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[ Abstract ] Objective To analyze adverse drug event (ADE) signals related to telavancin,

dalbavancin, and oritavancin, three novel lipoglycopeptide antibiotics, using the FDA Adverse
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Event Reporting System (FAERS) and the World Health Organization drug adverse reaction reporting database
(WHO-VigiAccess), and to provide references for the safe and rational application of these drugs. Methods Based
on the FAERS and WHO-VigiAccess database spanning from the first quarter of 2009 to the second quarter of
2025, ADE reports concerning telavancin, dalbavancin and oritavancin as the primary suspect drugs were
collected. ADE signal was mined by the reporting odds ratio method and the Bayesian confidence propagation
neural network methods. Results A total of 162 ADEs involving 3,075 cases were identified from the FAERS
database, among which telavancin was associated with 27 ADE signals, 131 cases; dalbavancin with 65 ADE
signals, 888 cases; oritavancin with 70 ADE signals, 2,056 cases. In the WHO-VigiAccess database, 98 ADE signals
covering 2,152 cases were detected, including 20 ADE signals (115 cases) for telavancin, 41 ADE signals (624 cases)
for dalbavancin, and 37 ADE signals (1,413 cases) for oritavancin. ADE signals of the three lipoglycopeptide
antibiotics involved 19 system organ class categories, mainly including skin and subcutaneous tissue disorders,
general disorders and administration site conditions, gastrointestinal disorders. By comparison with the drug
package inserts, a total of 15 newly identified ADEs were detected for telavancin, 38 for dalbavancin, and 31 for
oritavancin, involving dyspnea, throat tightness, leukopenia, thrombocytopenia, increased transaminases, flank
pain, rhabdomyolysis, cardiovascular disorders. Conclusion The overall safety profile of three novel
lipoglycopeptide antibiotics is manageable. In clinical practice, vigilance should be maintained against risks of
renal injury, infusion-related hypersensitivity and delayed cutaneous reactions, while active monitoring for

unlisted ADEs such as dyspnea, rhabdomyolysis and elevated transaminases should be strengthened.
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Table 1. Basic information on adverse event reports of three lipoglycopeptide antibiotics [n (%) ]

FAERSH#fifE (n=1892)

WHO-VigiAccess A (n=2378)

A B KT BT BROUE | RETR | RAR
51
5 41 (39.42) 268 (38.28) 379 (34.83) 63 (45.99) 520 (43.41) 383 (36.72)
'y 39 (37.50) 252 (36.00) 383 (35.20) 48 (35.04) 441 (36.81) 370 (35.47)
ENl 24 (23.08) 180 (25.71) 326 (29.96) 26 (18.98) 237 (19.78) 290 (27.8)
A (%)
<18 - 21 (3.00) 6 (0.55) - 23 (1.92) 7 (0.67)
18~44 15 (14.42) 76 (10.86) 142 (13.05) 17 (12.41) 158 (13.19) 141 (13.52)
45~64 26 (25.00) 109 (15.57) 215 (19.76) 43 (31.39) 232 (19.37) 216 (20.71)
65~74 12 (11.54) 66 (9.43) 85 (7.81) 16 (11.68) 167 (13.94) 89 (8.53)
>75 5 (4.81) 61 (8.71) 101 (9.28) 6 (4.38) 168 (14.02) 98 (9.40)
RN 46 (44.23) 367 (52.43) 539 (49.54) 55 (40.15) 450 (37.56) 492 (47.17)
EAED (4F)
2009—2012 66 (63.46) - - 88 (64.23) - 1 (0.10)
2013—2016 3 (2.88) 73 (10.43) 201 (18.47) 5 (3.65) 49 (4.09) 114 (10.93)
2017—2020 35 (33.65) 289 (41.29) 481 (44.21) 41 (29.93) 529 (44.16) 433 (41.51)
2021—2025 - 338 (48.29) 406 (37.32) 3 (2.19) 620 (51.75) 495 (47.46)
it Hblx
B 99 (95.19) 669 (95.57) 1060 (97.43) 133 (97.08) 694 (57.93) 999 (95.78)
R 2 (1.92) 19 (2.71) 16 (1.47) 3 (2.19) 503 (41.99) 42 (4.03)
MEPH - - - 1 (0.73) 1 (0.08) -
Y - - - - - 2 (0.19)
A 3 (2.88) 12 (1.71) 12 (1.10) - - -
it e E A
Jer=FEARSE 78 (75.00) 462 (66.00) 739 (67.92) - - -
FEE AN R 26 (25.00) 238 (34.00) 349 (32.08) - - -
B
FE B/ AT B 9 (8.65) 123 (17.57) 131 (12.04) - - -
A 3 (2.88) 13 (1.86) 28 (2.57) - - -
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2 1
- FAERS$#i/E (n=1892) WHO-VigiAccess §dliE (n=2378)
o B KRR BT BROLE | REIE | RAR
f& S B fir 1 (0.96) 16 (2.29) 34 (3.13) - - -
FRyR - 2 (0.29) 3 (0.28) - - -
HAth 91 (8.75) 546 (78.00) 892 (81.99) - - -
ADE &L/ (d)
0~30 28 (26.92) 71 (10.14) 116 (10.66) - - -
31~60 6 (5.77) 6 (0.86) 6 (0.55) - - -
61~90 0 (0.00) 0 (0.00) 0 (0.00) - - -
91~120 1 (0.96) 1 (0.14) 1 (0.09) - - -
121~150 0 (0.00) 0 (0.00) 1 (0.09) - - -
KA 69 (66.35) 622 (88.86) 964 (88.60) - - -
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Table 2. SOC distribution related ADE reports in FAERS and WHO-VigiAccess databases

