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WE: BH i@ B EudraVigilance (EV) 2045 B b I B A1 2R S 30 R BEA AT B A 04T, H IR T4 A %
PR E D FiE B ZREHE S “atezolizumab” A % 18, L B R Bl & B ¢ MedDRA K&, 32 I EV 3 3E
B A AR R ARG 25 5% R R FHH(ADE)IRE#AT M. BR O ME 202247 A30 8 ,EVHIEE L
AR T AR A 2R 3048 % ADE3R 27 076 4], & 4 ADE 3£ 12 76661 K, L = & R R F 411 7214018 (91.81%) , &%
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Abstract: Objective To mine and analyze the adverse drug events of atezolizumab through EudraVigilance (EV) database,
so as lo provide a reference for rational use of atezolizumab. Methods Taking the generic name of"atezolizumab"as the search
term, different levels of MedDRA terms were selected, and all reports of adverse drug events (ADE) related to atezolizumab in the
EV database were extracted and analyzed. Results As of Jul 30, 2022, 7 076 cases of ADEs related to atezolizumab were collect-
ed from EV database, and 12 766 cases of ADEs occurred, including 11 721 cases of serious adverse events (91.81%). The pa-
tients were mainly male (56.83%), aged 65~85 years (44.39%), and the reporting population was mainly medical personnel
(94.16%). Totally 27 system organ classes (SOC) of ADEs were involved, mainly including general disorders and administration
site conditions (13.17%), gastrointestinal diseases (9.33%), and respiratory, thoracic and mediastinal disorders (8.69%). The pre-
ferred term (PT) was used to query the reports of each SOC. The top five PTs in the number of reports were fever, interstitial lung
disease(ILD), diarthea, pneumonia and febrile neutropenia(FN). Conclusion Atezolizumab is easy to cause serious adverse reac-

tions, suggesting that its indications should be strictly controlled and the necessary pharmaceutical care should be carried out to
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ensure the safety of patients.
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B PD=1/PD-L1 {5 5 1 41 5 1) S e 40 A, A i 3
16 WL R e 8 R 2016 45 A 18 1 B ]
PRI I F R AR AHEAE 1o, T TIRIT AR
N B R PR T RS . 2020 4F, BT ) B
BAPTE TR EARAE i, AT IS HAB MR 25 0 T
/N P 9 R /I 8 R 7 — R 36 7, d T
AT YTER B 40 M98 o T B ) B B B A 3 1
AN, I A TR 2 W P N SO T
AR FEAGE , JU SR BT S B R RE O
FCo PRI, AT 5 4008 2t 86 472 9l R A K B 42 ) ke
P LTS 025 N B 5 (adverse drug event,
ADE) i 5 #EAT FLEL A BT ST, il PR 1 ADE
AR B Ak PRER 225 AR b IR 22 4 5 BRAE
R ) B FAAT

1 #AREFZE
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I (adverse drug reaction, ADR) R &4, T
f 25 AE T A B vp 1) i A R RS, i 254 BT
JE A AES S BV B RO 24 i 3R (Euro-
pean Medicines Agency, EMA )T 2012 4 LR 55 JE X
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B EARAKE. BT EV B R TR PR EE 2
1 1A #L ) (Medical Dictionary for Regulatory Activi-
ties, MedDRA ) H1 () ﬁﬁ@ﬁiﬁ(preferred term, PT)fll
A G5 E 43 2% (system organ class, SOC) X} ADE #f
Fror2RANA , MO BIEFE B 5B XS 4% SOC ¥ L2 iy ADE
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R NG E(94.16%) (1),
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Tab. 1 Basic data of ADEs report related to atezolizumab

FEABORL 1% 4 5% L%
1% <18 4 0.06
18~64 2073 29.29
65~85 3141 44.39
>85 217 3.07
AW 1 641 23.19
5] 5 4021 56.83
u 2471 34.92
AR 584 8.25
ARAHE 45 N5 6 663 94.16
R N 413 5.84

