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Abstract: Objective

reaction (ADR) reports of Sintilimab Injection reported by medical institutions in Xiamen to the National Adverse Drug Reaction

XEHS 1006 — 4931(2024)20 - 0030 — 04

To provide a reference for the rational use of sintilimab in clinical practice. Methods The adverse drug
Monitoring System from January 2021 to December 2023 were collected, the patients’ basic information, medication history, systems
and clinical manifestations affected by ADRs and outcomes were obtained,and the characteristics of ADR occurrence were analyzed
A total of 186 patients were involved, including 142 males (76.34%) and 44 females (23.66%).
There were 210 case times of ADRs induced by sintilimab, including 110 case times of serious ADRs (52.38%). Pareto chart

by the Pareto chart. Results

showed that the ADRs mainly involved the population over 50 years,the tumors of lung cancer and gastric cancer,and the patients
receiving sintilimab combined with chemotherapy;the span of medication cycles involving ADRs was large (0 — 276 d),and the
frequency of ADRs occurring in the first cycle (1 — 21 d) was the highest (68.10%);the ADRs mainly affected the blood system,
digestive system and skin system, and most ADR clinical outcomes were improvement or recovery (80.96%). Conclusion The
ADRs induced by sintilimab occur more frequently in male patients over 50 years,they can occur in the first cycle of medication
and can affect multiple systems / organs (especially the blood, digestive,skin systems). We need to pay attention to early detection
and timely intervention of the ADRs when using sintilimab in clinical practice.
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Fig.1 Pareto chart of ADRs

31



AEEIE-
Pharmaceutical Administration

&%

China Pharmaceuticals

2024 4F 10 H 20 H 5 33 345 20 )
Vol. 33,No. 20, October 20,2024

FERERRN R SRR K 25276 dJA
J VIR R 2 TR DL T E(RA21 d 2k 13) .
2.4 ADR REEKET

{5 2 1 AT B S RS 1Y ADR 2 BB 4P 55 / Y AL
(1704, 80. 96% ) . % 24 Z 19 iy -4zt 8], 4757 39 141
A5 (CRL A5 A AN TE R 6] 5 A 161 B8 A 5 8t ,
T IR IEE A S5 S R 191) , BRAE O R i s, e A 2tk
BT B S BE R T 12 FAS R B JE I i R O
T 2 J7 AERIRI BRI, B 3 ~ 43K, 45 103 6 2 h
31.01 mmol / L, ifil Bl 44t 155 , 25 REOH PR 55 T AE iR v 25

W2 KELF,
R2 (FEMBFIESRZ M ADREEREA
Tab.2 Severity and outcome of ADRs induced by Sintilimab Injection
RRA%IBE FERE )
EEEY FE(5),—#4(2) #5(5),28(1), F#(1)
S —#(3) W4(3)
Nk 4% FE(S),—#(4) ##(6), R# EELJE
B AL W4 FE4),—&(16) Q1) AR ( ﬁ‘d%i%
LYY FE),—#&(1) #1281 )
HARS FE(22),—#(16)  #4(29), BE(3), RiF(2), AH#(4)
ShEE% FE3),—#(2) F#(2),28(2) %\&%ﬁ%
LEES FE(56),—#(48)  H4E(55), é‘ ) F#(20)
YR —#(2) (1), K44
£ FE(4),—#(6) $F2(6), B8 (3 ) /ﬁ?( 1)
&t FE(110),—4%(100) ##(129),B&(41), R3#(32), k%
#(7), AR (1)
3 itig
R BT e e s il 7] (ICD) iid 5 PD — 1

ZARGES W H S PD - L1 A1PD - L2 A HAE AN
1) R 2 00 4 BN, 4 R A e S B8 KON o AR AR A T bk
U0 44t A A 43 4 FH % TR ERE , AR T 3 28 2 9928 I v ) 25
B, 23 T AN, S S e 32 e A, B 2 R A e
PEAR A R 344 (irAE) o

FARNEOL AZBIFEH 186 Bl A EETITES0~ 704,
HWFFEHY Logistic [BIHAHT B/R4ERE > 40 % A PD - 11R
I7 5 A ADR Il ST fE R R R 60 55 4h , ARG 45 2R
7N, BPER5E ADR B 0 FU B 58 v Lo A AR
IR A PE B R 8 YR T A R B IS [ Y A
ADR &A1),

o R FH 245 D0 1 31 R BT 3 S VR S S AR
FHF 2 SR FE 27 bk eV /N0 R i e T 40 s
B B B A BRI 0210 Bk ADR Hr,
22 IR AEAE A R PE 2518 0 (10. 48% ) , Y5 4y i 245 it 3
B 538 N7 I FH 2, 32 B9 K e R DR A= B 2 G5 b R
OrSERIT L EFANTE LA = ) Y A IS

32

Ji 240 LR A5 ) o AR TR e bR 250, 9 B e i geg 2
W g 4 R I DR BT ) ot ROR K A BEIR YT T ik
BOR KRR, 2 B E MR R, S E 17
24 1 B A5 Y R A A R I B — I R
SCAR VARSI U, $ P R AR S e 24 U B FH 21
— R AT I A