[n (%) ]

FAERS %4 )% WHO-VigiAccess BRI
0C P LA KT LyiIpip Bhi LA KT HRI R
fEos WA Fose Ml FEs IS ey G s O ey I ey O iy G 5
(n=27) (n=131) (n=65) (n=888) (n=70) (n=2056) (n=20) (n=115) (n=41) (n=624) (n=37) (n=1413)
Btk I Bz 1 7 12 276 10 624 0 0 9 218 5 443
THLH (370) (534) (18.46) (31.08) (14.29) (30.35) (0.00)  (0.00) (21.95) (34.94) (13.51) (31.35)
Y
Ef=diRi 4 18 16 164 15 401 2 12 10 110 10 308
S M2y (14.81) (13.74) (24.62) (18.47) (21.43) (19.50) (10.00) (1043) (24.39) (17.63) (27.03) (21.80)
B A 45 Fif
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Eo8 WEf o8 mEH FEi B fEo8e MdEs o8 IS FE58 SR
(n=27) (n=131) (n=65) (n=888) (n=70) (n=2056) (n=20) (n=115) (n=41) (n=624) (n=37) (n=1413)
HWmAEg% 3 22 5 88 5 160 1 4 1 3 0 0
R (11.11)  (16.79)  (7.69)  (9.91)  (7.14)  (7.78) (5000 (348) (244) (0.48) (0.00)  (0.00)
RIER G 2 7 4 83 3 68 1 4 2 83 3 66
PN (741)  (534)  (6.15)  (935) (429)  (3.31) (5.00) (3.48) (4.88) (13.30) (8.11)  (4.67)
HRMA 0 0 4 75 7 169 1 4 2 71 4 131
B KL (0000 (0.00)  (6.15)  (845) (10.00)  (8.22) (5.00) (3.48) (4.88) (11.38) (1081) (9.27)
Zf 4 B
MR 1 3 5 72 9 145 1 3 3 20 4 109
i, MK (370)  (229)  (7.69)  (8.11) (12.86)  (7.05) (5.00) (2.61) (7.32) (3.21) (10.81)  (7.71)
PR
Mgk 2 11 2 10 0 0 2 10 2 13 0 0
RS (7.41)  (840) (3.08)  (1.13)  (0.00)  (0.00) (10.00) (8.70)  (4.88)  (2.08) (0.00)  (0.00)
i
% KB 5 1 26 1 120 1 5 1 36 1 112
fi. i (3.70)  (3.82)  (1.54)  (293) (1.43)  (5.84) (5.00) (435 (244) (577) (270)  (7.93)
K AHRAETF
ES S ey 4 19 4 18 6 79 3 19 0 0 5 75
(14.81) (14.50) (6.15)  (2.03) (857)  (3.84) (15.00) (16.52) (0.00)  (0.00) (13.51)  (5.31)
BFE R 4 23 2 14 0 0 4 39 4 37 0 0
JRES P (1481) (17.56)  (3.08)  (1.58)  (0.00)  (0.00) (20.00) (3391) (9.76)  (5.93) (0.00)  (0.00)
i
#HEMz 2 7 1 11 4 127 2 7 0 0 2 70
REpgIw  (741)  (534)  (1.54)  (124)  (571)  (6.18) (10.00)  (6.09)  (0.00)  (0.00) (5.41)  (4.95)
R K= 1 3 2 11 1 3 1 5 5 22 0 0
PP (3.70)  (229)  (3.08)  (1.24)  (1.43)  (0.15) (5000 (435) (1220) (3.53)  (0.00)  (0.00)
O HESRE 1 3 2 6 2 36 0 0 0 0 1 26
R (3700 (229) (3.08) (0.68) (2.86)  (1.75) (0.00)  (0.00)  (0.00)  (0.00) (2.70)  (1.84)
REEE 0 0 1 5 1 5 0 0 0 0 0 0
i (0.00) (0.00) (1.54) (0.56) (1.43)  (0.24) (0.00)  (0.00)  (0.00)  (0.00) (0.00)  (0.00)
R s 0 0 1 3 1 5 0 0 0 0 1 5
FPHG  (0.00)  (0.00)  (1.54)  (0.34) (1.43)  (0.24) (0.00)  (0.00)  (0.00)  (0.00) (2.70)  (0.35)
HFRFER 1 3 0 0 0 0 1 3 0 0 0 0
MEYFEE (370)  (2.29)  (0.00)  (0.00)  (0.00)  (0.00) (5000 (2.61)  (0.00)  (0.00) (0.00)  (0.00)
fE
GRS 0 0 0 0 1 5 0 0 0 0 0 0
(0.00)  (0.00)  (0.00)  (0.00) (1.43)  (0.24) (0.00)  (0.00) (0.00)  (0.00)  (0.00) (0.00)
INIEENZ 0 0 0 0 0 0 0 0 1 5 0 0
PG (0.00)  (0.00)  (0.00) (0.00) (0.00)  (0.00) (0.00)  (0.00) (2.44) (0.80)  (0.00)  (0.00)
Mm-Sk o 0 3 26 4 109 0 0 1 6 1 68
BAE (0.00)  (0.00) (462) (293) (571)  (5.30) (0.00)  (0.00) (244) (096) (2.70)  (4.81)
i
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BEf5 5 314, Hrp FAERS $(¥8)% 314, WHO-
VigiAccess 04l B 121>, P08 PR 3240 20 1
55 1240 3FARBEIE YT A R UL AR G Y
ADE {55 H B FG 0PI R . B3R . JE .
AR R N M B A R T A A DA S A
By e (NS B A 11 A 11 AN, 17 i €
WV R G i e RS . LA S 2
SRSV . MR S RGN . PR
I S 25 2B ASE 45 SR A5 22 SOC, UL 3 3 RN
323,

