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Comparative safety analysis of epcoritamab and glofitamab in the treatment of
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[Abstract] Objective To identify adverse drug event (ADE) signals associated with
epcoritamab and glofitamab and compare their safety profiles in patients with diffuse large B-cell
lymphoma. Methods ADE reports related to epcoritamab and glofitamab were retrieved from the
US Food and Drug Administration Adverse Event Reporting System (FAERS) database from the
first quarter of 2023 to the third quarter of 2025. Signal detection was performed using the
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reporting odds ratio (ROR), proportional of reporting risk (PRR), Bayesian confidence propagation neural
network (BCPNN) and multi-item gamma-Poisson shrinker (MGPS) methods. The safety profiles of the two
drugs were evaluated by combining clinical priority and time-to-onset (TTO) analyses. Results A total of 1,833
ADE reports involving epcoritamab and 967 involving glofitamab were included. At the system organ class level,
positive signals for both drugs were detected only in immune system disorders. At the preferred term level,
positive signals for epcoritamab were predominantly related to infections and gastrointestinal events, including a
positive cytomegalovirus test (ROR=17.81), gastric perforation (ROR=16.43), and neutropenic infection (ROR=
11.99). In contrast, signals for glofitamab spanned multiple organ systems and included neurologic and urinary
events, such as ataxia (ROR=20.66) and urinary retention (ROR=15.77). Gastric perforation, ataxia, and urinary
retention were potential ADE signals not listed in the current prescribing information. Cytokine release
syndrome was a clinically high-priority ADE for both drugs. The median TTOs were 21 days for epcoritamab
and 34 days for glofitamab. Conclusion Epcoritamab and glofitamab share immune-related ADEs as a
common safety concern; however, their ADE profiles and TTO distributions are not entirely consistent, which
may be related to differences in antibody configuration and routes of administration. In clinical practice, risk
management of cytomegalovirus-related and gastrointestinal events should be strengthened for epcoritamab,

while the observation window for neurological, hematological, and urinary events associated with glofitamab

should be appropriately extended.
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Table 1. Clinical priority scoring criteria

TgE| 255 145> 04y
I R AH &M DME IME TG
ADE 248 J Lt > 10% 1%~10% <1%
FERUEN: 4 3 <3

T 45 R it >50% 25%~50% <25%

1.5 ADEHJTTO &3 #f

K ADE () TTO 431 PF-Hr 2 R 25 4 2% ADE
iAW TTO & S B EH IR H B2t 5
ADE %4 H A 2 [a] p st B] (a1, HERR H 3R H 2 |
S NTTO < 0t o RIIM (Pys, Prs) HiiA
TTO 3 A FEAF , 30 3k /N8 P A 4 B J o H:
IS, R 2 TTO 404, T4 2Rk 4
M ADE BER ] RFAL A fa g
1.6 FHiTESH

EFH SPSS 27.0 B A TR RGeS R

https://yxqy.whuznhmedj.com



ZHEHIE 2026 £ 8 AE 305E 8

TER AR HEH, 32 i 2 ] PR HH A 26
Fisher i VIR, P<0.05 W ERAHRITHE
Mo HUBI A5 AT B TTO 43 MR R 4.3.2 #1044 5¢
A%, fdiFreadxl, dplyr. stringr Fil writex] 27 £ i7F
FPEUE B, W ma R, BB 26k
geplot2 B PP AL 58 A

2 H£R

21 —RiER
gl A YR Fi 2 BT ADE Hii 1 833 491, A%

1381

FEZ BB 967 19, Pizh ADE iR 4580 4T 2024 4
IR BN WEAE . 3P B2 BT AR ¢ ADE iR 5 45 h T
65 % UL L E#H (56.6%), Hj™“H ADE #i5 4t
TS IEZ YT (P <0.05) . #&3EZ BBTAICHR
i 18~65 5 [ L IH TR E M MAET A L
T2 AT (P <0.05), BRI 2,
22 SOCEZMADEHRZSES

e 3 M AT B2 BT JE 2 PP A OC ADE
[ SOC A3 A& N, 47 234~ SOC 5 3 ] Hii Z- B4 Al
B AEZBABUAH G o SOPT Hi 2 HPU iR R UL SOC AR

