il nifgl (R R EGI%)
el 5B 521 (45.10)
gl 454 (39.30)
PN 179 (15.50)
A5 F kg <50 40 (3.50)
>100 32 (2.80)
50~100 250 (21.70)
KA 832 (72.10)
W1 <2 10 (0.90)
2~11 36 (3.10)
12~17 46 (4.00)
18~64 625 (54.20)
65~85 221 (19.20)
>85 1 (0.10)
AKHn 215 (18.60)
4= 3/ eSS 81 (7.00)
PAT AR 177 (15.30)
2 93 (8.10)
L3 427 (37.00)
AKHn 376 (32.60)
4R s 183 (15.90)
BIR 13 (1.10)
fE b 294 (25.50)
f& K A 88 (7.60)
HoAt 576 (49.90)
PEESEEE JEPE 24 (2100
e 1130 (97.90)
ESQTASE| @ TANE| X I¢l4 971 (84.10)
HIE 183 (15.90)
AR 2004—2008 80 (6.90)
2009—2013 182 (15.80)
2014—2018 387 (33.40)
2019—2023 421 (36.40)
2024—2025 84 (7.30)
RIS 8] /d 0~30 321 (27.82)
31~60 25 (2.20)
61~90 11 (1.00)
91~120 4 (0.30)
121~150 3 (0.30)
151~180 6 (0.50)
181~360 4 (0.30)
>360 8 (0.70)
ARHN 772 (66.90)
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Table 2 Distribution of signals of idarubicin at the SOC level and its signal detection results in four algorithms

socC n/ i ROR (95% CI) PRR (42> EBGM (EBGMO05) IC (ICo2s)

TR YL S AR G P 560  3.58 (3.27~3.92) 3.16 (872.42) 3.16 (2.89) 1.66 (1.52)
I Bk B2 2R G5 507 10.26 (9.34~11.28) 8.89 (3607.89) 8.88 (8.08) 3.15 (2.99)
G B PEIR ARSI R )N 300 0.47 (0.42~0.53)  0.51 (165.44) 0.51 (0.46) -0.96 (-1.13)
B % RFIEW 255  0.88 (0.78~1.000 0.89 (3.72) 0.89 (0.78) -0.17 (-0.35)
FREH 247 1.22 (1.07~1.39) 1.21 (9.20) 1.21 (1.06) 0.27 (0.08)
MR RS B R\ RRER 219 1.40 (1.22~1.61) 1.37 (23.40) 1.37 (1.20) 0.46 (0.25)
o IR B 212 252 (2.20~2.90) 2.43 (182.69) 243 (211D 1.28 (1.07)
R Wt Bt 5 AN B I iR 206  2.46 (2.14~2.84) 2.37 (168.19) 2.37 (2.06) 1.25 (1.03)

CEFEFLRALE IR
BRME R 134 045 (0.38~0.54) 0.48 (84.11) 0.48 (0.40) -1.07 (-1.32)
JHRE 2R Ge 597 113 3.75 (3.11~453) 3.66 (220.60) 3.66 (3.04) 1.87 (1.56)
Rk B e R H S 111 0.60 (0.49~0.72) 0.61 (29.54) 0.61 (0.50) -0.72 (-0.99)
R BRI R E 79  0.23 (0.18~0.28) 0.24 (205.35) 0.24 (0.19 —-2.04 (-2.35)
AR B TR 64  0.89 (0.69~1.14) 0.89 (0.88) 0.89 (0.70) -0.17 (-0.53)
I3 55 R LA 25 53  0.74 (0.56~0.97) 0.74 (4.92) 0.74 (0.56) -0.43 (-0.82)
W B2 vk R 2 B0 52 0.85 (0.65~1.12) 0.86 (1.30) 0.86 (0.65) -0.23 (-0.62)
RGeS 30 0.5 (0.11~0.22) 0.16 (140.33) 0.16 (0.1 -2.65 (-3.13)
BT VLA B B % 4 i AL 23 i 30 0.17 (0.12~0.24) 0.17 (125.57) 0.17 (0.12) -2.54 (-3.02)
AR5 B B 28 0.1 (0.28~059) 0.41 (24.27) 0.41 (0.28) -1.29 (-1.80)
BEYRI P HE I A B SR 22 157 (1.03~2.38) 1.56 (4.46) 1.56 (1.03) 0.64 (0.00)
3% R BRR 20 053 (0.34~0.83) 0.54 (8.12) 0.54 (0.35) -0.90 (-1.50)
A58 B G S LI 19  0.69 (0.44~1.09) 0.69 (2.60) 0.69 (0.44) -0.53 (-1.15)
FFFAR K EST AR 16 0.34 (0.21~0.56) 0.34 (20.36) 0.34 (0.21) —-1.54 (-2.19)
A S RN SR M AR VB 9 093 (0.49~1.80) 0.93 (0.04) 0.93 (0.49) -0.10 (-1.00)
P 43Uk R G 2 023 (0.06~092) 0.23 (5.12) 0.23 (0.06) -2.11 (-3.35)
FE IR 2 0.4 (0.04~057) 0.14 (10.21) 0.14 (0.04) —-2.79 (-3.98)
TR % 1 0.07 (0.01~0.49) 0.07 (12.50) 0.07 (0.01) —-3.85 (—4.98)
+=3 PIALELE “BERFREEER” THRH 10 289 PT
Table 3 Top 10 PTs of idarubicin under the SOC of “infections and infestations”

