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Signal detection and analysis of adverse events associated with iptacopan based
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Abstract: Objective To mine the adverse event signals of iptacopan based on the FAERS database, aiming to provide references for
clinically safe medication. Methods Adverse event reports from the FAERS database (Q4 2023 to Q3 2025) were downloaded. Signal
detection was performed on reports in which iptacopan was the primary suspected drug, using the ROR and BCPNN methods. The
Weibull distribution test was used to evaluate the onset time of adverse events. Results A total of 396 adverse event reports with
iptacopan as the primary suspected drug were retrieved, of which 35.1% had serious outcomes, involving 23 SOCs. After excluding
signals related to drug indications, disease clinical manifestations, and unrelated adverse events, 28 positive signals were identified.
Among these, five signals were not included in the drug label, including brain fog, oropharyngeal pain, ear infection, eye redness, and
melena. The Weibull distribution showed that adverse events mainly occurred in the early stage after drug administration, particularly
within the first month, accounting for 44.6%. Conclusion During patient treatment, in addition to monitoring common adverse events
of iptacopan, attention should be paid to the monitoring of new adverse events, especially within the first month of treatment.
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Table 1 Methods and thresholds for adverse event signal calculation
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Table 2 Adverse event reports for iptacopan
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Table 3 Distribution of adverse event signals for iptacopan by SOC
soC i3 [EReE ROR (95% CI) IC (ICo2s)
A YRR S 25 A A N 161 3 0.89 (0.75~1.05) -0.15 (-0.39)
B W & 8ot 161 7 2.04 (1.73~2.42) 0.91 (0.66)
&R 132 5 2.42 (2.01~2.90) 1.16 (0.88)
W RGN 107 3 1.51 (1.23~1.84) 0.54 (0.24)
TR YL AR 2R I 92 3 1.50 (1.21~1.86) 0.54 (0.22)
R AR I RE 66 0 0.42 (0.33~0.54) -1.14 (-1.49)
S LN = Y s R RAA 46 0 0.88 (0.66~1.19) -0.17 (-0.60)
IR AN L R G R 45 2 2.56 (1.90~3.44) 1.31 (0.83)
Bk B B IS B 41 1 0.69 (0.50~0.94) -0.52 (-0.96)
G W FHUA R 2R G 40 2 2.64 (1.92~3.62) 1.36 (0.85)
MR R 40 B K BRI 33 1 0.67 (0.47~0.94) —-0.56 (-1.05)
R 22 0 0.45 (0.30~0.69) -1.10 (-1.68)
MR8 B BR 18 1 0.83 (0.52~1.33) -0.26 (—0.91)
I3 5 R L 25 16 0 0.85 (0.52~1.39) -0.23 (-0.93)
R I8 TR 15 0 0.71 (0.43~1.18) -0.48 (-1.19)
G 3% R G 9 0 0.72 (0.37~1.38) -0.48 (-1.35)
Rt M RV ST AS B 1 iR 6 0 0.33 (0.15~0.74) -1.58 (-2.53)
77 i 7] R 5 0 0.21 (0.09~0.51) -2.21 (-3.19)
LIRS B 5 0 0.26 (0.11~0.62) -1.94 (-2.93)
HTIE R 48505 4 0 0.41 (0.15~1.09) -1.28 (-2.39)
A B8 FR 4 S LI 4 0 0.65 (0.24~1.72) -0.63 (-1.82)
BTk % 2 0 0.47 (0.12~1.87) -1.09 (-2.48)
TEYRI R R L R 1 0 0.31 (0.04~2.21) -1.68 (-3.12)

#REFRIN TG 2 A5 5157387 SOC.

# represents a SOC that simultaneously conforms to two signal calculation methods.
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Table 4 Distribution of adverse event signals for iptacopan by PT

PT % ROR (95% CI) IC (ICo2s)
BN 49 5.75 (4.31~7.66) 2.46 (1.92)
9% 57 36 2.77 (1.99~3.87) 1.44 (0.89)
JiERE 28 2.60 (1.79~3.79) 1.36 (0.74)
Wy 24 212 (1.41~3.17) 1.06 (0.42)
223 17 2.32 (1.44~3.74) 1.20 (0.41)
ML /NBR T ER B 17 9.92 (6.14~16.03) 3.29 (2.03)
B 56 15 3.93 (2.36~6.54) 1.96 (0.99)
ko 15 2.19 (1.31~3.64) 1.12 (0.29)
JEE AN E 14 5.02 (2.96~8.51) 2.31 (1.22)
. ] e v 14 17.20 (10.15~29.17) 4.08 (2.29)
R 13 241 (1.40~4.17) 1.26 (0.35)
Ji20 11 3.14 (1.73~5.69) 1.64 (0.57)
o2 9 2.82 (1.46~5.43) 1.48 (0.33)
TR 8 2.90 (1.45~5.82) 1.53 (0.29)
S 1L 8 414.59 (203.00~846.73) 8.61 (2.15)
JIE K 6 3.64 (1.63~8.12) 1.86 (0.30)
i 25 5 4.89 (2.03~11.78) 2.28 (0.38)
I M 2 g ™ 5 3.08 (1.28~7.41) 1.62 (0.01)
tBEIR 4 15.13 (5.66~40.42) 3.91 (0.69)
B gy 4 6.39 (2.39~17.07) 2.67 (0.32)
AR 78 1 4 4,62 (1.73~12.35) 2.20 (0.13)
ML A 5 4 34.37 (12.85~91.96) 5.09 (0.86)
e 3 11.80 (3.80~36.68) 3.55 (0.22)
S b 3 11.33 (3.64~35.21) 3.50 (0.21)
1 A PR 3 8.68 (2.79~26.97) 3.11 (0.12)
SRR R 3 38.16 (12.25~118.85) 5.24 (0.44)
ol ok 3 8.10 (2.61~25.16) 3.01 (0.10)
I H v = Ee T e 3 14.69 (4.73~45.69) 3.87 (0.28)
*FR 2 B P AR A R
* indicates adverse events that are not recorded in the drug instructions.
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