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Signal Mining of Adverse Drug Reactions of Daratumumab Based on FAERS Database®
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ABSTRACT OBJECTIVE: To perform data mining on adverse drug reactions of datatumumab by using the Food and
Drug Administration Adverse Event Reporting System ( FAERS)
safe medication. METHODS: Data from the FAERS database for 32 consecutive quarters of daretozumab since its

so as to provide references for clinical rational and

launch in America in 2014 were retrieved, and adverse drug reaction signal detection was performed by using the
reporting odds ratio and proportional report ratio methods. RESULTS: A total of 17 757 cases of datatumumab adverse
reaction events were reported, and 772 cases of target adverse reaction ( death) events were reported; the age was
mainly in the range of 17-79 years old, and there were more males than females; the top 3 countries in terms of
reported cases were the United States, India and France; and high frequency of adverse drug reactions were mainly
focused on infusion-related reactions, pneumonia, diarrhea and neutropenia. CONCLUSIONS: The clinical application
of datatumumab should not only pay attention to the common adverse reactions, but also pay attention to the adverse
reactions that are not mentioned in the dispensary, and take preventive measures in time to reduce the occurrence of
adverse drug reactions.
KEYWORDS Datatumumab; Adverse drug reactions; Signal mining; Food and Drug Administration Adverse Drug
Event Reporting System
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Tab 1 Basic information of death events related to

datatumumab
A PHIE T/ B Mt/ %
il il 325 42.10
it 28 29.53
NG 219 28.37
% 0~<18 31 4.02
18~<41 4 0.52
41~<66 111 14.38
66~ <80 201 26. 04
=80 4 5.57
KA 382 49,48
I fy 2015 4 2 0.26
2016 4F 58 7.51
2017 4 114 14.77
2018 4 128 16.58
2019 4 166 21.50
2020 4 157 20. 34
2021 4 147 19.04
HeB R (HRSEHET R 10 ) EJE 309 40.03
I 48 6.22
%E 43 5.57
B 35 4.53
e 30 3.89
mER 26 3.37
PR EE 2 2.85
FHT 17 2.20
L3 17 2.20
B 16 2.07
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Tab 2 PT in the top 50 places ranked by occurrence
frequency and signal strength

ADR iR ROR PRR
RAME St hsed 125 59. 66 59.25
KA 93 56. 82 56.52
G &) Oneg 1233 43.07 40.15
SR B 1 695 40.24 36.50
IR R A E 121 18.36 18.24
% RN 2R 166 18.17 18.01
ikt 105 16.20 16. 11
PR AT AR > 294 9.68 9.54
E Ao g 124 8.76 8.71
XRERE 115 8.61 8.56
T 2> 91 7.94 7.90
MRS 560 7.65 7.4
LA IR 735 7.56 7.29
Mo > 109 7.04 7.01
/MR 611 6.60 6.41
I ke 124 6.02 5.98
TR A LR A 309 5.95 5.86
N SRt 498 5.67 5.54
F A s> 4n 5.32 5.20
TeEEREACL 164 4.56 4.53
TRERATH 111 4.40 438
A M 208 4.37 433
TR 359 3.65 3.60
fili & 981 372 3.57
S 142 3.26 3.24
i) 93 3.10 3.09
A 521 3.07 3.01
L) 256 3.01 2.98
LR i ke 105 2.67 2.66
IR TR 111 2.59 2.58
TR 91 2.58 2.57
Jk Y 296 2.58 2.56
LS 156 2.32 2.31
DI 160 2.28 2.26
Wi 100 2.16 2.15
BE 97 2.15 214
IS R 704 2.10 2.06
SEE R 251 2.05 2.04
NIk A 133 2.01 2.00
MATE FREAR 166 1.78 .77
bk} 89 .73 .73
A 280 1.59 1.59
PRk o)) 1.57 1.56
HRER 106 1.53 1.53
H 314 1.53 1.52
il 7€ 141 1.52 1.51
METE 108 1.48 1.47
2 BHEREA 107 1.48 1.47
0 333 1.47 1.47
[ 774 1.47 1.45

