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Mining of adverse event risk signals for lutetium ['"’Lu] texaphyrin based on the
FAERS database
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Abstract: Objective To retrieve and mine adverse drug event signals of lutetium ['7’Lu] texaphyrin to provide a reference for clinical
safety. Methods Adverse event risk reports of lutetium ['77Lu] texaphyrin as the primary suspected drug were retrieved from the
FAERS database from Q1 2004 to Q4 2025. Signal detection for suspected adverse events was conducted using the reporting odds
ratio, proportional reporting ratio, Bayesian confidence propagation neural network, and multiplicative gamma—poisson shrinkage. The
adverse drug event signals were ranked by occurrence frequency and signal strength, and classified and counted using PT. Results A
total of 11 396 adverse drug event reports were identified. 20 cases (0.18%) were female, 1 868 cases (16.39%) were male, the majority
of reports were submitted from the United States. Fifty-seven positive signals were detected, covering 10 system organ classes. The
top 10 most frequent adverse drug events signals were: abnormal laboratory tests, anemia, decreased platelet count, thrombocytopenia,
decreased hemoglobin, dry mouth, pancytopenia, decreased complete blood cell count, abnormal blood test, and loss of libido. The top
10 adverse drug events signals by signal strength were hematological test abnormality, abnormal laboratory tests, bone marrow
infiltration, spinal cord infection, tumor flare reaction, hyposalivation, radiation injury, decreased complete blood cell count, loss of
libido, and decreased renal creatinine clearance. Loss of libido and spinal cord infection were not documented in the drug labeling.
Conclusion Adverse drug event of lutetium [!77Lu] texaphyrin is generally consistent with the labeling. Loss of libido and spinal

cord infection are newly identified adverse drug events, which warrant clinical attention and vigilance.
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Table 1 Methods and standards for detecting adverse event signals

PaReS A5 bRtk

ROR ROR=ad/cb 95% CI>1, N=3
95% CI:eINRORiiU)(vUnH’hH’(H’d)

PRR PRR=a (¢c+d) /c (a+h) PRR=2, y*=4, N=3

7= (ad—be) 2 (at+b+ct+d /[ (a+b) (c+d> (atc) (b+d) ]
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a: number of target adverse events reported for the target drug; 5: number of other adverse events reported for the target drug; ¢: number of target adverse

events reported for other drugs; d: number of other adverse events reported for other drugs.
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Table 2 Reported basic characteristics of adverse events

related to lutetium ['7’Lu] texaphyrin

TiH WAE (HE9%)
5] Lotk 20 (0.18)
S 1868 (16.39)
AREn 9508 (83.43)
RS/ % 18~64 136 (1.19)
65~85 592 (5.19)
>85 51 (0.45)
RKH0 10 617 (93.16)
AR 2022 4¢ 483 (4.24)
2023 4F 3309 (29.04)
2024 4F 4126 (36.21)
2025 4F 3478 (30.52)
HREZR (64 =E 10 832 (95.05)
V2 127 (1.11)
8] 110 (0.97)
RRBE 65 (0.57)
EiH 39 (0.34)
JiiEwN 39 (0.34)
ERIE (BT64) AT ARENGERAER 5 10 343
TGRS R 527
gl 440
R PERTS e 247
T 26
P 22
FRARA BRI 843 (7.40)
HEH 608 (5.34)
2 59 (0.52)
HAERR L 9885 (86.74)
ES il 1 (0.01)
455 Hers 1453 (12.75)
ok 15 (0.13)
{ERE 397 (3.48)
B A A 34 (0.30)
Hih 9497 (83.34)
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Table 3 Distribution of adverse events caused by lutetium [7"Lu] texaphyrin in different systems and organs

S0C FHES ENEEGS
n//> A H 1% n/A> ¥ H 1%
RAYE. BRI MR CEREZRRAE RO 18 31.58 659 5.26
Y TR 14 24.56 914 7.29
I3 K bk B R G 8 14.04 402 3.21
A B IR B 23R AT SR 7 12.28 10 254 81.82
FRIWG AR RIE 3 5.26 22 0.18
B I RS 2 3.51 96 0.77
TG T AR G P50 2 3.51 144 1.15
B B b PR 2R S 9 T 1 1.75 9 0.07
s 2 1 1.75 21 0.17
FRME ARG 1 1.75 11 0.09
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Table 4 The frequency ranking of adverse events related to lutetium ['7’Lu] texaphyrin

