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Detection and analysis of pemigatinib adverse event signals based on FAERS
database
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Abstract: Objective To mine adverse drug event signals related to pemigatinib using the FAERS database, in order to provide
evidence for clinical medication safety. Methods Adverse drug events reports related to pemigatinib from the FAERS database
between the second quarter of 2020 and the first quarter of 2026 were collected. Data mining was performed using ROR, PRR, BCPNN,
and MGPS methods. Results A total of 688 adverse drug events reports related to pemigatinib were collected. The main outcomes of
these adverse drug events were hospitalization or prolonged hospitalization and death. A total of 54 positive adverse drug events signals
were identified, involving eight SOCs. The top five adverse drug events by report frequency were alopecia, hyperphosphatemia,
constipation, anorexia, and mucositis. The top five adverse drug events by signal strength were nail toxicity, skin calcification,
hyperphosphatemia, trichiasis, and elevated blood phosphate levels. Some adverse drug events not mentioned in the drug’s label were
also identified, such as anorexia, dehydration, calciphylaxis, skin calcification, hypercalcemia, calcium deposits and reduced fluid
intake. The median onset time for pemigatinib-related adverse drug events was 61 days, with 50.00% of cases occurring within the first
two months of treatment. Conclusion In addition to monitoring common adverse drug events, potential adverse events, especially
those occurring within the first two months of treatment, should also be closely monitored during pemigatinib therapy.
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Table 1 Four table for ratio imbalance method
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Table 2 Calculation formulas and thresholds for the four
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Table 3 Characteristics of adverse event reports related to
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Table S Top 30 PTs by number of adverse event signals reports for pemigatinib
PT n/f ROR (95% CD PRR () EBGM (EBGMos) IC (ICo2s)
iR 55 8.48 (6.49, 11.08) 8.30 (354.08) 8.30 (6.35) 3.05 (2.49)
e T I ITTLAE 44 525.87 (387.66, 713.34) 515.91 (21 627.78) 493.48 (363.78)  8.95 (4.92)
A 33 4.03 (2.86, 5.68) 3.98 (73.98) 3.98 (2.82) 1.99 (1.37)
BARIR 33 3.83 (2.72, 5.40) 3.79 (68.01) 3.79 (2.69) 1.92 (131D
i B ¢ 31 13.33 (9.35, 19.01) 13.17 (348.57) 13.16 (9.23) 3.72 (2.74)
EEE 30 11.58 (8.08, 16.61) 11.44 (286.00) 11.43 (7.97) 3.52 (2.57)
IR A=t 27 289.16 (196.94, 424.59) 285.81 (7474.65) 278.80 (189.88)  8.12 (4.12)
¥ i 26 74.08 (50.26, 109.17) 73.26 (1841.39) 72.79 (49.39) 6.19 (3.75)
TR 24 1038 (6.94, 15.52) 10.28 (201.11) 1027 (6.87) 3.36 (2.32)
J IR 24 437 (292, 6.53) 433 (61.63) 433 (2.90) 2.11 (1.35)
R RS 18 12.32 (7.75, 19.60) 12.23 (185.60) 12.22 (7.68) 3.61 (2.28)
HEA M SEAALE 16 18.84 (11.52, 30.83) 18.72 (268.05) 18.69 (11.43) 422 (249
B IhaE i E 16 4.84 (296, 7.92) 4.82 (48.42) 481 (2.94) 227 (127
ik 15 1239.15 (726.15, 2114.58) 1231.14 (16629.69) 1110.54 (650.78) 10.12 (3.22)
i K* 15 3.87 (2.33, 6.42) 3.85 (31.66) 3.85 (2.32) 1.94 (0.98)
W 2k 14 16.00 (9.45, 27.06) 15.90 (195.35) 15.88 (9.39) 3.99 (2.25)




© 1784 « FEHNBEH 20264 F6H AN H w5 %L Drugs & Clinic Vol. 41 No. 6 June 2026

Fz5 (&)

PT n/f ROR (95% CI) PRR () EBGM (EBGMys) IC (ICns)
e R 13 199.56 (115.15, 345.83) 198.44 (2509.92) 195.04 (112.55)  7.61 (2.93)
fe AR, 13 95.77 (55.40, 165.57) 95.24 (1202.25) 94.46 (54.64) 6.56 (2.84)
it 13 69.74 (40.37, 120.49) 69.36 (870.57) 68.94 (39.90) 6.11 (2.78)
F5AY, B AE 10 193.79 (103.58, 362.55) 192.96 (1877.67) 189.74 (101.42)  7.57 (2.51)
g 9 9.75 (5.07, 18.77) 9.72 (70.34) 9.71 (5.04) 3.28 (1.46)
R B {3 £ 9 432 (225, 8.32) 431 (22.89) 431 (2.24) 2.11 €0.78)
I A 8 55.85 (27.85, 112.00) 55.66 (427.34) 5539 (27.62) 5.79 (2.01)
4Rl 8 9.33 (4.66, 18.69) 9.30 (59.25) 9.30 (4.64) 3.22 (131
I 9 0E 8 8.89 (4.44, 17.80) 8.86 (55.76) 8.85 (4.42) 3.15 (1.28)
A B A 2 7 22.83 (10.86, 47.98) 2276 (145.38) 2272 (10.81) 451 (1.59)
MRAHLT & T 7 9.86 (4.69, 20.70) 9.83 (55.48) 9.82 (4.68) 3.30 (1.20)
i & 9 7 9.69 (4.61, 20.35) 9.66 (54.34) 9.66 (4.60) 3.27 (1.19)
SEIS AT AT 7 6.76 (322, 14.20) 6.74 (34.23) 6.74 (321D 2.75 (0.95)
J7 As AL 6 592.48 (260.48, 1347.63)  590.95 (3358.49) 561.70 (246.95)  9.13 (1.67)

