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Signal mining and analysis of rimegepant adverse events based on FAERS
database
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Abstract: Objective To explore the risk signals of rimegepant, and provide reference for clinical rational and safe drug use. Methods
Adverse drug event report data related to rimegepant from January 1, 2020 to March 31, 2024 were collected from the FAERS database.
The ROR and BCPNN methods of the proportional imbalance method were used for data mining, and the preferred system organ
classification and preferred terminology of the Adverse Drug Reaction Terminology Set were utilized to classify and describe the mined
risk signals. Results A total of 10 550 adverse event reports were extracted with rimegepant as the first suspected drug, excluding
missing data, there were a total of 965 (9.15%) male patients and 6 710 (63.60%) female patients. A total of 38 positive signals were
obtained after screening, and the systemic organs where more reports occurred were gastrointestinal disorders, various neurological
disorders and systemic disorders, and various reactions at the site of administration, the main new adverse events with a strong signal
strength were instability of therapeutic product effect, excipient reaction, tongue discomfort, morning sickness, intoxication sensation,
and nasal edema. Conclusion The common adverse reactions occurring in the real world with rimegepant are consistent with the
specification, but there are more new, suspicious, and not contained in the specification of the adverse reactions, the clinical use of the
drug should be focused on to protect the safety of patients using the drug.
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Table 1 Fourfold table of disproportionality methods
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Table 2 Formulas and thresholds of ROR and BCPNN methods
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Table 3 Basic information of rimegepant-related adverse
event reports
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Table 4 Signal strength of reports of rimegepant at the PT level

socC PT n/ ROR (95%Cl) IC (ICo2s)

B RS ol 603 3.55 (3.26, 3.86) 1.71 (1.59)
mg it @ 151 1.48 (1.26, 1.74) 0.55 (0.31)

2] 130 2.76 (232, 3.29) 1.42 (1.17)

JERBANE 98 2.16 (1.77, 2.63) 1.08 (0.79)

HILAR 77 3.62 (2.89, 4.53) 1.79 (1.46)

B i @ 38 156 (1.13, 2.14) 0.62 (0.15)

Jih g a 15 2.59 (156, 4.31) 1.23 (0.51)

i IR B el @ 13 435 (252, 7.51) 1.80 (1.03)

HAE e 11 7.21 (3.98, 13.06) 2.24 (1.40)

I 3 7 @ 9 2.93 (1.52, 5.65) 1.29 (0.38)

FUAK 2 6 3.77 (1.69, 8.41) 1.43 (0.33)

KRR RGIEIF e 195 1.76 (152, 2.03) 0.79 (0.58)
Wl 2 129 2.73 (2.29, 3.25) 1.41 (1.15)

5 2 26 2.16 (1.47, 3.17) 1.04 (0.49)

2503 A A Sk 0 17 55.64 (34, 91.06) 3.76 (3.06)

H Rk 6 4.26 (191, 9.50) 1.53 (0.44)

A S VR RGPS PR Y. R R e 152 2.67 (2.27, 3.14) 1.38 (1.14)
BRI AR AR 2 144 65.08 (54.81, 77.27) 5.39 (5.14)

TP Je% 2 9 7.12 (3.69, 13.74) 2.14 (1.22)

PR TR @ 4 4.48 (1.68, 11.97) 1.40 (0.10)

G I R BRI ER B 118 2.67 (2.22, 3.20) 1.38 (1.11)
T 7 B @ 11 11.89 (6.55, 21.57) 2.63 (1.79)

o TR 700 1 3 A e v @ 6 6.74 (3.02, 15.06) 1.88 (0.79)

B R ROE U i F2 v B g @ 56 3.29 (253, 4.29) 1.65 (1.26)
G HIEREAY e 22 2.70 (1.77, 41D 1.32 (0.72)

SR EA IR 6 5.50 (2.46, 12.28) 1.74 (0.64)

Bk B B R IR HHEE 2 59 1.61 (1.25, 2.08) 0.67 (0.29)
Bk B 950 % @ 30 2.42 (1.69, 3.46) 1.20 (0.68)
Hong a 21 2.28 (1.49, 3.50) 1.10 (0.49)

W it 2 5.90 (2.21, 15.79) 1.57 (0.27)

N 3 6.91 (2.22, 21.53) 1.47 (0.02)

FE AR IR A @ 14 1.85 (1.09, 3.12) 0.80 (0.06)
RLiH 2 9 2.23 (1.16, 4.30) 0.99 (0.07)

WP RS B K N 90 W 50 e fl @ 10 2.11 (1.13, 3.92) 0.93 (0.06)
Bk e 3 9.22 (2.95, 28.78) 1.59 (0.13)

UL PR B B 4 4l 2R INAEGER R 10 2.23 (1.2, 4.15) 1.00 (0.13)
138 5 ik B2 A8 2800 HHIHR 2 5 3.90 (1.62, 9.39) 1.39 (0.21)
BEYRIT AR R AR =it 2 3 11.89 (3.8, 37.18) 1.67 (0.21)

a: iU ARBARAN RS, FRFA.

a: adverse events not documented in the label, same as below table.
BRI 5K DA S AE & [ BT A —F 5% sk,
B S8 T PE S BN A R DUEREBGERAERE
BETC. BRIR. fE KRR LR, IXELEREE 5
N RN, 2t T %2 AR A RS

TR AR, xS B 2 M 2R .

AHIE TR Hi 58 7 P A R RS 5 12
RBUE B I R B IMA RGN L4 5
PRI 55 7 T SRS o BRUCHT B A IA R



« 2412+ HI9FFEOH 20244FE9H

AR b A

Drugs & Clinic \ol. 39 No. 9 September 2024

x5 WMEFTHFHEXTREMHESRERRA 20 fIHY PT
Table 5 Top 20 rimegepant adverse event signals in
descending order of signal intensity

PT n/l  ROR 95%Cl
VRIT P R RR AR 2 144  65.08 54.81~77.27
2t B g R A S 17  55.64 34.00~91.06
TR 77 I S @ 11 11.89  6.55~21.57
HAE 2 11 721  3.98~13.06
jmnt 2 3 11.89  3.80~37.18
[ 9 712  3.69~13.74
s 603 355 3.26~3.86
PRI T 3k B S @ 6 6.74  3.02~15.06
EK e 3 9.22  2.95~28.78
HHAR 77 3.62 2.89~453
U i) 2 v 25 R 2 56 329 253~4.29
1l R R @ 13 435 252~751
CHVIREA IR 2 6 550  2.46~12.28
g 130 276  2.32~3.29
W i 2 129 273  2.29~3.25
RS2 2 152 267 227~3.14
B B 118 267 2.22~3.20
FEH 2 3 691 2.22~2153
Wy ot ik 2 4 590 2.21~15.79
7K 2 6 426  1.91~9.50
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