FHZBT R A3 AT - 7 1l R BT 5 1S ADR 9 H 25 B
W5 R, HLF- 0T L& A #E FH 25 AT Ao] J 1A o A 24
JAMIGEH 4307, 55 1 I H B0 ADR B9 R B s, b
VLS I T % PR o A I T AR FH 24 5 B B U )
A I, B I R P 25 2 s W4 L 3 b ol g
S P 43 s A S 1 B ADR S BLTE FH 2556 8 FA I LA
Ji B/ P R GEAHSE ADR AT BEAFEAE ) 2

A5G RAE SRR S, 1 R Ge wa%ﬁar PR
I BT 1 — 87 FH 25 60 d P HE BR, H s Bisf ] 4 50 S
B e VE /N /D RE (1TP) —BErE FH 25 12 J& &A=,
DEEFA]A 41 R0 vk 4 B /e A A RERAIG, &
H R 2405 1~ 24 3 DO B2 AR TT TH Ak
FROUEEE Y B[] 23 3R 140 1 FE AT, 4 )R U R IR
R BB 2 A R rp SIS AT 249 5 ) o W R 4 5
AR ST R H R A TE 25 )5 10 ~ 889 dM12 2tk '%‘?J
15 CAKT) 7457 2% st 18] Sk TCT FF 4R 5 14 8 6l i I —
ICI45245)5 2 J%J“ﬂoWﬁ‘&%%%%ﬁiﬁ;ﬁ&fﬂ@éﬁ%
a6 NN LB B IR B 255 9 ~ 11 ]85
25 R TENE S A 80% 1 75% () B KA TIT I %
B BEIT LTI 44 H DS O IERE M (s B AL S 3R
MEMEOERE) W E LN ICT 64~ A &A1 K
TR AR E R T A ST 48 TA BN I] N 2 ~ 24 N4,
FRE R TRL A 120 U7 KGR Z2 WU TR A [R] A 60 d118),

R RFRG G IRFRIN A5, 2 50% 1) ADR
IRV o i o7 N2 S = o 4L N AN R RN =
2 0 e PR R 20 i UR D A OO TR AL R G R (2
20%) , F IR e 2 T R 0 MR I A 5 PR R R R R
HBFREE (4 15%) , RBUN B 2 9 JRFEE X i
SOV w2 5 A 0TH K Hy UL I e Y AH OG ADR J2 J Tk 7
PN W EEE IR FEPE R S R, 5 AR Y A5 R
ARG A3, AT e ARSI E A JE T T, A
Hiu IR FR A ELREAS S/ s 5 A Hi S R B R T T &
F2 B AF 1 A BT A AR YT AT P A IR YT
A XS BT AR AR AR YT O & LU S TP B —
BB IR YT T P A W 4 R T A % (H A B Bl R 5L PR 2

RIT 55 A8 ADR 9IGYT b iR P8 ADR ™ E 2
JE o8 FH B Jo 98 2R A e M R (AL 3R B T R R A
i B ] G s R A A ) K R VL A 6 RE TR T o 6 80% 1)



2024 4FE 10 H 20 H 45 33 %45 20 1)
Vol. 33,No. 20, October 20,2024

&%

China Pharmaceuticals

HEEE-
Pharmaceutical Administration

ADRUFHe 1A, 7 I3 RAF ARYE SCERHGE , B 1 ik
HRIBIT BN AT e A ADR IRY T ] 2%
JE A ] S BR AR 1 AR SR B I 5 - aﬁﬂﬂ%ﬂ%’ﬂ,ﬁu%%
I PG BT AR PG 3K 4521 221 R Y LYY R G R TR I
CIRGAEE o IRl (AN N (1WA S 2 N el B Ry e W
ST IAFEVEIR T AEORTRE TG YT , 6 T SR i HUAR R ) e
TR £ AT 20 e HH AR B R B ARGA YT e AR FHAR A

NRETCHE NI L5 T B — SZMAFEHUHNATT o D EREIE — 8

T SCHRRATT QB — 2RSS YU 48 r AR I IR TT

O )3l R 55 25 AT T D AR T AL S BE

LA A 2425 MR B M 1] 2 pEAE W R, 4 e

FAFEIA T (TNF) I ) s E 2R 4, /N A& (n

FEIE ), CTLA — 4 4850 T EL P BT B t2e)

£ T = S TR 51 R (S TR E A

%%,JZISJ:iﬁcﬁé A BLEAEE ADR, 48 K Z 50 ADR

TEABE 0 ) B e Al -5 , B3 1 ADR 3% H R A fH A

W FEAE A I B 5T, FEA BN 6 R A 1R IR A

b A AT, X HR 43 R P B U A 1 58 3 X LB R ANH]

O 2 X SR E TR YT AN BRI IS A o R A T

WFE S5 R T7 KFEA S RTIE PRI 2 — PR

S Ak

(1] 2 45, FEk, 40 #H,% . FuofLREEkK - AL
SAE 1) IE R AT [T]. P E 25 0,2023,32(12) 121 - 124,

[2] AtzmAg, B A8, bk . Fandlsrtita X R B R a7 [ ]
I R 25436 77 42 &,2023,21(10) : 80 - 83.

