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Signal mining and analysis of posaconazole adverse events based on FAERS
database
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Abstract: Objective To analyze the adverse event signal of posaconazole to provide data support for clinical rational drug use.
Methods The adverse event signal of posaconazole was analyzed by ROR and PRR using data mining of the FAERS. Results
Posaconazole ADE is more common in various examinations, hepatobiliary system, endocrine system, gastrointestinal system. It was
found that ADE such as pancreatitis and paralytic intestinal obstruction were not described in the drug instructions. The risk factors of
hemorrhagic drug concentration change, pseudoaldosteronism, pancreatitis, liver and heart related adverse events were screened.
Conclusion Before the use of this drug, the risk factors of patients should be evaluated in detail, and the corresponding adverse events
should be monitored.
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Table 1 Fourfold table of disproportionality measurements
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Table 2 Formulas and threshold values of ROR and PRR
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Table 3 Demographic information on adverse events reports
of posaconazole
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Table 4 Posaconazole adverse events sign intensity signals (top 50)
95%CI R 95%C| T [R
ADE n/%i ROR PRR ADE n/% ROR °RR
A B ] 34 22 R 30 5327.675 5248.093 |FREI: g AHE RH 4 11234 11214
KRGV TSRS 2461 9 1694477 1686.887 |IHHRFH 15 10.696  10.624
PUAERIKREIRTIRITIRE 76 321563  309.430 |z ftCaiRkE 4 10125 10.107
SRR VES ERRThReA 4 5 255395  254.762 |F4EfudRts 34 10.103 9.949
o P LR 8  190.732  189.976 [t&HKEEAFILEEAE 8 10.085  10.049
I g i PR A1 4 169.629  169.293 |5 _LFRRIhREASL 8 10.078  10.042
I R TR B AR 4 144.068  143.783 |2tk fidE g 20  9.996 9.907
JELL 2545438 7 33.787 33.672 |fTomiuvA i 7 9.909 9.878
S IREES 7 26.945 26.854 |ZWtERT 1045 23 9.819 9.718
KEANE 4 23.632 23587 [mhzcaEtt 12 9.695 9.643
259 7K A 15 20.981 20.831 |[BIRIIRIEER /b AN Y 8 9277 9.244
R I 63 18.841 18.281 |k 26 9.015 8.911
G 25 F S S AL T v 4 18.257 18.223 [fupE i 6 8891 8.868
LB QT [a A E K 116 17.375 16.429 |7 % 4 8788 8.772
FREFE R 4 17.239 17.207 [tRiCHIZ-Z9IAH EAE R M 121 8.352 7.909
WK 23 14.626 14.470 |RAMENHEE 4 8604 8.589
MEER % 4 14.455 14.428 | = MBI HE 15  8.775 8.717
SN ZBCE Rk 6 14.097 14.057 |IFShie & 7o 54  8.381 8.183
A P il % 8 13.502 13.452 [0 iEE T 21  8.056 7.982
9 JELAAR TR 24 11 13.157 13.090 (ifn45id % 7 7.902 7.878
R EAL R IAE 11 12.724 12.660 |H #ES WG4 LEAIE 10  7.159 7.129
Hp B 7 6 12.363 12.329 |ifiL 85 PR 4  6.958 6.947
WA R 7 12.212 12.173 | Bk R 11 6517 6.487
e 26 12.022 11.880  |7= ] FH 44 e A 8  6.49% 6.472
YRIT TS AL 4 11.671 11.649 |@EIR 40 )= 6  6.389 6.373
£R5 SHVERMIEX ADE REEEMAZKSEESLER
Table 5 System organ class (SOC) of risk signals of posaconazole ADE
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*adverse events not listed in the instruction
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