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Abstract: Objective To mine the adverse drug event (ADE) signals of commonly used 5~hydroxytryptamine 3 receptor
antagonists (5-HT3RA), including ondansetron, granisetron, palonosetron and dolasetron, and to explore the relationship
between adverse events and drugs to provide references for clinical medication decisions. Methods The data of ADE report-
ed in the Adverse Event Reporting System (FAERS) were extracted from the first quarter of 2016 to the last quarter of 2020,
20 quarters in total. The reported odds ratio (ROR) and medicines and healthcare products regulatory agency method
(MHRA) were used to mine the adverse drug event signals of the above mentioned four 5-HT3RAs. The Medical Dictionary
Sfor Regulatory Activities (MedDRA) was used to standardize and unify the terms of ADE. Analyze and compare the adverse

reaction signals obtained from the screening. Results Totally 991 ADE signals of ondansetron were obtained, involving 25
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system organ classes (SOCs). The signals that should be paid close attention to in clinic included congenital, familial and

genetic disorders and fetal exposure during pregnancy. Totally 54 ADE signals of granisetron were obtained, involving 10

SOCs. The signals that should be paid close attention to in clinic included the way of drug use, various reactions of topical

drug site and gastrointestinal reactions. Just one ADE signal which belonged to the blood and lymphatic system disorders of

palonosetron were obtained, with 5 cases reported. Conclusion The main systems and organs involved in ADE signals of

the three drugs were significantly different. Ondansetron involved more SOCs than granisetron and palonosetron. It should

be noted that the use of ondansetron during pregnancy may be teratogenic. When using this type of drugs as antiemetics, it

is recommended to conduct a pre—medication evaluation of the patients, including the underlying disease in the assessment,

and pay close attention to the patient’s vital indicators during the medication process. Ondansetron should be avoided dur-

ing pregnancy.

Keywords: 5-HT3 receptor antagonists; ADE signals; Measures of disproportionality; Data mining
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Tab. 2 Top 20 signals of signal strength and number of reports of adverse drug reactions caused by ondansetron
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Note : *means the PT is not included in the specification, *means the PT is mentioned in the specification but not confirmed.
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Tab. 3 Top 20 signals of signal strength and number of reports of adverse drug reactions caused by granisetron
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Note : *means PT not included in the specification.
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coc B P I - E DA
Fos Helbse GlIEeait/%e (F580  Hebs B0 R/ %
RS RPE R G PE A PR 232 8360 19.32 — 0
250 P B SR R AR 44 7846 18.14 12 372 25.94
L ES 37 4709 10.89 —
B BAR B0 107 4025 9.30 —
A E N ) e NPT 77 3902 9.02 —
RS BB R 81 3344 7.73 —
4 B PRI I 2 2 N 45 ol RN 19 2130 4.92 24 480 33.47
SERIBT AR B R P S AR 53 1519 3.51 1 8 0.56
B W 2 P 43 1300 3.01 4 257 17.92
KA 19 916 2.12 — 0
B Rk B I 18 902 2.09 — 0
KRG RGP 41 885 2.05 — 0
PRI B R 26 692 1.60 — 0
F R B Bz T PR 22 577 1.33 4 33 2.30
B HIE S PR 2 SR 5505 26 399 0.92 — 0
AL - S 2 4 2 21 35 342 0.79 1 9 0.63
AR B 25 320 0.74 — 0
E e WSEN T 24 310 0.72 — 0
1178 5 R EL A ISR 17 219 0.51 2 8 0.56
(IR NS 16 206 0.48 — 0
JIFIR 52 GE 9 7 182 0.42 — 0
B A T AN B ) s (B R AT PRI ) 11 104 0.24 1 7 0.49
NI 2R GL 0 8 44 0.10 — 0
oI R GLPR 2 21 0.05 — 0
HAFAR ST A — 0 2 27 1.88
7 iy (] 1 0.02 3 233 16.25

VEIF K AE T, ADE A5 5 2 T AE iRl # i )L
5. BRI ADEAF ST i Ul BB A R
JOE TR IR BAAB Y AR R R A 25 5T LA
SRR " O A8 SR " AR U &, B
5 0 B PH R B S BB H BT AR o A
PIRAZ I SE 7R | B3 PRI ADE 5787 2 J LAt ik
A REATAER R S, AR R ] 5 ) ) Bn] E G
T A= LSRR 1 KU, , I 71T fiE 3R K451~ SOC,
DA LA B 5 A 1 S

(EAHTE B2, ARWF 5T & BB P ) AR 55
A AR R B e AU, o BIFSE 7 , 7E 56 1R 294 80% HY 4
3 A8 A O R I 3 ] 3 7 R B O A 2
(American College of Obstetricians and Gynecolo-

gists, ACOG) AL, fF Y S 0o AR 1k i S L 25 7

IBIT G PR RIS A AR R R T ROR B Y
2l WOk i 22 N T A ORI K k0 L2 B
P 8, X PR BN 5 G il B R B A A
TR & B AT S SO LA & RE 2 SO i L
T E o R TR AT A O R R BT X
1976 4F—2008 4F {1 2 7 {if F 245 1 () kA7 Y 52 3
55030 kB, B PR R 55 E AT R AR R F Y
AbJ7 TR Ak 250 (B BEE S A B AT R A
MK ik v foff 301 238 R Ap 22 B[] ) 385, R 2 414 5 2
FOG AT ORI A & P F B IR LS B EAT T [l
JR PR A e T R 0 G L™ R AR S R XL
Wz g ok, HAr, BA 2 AR R E
Fe Rk A 2Z 0] 5¢ R B IRA TR =098 & 3%, (R
SR KA, O ARk AR KRR,

-97 -



IR 242 2022 4F 2 J 58 12 85 1 4]
Anti—tumor Pharmacy, February 2022, Vol. 12, No.1

T
EFFAR R ESTHAE

Gl RGN
Pk R GEIR I

Rk Tk B AN A R (L RS ZEIRALE AR)
M RSER

MR I E RGN
M5 M E R

T R G SRR T
HR#8 B 0%

R B B 45 S AL A
55 JHE 2k PR 2R G IR

Bk KB AP

AR R E TR

HRMZ ARG

B RIS

TR

= 1E

SERI AR K e AR L
S SRR K2 2 AL T S
o2 B

MR R GE il K RS
G R RR IR

. L ES
BRI DM IRAEISOE
TR R R IR M AR MR

u AR E B
u T E) B

10 20 30 40
ARFHES R LRGEHR T RE GIBR R %

H1 BARARBEARERRGEE T R F RS0 B K

Fig. 1 Composition ratios of reports of SOCs involved in ADE signals of ondansetron and granisetron
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