*2 UM EZHERFEIEZEHRADEREHNAORHEHE [n (%) ]
Table 2. Demographic characteristics of ADE reports for epcoritamab and glofitamab [n(%)]

FEAE AT (n=1 833) FEAEZ BT (n=967) X P
TE5 9.400 0.009
5 958 (52.3) 481 (49.7)
L 672 (36.7) 340 (35.2)
EN 203 (11.1) 146 (15.1)
AR (%) 192.838 <0.001
<18 119 (6.5) 0 (0.0)
18~ < 65 396 (21.6) 366 (37.8)
>65 1037 (56.6) 369 (38.2)
K5 281 (15.3) 232 (24.0)
K& (kg) 180.491 <0.001
<50 115 (6.3) 18 (1.9)
50~100 760 (41.5) 197 (20.4)
> 100 39 (2.1) 17 (1.8)
R 919 (50.1) 735 (76.0)
et A 380.576 <0.001
H2H 54 (2.9) 258 (26.7)
PAE A 381 (20.8) 93 (9.6)
5 Jifi 1291 (70.4) 569 (58.8)
20 9 (5.2) 42 (43)
BN 11 (0.6) 5 (0.5)
4 — <0.001°
A 561 (30.6) 356 (36.8)
ook 1 (0.1) 1 (0.1)
WAEBEIRYT 729 (39.8) 215 (22.2)
f& e 92 (5.0) 21 (2.2)
HAte 415 (22.6) 269 (27.8)
R 35 (1.9) 105 (10.9)
JUE ADE i85 106.727 <0.001
2= 1798 (98.1) 862 (89.1)
i 35 (1.9) 105 (10.9)
ARGy 0.193 0.908
2023 4F 323 (17.6) 164 (17.0)
2024 4 792 (43.2) 421 (43.5)
2025 4F 718 (39.2) 382 (39.5)
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Table 3. Distribution of ADEs at the SOC level for
epcoritamab and glofitamab [n(%)]
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FFRH R G 48 (0.94) 19 (0.86)
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H Rk B IEP 14 (0.27) 1 (0.05)
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Table 4. Positive signals at the PT level for epcoritamab
PT Bk ROR (95%CI) PRR (¥*) EBGM (EBGM,;) IC (ICy,s)
I 12 28.76 (9.27, 89.21) 28.70 (80.22) 7.92 (2.55) 2.99 (1.25)
TES AL S 12 23.01 (8.10, 65.34) 22.96 (74.15) 7.46 (2.63) 2.90 (1.21)
CMV K BE 13 17.81 (7.10, 44.65) 17.77 (72.01) 6.87 (2.74) 278 (1.23)
EEEiN 12 16.43 (6.47, 41.76) 16.40 (63.95) 6.67 (2.63) 2.74 (1.14)
JEET 8 1277 (4.43, 36.83) 12.75 (37.15) 6.04 (2.09) 2.59 (0.68)
AN A 15 11.99 (5.61, 25.63) 11.96 (66.97) 5.87 (2.75) 2.55 (1.23)
4k & M B 8 10.95 (3.97, 30.20) 10.93 (33.70) 5.64 (2.04) 2.49 (0.64)
B B 19 10.73 (5.57, 20.65) 10.69 (78.87) 5.58 (2.90) 2.48 (1.35)
TR AR 10 9.58 (3.99, 23.03) 9.57 (38.37) 5.28 (2.20) 2.40 (0.81)
BER 9 9.58 (3.80, 24.15) 9.57 (34.53) 5.28 (2.10) 2.40 (0.71)
it 9 9.58 (3.80, 24.15) 9.57 (34.53) 5.28 (2.10) 240 (0.71)
N7 11 8.79 (3.87, 19.92) 8.77 (39.52) 5.05 (2.23) 2.34 (0.85)
oG AR I 9 8.62 (3.50, 21.23) 8.61 (31.87) 5.00 (2.03) 2.32 (0.67)
SEML 11 7.03 (3.23, 15.31) 7.02 (32.75) 4.47 (2.05) 2.16 (0.75)
CIU A F TR 42 5.62 (3.84, 8.23) 5.58 (99.93) 3.89 (2.66) 1.96 (1.34)
AR T IR 22 5.28 (3.14, 8.89) 5.26 (49.04) 3.75 (2.23) 1.91 (1.02)
A 43 427 (298, 6.12) 4.24 (73.97) 3.25 (2.26) 1.70 (1.12)
CRS 535 3.45 (3.12, 3.82) 3.20 (630.06) 2.65 (2.39) 1.40 (1.26)
R 206 291 (249, 3.41) 2.84 (191.97) 2.42 (2.06) 1.27 (1.04)
T R A RIC Y ADE,
x5 WEEZBRPTIREES
Table 5. Positive signals at the PT level for glofitamab
PT Bk ROR (95%CI) PRR (¥*) EBGM (EBGM,;) IC (IC,,5)
I 27L R i S A1 4 31.44 (7.03, 140.57) 31.39 (50.44) 14.02 (3.14) 3.81 (0.27)
SEra 14 22.10 (10.66, 45.85) 21.97 (145.02) 11.85 (5.71) 3.57 (1.84)
PRTILSN 7 20.66 (7.48, 57.02) 20.60 (69.63) 1145 (4.15) 3.52 (1.02)
RIS 5 16.85 (5.34, 53.13) 16.81 (43.39) 10.22 (3.24) 3.35 (0.55)
IRNEER" 12 15.77 (7.59, 32.79) 15.69 (99.10) 9.82 (4.72) 3.30 (1.57)
.Y 10 15.76 (7.07, 35.12) 15.69 (82.58) 9.82 (4.40) 3.30 (1.38)
TR 6 15.73 (5.59, 44.24) 15.69 (49.54) 9.82 (3.49) 3.30 (0.77)
T 4 1572 (4.43, 55.75) 15.69 (33.02) 9.82 (2.77) 3.30 (0.23)
Josle i * 5 13.10 (4.39, 39.14) 13.08 (35.86) 8.76 (2.93) 3.13 (0.50)
ZH 8 7.27 (3.29, 16.07) 7.24 (32.94) 5.77 (2.61) 2.53 (0.81)
A GV R T 7 6.12 (2.66, 14.07) 6.10 (23.73) 5.05 (2.20) 2.34 (0.59)
GiG 13 6.03 (3.27, 11.10) 6.00 (43.22) 4.98 (2.71) 2.32 (1.09)
CRS 251 3.41 (2.96, 3.92) 3.13 (335.12) 2.88 (2.51) 1.53 (1.32)
TE: ONZGah WP A0 R ) ADE.,
<6 X AImZRAIGKRMAERITS
Table 6. Clinical priority scores for epcoritamab