PT n/f ROR (95% CI) PRR () EBGM (EBGMO05) IC (ICo2s)

ik E 54 8.91 (6.81~11.66) 8.78 (372.99) 8.78 (6.71) 3.13 (2.55)
TG AR 7 41 17.60 (12.93~23.95)  17.40 (633.44)  17.38 (12.77) 4.12 (3.20)
TG M 9% 38 2.16 (1.57~2.98) 2.15 (23.55) 2.15 (1.56) 1.11 (0.60)
SR 31 4.01 (2.81~5.70) 3.98 (69.25) 3.98 (2.79) 1.99 (1.35)
SCAE I A 14 33.33 (19.71~56.37)  33.20 (436.43)  33.14 (19.59) 5.05 (2.65)
FURE R G 13 7.11 (4.13~12.26) 7.09 (68.01) 7.09 (411 2.83 (1.53)
B IMLAE 12 18.80 (10.66~33.15)  18.74 (201.33)  18.72 (10.62) 4.23 (2.18)
A 22 B R R 11 6.00 (3.32~10.85) 5.98 (45.68) 5.98 (3.3D) 2.58 (1.24)
T P % 11 52.82 (29.2~95.55) 52.65 (555.73)  52.50 (29.02) 5.71 (2.47)
EHEEH 10 71.45 (38.36~133.09) 71.25 (689.81)  70.96 (38.10) 6.15 (2.40)
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Table 4 Top 10 PTs of idarubicin under the SOC of blood and lymphatic system disorders

PT n/fl ROR (95% CI) PRR () EBGM (EBGMO05) IC (ICo2s)
R AR H L T s D I 158  45.97 (39.18~53.94) 43.89 (6611.98) 43.78 (37.31) 5.45 (4.87)
A [f 20 f oD o 61  20.33 (15.78~26.20) 19.99 (1099.98)  19.97 (15.50) 4.32 (3.56)
R A 24 i gk 2 i 59 8.09 (6.25~10.47) 7.97 (360.08) 7.96 (6.16) 2.99 (2.46)
ISR k2> i 48 7.96 (5.99~10.59) 7.87 (288.08) 7.86 (5.91) 2.98 (2.37)
HHET) e v 36  31.93 (22.98~44.36) 31.60 (1065.28) 31.55 (22.71) 4.98 (3.63)
H BE0 ) 29  17.40 (12.07~25.09) 17.27 (444.16) 17.25 (11.97) 411 (2.95)
Ayl 26 2.47 (1.68~3.64) 2.46 (22.62) 2.46 (1.67) 1.30 (0.67)
ksl okzieng 13 13.02 (7.55~22.45)  12.98 (143.62) 12.97 (7.52) 3.70 (2.03)
SEiiliovseiyng 12 4.40 (2.50~7.76) 4.39 (31.44) 4.39 (2.49) 2.13 (1.00)
A BE T A RS 11 48.13 (26.60~87.06) 47.97 (504.59) 47.84 (26.45) 5.58 (2.45)

pRAESL, HaR 9 T PT 4 [RIHR AL 4 FhEERH k)
SE o He AR P A R AR 7 B A
PEEA RFAR G ORIEGUE, BEmTHAAR
FF GURGRIRRAE A LR, 75 R
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UEAk, A FO A I 1 PHE L2 A R 5
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EOEMEARTE . SETE. RYAERf 2 . HrhIET A 4
SRR S B ARANE, ERAEERR . RBAEH T 3
FSELE T RIUATESS R, HAR 7 47 PT B4 4 M
REAVE, WARATORIERM R R &R
AUHI IR CHARFERALE AR SOC N EE
EE SRR