22 SOCHENER

XT R AR 1 ADE #215 E 17 SOC 4325, ¥ Je 27
S0C, F Ry B VEIRR M 45 25 B0 £ Fh s s
NS E SN NN T TN RS N
Pl R R CPEARFE LN R
|ACT & M A=Ay 5 B A g mE K B B A ]
SRS ™ A SRS R e ) e KM R
A B T B S M Y P B R A P EOR
RS DL 4 B P98 s B 4 2 30 A0 45 Bl s By ol 2
(11.62%) , H Ik 1 8 W 2 B9 93 (8.64%) WP 1 7%
Gt M K N B 9 (8.22% ) RN IML IR K bk B 2 G 05 9
(6.60%)(F%2).
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(interstitial lung disease, ILD) JETE i 58 | & #4E
PR 4 A i 2D (febrile neutropenia, FN) 8 55 2
LA (£3),

T e A 2R 3R B 469 SOC o7 [ (%))

Tab. 2 SOC distribution of atezolizumab adverse events [n (%)]

Fe SOC FEEN B A= EA B Er
1 A B PR K 25 2T 25 B RN 1483(11.62) 198(1.55) 1681(13.17)
2 B W RGP 1103(8.64) 88(0.69) 1191(9.33)
3 WK 22 255 16 B D\ B s 1049(8.22) 60(0.47) 1 109(8.69)
4 LI R K B 2R G 15 842(6.60) 34(0.27) 876(6.86)
5 IR BN 780(6.11) 35(0.27) 815(6.38)
6 SN N 744(5.83) 80(0.63) 824(6.45)
7 HRI G RGN 726(5.69) 53(0.42) 779(6.10)
8 JFIR 2 e 9 613(4.80) 12(0.09) 625(4.90)
9 R Bk B T 288 551(4.32) 139(1.09) 690(5.40)
10 B HIE S PR 22 G550 508(3.98) 17(0.13) 525(4.11)
11 KA B M TR IE A AE 491(3.85) 73(0.57) 564(4.42)
12 TR R E TR0 487(3.81) 15(0.12) 502(3.93)
13 Wb RS 411(3.22) 54(0.42) 465(3.64)
14 AN VLIN B8 e S5 45 48 325(2.55) 83(0.65) 408(3.20)
15 L& PR 324(2.54) 28(0.22) 352(2.76)
16 O ERS B R 307(2.40) 7(0.05) 314(2.46)
17 o JE RGN 145(1.14) 20(0.16) 165(1.29)
18 FRUEEY RN 116(0.91) 8(0.06) 124(0.97)
19 R 2% B 0 93(0.73) 14(0.11) 107(0.84)
20 L EE WS &N T 32(0.25) 3(0.02) 35(0.27)
21 B R ok B 2P0 30(0.23) 4(0.03) 34(0.27)
22 HAh 561(4.39) 20(0.16) 581(4.55)
A1t 11 721(91.81) 1045(8.19) 12 766(100.00)

E A, A5 R B R Y E TR (A I A B R SRR B S RAR , B R R KR AR AR R AR IREE AR

A BB R S e S R AL,

Note: OOthers including benign, malignant and unspecified neoplasms (including cysts and polyps) , surgical and medical procedures, congenital ,

familial and genetic disorders, social circumstances, pregnancy, puerperium and perinatal conditions, and product problems.

A3 A A4 T PT# FTH# 2k 4048 X ADE
Tab. 3 The top 5 ADEs of atezolizumab based on PT
2 soC PT ADEs (18
1 A B PRI I 2 2B AN 45 RN pyrexia g 358
2 EN 22 40 e B O\ B g interstitial lung disease (i) BT 14 it 9 329
3 B RGN diarrhoea Wes 268
4 W 22 255 B e D\ B v pneumonitis fiti ¢ 205
5 MY B bk B 2R B febrile neutropenia FN 201
3 it B R R BT I PR G0 (4 BB T A S AR I AR