# 3 FAERS 1 WHO-VigiAccess ##EE F IR EIF A AL ADEE S
Table 3. New suspected ADE signals discovered in both FAERS and WHO-VigiAccess databases

ity “oc FAERS $itdjs /% WHO-VigiAccess 504
B s ROR (95% CI) IC (ICys)  #lk  ROR (95% CI) IC (ICy,s)
S B RPN K 2R FEN 9  14.66 (7.56, 28.43) 3.84 (2.91) 9 250 (1.29, 4.84) 1.30 (0.18)
A AT SN
MR IR RS M/ MsE 7 12.28 (5.81, 2597)  3.59 (2.56) 6 520 (232, 11.65) 236 (0.59)
P FAfm e 4 15.56 (5.80, 41.69)  3.94 (2.64) 4 608 (227, 1628) 259 (0.29)
By BB =S 4 2225 (830, 59.65) 4.46 (3.16) 4 1355 (5.06, 3629)  3.75 (0.65)
L e R AR YR HhER 3 3149 (10.10, 98.16) 4.96 (3.51) 5 77.31 (32.00, 186.78) 6.25 (1.31)
" i
BIHKA ALT T}, 3 1070 (3.43, 33.35) 341 (1.96) 3 672 (216, 2094) 274 (0.01)
AST I 3 1274 (4.09, 39.71)  3.66 (2.21) 3 819 (2.63, 25.49)  3.02 (0.10)
WP R 58 i fe P 38 3 8.02 (2.57, 24.98) 299 (1.54) 31094 (351, 34.07)  3.44 (0.20)
e
EHWEE NG MEANE 23 8.64 (572, 13.04) 3.09 (2.50) 27 446 (3.05, 6.52) 2.15 (1.43)
2R A AR N, ANE K 16 295 (1.80, 483) 155 (0.85) 20  3.32 (2.14, 5.15) 1.72 (0.94)
WP RS, ke IR 12 1004 (5.69, 17.72) 332 (2.51) 8  4.04 (2.02, 8.08) 2.01 (0.63)
NGRS e e 47 U 7 1042 (496, 21.90) 3.38 (2.35) 9 642 (334, 1236) 268 (1.14)
ikE FE IR B e T 2HER IKIE 9 5.90 (3.06, 11.36) 2.55 (1.64) 10 436 (2.35, 8.12) 2.12 (0.87)
T e
SRR EE R R 7 29.44 (1401, 61.87) 4.87 (3.85) 7 2022 (9.63, 4247) 433 (1.55)
e AR b S
YT S HHER 3 6.62 (2.13, 20.55) 2.72 (1.28) 4 894 (335, 23.83)  3.16 (0.50)
R
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23R 3
FAERS $itiji % WHO-VigiAccess 50
S >0 o s ROR (95% CI) IC (ICy,,)  #Hilk ROR (95% CI) IC (ICy,s)
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