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Adverse drug events signal mining of amphotericin B deoxycholate and
amphotericin B liposome based on FAERS database
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Abstract: Objective To explore the risk signals of amphotericin B deoxycholate (AmB-D) and amphotericin B liposome (L-AmB)
by using FAERS database, to provide reference for clinical rational drug use. Methods Adverse event reports of AmB-D and L-AmB
from the first quarter of 2004 to the fourth quarter of 2023 were extracted based on FAERS database and imported into SAS 9.4 software
for data cleaning and analysis. The adverse event signal mining was performed by ROR, PRR, MHRA, and BCPNN. Results Adverse
drug event reports of AmB-D and L-AmB were 1 308 and 4 304, respectively. The most frequent adverse drug event of the two drugs
were hypokalemia and acute kidney injury. It was found that the proportion of adverse event reports for renal and urinary diseases was
similar between AmB-D and L-AmB, suggesting that the nephrotoxicity of liposomes may be underestimated in clinical practice. The
suspected adverse event signal of AmB-D was found to be immune reconstructive inflammatory syndrome and white matter disease.
The suspicious signals of L-AmB are toxic epidermal necrolysis, immune reconstitution inflammatory syndrome, elevated B2
microglobulin, spleen damage and intravascular hemolysis, which are not indicated in the instructions and should be paid attention to.
Conclusion The mining of AmB-D and L-AmB suspected adverse event signals was mostly consistent with those recorded in the
manual, but new signals were still found, which required active monitoring.
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Table 1 Basic information and demographic

characteristics of adverse event reports
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Table 2 Results of adverse event signal mining of the AmB-D and L-AmB (top 10 ranked by occurrence)
AmB-D L-AmB
PT n/ff] ROR (95% CI FFE) MHRA y? PT n/ffl ROR(95%CI T R OMHRA y?
S B 57 5.09 (3.91) 183.98 L4 MM 4E 233 30.32 (26.62) 642291
R L 52 20.23 (15.38) 934.99 AM:E iR 140 411 (3.49) 325.98
ZWEUMBEAELGENM 44 17.19 (12.77) 661.94 'FIhfEindE 111 7.89 (6.54) 659.88
B hped 31 6.65 (4.67) 147.34 M ALEF T+ 108 9.30 (7.69) 791.08
T LEF -5 27 7.01 (4.80) 137.99 4 M40/ oE 98  10.41 (8.53) 824.58
LB 26 5.09 (3.46) 8477 B 90 3.64 (2.96) 170.84
(=573 25 3.05 (2.06) 3427 ZHREUREAELGAME 89 11.46 (9.30) 840.93
Lo 25 5.10 (3.44) 81.75 NRIL v 69 5.35 (4.22) 242.28
IR ok i 23 3.34 (2.18) 3422 NRRBEFEHMWHR 48 4,38 (3.30) 124.56
S O R N 23 5.94 (4.83) 81.73 I E R VELEAE 47  41.26 (29.94) 182251

MLV ER IR S SR N i

* adverse event not mentioned in the product label.
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Table 3 Results of adverse event signal mining of the AmB-D and L-AmB (top 10 ranked by signal strength)
AmB-D L-AmB
PT n/#l ROR (95% Cl FEE) MHRA »2 PT n/FIROR (95% CI FFR) MHRA 42
R R 14 209.62 (12355) 2 854.31 HHSFEME S 3 289.40 (90.25) 813.17
SPcR 4 56.16 (21.03) 215.64 FEFER ZIRFEAAME" 27 69.11 (40.77) 925.33
B INE PR 9 52.30 (27.16) 450.15 B2 fERE A FF A" 3 67.62 (21.63) 194.11
BRI 1 17 38.93 (25.82) 842.23 B /NE PBIR 30 58.13 (40.54) 1660.01
GREERMGEEME 14 36.93 (21.83) 486.29 B4 E" 3 46.68 (14.97) 132.77
B NERR 4 34.18 (12.80) 128.37 FHH#%E 3 4231 (1358) 119.91
FfPEE L AT A gk 2 iE 18 27.91 (8.99) 77.63 HIEEE RGBT 47  41.26 (30.94) 182251
R IfE 52 20.23 (15.38) 934.99 B /NETR 13 36.91 (21.38) 450.28
LB RAEGAME 44 17.19 (12.77) 661.94 I I 233 30.32 (26.62) 6422.91
MR B AR 7 17.17 (8.18) 106.27 [ AL~ 3 2935 (9.43) 81.63
>4 S ] T AR R R R A
* adverse event not mentioned in the product label.
%4 AmB-D5 L-AmMB TEZNAI SOC REAEHIHATIMNFAREHEE
Table 4 Top 3 adverse event signals involved SOC of AmB-D and L-AmB
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* adverse event not mentioned in the product label.
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