+ 2628 FEITHEFUH 2024FE 11 H AR &GwHA  Drugs & Clinic Vol. 37 No. 11 November 2022

£F FAERS HIEEAIHEAS BT R E S S 15IERS

HEAR L, AR 2, SR, k2 BAEF T
1. EATERIREEIINERE Z70%, 4R ®YI 518104
2. fKHANRERE 2553, Wb #7K 053000

O E: B ETREaMAREEBEEIHR (FDA) SRIFMFHRE RS (FDAadverse event reporting system, FAERS) %k
P ESHEE S BRI REAHE BT AT, BIIBENARARRNES, UHIARK 24 &3 A AR MESHIKE.
7335 M FAERS ## 2 L 2011—2022 FHEEE R A B AR5 208, R AR 55 LR Lk (report the odds ratio, ROR)
Lt 2 Lh{B % (proportional report ratio, PRR) X463 JE B4R 15 BT H 1248 . R A 1 Br s 2% 8 1] SR E L HE 4TI
b R 2408 E (systemorganclass, SOC) ARMERIERAES . LR MAR 65535 ik, aiBHEL T RN, £kE
AR 50~75 %, FIMEFKEENEE, FH ROR Al PRR ik G A5 545 ME 5, KRAGRERE EEERAE
RN G R B H LR B RANE RGN A B KB 230 [N R R AR YR . WP R G i O
%, FERRAE B BRI TR IR, RGBT R 5, (5 TR RUCONRIEM HL R R R, H
e, FEREMEE AR AMITTRERREE . RN AT RIS R BRI, OIS mZeES.
50 AR ROR 7M1 PRR IEIZIBFLIAE R R R FAE 5 FUAIG K A 2ttt — & 22, AR TR K & .
kB2 fEEEE: REERAMREEERNRFMMERGR: S 95150: MEMELE: oS EE SFRIA
HHE R HL . G AR PSR

FEZEKS: RI76 XHEFRERE: A NEHS: 1674 - 5515(2022)11 - 2628 - 07

DOI: 10.7501/j.issn.1674-5515.2022.11.036

Signal mining of adverse drug events of tofacitinib based on FAERS datebase
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Abstract: Objective Adverse event information of tofacitinib was analyzed and compared based on the FDA adverse event reporting
system (FAERS) database, and potential adverse drug reaction signals of tofacitinib were explored. In order to provide reference for
clinical safe and rational drug use. Methods Adverse event report data of tofacitinib from 2011 to 2022 were extracted from FAERS
database, and proportional report ratio (ROR) and report the odds ratio (ROR) were applied. Effective signals were obtained by
sinicization and system organ class (SOC) classification using the International Dictionary of Medical Terms. Results Among the 65 535
reports included, female patients were more than male patients, and the age group was mainly between 50 and 75 years old. The
reporting countries were mainly the United States. A total of 545 signals were obtained after screening by ROR and PRR methods,
which were mainly classified into various musculoskeletal and connective tissue diseases, nervous system diseases, systemic diseases
and drug site reactions, infections and infective diseases, respiratory system, chest and mediastinum diseases, etc. Among them, pain,
arthralgia, state deterioration, rheumatoid arthritis were the most reported, and the signal intensity was successively decreased
thiopurine methyltransferase, depression, immune restorative uveitis, abnormal erythrocyte subsidence rate and so on. At the same
time, benign, malignant, and unknown tumors, heart and other safety signals were detected in this study. Conclusions In this study,
ROR method and PRR method were effectively used to excavate the adverse reaction signals of tofacitinib, which could provide certain
reference for clinical drug use and promote rational clinical drug use.
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Table 1 Calculation formula of ROR method and PRR method
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Table 2 Basic information of tofacitinib adverse reaction report

2545 Bk et By F 1%
P55 E3) 12 692 19.37
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ARH 2136 3.26
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JIIEWN 5 262 8.03
HA 937 1.43
R AR % 821 1.25
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Fig. 1 Number and classification of reports of tofacitinib adverse reactions
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Fig. 2 Safety signals with high adverse reactions reporting rate of tofacitinib
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Table 3 Top 20 signal intensity of tofacitinib adverse reactions
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Table 4 Tumor and heart disease adverse reactions signals of tofacitinib

socC ARIR ROR (95%CI FFR) PRR (%) YL RTHE K
RPE. ik MR R 25 2.332 (1.569) 2.332 (17.317) Py
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LS 6 3.379 (1.499) 3.378 (7.549) 4
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Kl e 4 5.912 (2.16) 5.912 (11.125) =
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Ji A b e 28 4.886 (3.345) 4.885 (79.008) &
TEPERA 10 23.137 (11.676) 23.135 (156.092) 5
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Table 5 Top 20 infection signal reports of tofacitinib
soc SR ROR (95%CI F[R) PRR (y» T P52 T4
RIS 1695 9.309 (8.855) 9.156 (11 355.894) &
R BRI 1509 2.802 (2.661) 2.772 (1674.319) 2
WAT IR E 1251 3.736 (3.529) 3.698 (2 386.476) &
R 3 R 798 5.523 (5.142) 5.483 (2782.279) 2
IS P 3 Jek 399 2.936 (2.657) 2.927 (491.542) HB
93 B P I Y 316 2.890 (2.584) 2.883 (377.086) s
S YL 314 4.084 (3.648) 4.074 (698.958) i
ER I 276 3.419 (3.032) 3.411 (453.879) i
TR g 267 2.189 (1.939) 2.185 (167.231) &
S % B 2 A S BH 208 21.834 (18.806) 21.787 (3407.174) %
B AR e 201 2.957 (2.57) 2.952 (250.785) &
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Jpa R PR IR 153 8.857 (7.51) 8.844 (975.681) HR
R 48 Sk 106 3.030 (2.498) 3.027 (138.016) 7
KL AR T S 102 2.034 (1.672) 2.033 (51.552) 5
TR T IR 99 2.148 (1.76) 2.147 (58.367) %
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