PT n/fl ROR (95% CI) PRR () EBGM (EBGMgs) IC (ICo25)
2 BRRILEAL 5016 257.41 (248.91, 266.20) 179.51 (861065.90) 173.32 (167.60)  7.44 (7.34)
A HAH E SCIEBRTR 3607 330.90 (318.67, 343.60) 258.82 (881584.01) 246.14 (237.04) 7.94 (7.79)
BT 1198 5.55 (5.23, 5.89) 5.22 (4142.18) 5.22 (4.92) 2.38 (2.29)
PN i 291 9.85 (8.77, 11.06) 9.69 (2268.49) 9.68 (8.62) 3.27 (3.06)
S A A R 239 2858 (25.15, 32.49) 28.19 (6234.86) 28.03 (24.66) 4.81 (4.47)
TR R 238 8.73 (7.68, 9.92) 8.62 (1602.33) 8.60 (7.57) 3.10 (2.87)
AR R EPUR TS 202 52.15 (45.36, 59.95) 51.52 (9907.81) 51.01 (44.37) 5.67 (5.15)
i 151 2.98 (2.54, 3.50) 2.96 (196.92) 2.96 (2.52) 1.57 (1.31)
COVID-19 139 3.88 (3.28, 4.59) 3.86 (294.68) 3.86 (3.26) 1.95 (1.67)
MR B 135 4.86 (4.10, 5.75) 4.82 (409.63) 4.82 (4.07) 2.27 (1.98)
IR 133 6.82 (5.75, 8.09) 6.77 (654.28) 6.76 (5.70) 2.76 (2.45)
M /NR I S 114 3.96 (3.29, 4.76) 3.94 (249.87) 3.93 (3.27) 1.98 (1.67)
M2 H A 109 4.00 (331, 4.82) 3.98 (242.95) 3.97 (3.29) 1.99 (1.68)
i 0 e 106 6.00 (4.95, 7.26) 5.96 (437.96) 5.96 (4.92) 2.57 (2.23)
TR AR R 7 i 105 383.28 (314.11, 467.67) 380.85 (36965.11)  353.97 (290.09) 8.47 (6.06)
mEE 93 4.33 (353, 5.31) 431 (236.55) 431 (351) 2.11 (1.76)
SARS-COV-2 frlifAtE 85  30.83 (24.90, 38.18) 30.68 (2426.02) 30.50 (24.63) 493 (419
2 14 5D o 61 4.24 (3.30, 5.45) 4.23 (150.38) 4.23 (3.29) 2.08 (1.64)
B 56  13.39 (10.30, 17.41) 13.35 (638.12) 13.31 (10.24) 3.73 (3.07)
A 1M 41 T H b 51 9.15 (6.95, 12.05) 9.13 (368.55) 9.11 (6.92) 3.19 (2.58)
T 5 e e P 50  55.40 (41.90, 73.23) 55.23 (2 633.55) 54.64 (41.33) 5.77 (4.33)
HBEH ] 34 5.13 (3.66, 7.18) 5.12 (112.56) 5.11 (3.65) 2.35 (1.7
iR 2 31 6.67 (4.69, 9.49) 6.66 (149.03) 6.65 (4.68) 2.73 (1.99)
B £ 26 7.02 (4.78, 10.32) 7.01 (133.88) 7.00 (4.77) 2.81 (1.96)
AR R 21 8.60 (5.60, 13.20) 8.59 (140.58) 8.58 (5.59) 3.10 (2.06)
144 L 9 > i 20 6.79 (4.38, 10.53) 6.78 (98.44) 6.77 (4.37) 2.76 (1.78)
HIFI e SR S % 18 70.03 (43.97, 11154)  69.95 (1 206.59) 69.00 (43.32) 6.11 (3.25)
iz A 16 6.85 (4.19, 11.18) 6.84 (79.70) 6.83 (4.18) 2.77 (1.65)
ARHFE T I el 16 3.89 (2.38, 6.36) 3.89 (34.32) 3.89 (2.38) 1.96 (1.03)
T 0 JIARr S P iR PRI 15 154.51 (92.41, 258.36) 154.38 (2217.31) 149.78 (89.58) 7.23 (3.13)
B 12 14.20 (8.06, 25.03) 14.19 (146.75) 14.16 (8.03) 3.82 (2.0
HHEEE 11 10.36 (5.73, 18.72) 10.35 (92.72) 10.33 (5.72) 3.37 (1.70)
B 11 6.31 (3.49, 11.39) 6.30 (49.01) 6.29 (3.48) 2.65 (1.29)
R 10  14.05 (7.55, 26.14) 14.04 (120.80) 14.01 (7.53) 3.81 (1.81)
HAK 9 4.62 (240, 8.88) 4.61 (25.46) 4.61 (2.40) 2.21 (0.85)
JIRARE = Eo 9 5.24 (2.73, 10.08) 5.24 (30.86) 5.24 (2.72) 2.39 (0.97)
B LTI B 2 A% 9 8.60 (4.47, 16.54) 8.59 (60.29) 8.58 (4.46) 3.10 (1.37)
e 8 4.30 (2.15, 8.60) 430 (20.21) 4.29 (2.15) 2.10 (0.69)
MAVEE T = 7 6.30 (3.00, 13.22) 6.30 (31.15) 6.29 (3.00) 2.65 (0.90)
B 6 5.15 (2.31, 11.48) 5.15 (20.05) 5.15 (2.31) 2.36 (0.60)
IR T 6 477 (2.14, 10.63) 477 (17.87) 477 (2.14) 2.25 (0.54)
B 5 2755 (11.44, 66.36) 27.54 (127.20) 27.40 (11.37) 4.78 (1.16)
o L %% 7% 5 8.70 (3.62, 20.92) 8.70 (34.00) 8.68 (3.61) 3.12 (0.75)
SARS-COV-2 itk 5  90.31 (37.29, 218.72)  90.28 (433.65) 88.70 (36.62) 6.47 (1.31)

