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 E BH BBV FMEBERRFMHADEVES, Al RaA A BREAE . ik 7 A HHARE L (PRR) E3T £
FDA R B F#44R4 A4 (FAERS) P 201841 A 1 B —2022 45 A 31 B LIR&IH £ HEi4 ) % 69 ADEE 53474548, HRS
# =3 PRR=2 H =445 ADE & LA Ma4E 5, 5K B PRR x5 ADEAS 5347047, SR KR EANBER I FAH T BIREH
M8y ADE R4 1 4244, 35 R ADEAZ 5 4604, % MA 18 % A T EFWREHE L LRARSWBERA LB REPH BN L
FiE FAEH A, iid PRR 33T SR i HErR S £ 3543 3T AN ADE [ 455 b b B3R 3 T 37 34209 ADEAE 5 531 4 1875 7K
wk Foid £ A AR S, PRRAEAE T 37 34549 ADEAZ 5 5 51 A4 Btk B o bk 25 0 & Ao b b B K . B4 F 500 4 xF
b, A 18 A ADEAE % i% R AR HLIA 3K 5, 2o IF 21 4R 50 ot | ob bk bk K 555 35 R 5 AR 49 SOC, 6L 45 BNk Bk i 2 sk o T
e Z Gk ARt AENE LGSR RF AT LA BB LS ERER, &0 GRS AIEEFE, b T AEELE P e
AR BB IN R R R e k| S B K DR R R 4,
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Signal mining and analysis of adverse drug events of baloxavir marboxil based on American FAERS

LIN Jing', YANG Wenbao’, LYU Lingtong' (1. Dept. of Pharmacy, Jinan Shizhong District People’ s Hospital,
Jinan 250002, China;2. Dept. of Western Medicine Pharmacy, Jinan Shizhong District People’s Hospital, Jinan
250002, China)

ABSTRACT OBJECTIVE To mine adverse drug event (ADE) signals related to baloxavir marboxil, and to provide reference
for clinically safe drug use. METHODS The ADE signals related to baloxavir marboxil from January 1, 2018 to May 31, 2022 in
the US FDA adverse event reporting system (FAERS) were mined using the proportional reporting odds ratio (PRR) method. ADE
with report number=3, PRR=2 and y’=4 was defined as a positive signal, and PRR method was used to analyze the ADE signal.
RESULTS A total of 1 424 ADE reports with baloxavir marboxil as the main suspected drug were collected, involving 460 ADE
signals. The femininity and patient under 18 years old were reported more, the country with the highest number of reports was the
United States, and the main indication of drug reported was influenza. A total of 37 ADE positive signals were obtained after PRR
calculation and screening exclusion, the first three ADE signals in the list of the reported number were diarrhea, vomiting and
immediate hypersensitivity, and the first three ADE signals in the list of PRR value were febrile delirium, ischaemic colitis and
hemorrhagic cystitis. Compared with the instructions of baloxavir marboxil, 18 ADE signals had not yet been included, such as
abnormal liver function, hematuria, hemorrhagic cystitis, etc. Five new SOCs were involved, such as kidney and urinary system
diseases, hepatobiliary system diseases, investigations, nervous system disorders and musculoskeletal and connective tissue
disorders. CONCLUSIONS When clinical application of baloxavir marboxil, in addition to the adverse drug reactions mentioned in
the drug instructions, attention should be paid to abnormal liver function, hematuria, hemorrhagic cystitis, etc, so as to guarantee
the safety of drug use.

KEYWORDS baloxavir marboxil; adverse drug event; pharmacovigilance; proportional reporting ratio; drug safe use
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s 2 MRS BT AR 5 2018 4F 8 H 4 36 [5l FDA #ILYEH T
RITARIRTE 12 2 R UL B ANFERY 2vE a2 2021
AE4 AEFRERAS L fdfE T 12 % KDL B aipE R
RN C AV B AT, B AE RE A (g R Y F8 35 L) AT
E T AT ey JRURS: 1) AR 5 2022 4F 1 A A9 AT [FI I 5K
BRI

F5 Py YD A5 AE [ N Ab LTI Rl A I R 25 0 72
H A R T PP . 56 FDA R R S04y
Z 45 (FDA adverse event reporting system, FAERS) it £
KA ESE NN R RS54 (adverse drug event,
ADE) {5 BRI G B, AT 7E—E BB b 29
ADE (%) & A% . 3T, A i 53 38 2o 12 4 58 =
FAERS $4Ji 2 1 35 % V0 5 M G B9 ADE 5 5, %2l
I IR 2 4N RIS
1 #EREHE
1.1 HERIFESIHE

55T 26 [H FDA AU 5 H (openFDA)F- 65
(https://open.fda.gov/apis/drug/event/ ) $£ 0 2018 4F 1 H 1
H—20224:5 H 31 H 4214 “baloxavir marboxil” sl H:
T i 44 “Xofluza” iy = EE M EEXT 42 1) ADE #4543 51 Ak
G AR EE R B AR B R S L2
WESE AR T 50 M . (S =07 73 H7°F- 5 OpenVigil 2.1
(http : //openvigil.sourceforge.net ) X £ #i5 i 17 2 B | V5
VeI BR HE AL, KA DLED B v 55 O TR BE 25 W) 1Y) ADE
o
1.2 Ak

