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Abstract

Objective: to investigate the will of participating drug clinical trials in subjects and possible in-
fluencing factors, thus providing the basis of carrying out more reasonable clinical trials. Results:
of all the 106 subjects who have participated in the trials, most persons are aware of the top three
listing aspects, “Protecting the safety and rights of the subjects, accounting for 77.4%
(82/106)”, "Ensuring a scientific, accurate and reliable experimental data, accounting for 66%
(70/106)”, "Signing informed consent, accounting for 64.2% (68/106)”. The lowest awareness is
“Adverse event handling, record and report” with the rate of 37.7% (40/106). Situation of partici-
pating wills: 20 of 106 subjects are willing to participate in the trials, accounting for 18.9%
(20/106) whereas 86 subjects are not, accounting for 81.1% (86/106). The top three reasons of
not willing to participate trials are: 70.9% (61/86) subjects worried about adverse reactions and
side effects; 37.2% (32/86) had no time; 30.2% (26/86) feel anxious about the effect. Of all the 86
subjects, 19 of whom indicated their wishes if medical staff did a detailed explanation, accounting
for 38.1% (19/86). The influencing factors of participating trials: in all the factors included, higher
diplomas, less time and worries about side effects have statistically relation to no participating
trials (P < 0.05). We have used regressive method of multi-factor logistic regression analysis and
chosen “Participate the trial or not” as the dependent variable and “higher diplomas, less time and
worries about side effects” as the independent variables. Multi-factor analysis results show that
“less time” and “worries about side effects” are the independent factors affecting drug clinical tri-
als. Conclusions: medical personal implemented in the trials should strictly attend the GCP train-
ing, have scientific and rigorous attitude, make all subjects aware of details of clinical drug trials
and let them experience the noble sense and happiness contribution to medical science.
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. FiE: RABTETHES, MEREEHT X — B EE. &8 F1068HMARNRF, HH
YIERRABAREE RN SALARR “HRP RS RZEMNE” , MBEENT7.4% (82/106); “ff
RIS K& 4 R IRHEME, RIS , MREN66.0% (70/106); “HEBMBRER” , &
B N64.2% (68/106) . MERR BRI N AR BB BF WG, MBERKN37.7% (40/106).
YRR RRNSNBREREN, 20 \RRERESMADIKKAL, 518.9% (20/106); F86 AE R
AEBSMAYKRR AR, 581.1% (86/106). NEESIHEI=MEFEZ: 70.9% (61/86)H HHH
DARRRMNMEBEER, 37.2%K BH AR ESN(32/86), 30.2%K BHHLKARE(26/86). 7E
86X NRBESMAYIER AR BEY, BIIARTIWREYT A ZMB T HERNBEREURTSBIAESE,
RESNAYIRKRLE, 538.1% (19/86). AWK ALSMBENEMEER, AVEKALSINR
REOBFRBEITERRH, EFEPAASTHIERF, BXAEE. BANESMAELE SRR
BER SAARESMAMIRRRRE R(P < 0.5). URTEESMAMAIFLE, BEFRSHTHP <0.05
KR NEZE, HHERE#HITZEEogistich Hor. ZHEERMTERERY, BARESH. HL
EARRRMABIERRGYREK RS NEBEOMIEHER. &1 ShERAURBNEF AR,
RZS IR KIGCPEI, B RIFHREEESE, A2 RE HRERAYRB S TET, P
LB E TS ER RRBRIEIT MEE), FFEENEIRRRE F k&S 55 N E Z TR = iR
FRBRTERSINEREYALE .
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Table 1. General demographic characteristics of participants

# 1 MAMNRE—RRAOFHE

N FVEERHE N# L (%)
FI(D)
<30 33 311
30~ 35 33.0
40~ 19 17.9
>50 19 17.9
59173
DU 97 91.5
il 9 8.5
Rl
TA 19 17.9
KR 5 4.7
EPRIPS 17 16.0
A 2 1.9
=55 6 5.7
HE 57 53.8
SCALRERE
wrH U 37 349
K& 27 25.5
AF} 34 321
A K LB 8 75
gl
RYS 13 12.3
[y 90 84.9
B 2 1.9
el 1 0.9
NV EN
B R 71 69.6
H 20 19.6
AT 9 8.8
it 2 2.0
2N
JF¥) 2000 JtEA T 20 19.8
J1¥J 2000~5000 7t 48 475
315000 JtbL 33 32.7




XFE %

Table 2. Participants’” awareness of drug clinical trials

2. MR R AMIERIRIE A RREHEF

kA nipe N HIBEZE (%)
PRAP 2R E 1 2 A AL 2 82 77.4
PRAETRES Bl S A RO RE A E  HER A S 70 66.0
BEIBRES 68 64.2
DU RE RS HEE SN 64 60.4
Bt T2 AR 56 52.8
R RGN N e 40 37.7
Table 3. Differences of participate willingness after fully explanation
#3 EPARRIBRIIESSEENER
RO RRE ST - X2 PH
Bezh5 Ny ]
EEzY5 18 19
NEEZYH 0 60 35.840 <0.001
&it 18 79
Table 4. Single factor analysis of participants’ willingness on gynecological clinical trials
4 ARWNEKAMIERRESNEENREERR S
SN VNS BREZMA % X218 P
AL
m. KL RET 64 16 25.0 3.968 0.464
AR 42 4 9.5
BRI Z 0
& 33 1 3.0 7.852 0.005
& 73 19 26.0
LA A RS BT
Z 62 3 4.8 19.204 <0.001
i 44 17 386

Table 5. Multiple factors logistic regression analysis of participants’ willingness on gynecological clinical trials

F 5. ARMERAMIRRRIESMEERZEZE logistic EY3 5347

SN B Sy Wald X & P14 OR 18 95%ClI
AT R0
¥ 2.313 1.080 0.032 10.11 1.218~83.886
A 1.00
S0 A RSB FTEIE
& 2.453 0.683 <0.001 11.627 3.048~44.351
2 1.00

@



XFE &

4. g
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AEEEL Ad. G (RIREN 37.7%).
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TR R B AR AL, B UGETE IR GCP MBI, B VB 1R IS R R KR
PRI S A AL AR [3] . TESEBRIE IR 23RS, FRATRY) SE v Se BIRA 520 # R 28, BAE R FA R LR |
BT T AR RN AR ME .

R BLLAE[ATEX b K =HEEFH 224 420l 251 PRIRE6 I SE it A b, 38 R IAZEEAR
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