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Abstract: Objective To promote the quality control and standardized management of drug clinical trials,and to ensure the safety and
legitimate rights and interests of subjects. Methods A total of 65 subjects (129 cases) with serious adverse events (SAEs) in the
drug clinical trials reported by the hospital from 2016 to 2019 were collected to analyze the distribution of SAEs reporting de-
partments, types of drugs causing SAEs,clinical trial items,the effect of SAEs on subjects,the gender and age distribution and outcome of
subjects with SAEs,and the correlation between SAEs and trial drugs. Results Among 129 SAEs,the incidence of SAEs in the hema-
tology department was the highest(18 cases), and that in the male(50 cases) was higher than that in the female(15 cases). SAEs
mainly occurred in subjects over 50 years old(37 cases). Among the types of drugs,the incidence of therapeutic biological products was
the highest(25 cases). The main effect of SAEs on subjects was hospitalization caused by SAEs (46 cases). The largest number of cases
(23 cases) with SAEs were definitely unrelated to the test drug,and the main effect of SAEs on the clinical trial was continued medi-
cation (30 cases). After treatment, the number of subjects improved was the largest (44 cases). Conclusion Strengthening the quality
control and standardized management of drug clinical trials can timely and reasonably treat the subjects with SAEs,and effectively pro-

tect their life safety and legitimate rights and interests.
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Tab.1 Distribution of departments reporting SAEs and number of
drug clinical trials
S SAE(#)) Hm (%) & &k RX%F A (R)

S i A 18 27.69 7
ki 13 20. 00 5
R A 11 16.92 5
% 5 IR B AT 10 15.38 2

M o At 5 7.69 4
b 22 1A+ 3 4.62 2
BR A 3 4.62 1

w o A 1 1.54 1
HALF 1 1.54 1
&3t 65 100. 00 28
2.2 &% SAE ZiXERMH 5 F i

65 Bl SAE Zik &, B2 T, FEFREBN
50 ~69 & FEILFE 2,

x2 KESAEZAEHMEINSERIH(%), n=65]

Tab.2 Sex and age distribution of subjects with SAEs[case(%), n =65]

£ % % A3t
<20 % 2(3.08) 0(0) 2(3.08)
20~29 ¥ 6(9.23) 1(1.54) 7(10.77)
30 ~39 % 2(3.08) 1(1.54) 3(4.62)
40 ~49 ¥ 5(7.69) 0(0) 5(7.69)
50 ~59 % 11(16.92) 8(12.31) 19(29.23)
60 ~69 % 16(24. 62) 2(3.08) 18(27. 69)
=70 ¥ 8(12.31) 3(4.62) 11(16.92)
43t 50(76.92) 15(23.08) 65(100. 00)

2.3 SAE @M RS R AW IEKRIR I H

65 17l SAE 2l v a2 gi it 4k
SRR A 32 49, W Kl RIS I H 16 T iR T
A i R AR ) S A 33 1, P B 12 AN I AR
B35 H GRS R ) o 4 25 BRAE 43 2 gt b
BRI R A2 (11 1)), ¥ B 5 Al AR g 10T H 3 DL
# 3k 4,
2.4 SAE X ZiX & Rl Kit 56 A &
FHEXEREA

65 1l SAE v, X2 iR i 2 UL 52 e 2 S B0 e
XiFilfe AR B0 B 22 DL () s i 4k s FH 24, PR L3 5 R 6,

s 584

®3 SAE HYFER SR IEKIXKRIE
Tab. 3 Distribution of SAEs in different drug types and the number of

related clinical trials

LR R IEd Mk (%) A RXERE R
oo | % 13 20. 00 7
g2 £ 9 13. 85 2
o tham3 & 6 9.23 6
FHhms £ 4 6.15 1
&7 R ] o 25 38.46 9
A S 8 12.31 3
il 65 100. 00 28
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Tab.4 SAEs classified by pharmacology and the number of related

clinical trials

EEEE Y B HARk(%) HAGRERTE CR)
D RR G A 8 12.31 3
%97 4 I 5 7.69 4
FR 11 16.92 5
BRRRE 7 10.77 2
BANERERRRREMS L 9 13.85 2
BHRES A RBRC BE R 8 12.31 4
B RARE TR & 9 13.85 3
g 7 10.77 4
B Bk 1 1.54 1
At 65 100.00 28
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Tab. 5 Effect of SAEs on subjects and clinical trials[case(% ), n =651

SAE (& 5
FHAER 46(70.77)
2 K AE 2 B 1) 5(7.69)
TRERFMH 7(10.77)
J B A 2(3.08)
5b T 2(3.08)
fE A F R 2(3.08)
JEdRk 1(1.54)

%*6 SAE XMIFKIXEAIZIIF (%), n=65]
Tab. 6 Effect of SAEs on clinical trials[case( %), n =651

b i
sk A 2h 30(46.15)
t2 24 9(13.85)
E 2 1(1.54)
12,6 IR A 2(3.08)
FER(ERIFHA) 23(35.38)
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Tab.7 Correlation between SAEs and test drugs[case (%),n=65]

FEYE il
THE % 20(30. 77)
FIES 7(10.77)
FRER K 23(35.38)
EEES 8(12.31)
TR % 1(1.54)
HAEA K 1(1.54)
ik A X 5(7.69)
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