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[ Abstract | Objective To mine the adverse drug events (ADE) signal of avatrombopag, an effective
drug for thrombocytopenia treatment, based on real world data in order to provide reference for its clinical
safety application. Methods The OpenVigil2. 1 pharmacovigilance platform was used to obtain the ADE
report data of avatrombopag from May 2018 to March 2023 in the database of FDA adverse event reporting
system (FAERS). The ADE signals were classified and described by the system organ class ( SOC) and
preferred term ( PT) of the ADE terminology set in the Medical Dictionary for Regulatory Activities
(MedDRA) , and reporting odds ratio (ROR) and UK Medicines and Healthcare Products Regulatory Agency
(MHRA) comprehensive standard were used to detect the positive ADE signals. Results A total of 1 879
ADE reports related to avatrombopag were obtained, 24 SOCs were involved, and 28 positive ADE signals
were detected at PT level. Among these signals, the strongest ones were renal vein thrombosis, portal vein
thrombosis and graft versus host disease, while the reports accounting for the largest numbers were headache,
fatigue and asthenia. There were 8 ADE signals discovered newly, that is, seasonal allergy, back disorder,
musculoskeletal discomfort, flatulence, hypersomnia, rash macular, emotional disorder, and rhinorrhoea.
Conclusion  For clinical use of avatrombopag, clinicians should not only concern the risk of thrombosis, but

also pay close attention to ADE signals such as seasonal allergy, back disorder, musculoskeletal discomfort,
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flatulence, hypersomnia, rash macular, emotional disorder, and rhinorrhoea that are not documented in the

instructions.
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R B 16 25 (1.33) 1.53 (1.03~2.28) 1.52 (4.48)
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J Bk B R L ZL R 25 50 (2.66) 0.86 (0.65~1.14) 0.87 (1.09)
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J 10 At ] 5% i e, X v s (0] R %ok 5 5 ity A v
b, AT RE S FAERS B4 £ A ) 1 5 R b X 1 4 P
RN K MRS , AR Hamg B 2018 4F
5 HARHAELIK , ADE 45 B 5t 20 47 34 1 i 4, 2022 4F
AR Z , R 704 6], H T FAERS B 508 H 5 5 2]
2023 4F 3 1, Kt 2023 AEAUA 157 f i . ADE #i
TR 1T DK T AT 3 1 =B PR AT e BT AR
P4 7 FH Y Bl 2 i ) R R 2, & E ADE 1y
BEBCRREZ I 2, B, 78 I AR BT R 1A 0
(i R, N S FE ) T R RV FE R ADE,

&6 PU{XpiiARAY ADE KEES

PT BB ( %) ROR (95% CI) PRR (X?)

B K A A4 T B 3 (0.16)

153.06 (48.63~481.77)

152.49 (441.33)

I IR R AR T 1 5(0.27) 56.92 (23.54~137.64) 56.58 (270.68)
ALY 0% 4 (0.21) 19.40 (7.25~51.89) 19.31 (69.25)
A 4 (0.21) 13.77 (5.15~36.82) 13.71 (47.05)
JH-PE i 3 (0.16) 11.06 (3.56~34.39) 11.02 (27.29)
— BB RR I S 3 (0.16) 9.44 (3.04~29.35) 9.41 (22.52)
VRER M AR T B 10 (0.53) 7.40 (3.96~13.80) 7.32 (54.57)
BTk S 3 (0.16) 6.07 (1.95~18.88) 6.05 (12.65)
A P 3 (0.16) 6.03 (1.94~18.75) 6.01 (12.53)
P45 16 (0.85) 5.91 (3.61~9.70) 5.82 (64.00)
P 3 (0.16) 5.57 (1.79~17.33) 5.56 (11.21)
WA B 3 (0.16) 5.55 (1.78~17.24) 5.53 (11.13)
oSl 95 (5.06) 5.32 (4.30~6.59) 4.82 (294.33)
Kt Hf. 6 (0.32) 5.27 (2.36~11.76) 5.24 (20.57)
1 B S ik 7 (0.37) 4,58 (2.17~9.63) 4,54 (19.38)
JFOI R 5(0.27) 4.11 (1.71~9.91) 4.09 (11.69)
ifi s 2 9 (0.48) 4,10 (2.13~7.91) 4,07 (20.85)
A2 A0 M 6 (0.32) 3.90 (1.74~8.70) 3.87 (12.81)
LR AT 5(0.27) 3.76 (1.56~9.05) 3.74 (10.05)
MR 3o i 3 (0.16) 3.52 (1.13~10.93) 3.51 (5.38)
N AL 3 (0.16) 3.31 (1.07~10.30) 3.31 (4.83)
(it 20 3 (0.16) 3.12 (1.00~9.68) 3.11 (4.29)
MHTE R, 8 (0.43) 2.86 (1.43~5.74) 2.84 (9.58)
S Rp o 6 (0.32) 2.82 (1.26~6.30) 2.81 (7.01)
%35 67 (3.57) 2.71 (2.11~3.49) 2.57 (66.52)
H I 9 (0.48) 2.62 (1.36~5.05) 2.60 (8.89)
=z 5 22 (1.17) 2.11 (1.38~3.22) 2.08 (12.47)
G B ik 12 (0.64) 2.02 (1.14~3.57) 2.00 (6.07)
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