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ADR Signal Mining of Rivaroxaban Based on FDA Adverse Event Reporting Database

WU Yuanyuan'*’, ZHENG Shufen”’, ZHONG Shilong"** (1. School of Biology and Biological Engineering,
South China University of Technology, Guangzhou 510006, China; 2. Dept. of Pharmacy, Guangdong
Provincial People’s Hospital, Guangzhou 510080, China; 3. Guangdong Provincial Key Laboratory of Coronary

Heart Disease Prevention and Treatment, Guangdong Provincial People’s Hospital, Guangzhou 510080, China)

ABSTRACT OBJECTIVE: To excavate the ADR signals of rivaroxaban and provide reference for its safe and rational use in
clinic. METHODS: Based on FDA adverse event reporting system (FAERS), the ADRs of rivaroxaban reported from September 2008
to December 2020 in FDA’s Open Data Program were mined using ratio of reports to odds (ROR) and proportional report ratio
(PRR). The related ADRs were analyzed, and the corresponding system organ classification (SOC) was mapped. At the same
time, the basic information such as gender, age and indications of the patients were statistically reported. RESULTS &
CONCLUSIONS: Among 9 373 236 ADR reports extracted, 102 027 ADR reports with rivaroxaban as concomitant and suspected
drug were obtained; 883 ADR signals were mined, involving 27 systems. Among 102 027 reports, the proportion of female patients
(41 294 cases, 40.47% ) was similar to that of male patients (41 071 cases, 40.26% ). The patients were mainly >50 to 75 years
old (29 261 cases, 28.68% ) and >75 years old (21 470 cases, 21.04% ). The reporting year was mainly in 2018 (18 446 cases,
18.08% ) ; main reporting country was the United States (75 390 cases, 73.89% ); there were 35 046 cases (34.35% ) of severe
ADR reports, mainly involving hospital or prolonged hospital stay. The SOC of rivaroxaban ADR singal mainly focused on diseases
of the blood and lymphatic system, vascular diseases, various types of examination and nervous system diseases. Among top 20
preferred terms of ADRs with the highest frequency, except for pulmonary embolism, acute kidney injury and atrial fibrillation, the
rest were mainly bleeding related ADRs, of which intracranial hemorrhage was the more serious ADR. Intracranial hemorrhage may

occur when rivaroxaban is used for the prevention of atrial
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Tab 2 Basic information of rivaroxaban ADR reports
and composition of severe ADR(n=102 027)
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Fig 1 SOC distribution of top 15 ADR signal number
of rivaroxaban
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Fig 2 SOC distribution of top 15 ADR report number
of rivaroxaban
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Tab 3 PT distribution of ADR in key SOC of rivaro-
xaban

SOC/PT i8] PRR ROR(95%CI)

R A0
LR 16,805 43.966 52.299(51.283,53.336)
il 6000 12431 13.135(12.775,13.504)
il 3346 95.908 99.080(94.328,104.072)
U 2888 14331 14.714(14.140,15.311)
il 2805 18.123 18.600(17.852,19.380)
i 2498 287 2.918(2.803,3.038)
Tt 2338 13.02 13.300(12.730,13.896)
ERGI8 G 2210 36.657 37.435(35.614,39.350)
AR 1585 19.581 19.870(18.812,20.987)
i 1456 12207 12.367(11.704,13.068)

MR
| 3353 10.025 10.328(9.960,10.709)
ke 31 5.009 5.133(4.949,5.325)
i &b 3036 2520 2.566(2.474,2.662)
Vakm A 2724 6.165 6.305(6.062,6.558)
k7 2150 5032 5.117(4.898,5.347)
ifige 1076 8.126 8201(7.702,8.731)
L 1000 2344 2357(2213,2.510)
il 883 4740 4772(4458,5.107)
i 456 7459 7.487(6.804,8.239)
DRI 319 35729 35.836(31.470,40.809)

VS i
BB 628 7470 7509(6.921,8.148)
WURF B R 194 10.844 10.862(9.358,12.609)
RN A K 164 4460 4465(3817,5.204)
/N5 O 103 2389 2.390(1.965,2.907)
Fam PRt 97 8223 8229(6.684,10.133)
AR AT I 94 3.150 3.152(2.566,3.872)

AT R TR AT 4 777 7730(5.738, 10414)

Al 4 40370 40.386(27.932,58.393)
RN Yt eS 39 5368 5.370(3.870,7418)
N e 39 205558 205.635(116.331,363.495)

e ZAHA
[:9=0 3036 2520 2.566(2.474,2.662)
Wi 1076 8.126 8201(7.702,8.731)
REER 319 18311 18.364(16.278,20.718)
B 249 2580 2583(2277,2931)
FHAE 155 3465 3.469(2.954,4073)
RN 8 26621 26.641(20.819,34.091)
N 70 7226 7.230(5.667,9.225)
Tighhkke 2" 67 9.939 9.945(7.726,12.801)
ik 61 2,008 2.009(1558,2.589)
Tl 58 4.105 4.107(3.156,5.344)

T % " FORZG A P R R

Note: “* ” means not mentioned in drug instruction
5, HIFR5 WoN, 1E IR 5 AN IE N UE, 18 I IE H i o
 ULIY) ADR, HAE MR iR v, 15 38 H i ADR
A HOS L =k B 15.56% o 40, SRR VD BER
T o BRI T B G A8 A, A58 Sk 7 EE Y ADR A
I ERAESS 1067, 5 be 4331 1.05% F1 1.22% 5 T 7E I
PRI IS | (R ) i i LS R it A 25 R0 4 5T 10 2
[ ADR H - 3BAT B I, (LY AT e 2 X

HEZED; 2021455 32 5 14

F4 F R YEADR IR E B HF BT 20 GI B9 PT 3 %5
(n=102 027)
Tab 4 PT distribution of top 20 ADR report number
of rivaroxaban(n=102 027)
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Tab 5 PT distribution of patients with different indication
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