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Adverse Drug Reactions of Novel Antitumor Drugs and Their Risk Factors
CHEN Chunyan' ,SHAN Huiting', Yiliyasi + MAIMAITIAILP ,ZHU Qingmei' ,ZHAO Haixia',XIONG Daigin'
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To analyze the characteristics and risk factors of adverse drug reactions (ADR) of novel antitumor drugs,and

2. Xinjiang Medical University , Urumgqi, Xinjiang ,

Abstract: Objective
to provide a reference for the safe drug use in the clinic. Methods A total of 151 effective reports of ADR induced by the novel
antitumor drugs from January 2020 to December 2021 in a grade — A tertiary hospital were collected,involving 151 patients. The
risk factors of ADR induced by rituximab were analyzed by the Logistic regression analysis. Results Among the 151 patients with
ADR, there were 88 males and 63 females, with the ratio of male to female of 1.40:1,and most of them were 70 years old or
older, accounting for 25.83% (39 cases). A total of 24 novel antitumor drugs involved in ADR,of which rituximab induced most
cases having ADR. The systems / organs involved in ADR were mainly mucocutaneous and systemic damages,and the main clinical
manifestations of ADR were rash (46 case times) , pruritus (25 case times) ,fever (32 case times), chills and so on. Among the
151 patients with ADR, there were 15 case times of severe ADR and six case times of new ADR. The outcomes of all patients
with  ADR was good. The result of Logistic
medication [RR = 9.24,95%CI (3.21,26.61),P = 0.00] was a risk factor of ADR induced by rituximab. Conclusion ADR and

efficacy monitoring should be strengthened when using the novel antitumor drugs,especially in patients who use rituximab and have

multivariate regression analysis showed that high level of lymphocyte before the

a high level of lymphocyte.
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2.1 BEUINEFEHST

151 ] g & T, 5 88 fil (58.28%) , % 63 f
(41.72%) , B 2l 1.40: 1; 4E#5 6~85 %, F 1y
(56.81 + 18.19) % ;> 70 & A M 5 o dwe i, 3 39 44l
(25.83%) FEWE 1 .

1 FEFMEZEYEADR BENER S EH S (n = 151)
Tab.1 Sex and age distribution of patients with ADR induced

by novel antitumor drugs (n =151)

% i St

ik Bl bBrw(w) B4 Lw(wn) #l4 L(w)

<10% 4 2.65 2 1.32 6 3.97
10~19 % 6 3.97 2 1.32 8 5.30
20~29 % 7 4. 64 3 1.99 10 6.62
30~39% 9 5.96 7 4. 64 16 10.60
40~49% 12 7.95 10 6. 62 22 14.57
50~59% 12 7.95 11 7.28 23 15.23
60~69% 14 9.27 13 8.61 27 17.88

>70% 24  15.89 15 9.93 39 25.83

2.2 HEGIMEZLYMERBLR

151451 J8 5 ) JRUEB O I3 2. 2 2 i A b, Rk 4
25102 41 (67. 55%) , H e 25 35 511 (23. 18%) , K T 1
511049 (6. 62%) , Ji Ji W 1 4 451 (2. 65% ) o i 24 St 3L ]
A5 ] 25 DLl W Tk K My 2 kA oy 32, 4t 32 4]
(21.19%) , FEILF 3,

F2 FEFAMBAEYMEADR BEREBERK (n=151)

Tab.2 Primary diseases of patients with ADR induced by novel

antitumor drugs (n = 151)

BRAFR B B(%) BRERR  Bla (%)
iR RAME 87 57.62 | AL FR G 6 3.97
KRR 24 15.89 | k#3RNFE 2 1.32
R RGN 23 15.23 | %A sht 1 0. 66

NS Wk 8 5.30
2.3 IEUAMIBAY SR
FR A5 CHr AL e 245 W i R I FH 48 S S5 0] (2021 4F
JO) ) HFOR B BT IR 25 010 5325, 151 45] ADR Hh, fif /)N
Sy FRE IR 245 8151, 5 K O Rl BB IevIed 24540 s KA 1o
SEREGTAR 701, 95 Ko 15 P RIS IE 254 o R 2 8
PR ADR (R 2, 3 451 (29. 80%) TE L3 4,
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Tab.3 Off —label drug use of novel antitumor drugs

R A HH ARABLHRRIERE  BESLARAGHA(H)
ABER BHOES K TEH(10)
TAAREHEIHE B MRiEE(4)
EilA3 AR SRMFHA®)
ML, EhaRUNE ARE PLERI(S)

i hER Ehemes Mok BE(3)
TUARE R E EhmpAE PR EmAE Q)

R4 HEGMEAMSE (0 =151)

Tab.4 Classification of novel antitumor drugs (n =151)
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Do 81(53.64) AlEERR(45) HEHER(0) L
L] F(10) F A% R(5) RABER3) Lk

HRG) K HRQ) RERERQ) .
R (1)
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FH 24 W 9k EL 40 Bt K SF- &5 [RR = 9. 24, 95%CI (3. 21,
26.61),P = 0.00] 2 ] # 2 & F.40F ADR 1Y fa [
%5 FIELHRHAHADRERESHH(%)]

Tab.5 Univariate analysis of ADR induced by rituximab
[case (%) ]

7 A ADR#(n=45) SBEA(n=90) YA PH

el €4 £ 6(13.33) 5(5.56)
2.43 0.17

% 39(86.67) 85(94.44)

R&whemprkEaT & 17(37.78) 6(6.67)
. 20.54 0.00

EFA % 28(62.22) 84(93.33)

RAMEMRKHET & 7(15.56) 4(4.44)
) 4.95 0.04

EFIE % 38(84.44) 86(95.56)