&S5 RIALLERT 30 (L= PT T REH
Table 5 Top 30 high-frequency PT of adverse events associated with idarubicin

sSoC PT n/%l  ROR (95% CI) PRR (3 EBGM(EBGMO5)IC (ICo2s5)
7R R G RPEP R TE E 158 45.97 (39.18~53.94) 4389 (6611.98) 43.78 (37.31) 545 (487)
R R Gep 2 i 4Ry e 61 20.33 (15.78~26.20) 19.99(1099.98) 19.90 (15.50) 432 (356)
M B R G5 PR A R 59 809 (6.25~1047) 797 (36008) 7.96 (6.16) 299 (246)
TR RAZ G itz 54 891 (681~1166) 878 (37299) 878 (6.71) 313 (255)
A BRI R 2T R 50 265 (201~351) 263 (50700 263 (1.99) 139 (094)
BRI
MBI R G /MR E 48 796 (599~1059) 787 (28308) 7.86 (591) 298 (237
Rk BHERMERARR)  SPERER E s 43 5112 (37.83~69.10) 5049 (208054) 50.35 (37.25) 565 (4.13)
Jirds CEFEZRRAE RO
R RAZ G JGLHART 41 17.60 (12.93~23.95) 1740 (633.44) 17.38 (12.77) 412 (320)
A BRI S 2T BT 39 083 (060~113) 083 (139) 083 (0.60) —027(-072)
BRI
TR RAR G TR 28 38 216 (157~298) 215 (2355) 215 (156) 111 (060)
MM R G BHEIRE 36 31.93 (22.98~44.36) 31.60(1065.28) 31.55 (22.71) 498 (363)
R RTINS R R 32 71.06(50.13~100.72) 7040(2180.73) 70.12 (49.47) 6.13 (400
Jids CEFEZRIRANE RO
R AR G R 31 401 (281~570) 398 (69.25) 398 (279) 199 (135
BRI MR HURAR 29 498 (345~7.18) 495 (9141) 494 (343) 231 (160)
M B R G5 B Rl 29 1740 (12.07~25.09) 1727 (44416) 17.25 (11.97) 411 (295
B RG5% Wl 27 062 (043~091) 062 (616) 062 (043) —068(-121)
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soc PT n/ff  ROR (95% CI) PRR (42 EBGM(EBGMOSIC (ICo2s5)
B R G MR- 27 105 (0.72~154) 105 (007)  1.05 (0.72) 0.8 (-048)
WP RS B NRR PR 27 671 (459~980) 666 (13005) 6.66 (456) 274 (192)

Rk EBERMERARY B R AR 27 3393 (23.22~4957) 3367 (854.37) 33.60 (23.00) 507 (34D
R CELFEZRIRFNE IR

A B PEBIR R 2R AL TR A RE 27 19.06 (13.05~27.84) 1891 (457.78) 18.89 (12.93) 424 (298)
HARIRIN

N Aty SE N A tEdis 27 453 (310~6.62) 450 (7374) 450 (3.08) 217 (145

I B R Ge5 gl 26 247 (168~364) 246 (2262) 246 (167) 130 (067

B R G05h 75 25 071 (048~105) 071 (291>  0.71 (048) —049 (-1.04)

RS B INYAp =Y 23 522 (347~787) 520 (7802) 520 (345) 238 (155)

MR ZRS FRARRER SR E LRSI 21 2169 (14.12~33.33) 2157 (41149) 2154 (14.02) 443 (286)

BMRGEw ek A 4. 21 189.11 (122.85~291.10)187.95 (3863.36)185.95 (120.80) 7.54 (368)

K S R R TR 21 958 (6.24~1471) 953 (16028) 952 (6200 325 (216)

AR RS54 AR 20 16.77 (10.80~26.03) 1667 (29448) 16.66 (10.73) 406 (262)

A B VEIR R 2R RS 17 082 (051~1.32) 082 (067) 082 (051) -0.29 (-095)
B

MR RS B RHREER PRl 17 505 (313~813) 503 (5489) 503 (312) 233 (136)

3 Wie
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