A 5T R H LA ) 2 LE (proportional reporting ra-
tio, PRR)VEIZHEIG ELIE VI 19 ADE{5 5. PRR AN Y1)
TR T PR R 4 0 o 3 DU A% 3R (3% 1) , PRR=[a/ (a+
b)]+[c/(c+d)], ¥'= 3 [(O—E)YE], Hth O=a, E= (a+
b) (a+c)/(a+b+ctd) o ZHRRALMTE, AW 50R 4t
$a=3 PRR=2 H. ' =45 N FHPEAS 5 A4 O, il 2
R EAE N R IR 259 5 H Ax ADE B A 481t 2% CHK
PRREBE A, AN B A5 5l , i B AR 2549 5 B bw
ADE Z [A| ) 4eit2: X R iR ADE {552 M E bR &
2% FH 15 1) 84 (Medical Dictionary for Regulatory Activi-
ties,MedDRA ) (%5 25.0 i) i) R G 48 B 4325 (system or-
gan classification, SOC) Fll 1 #£ R 1% (preferred term, PT)
HEAT A3 AR, I 0 B2 it 8 W] 43 0 346 87 i) ADE
55,
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2 #£R
2.1 ADEREEAFR
2 [E FAERS 304 4 2018 4F 1 H 1 H —20224E 5 F

31 HALREU T 6 367 561 4] ADE i 5, Horb LAF B 9% 7
T FEW B S ECR 1 424 61 (5 0.02%) . I
ADE & TP DL 2ot (614 4], 1 43.129%) #1118 2 LAT (400
], 5 28.09% ) B # W& 2 5 FHEUR Z 1Y E 502 36 [E (755
], 4 53.02%) , Hk ok HAS (656 141, 115 46.07% ) 5 245 -5
T IE R (944 491, 1 66.29% ) . HARIESLWLFE 2,

*2 BEEDFADEREMERER(n=1424)

BiH Wk RERUH wi %
iy 20184 1l 077
0194 808 56.74
20204 529 3115
20215 39 274
W0 37 260
HAER U 517 3631
% 614 8.1
il 293 2057
BHERE <184 400 2809
18~64% 383 2690
2654 192 1348
Nl 449 3153
T ER FH 755 53.02
A% 656 46,07
RH 4 028
WA K 2 0.14
i | 007
KA 6 042
G R il 944 66.29
COVID-19 15 105
Tl 1l 0.7
TRIHIN R 2 0.14
TR 2 0.14
L 2 0.14
i 2 0.14
EECOVID-19 | 007
KAl 45 3105

22 ADEESHWMER

DI K Vb5 R E RN EE LMY 1 424 151 ADE # iy
o, 359 ) ADE {55 4604, I PRRIESEA TG, LA
A9 ZBHYE R ADEAE 5 o 280 e - HERR ™ b 0] f 4%
Fsi PR M TR RRE S 1245 5, L3RS 37 A4
ADE {5 %, 30 2 3, Horp, L3 J& A 3 47 ) ADE
{555 5 A IEYS WKk R & AL 3 R  , PRR B &
I 309 ADE 5540 Bl B 2 i 25 1 2 il
MBS o 5 3 ELIE VD5 R 1 25 b AR B X EE L A
181~ ADE {55 i AW UL A5 o
2.3 SOCKHEADEFES

37~ ADE {5 53t 3 )2 104> SOC, HH A #2553 0%
HE S8 2 (104) , HR A 4 B S 25 2 3R A
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&3 EEFAERSHIEEHHEZDEHEXADERFES

iy PT s PRR be
| 55 08 217 494
2 il 54 219 344
3 W R 30 1095 261.56
4 EREk 2 349 2.0
5 B n 1810 33800
6 Bl n 255 1927
7 iEgli 2 840 129.80
8 LGN 17 1409 193.73
9 fhsE 17 599 65.90
10 il 15 265 1381
1l KRER 15 408 EIR)
1 BIRRAT 14 13.16 145,30
13 i 13 567 4550
14 FimL 13 7.6 64.02
15 BFERT & 1 33.06 34262
16 TFhmeses 1l 599 4085
17 ZIpHHaH 10 18.68 14987
18 415t 10 250 756
19 IFEREIE: 9 268 787
20 I K 8 897 4893
2 EWHET 8 349 1187
n S L Pt 7 94 459
pi] Ei 7 371 11.29
% Mg 6 303 670
2% SHENERRGATE: 6 55 1790
2 T 6 491 15.00
Wi fki 5 390 810
b} %1 5 618 1682
29 Mg 4 40 687
30 bR R 4 3.9 66.40
3l AR 4 1725 4597
3 it 4 466 813
3 kA% 4 901.76 2479.10
34 e 4 5.6 988
35 (Y8 4 1023 2%.70
3 N7 3 1233 2090
37 e 3 836 1276
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3.1 WMEEXRER
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Wb bR ST IE R B 2 i 25 1 5 HAL TR FE 25
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AP IhfE S H i) ADE 4R & . Koshimichi 25" 75 2 i34 )
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