(Bl ERBERRRZEMN TS . BERRER LIRS F 0T
YEF#EB /OL]. (2012 - 11 -01)[2023 - 03 - 20]. hitp: //
www. gxfda. gov. en / gxfdanet / gxADRxzzx / 76526. Jhiml.

[4] National Cancer Institute.
adverse events (CTCAE),version5. O0[EB/OLJ. [2023 - 03 - 20].

Common terminologycriteria for

https: // ctep. cancer. gov/ protocol development/ electronic_
applications /docs/CTCAE_v5_Quick_Reference_8. 5x11. pdf.

(5] % W, 7&&, 9225 X% 2018 F NS REHEK
By ReEs] YRGS EREEN,
2019,16 (5):302 - 304.

[6] B 3%, RIMA . PD - 1 Seski677 b am AR X A 254 R RUR
Ry #ea B EaHT]. FE %A IES,2021,16(31):134 - 136.

[7] &Anir ik K, E4R% . Liied S pH AL ik 54
eyt L] B R AAZ E,2023,40(2):73 - 78.

[8] DAVIS EJ, SALEM JE, YOUNG A, et al. Hematologic
complications of immune checkpoint inhibitors [J]. Oncologist,
2019,24(5):584 - 588.

[9] CALVO R. Hematological side effects of immune checkpoint
inhibitors:the example of immune — related thrombocytopenial J].
Front Pharmacol,2019,10:454 — 461.

[10] DELANOY N,MICHOT JM,COMONT T, et al. Haematological

immunerelated adverse event s induced by anti — PD — 1 or

anti — PD - L1 immunotherapy: a descriptive observational
sludy[.l]. Lancet Haematol,2019,6(1) :e48 — e57.

[11] & 3, 23,000, 5 . it Sdrh 5 M X 41k
RN BB I R 6 A)]. F B 2 &, 2019,
22(10):661 — 665.

[12] § 4, FAF . LihE sand Al
ARE A% E,2023,51(10):469 - 477.

[13] £ %, 254 . LA E LA
L E S ,2021,44(9):637 - 640.

[14] JOSHI MN, WHITELAW BC, PALOMAR MT, et al. Immune

checkpoint inhibitor — related hypophysitis and endocrine

CEEN AN e

IECES SR E AR

dysfunction : clinical review [J]. J Clin Endocrinol (Oxf) ,
2016,85(3):331 - 339.

[15] 2%k, 21 & . Rk & HH AR ZRLTRA
B P BIARAY 2R 4 & ,2022,22(9) : 752 - 756.

[16] KOSTINE M, ROUXELL, BARNETCHE T, et al, Rheumatic
disorders associated with immune checkpoint inhibitors in
patients with cancer — clinicalaspects and relationship with
tumour response: a single — centreprospective cohort study[J].
Ann Rheum Dis,2018,77(3) :393 — 398.

[17] KOSTINE M, FINCKH A, BINGHAM CO, et al. EULAR
points to consider forthe diagnosis and management of
rheumatic immune - related adverse events due to cancer
immunotherapy with checkpoint inhibitors [J]. Ann Rheum
Dis,2021,80 (1):36 - 48.

(18] A&, 2 i, B K, F . it d Eapm AR 8]
B s ], b B % &,2019,22(10):671 - 675.

[19] & #, &K . CSCO fiite & a7 A0 x o) ik &2
i ) Mk 2T NCON S g 7 AR X &t B 45 dy [J].
52 A B9 2% & ,2020,35(1) : 11 - 15.

[20] & %%, ZEAL, R R4, ¥ . ESMO SLJR0% 77 09 A bk 22 45
w ik [)]. B 4R A s 7T BT 2 &,2018,4(1):38 - 47.

[21] WANG Y, ABU - SBEIH H, MAO E, et al. Immune -
checkpoint inhibitor. induced diarrhea and colits in patients
with advanced malignancies: retrospective review at MD
Anderson[ J]. ] Immunother Cancer,2018,6(1):37.

[22] A #h, /& A BEE,F 426 PD- 1 #4172 &% KRR
B AT RS ER e R ], o E 25 k,2022,31(20):110 - 115.

(23] AR, M5 300555, 5 . e Edpd A48 £ fuik &
VAL 2R e R 7 A [T]. P B A 4 & ,2019,22(10)
676 — 680.

[24] CANALE ML, CAMERINI A, CASOLO G, et al. Incidence of
pericardial effusion in patients with advanced non — small cell
lung cancer receiving immunotherapyl J]. Advances in Therapy,
2020,37(7):3178 - 3184.

[25] 4 .5k R, EHF,F . RABT TR CIEHEA
KA R[], HEaE,2023,42(9):473 - 483.

[26] 3RE £, A&, K L. 2ihd 2ph A AL UBER R
Bom gy R [)]. e R mAH 4 & ,2023,40(2):82 - 85.

(ki H 3912024 - 04 - 22; 4 181 H 1812024 - 06 - 27)

33



