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A real world research: the clinical characteristics of immune—related
adverse events in 646 cases

YE Shufang, LIU Miaolan, QIU Xiaoxia"
(Renji Hospital, School of Medicine, Shanghat Jiaotong University, Shanghat, 200127, China)

Abstract: Objective To investigate the incidence and clinical characteristics of immune-related adverse events (irAE) in
the clinical application of immune checkpoint inhibitors (ICIs). Methods 646 patients with advanced malignant tumors who were
treated by PD-1 and PD-L1 inhibitors between May 2020 and June 2022 were retrospectively analyzed in this study. The occur-
rence of their irAEs during treatment was observed and recorded, including the incidence rate, occurrence time, grade, etc. Re-
sults A total of 370 irAEs occurred in 259 of 646 patients, with an incidence rate of 40.1%. There were 266 (71.9%) irAEs of
grade 1 and 2, and 104 (28.1%) irAEs of grade 3 or higher grade. The irAEs could involve all organs and systems, among which
skin toxicities (15.6%) were the most common. 61 (23.6%) patients experienced multisystem irAEs. Patients with <65 years of
age, drug combination, camrelizumab, sintilimab, or pembrolizumab were more likely to have multisystem irAEs. Hematological
toxicities, hepatic toxicities, and cardiotoxicity occurred in the early time, averagely within 3 courses of treatment. Patients >65
years old and complicated with autoimmune diseases could also achieve clinical benefits with a good safety. Though incidence of
irAEs was not associated with gender, age, complications, therapeutic regimens, tumor types, types of ICls, and types of immune
drugs (P>0.05), it was associated with the course of treatment (P<0.05). Conclusion ICIs are widely used in clinical practice,

with a low incidence rate of serious adverse events and a relative safety. However, their adverse reactions can involve various or-
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gans and systems throughout the body, so it is important to get early identification, diagnosis and treatment of irAEs for these pa-

tients.

Keywords: Immune checkpoint inhibitors; Immune-related adverse reactions; Clinical characteristics
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Tab. 1 Clinical data of patients (1=646)
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H B o RE kB 9 1.4
1.2 FHix

121 ®RFE A A ) A LR,
SR AR AR MO R AR LR ICIs R
7RIS RSN & AR O, AR 2017 4 S [ TR S
INHENR S5 EB ) WA B AP FR #E (Common Ter-
minology Criteria for Adverse Events, CTCAE)S5.0 i,
XA BB 7 E R AT A0 4%, R B SR Ty
H1~59.

122 SFit=ZE54 K SPSS 22.0 Giit A4 Xt
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Tab. 2 Medication and tumor types of 646 patients
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Tab. 3 Adverse events after treatment with immune check -

I H 15 %% W % /% point inhibitors in 646 patients
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Tab. 4 The general information of patients with multisystem of immune—related adverse events (n=61)

EARER 1% e I G /%) HAGFE S CHa 1l EE/ %% )

- i 30E 49.2; ;iﬁi 3((4.9))
31(50.8 e AT 7(11.5

o >65 20(32.8) ST Hea ey MLiinyT 32(52.5)
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{7 3t ) BT 20(32.8) o537 10(16.4)
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SSETRL IR 8(13.1) 5 697 1(1.6)

B ) e E A 1(1.6) >8 N7 13(21.3)
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Tab. 5 Time to adverse events after treatment with immune checkpoint inhibitors in 646 patients [n (%)]
ENEYA CAbg 5297 53y 2447 MEAR -3 Sz R IR AR
B IR EEPE 34(33.7) 16(15.8) 20(19.8) 31(30.7) 101(15.6) 35
JHFREEEPE 9(50.0) 5(27.8) 1(5.6) 3(16.7) 18(2.8) 23

B Whid 2t 14(40.0) 6(17.1) 5(14.3) 10(28.6) 35(5.4) 3.1
PR EEPE 2(22.2) 2(22.2) 0(0.0) 5(55.6) 9(1.4) 3.1
WAIR FR e i 0(0.0) 3(27.3) 2(18.2) 6(54.5) 11(1.7) 5.2
WP 3R e v 2(11.1) 3(16.7) 2(11.1) 11(61.1) 18(2.8) 55
PN I B 3(12.0) 5(20.0) 3(12.0) 14(56.0) 25(3.9) 45
oIl A BEPE 4(33.3) 3(25.0) 1(8.3) 4(33.3) 12(1.9) 2.8
B LR PE 2(18.2) 1(9.1) 4(36.4) 4(36.4) 11(1.7) 3.7
IR0 1(50.0) 0(0.0) 0(0.0) 1(50.0) 2(0.3) 10.0
20 /> 13(27.1) 14(29.2) 9(18.8) 12(25.0) 48(7.4) 0.1
ML/ 6(21.4) 10(35.7) 6(21.4) 6(21.4) 28(4.3) 4.8
IML2128 > 3(15.0) 6(30.0) 4(20.0) 7(35.0) 20(3.1) 4.0
IR B PE 0(0.0) 2(50.0) 0(0.0) 2(50.0) 4(0.6) 17.5
HoAth 8(28.6) 7(25.0) 2(7.1) 11(39.3) 28(4.3) 32

IR KA T B R (P>0.05) , T FHZE I P R AN R
F2R ) 5 A B R (P<0.05) (6) .
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F 6 irAEs 893 R F 5474 (%))
Tab. 6  Univariate analysis of irAEs [n (%)]

AL ES HHE irAEs(n=259) F K irAEs (n=387) X P
P % 174(67.18) 272(70.28)
% 85(32.82) 115(29.72) 0699 0403
s <65 144(55.60) 201(51.94) 0.835 0361
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. R I 27(10.42) 50(12.92)
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A F Fi A Bk BB 36(13.90) 34(8.79) 10834 0146
{7 2t 1) AT 104(40.15) 159(41.09)
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ARG AT 3(1.16) 7(1.81)
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49%" . ARBEGEH, BB VBN R AR RN
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B AR ol FH 2R B AT T R R GE 7
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