B %
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PT n/fl ROR (95% CI) PRR () EBGM (EBGMos) IC (ICo25)
% Pk P g 4 8.68 (3.25, 23.14) 8.68 (27.12) 8.66 (3.25) 3.11 (0.48)
PRI S L 4 23.30 (8.72, 62.22) 23.29 (84.94) 23.19 (8.68) 4.54 (0.80)
HIEER 4 23.85 (8.93, 63.71) 23.85 (87.14) 23.74 (8.89) 457 (0.80)
IR AR S i 4 47.20 (17.63, 126.35)  47.19 (179.14) 46.75 (17.46) 5.55 (0.91)
AR 3 11.28 (3.63, 35.04) 11.28 (28.05) 11.26 (3.63) 3.49 (0.21)
B ER 3 27.90 (8.97, 86.78) 27.89 (77.35) 27.74 (8.92) 4.79 (0.40)
LY I E S 3 92.07 (29.39, 288.49)  92.06 (265.32) 90.41 (28.86) 6.50 (0.49)
R M 3 23.23 (7.47, 72.23) 23.23 (63.52) 23.13 (7.44) 453 (0.38)
W 73 WA AN S 3 11.53 (3.71, 35.79) 11.52 (28.77) 11.50 (3.70) 3.52 (0.22)
FHER P 43 e 3 16.92 (5.45, 52.57) 16.92 (44.78) 16.86 (5.43) 4.08 (0.32)
UL NS 3 11.61 (3.74, 36.04) 11.61 (29.01) 11.58 (3.73) 3.53 (0.22)
BREE R 3 22.95 (7.38, 71.34) 22.94 (62.68) 22.84 (7.35) 451 (0.37)
JIE A 2 A 3 12.75 (4.11, 39.60) 12.75 (32.40) 12.72 (4.10) 3.67 (0.25)

LRI

* not included in the manual.
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Table 5 Time distribution of adverse events induced by

lutetium ['77Lu] texaphyrin

B 7] 3 A n/f 7 /%
0~30d 142 27.36
31~60d 116 22.35
61~90d 82 15.80
91~120d 44 8.48
121~150d 43 8.29
151~180d 33 6.36
181~360 d 45 8.67
>360 d 14 2.70
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