2.3 HXETEHIH

T FH RS 772 6], ROR Al PRR A5 54 0 45 A e
25 PRR=1.09(<2) ,ROR=1.09(<2) , /R H A i 7] GE 15
L HEX"=6.03(>4) ,ROR # 95%CI RN 1.01(>1) &

Evaluation and analysis of drug-use in hospitals of China 2023 Vol. 23 No. 12 -1529-



INAE AT BEAE S TR 7 SRR I 5 AN — i — 20 G, I
%% 30
®3 BEXETEHHNESKRNER

Tab 3 Results of signal detection of related death events

FT-E T PT %%t DE/D  ROR RORMI95%CI  PRR X

A et 43 0.06 158  1.47~1.70 1.54 14791
PRt 25 0.14 230  1.55-3.41 2.30 17.08
Tl 2 0.0  L00  0.25~3.99 1.00 0.12

MHFET 2 0.01 1.16
At m 0.07 110

0.29~4.63 1.16 0.03
1.02~1.18 1.09 6. 04
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Tab 4 Drug types and drugs used in combination

with radartuzumab in death event reports
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el el s el 300 38.86 IS 187 4.2
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DNA R4 B 75 9.72 T R 1 15.67
IR B 55 712 Bl ] PC 108 13.9
Eifb %4 (alkylating activity) 54 6.99 LA (AN
EdES Ehl] 29 376 || BUEETH 69 8.94
0 1 B FXa ) 30570 2 3.37 Rk 67 8.68
A0 % P4502C9 M 23 2.98 DRI 8557
A P4502C19 HHF] 2 2.85 iy = LAk 40 518
B S LRI ) 19 2.46 IR 38 4.9
TR 17 2.20 IEEET 31 4.02
41 H2 AR 16 2.07 || MIBEEHR 29 0 376
BEE 16 2.07 Wk 27 3.50
R R 15 194 || EMEE 228
AL FHZEEA 2 M 15 1.94 || HhmEAEE 2 2.8
PR P 15 1.94 AL 228
W iR B, HibiA 14 1.81 TR A 27
B ERRERE o HiAH 14 181 ||BAMFLER 20 2.5
B LR B, A 14 1.81 R 18 23
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Tab 5 Analysis of indications

K PT iiﬁEf;WJ B/ ‘ﬁEt{ﬁfﬁd LR/ f@%ﬁfrﬂxﬁ
i) % s % HRE/%
&) okeg 13318 46.56 413 4.7 -2.85
il 1197 16.77 20 20.00 3.23
FILE 760 12.79 3 3.75 -9.04
I 445 8.59 7 9.0 0.50
fEA 403 9.35 3 4.35 -5.00
L 352 10.02 3 4.69 -5.33
i 255 8.07 4 6.56 -1.51
ER 240 8.97 | 2.17 -6.80
BRI s 234 9.61 6 13.33 372
[3E 194 8.81 1 2.56 -6.25
B R 188 9.37 1 2.63 -6.74
Zii 180 9.90 3 8.11 -1.79
2 AUBEIRAG 145 8.85 3 8.82 -0.02
BEIRH 134 8.97 2 6.45 -2.52
AN L 109 8.01 5 17.24 9.23
RS A 102 8.15 | 4.17 -3.99
Kk 92 8.01 2 8.70 0.69
AJRK %] 8.80 1 4.76 -4.04
AR e 88 9.13 I 5.00 -4.13
Wiy 80 9.13 2 10.53 1.39
P 71 9.67 1 5.88 -3.79
MR 74 10.29 1 6.25 -4.04
FR SR 74 11.47 1 6.67 -4.81
HUEERIT 7 12.78 1 7.14 -5. 64
= IRRRIMLAE 71 14.26 1 7.69 -6.56
Jifikt: 2 60 16.71 2 18.18 1.47
W% 61 20.40 | 1111 -9.29
JR R MR R 4 34.40 3 60.00 25.60
HIER ) 51.22 1 50.00 -1.22
i 40 100.00 1 100. 00 0.00
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