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Data mining and analysis of risk signals for alglucosidase a based on FAERS
database
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Abstract: Objective To mine the risk signals of alglucosidase a, so as to provide evidence for clinically safe drug use. Methods
Data mining and analysis of risperidone-related ADE reports from rom June 2006 to December 2022 in the FAERS database were
carried out using reported odds ratio and composite criteria methods from Medicines and Healthcare Products Regulatory Agency.
Results A total of 3 255 reports of ADE associated with alglucosidase o were obtained, and more than half (1 695, 52.1%) were
severe ADE. Slightly more women than men (1 461, 44.88% vs 1 369, 42.06%). Reports were mainly from Europe and the United
States, with the largest number of reports from the United States (1 683, 51.7%). A total of 298 risk signals were detected, with fever
being the most frequent, followed by respiratory failure, pneumonia, dyspnea, and infusion reactions, drug-specific antibody deficiency
was the top signal intensity. The top 10 are respiratory, thoracic and mediastinal diseases, various tests, systemic diseases and various
reactions at the drug administration site, infectious and infectious diseases, cardiac diseases, various musculoskeletal and connective
tissue diseases, various injuries, toxicities and operational complications, various neurological diseases, immune system diseases and
gastrointestinal diseases. Conclusion The alglucosidase oo ADE signal and its involvement in systemic organs are generally consistent
with the instructions, including the risk of allergic reactions, immune-mediated reactions, acute cardiopulmonary failure, and the risk
of antibody formation, but it is still necessary to be alert to safety risks not mentioned in its instructions, such as the possible risk of
associated infections.
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Table 2 ROR and PRR method calculation formula with signal criteria
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alglucosidase a
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Table 4 Top 20 risk signals for the frequency of alglucosidase a
PT sSocC B ROR 95% CI N R PRR P
R A By PRI I 4 2 ER AN % s 199 6.568 5.681 6.119 857.141
W et WP RSE . W N RR TR 181 25.898 22.252 24.071 3969.167
Jiii ¢ MR RS B R\ 154 5.547 4711 5.263 533.155
)% P e WP RSE . W R 151 2.755 2.337 2.648 156.717
ATV O 5 A B VR S 2 2L S Fh R R 136 38.268 32.169 36.213 4 589.630
Pt A By P I 2 PR AN 5 S 106 8.498 6.994 8.176 662.716
AU A HFREE 82 20.533 16.467 19.883 1 447.420
ISTIpuBT o IR B 80 8.995 7.197 8.736 541.215
FIEE Gl R 78 4,728 3.773 4.610 218.146
LRSS E] MR R4 B K BRI 76 27.687 22.019 26.865 1857.232
IR i i MR R4 B K BRI 72 24.168 19.105 23.492 1521.581
INSP/5a] LA 68 6.077 4.775 5.937 275.155
O IE v o IR B 65 7.830 6.119 7.650 369.740
kA5 R R ARAE IR E 65 2.057 1.608 2.029 33.335
o JUE IR PR LIRS B 60 6.653 5.149 6.516 275.271
I 1 AL 2 B PRI T 4 2L o S 56 2.054 1.576 2.030 28.557
R ik MR R4 B K BRI 53 2.108 1.605 2.084 29.084
4= B LA A G VBRI I 4 AN % o RS 50 5.126 3.874 5.043 158.487
LLBEER 2 R IR B e ARSI 50 4522 3.417 4.451 130.808
ORI 5 Rk A 48 4.821 3.622 4.746 138.626
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Table 5 Top 20 risk signals in terms of intensity of alglucosidase a signal (sorted by PRR value)
PT socC PRR 27 /{5 ROR  95%CI F[R
kUL RE R EEIRENTOS Y gL 964.536 1256551 17  971.222 572.820
B EAE R G BAZ YA 788.020 2 685.091 5  789.618 303.833
TR E G M BRI 750.937 1325415 35  297.955 207.782
BrE R ML % TG RAZ BN 411.804 777.603 3 412304 125.965
R DR TG R AR YR IN 362.154  1015.604 4 362.740 130.591
IR £ 41 40 i il 2 i IR B bk B2 2R G 0 271.615 527.176 3 271.945 84.586
JEE O LR O NE RS B 197.446  5230.924 29  199.783 137.388
B I B 14 e O 177.304 349.795 3 177519 55.894
ER TG RAR G 173.686  1487.844 10  174.389 92.548
P ARSI BH P FRME 160.465 3971.257 27  162.230 110.247
AL 2R R R RARE I RO 129.933 379.346 4 130.142 48.086
WA I RORE 2 By PRI S 2 2 AN % ol s L 100.717 294.501 4 100.879 37.398
MR ALTE 7 WP RS B K BRI 98.961 196.609 3 31.518 99.080
WPIGE A BRIR BRI SO 2 IR SR G 97.823 471.408 6 98.059 43.610
JEZE K i FFRE R G50 95.268 189.254 3 30.357 95.383
I 3 U G 2 TG RAZ PPN 93.867 186.460 3 29.916 93.980
L A R TG R AR G 87.558 338.687 5 87.734 36.159
PRI o 2K A HY FARESZNE) 85.534 249.957 4 85.671 31.815
I R G 2 TG RAZ PP 81.591 937.887 13 82.018 47.310
M GEE SN TR R RFI 71.518 208.564 4 26.644 71.632
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