PT T IGRAIES  ADE#R: S (%)  FET-ZiRdkit bt (%) B3 (4) e
CRS 535 IME 11.61 31.78 6 e
INEE I 4 11 IME 0.21 7273 5 Tl seg
vl 6 IME 0.12 100.00 5 T Segk
I 27 IME 0.53 51.85 5 T SE
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4% 6
PT %k IGARMEH  ADEHA S (%) FET-Z5RS Sk (%) BiEs (43) ok
B fgle1f. 10 IME 0.19 80.00 5 Pt egk
B A M A 5 IME 0.10 60.00 5 T SEgk
JAAT R N 5 11 IME 0.21 100.00 5 hiLseg
YR AP 98 9 IME 0.18 55.56 5 TR SEgk
e DR T J 4 i 6 IME 0.12 83.33 5 LR/
bk P ZE M S 7 IME 0.14 85.71 5 T SEgk
FR7 BIEZEMIGERELERTES
Table 7. Clinical priority scores for glofitamab
PT 151k IGRAHES ADEMRSG S (%)  ET-g5mid bt (%) EBiEs (4)) ek
& S0 e v 1 Rl A G R 5 DME 0.23 80.00 6 ke
CRS 251 IME 12.79 30.28 6 gk
S I i A 9 IME 0.41 88.89 5 P
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