*: A AL

*: not mentioned in the drug instructions.

*6 MABERAREHRERESIRER 30 B8 PT
Table 6 Top 30 PTs by signal strength in the pemigatinib adverse event signals

PT n/f5l ROR (95% CD) PRR (%) EBGM (EBGMO05) IC (IC025)
FeH EE 15 1239.15 (726.15, 2114.58)1231.14 (16 629.69) 1110.54 (650.78) 10.12 (3.22)
SR 6 592.48 (260.48, 1347.63) 590.95 (3358.49) 561.70 (246.95) 9.13 (1.67)
e T TR L AE 44  525.87 (387.66, 713.34) 51591 (21 627.78)  493.48 (363.78) 8.95 (4.92)
{3 4 509.93 (187.11, 1389.77) 509.06 (1941.01)  487.21 (178.77) 8.93 (0.98)
A& 27  289.16 (196.94, 424.59) 28581 (7474.65)  278.80 (189.88) 8.12 (4.12)
R 13 199.56 (115.15, 345.83) 198.44 (2509.92) 195.04 (112.55) 7.61 (2.93)
B A, B AE " 10 193.79 (103.58, 362.55) 192.96 (1877.67) 189.74 (101.42) 7.57 (2.51)
QiR 3 170.12 (5436, 532.34)  169.90 (496.27) 167.40 (53.50)  7.39 (0.52)
THHRAE 4 14272 (53.19, 382.93)  142.47 (554.94) 140.71 (52.44)  7.14 (0.98)
MM AR T RN 3 118.55 (37.98, 370.02)  118.40 (345.60) 117.18 (37.54)  6.87 (0.51)
IR TN B At 2 6 115.09 (51.44, 257.49) 114.80 (670.05) 113.65 (50.80)  6.83 (1.63)
BHERAR 3 11046 (35.41, 344.65) 110.32 (321.87) 109.27 (35.02)  6.77 (0.51)
FeH AR, 13 9577 (5540, 165.57) 9524 (120225 94.46 (54.64)  6.56 (2.84)
PR R 5 86.12 (35.69, 207.79) 85.94 (416.59) 8530 (35.35)  6.41 (1.32)
FJ 3 8298 (26.63, 258.55) 82.88 (240.91) 82.28 (2641)  6.36 (0.50)
e R 26 74.08 (5026, 109.17)  73.26 (1841.39) 72.79 (49.39)  6.19 (3.75)
Jiit, 13 69.74 (4037, 120.49)  69.36 (870.57) 68.94 (39.90)  6.11 (2.78)
FROO RS TE BRR BRAL BRORAE 3 60.01 (19.28, 186.75) 59.93 (172.92) 59.62 (19.16)  5.90 (0.48)
I T3 FAIG 8  55.85 (27.85, 112.00)  55.66 (427.34) 5539 (27.62)  5.79 (2.01)
AR B 3 5333 (17.14, 16591)  53.26 (153.12) 53.01 (17.04)  5.73 (0.47)
B JRUTE" 3 46.48 (14.94, 144.55) 46.42 (132.78) 46.23 (14.87)  5.53 (0.46)
I 45 T 6 2474 (11.09, 55.17) 24.68 (136.02) 24.63 (11.04)  4.62 (1.40)
0L DX it 7 22.83 (10.86, 47.98) 22.76 (145.38) 22.72 (10.81)  4.51 (1.59)
HEERA M LR AL 16 18.84 (11.52, 30.83) 18.72 (268.05) 18.69 (11.43) 422 (2.49)
FeRIRFE 3 18.75 (6.04, 58.25) 18.73 (50.28) 18.70 (6.02) 4.23 (0.34)
AR IfLAE 5 1731 (7.19, 41.66) 17.28 (76.57) 17.25 (7.17) 4.11 (1.04)
TRARTEN T B 3 16.47 (5.30, 51.14) 16.45 (43.46) 16.42 (5.29) 4.04 (0.31)
USSR 14 16.00 (9.45, 27.06) 15.90 (195.35) 15.88 (9.39) 3.99 (2.25)
myieniyabiol 3 14.65 (4.72, 45.50) 14.63 (38.06) 14.62 (4.71) 3.87 (0.29)
AR 5k 3 13.83 (4.45, 42.94) 13.81 (35.62) 13.80 (4.44) 3.79 (0.27)

* B RIT .

*: not mentioned in the drug instructions.
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