SR & 38(84.44) 87(96.67)
6.53 0.01

% 7(15.56) 3(3.33)

BRERAR G S & 31(68.89) 64(71.11)
0.07 0.84

& 14031.11) 26(28.89)

FRIER G & 36(80.00) 77(85.56)
0.68 0.46

% 9(20.00) 13(14.44)

R6 FZEBHFHADRZEZEES

Tab. 6 Logistic multivariate regression analysis of ADR induced

by rituximab

ik MEAk HER LRARE AME PHE RR

95%CI

Ré&AHEABAE 222 0.54 16.98 1 0.00 9.24 (3.21,26.61)
Rk mikF 115 0.74 2.43 1 0.1 315 (0.74,13.29)
RA% =200 0.75 7.26 I 0.07 0.14 (0.03,0.58)

2.6 ADR ERZR% /H(ERIGKRKTM

1511835, ADR 2N RS/ #5'E FEW Mk ik
FHRE (85 Bk ,36. 17%) , Hok hy 4 SRR (59 Bk,
25. 119%) % o IIfi R 3 B T ZEA0 45 2 95 (46 Bl ) | & #4
(326 ) e (25 (1K ) (TR (25 R ) 4 3B 4 i o
ADR Il R RIS 24> R G0, i ADR I R 31K
BEZT ADR BB TEILE T,
2.7 ADR k%% 5% 38t E 5

151 g8 v fd R SR8 116 491 (76. 82%) , 11 il
FIEI3541](23. 18%) ADR KA T H KA S min Y,
R KA 256 16 K 129191 (85. 43% ) K& AEAE 24
7 d N 13041(86. 09% ) A& I #E 7 d R IH FE L3 8.
2.8 ADRBEEHSHKET

151483 8 ADR 156U, B ADR 6 f5IvK . it
A ADR &5 25 RIS IEIR T I , 85 132 5], P2 19441,
TCAET 1] A H ADR 4345 Ml R R L2 9.,
3 Tt
3.1 ADR 5&£# MAIMNXHR

IR A i 1 DA A 3 R ) 25 e, T P R R

&7 ADRERZELZ/HRERIGARI(n=235)
Tab.7 Systems/organs involved in ADR and the clinical
manifestations of ADR (n = 235)

ADRER A% BF s RRIL(HR) #lk Ew(%)
4333 KA(46) B (25), /0 (6), £ % 85 36.17
#A(6), HBAMLE X (2)

AHURE A (32),£8(25),24(2) 59 25.11
REIE T EY x4 (1), \L‘Jﬂi}ﬂzili ), A BEAZR 21 8.94
(5), m%(3), k(1)

Gy EY M), 44 ( FRARE(S) 21 8.9%4
TR EG #(9), M%n 5), k%1 15 6.38
WA R % (6),"Rek(5), BL5(2), MA(D), 15  6.38

&7&( )
hik A% FRAH (MR Y B 10 4.26
),10)
1R &% WAt (hAEmAHS), FAhE 9 3.83
”ﬁ:(mwﬁn 1)
x8 FEHIMEZSYE ADR B A £ 5% E S %

(f51,n =151)
Tab.8 Time distribution of occurrence and outcome of ADR

indued by novel antitumor drugs (case,n =151)

‘ R )3
A 8] - :
EH =98 EH =9/[:8
<0.5h 39 1 35 0
>0.5h<24h 34 14 46 12
>1~7d 31 10 22 15
>7d 12 10 13 8

K9 FHMEEADRYHEIGKRRI

Tab. 9 Distribution of new and severe ADR and their clinical

manifestations
e T ADR £ % ADR 16 AL (4 R)
LRS- L RTRER i pid ey FHERF )
R R TR A wWEAEK()
EHAFImARER FE o RRaE ) R F T AT ()
Tai g L H IR E EE o RHEHQ)
WAk ERIESR FE o %h(2)
EA R MBAEA EE FhRFQ)
TAAREREMHE  FE BEARA),BEE (D
WA B B g ORARAED)
HRER KA EE o R (1)
EREFHRIE PE o RHEH)
EnBRIKE EE o AFAREE L)
AE 7 A ) AR T T R 25 9 B ADR

R, B3 L F Bl 1. 400 1, 5 e 2 9 1) ) 25 5
— 0BRGN 25 B0 ADR AT IRAEAT (] 4R, £ 0
TR B AW ADR SRR > 70 %, X AT fE
HRAR B S IRPLAE T s D RE B R N A K.
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JEE AL, S5 R FH 8 24 56 I 28 BT ADR I IR
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7, FH 241090k B 40 A 7K P g B JRUBS: L (RR) 49 9. 24, 1]
HZRZHBCR 2. 22, 457 I EL 40 B KPR
W5 A ADRG Ik EL 41 B 2K S T i R R 2 R P E
ADR WFER N2 , 5 F] 21 Hb1 3 ADR £ LI U N
R A K, X IR SRS IRG AT 45 B —F A 45 B R %
HAPTECADR, J& 7 Al 3 3 Ik T A0 i K PR Sk 1 A
T IR ADR MV LE R R 1A KA G IE . )
A FZE BB ELADR A 80% KA T K2y, 25 5 ik
R e SE - SN TR o N [V o - SN E R 3 LI - R 0 |
FIZH BPU AR EADR B 1, 96. 67% ¥4 45 T 4l e
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3.5 ADRMIKRAEE#%A

15151 ADR 2R AAEIZS T d N B &M ADR 2241,

SR TEA IR R UR 250307 R G H: ADR, &

R A T 25 v G AT I B i B & 2 ADR [ S

AT B XTREIRYT 7 d N, Ko 28l it ale A

HELGT IR 25 B ADR 2 0L F AR B, 0T B
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