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Abstract: Objective To provide reference for clinical safe drug use through the signal mining analysis of adverse drug event (ADE)
of mycophenolate mofetil. Methods OpenVigil was used to analyze ADE data of mycophenolate mofetil from 2004 to 2021 in the
US FDA adverse event reporting system (FAERS). Results There were 52 327 ADE with mycophenolate mofetil as the primary
suspected drug in the database. 2 225 positive signals were extracted by using the disproportionality measurement, involving 24
systems organ classes. Among the top 50 signals of ADE, nine unrecorded signals were excavated, including thrombotic
microangiopathy (TMA) and reversible posterior leukoencephalopathy syndrome (RPLS), which should be particularly concerned.
Compared with azathioprine, mycophenolate mofetil caused less overall myelosuppression and severe liver function abnormalities,
but was more prone to pure red cell aplasia and biliary fibrosis. Conclusion In clinical application of mycophenolate mofetil,
corresponding indicators should be monitored regularly, and intervention measures should be taken in time to ensure safe and
rational drug use.
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Table 1 Four fold table of measures of disproportionality
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Table 2 Basic information of patients related to

mycophenolate mofetil ADE reports

E¥ N EFSS Do ADEGI% ML/ %
5 % 18 166 34.72
e 16 628 31.78
EN 17 533 33.51
RS B <18% 2555 4.89
18~40 % 5757 11.01
41~64 % 13228 2527
=65% 4611 8.80
EN 26 176 50.02
it E K B 16 188 30.94
B ] 3101 5.93
HA 2501 4.78
bR 2328 4.45
JIEDN 1627 3.11
r [ 1180 2.26
Hoph X 25 402 48.54
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*Category of adverse reaction system not shown in the manual
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Fig.1 SOC classification of ADE signals of mycophenolate mofetil
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Table 3 Top 50 information of ADE signal sequence of mycophenolate mofetil

Fe5 ADEfE5 1% ROR PRR PRRy|F5 ADEfE5 %% ROR  PRR PRRy
1 R 1637 2563 2510 1486| 26 B EAR I R A8 394 4244 4218 945
2 B 0 s 7 ek e 1623 79.193 76.603 85920| 27 wRIE 379 3.621 3.601 697
3 TR 1 Pl 5% 1343 2350 2313 999| 28 B 371 19.239 19.101 5760
4 I LR = 1070 8.302 8.142 6435 29 RV A 363 68.142 67.645 17 459
5 i 9 1029 4964 4881 3104 30 wAR 362 10.706 10.634 2983
6 gl 1012 2861 2823 1180| 31 S 359 3.073  3.058 488
7 SV D RE A 994 3364 3316 1587| 32 WHMEEIEELEAMET 355 20.260 20.121 5809
8 B Dy et 976 5960 5.861 3824| 33 W5 353 2194 2.186 224
9 (553 834 2436 2412  684| 34 i fs AR 331 2745 2733 358
10 TR 831 3222 3.184 1229| 35 T [ A A H il 26 329 24991 24.830 6624
11 DR % % G 795 2.753  2.724  859| 36  EAUMMEINIEIMUE 324 104.126 103.445 21103
12 W vty 760  5.005 4.943 2332 37 ) 7Ed 309 5.165 5.138 1000
13 FPA I 24 i gk 2> 741 3281 3247 1136| 38 SCAVE D A 298  26.834 26.677 6425
14 1 44 gk 2> i 731 8.045  7.940 4255| 39 GRS 298 4410 4390 760
15 YR e 595  8.455 8365 3692| 40 it 7 T Uk 295 38288 38.064 8818
16 [IiRAN T AT 592 2.840 2818  685| 41 B 286 2.620 2.610 279
17 4 IfiL 441 B ek /0 i 571  5.642  5.588 2089| 42 L2 B = g 282 9971 9919 2141
18 B PR 563 2.867 2846  665| 43 RAVEFHUERAIMEDRE 274 2676  2.667 280
19 EB %7 8 8 G 477 50.706 50.222 18 107| 44  ZPERPIRFELEGAET 273 7.688  7.651 1511
20 A L A 463 30.881 30.599 11372| 45 fEK" 273 4814 4793 796
21 ZRURFAMEER 452 341.406 338.266 54012| 46 o HH I 264  3.827 3.812 535
22 BK i 7 /8 4 423 166.6 165221 36582| 47 B NE R 263 14.833 14.759 3115
23 ZEEREAELEAM 411 10772 10.69  3409| 48 Ji 9 7 Ik 259  84.423 83.982 14 601
24 2NN 52 406 2.145 2135 242| 49 EZ =S 30 258 4789 4769 747
25 filEAR:4 S 1 398  2.065 2.056  213| 50 Vi) 53 M ¢ 254 2933 2923 315
R b SRR N =Y S A

*Adverse reactions not recorded in the instructions
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Table 4 Bone marrow suppression related ADE of mycophenolate mofetil and azathioprine

B RE A A DA RS L E sl IR
ROR 95%ClI ROR 95%CI

1 44 gk 2> i 8.045 7.467~8.667 8.248 7.470~9.106

ML ANBR 382 i 2.840 2.617~3.082 2.495 2.217~2.808
I 20 B ek /D g 7.858 6.797~9.085 11.887 10.124~13.957
AT 2T 240 B A B A BT 1ML 27.644 23.665~32.293 11.712 8.728~15.715

DX A 21 248 i - gk 2> 23.092 14.336~37.194 NA NA

4 40 B ek i 5.564 5.189~6.135 9.923 9.096~10.825
BRI 6.354 4.154~9.720 19.945 14.252~27.91

B RE 2.637 1.850~3.760 7.396 5.522~9.907
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Table 5 Adverse reactions related to severe liver function injury of mycophenolate mofetil and azathioprine

S A B LR LSl e
ROR 95%CI ROR 95%CI
% 2.402 2.024~2.851 6.043 5.206~7.015
5 AT %6 11.108 7.074~17.441 14.325 8.393~24.448
SERT R 2.202 1.536~3.156 3.157 2.094~4.761
JH 25 1 2.677 2.253~3.182 6.211 5.312~7.262
PR Y i D7 A 24.408 12.185~48.891 108.495 62.971~186.930
HE B 1 BT 9% 10.943 5.783~20.707 NA NA
JiT 3 8 2277 1.950~2.659 2.73 2.250~3.313
JiF Ak, 2.997 2.484~3.616 3.83 3.054~4.804
2 24, 49.896 16.559~150.344 NA NA
[IERAREER=23 6.289 2.322~17.034 NA NA
AT A 1) ik v 1 19.620 11.079~34.743 60.009 37.341~96.438
I TER ke e 6.080 4.419~8.364 13.843 10.340~18.532
25T A s A A 16.410 11.072~24.321 91.231 69.988~118.923
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