31 B EEADR

R 5 BT 25 ) 2 BB B B A5 7 OC T ADR BYIC 2K
HAH W ADR (210%) M9 = AT B OB 1%
W | PR DRIME | & AR IS K AR R TS S

e B D IR AN B SE 4 IR B ELSEH B ADR 1 &
A0 ARWFIELEG BV Eds 22 v B A 2k ST A
K ADRs, 73 #r B LS Bt vp R A FR A ) ADR
SRR ACILD iR RS FN 35 K HUIR BRI e IR
R%, S BICEIF AT e 3
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A5 K B0, BT RS R Bk BT AR 5 ADE e #5
() SOC A 4= B Pk 559 B 4 245350051 4% F IR, 40 %
I 97 M 89 A, Hovh DU B R AR R
(5.06%, 389/7 076) . Bl i B bt 45 o i A6 45 45
415 Gimmune checkpoint inhibitor, ICI) B e Py
FLARALH] w9 R 52 4 BB, P RE 5 1CTs YA YT T 304 i
KRR B R I R R B A OGS, — TS
oM N, R Bk B R R 2R B 4T UL ADR
(10.7%) , " EH—Wh 1~2 9, R PRAFFE b
71N, BT ) B B B 24 BB A FH 24 T BUR B 3 3L
BE B EE R,

WP 22 26 6 B P\ o A, 2 B 25 1) B B 470 AH
% ADEs 84 ¥ J 119 SOC, LLILD By & A= b i, >
4.65%(329/7 076) , 75 P& FI ZR HHT T A ADEs thHE
o A, Hoh B R 196 11(196/329, 59.57%) , 5
T2 39 1 (39/329, 11.85%) , iF-#% Z 4 7 65~85 %
(188/329, 57.14%) . 1CIs AN TLD & —FhXELLIA
T E AT ADR, BB HLE 4 AT5%E , v HES ICTs
iR IR G R R8I 47 R ) S5 T 400 g 9 5 A O, [l
BT AFE Y Sk 7R, TCTs AH OGP TLD 1Y & A2 %0 3.50%~
14.5%, %295 NAE LLAE IR =65 %5 i 55 1 W A0 28 25
%, e R il iR TR AR L 3~5 B E L RN
R 22 FH 25 05 24 H 9 3o i R FH B 425 )
BREPURE X FARIE =65 %5 A WA s A 55 8 i s £
H B OGN BV, 2 24 A o
R T YA TILD

B85 ) Bk B BT A 5 ADE H R0 S il &2 48, H
TR S (R B A B RS =60, RAER N
3.79%(268/7 076) . 5 7iE &5t ADR " HENZH
1~2 4, ™ 5 8 Wi v & R <1 %, o & 80T [
G0 1 B AR IEAR B AR T AT B A
2 S E RS Kb R R R s R R
T8 ] B ) ER BT A 1CTs P BRI VS 5 S e M e Tk 2%
W AT 5 B L W IE ROV B I R B A
N SRR A LSRG 45 T 1 TS 25 X RE TR YT

I % bk B 2R 0 5 s L J2 AR A 5 T A DG T Y
SOC Z—, H A FN iy e 5 20k 201 K, R A%
2.84%(201/7 076) . FN 22— Fh ™ 5 A K0, AR5
38 A KR AR TEFRIE (common terminology criteria
for adverse events, CTCAE) 5.0 iz, 8¢ FN B #) :2
J 3R . RGN 22 0T B s ) 2k s e
B HAHTIPIE 25 , 77 WO T BT R 2R L A 25 5
FN B SCHRHE . i FN O R RN, &)
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FEURE BRI, 5] & 5 P gL 7
ZRHEURFIET G RN 45 T 5 A0, Sl
FHAC AR 22 FURL 4H M 42 95 15 R AT RS B4R AR
PR,

i 5 ) R BT SR R B Bz T A B AR AR
WFFE 7 ELERAIG R IR 3 2 1CTs fie i L IR R
JR 22— AR B R B R T A2
DLz 9% B R L, A B0k 200 41 ¥k (20077 076,
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SN s 55 N B3 TB AR B, 48 B R B B T
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i B A 2 R 7 R RO RO, HAT B
B PRIk ol T R B A0 T TR R i S
N B2 W RNAYT
32 EgXKiESOC

BTN BT SOC H , LU 2% B 0% b
FEE AN B AR R (307/314, 97.77%) 404 0
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