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Data — Mining of Adverse Drug Event Signals Induced by Low —Dose Methotrexate Based on FAERS
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Abstract: Objective To analyze the adverse drug event(ADE) signals induced by low —dose methotrexate in the real world, and to
provide a reference for rational drug use. Methods Eight quarterly data from the first quarter of 2018 to the fourth quarter of 2019
were downloaded from FDA Adverse Event Reporting System(FAERS). Data — mining of ADE signals was performed by using proportional
reporting ratio(PRR) algorithm and reporting odd ratio(ROR) method. Results A total of 45 496 ADE cases induced by low — dose
methotrexate as the primary suspected drug were reported. Among them,73.03% of patients were female,and 53.94% of patients were
aged 18 — 65 years old. Oral administration, subcutaneous injection and intramuscular injection were the most common administration
routes. The reports were mainly from Canada,the United States and Germany. Adverse drug events in general disorders and administration

site  conditions, musculoskeletal and connective tissue disorders, gastrointestinal disorders, injury, poisoning and procedural complications

were frequently reported. Conclusion Emphasis should be put on general disorders and administration site conditions, musculoskeletal

and connective tissue disorders in clinical practice of low —dose methotrexate to prevent the occurrence of complications.

Key words: methotrexate;adverse drug event;data — mining;adverse event reporting system;measure of disproportionality
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Tab.1 Fourfold table of disproportionality
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Tab.2 Basic information of methotrexate —induced ADE reports in

FAERS from 2018 to 2019
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Tab.3 ADE signals in the top three of methotrexate signal intensity based on system organ class

ko 95% CI T Ik £% L 95% CITHR  £%
S0C A A F135(p1) PRR ROR SOCH A Fh5E(PD) PRR - ROR ————
() PRR ~ ROR PRR ROR (#) PRR - ROR PRR ROR
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R 503097 3098 1220 .20 Y Y SERE 12 747 747 420 380 Y Y
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AR AL 6 803 803 356 389 Y ¥ HBFL I 69% 69 38 09 Y X
RARHE EARE 4 1448 1450 10079 647 Y Y
Ef%E 5516 S16 213 2T Y Y
AREFAZHALE U 470 4T 415 159 Y Y

E:Y 4 yes,N 4 no,
Note: Y =yes, N =no.
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Tab. 4 ADE signals in the top 20 of methotrexate —induced ADE reports

#45% (PT) 18 2 (451) (9% ) PRR 95% CI FF&(PRR) ROR 95% CI FF&(ROR)
4 Tk 2348 5.22 2.35 2.26 2.42 1.42
F R E R 1233 2.74 12.29 11.61 12. 60 7.25
X 827 1.84 2.85 2. 66 2.88 2.69
RN 685 1.52 1.21 1.12 1.21 0.59
EE NG 640 1.42 6.94 6.41 7.02 3.32
ETl i 561 1.25 6.25 5.75 6.32 2.95
A FRLE 546 1.21 2.38 2.19 2.40 1. 11
H T 511 1.14 1.21 1. 11 1.22 0.57
2 503 1.12 0. 94 0. 86 0.94 0.45
AT IR 418 0.93 1.04 0. 94 1.04 0.51
FE S AR 413 0.92 9.53 8. 64 9.61 4.29
AR SR 378 0. 84 1.62 1.47 1.63 0.78
Afn 2 L, Y S 362 0. 81 9.91 8. 92 9.98 5.07
M5 350 0.78 0. 69 0. 62 0.69 0.36
kI 346 0.77 0.72 0. 65 0.72 0.35
R E K 335 0.75 1.29 1.16 1.30 0. 64
EIT R 333 0.74 5.78 5.18 5.81 2.85
A BLEA H AL A 316 0.70 0.52 0. 47 0.52 0.28
2 4y M AR HUR L 297 0. 66 1.10 0.98 1.10 0.61
P& 288 0. 64 1.13 1.01 1.13 0.70
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