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Simulation Research on Awareness Rate and Satisfaction with Remote Multimedia Electronic Informed
Consent

TANG Jian®, WANG Yueyuan®, CHEN Qian®, ZHANG Jing®, WANG Shugiao®, WANG Xiaofei®,

YOU Huaqiang (The First People's Hospital of Linping District, a.Department of Critical Care Medicine, b.Department of
Gastroenterology, c.Department of Pharmacy, Hangzhou 311100, China)

ABSTRACT: OBJECTIVE To evaluate the application effect of remote multimedia electronic informed consent mode and
traditional informed consent mode in the context of the widespread use of electronic informed consent and the impact of
COVID-19 on drug clinical trials. METHODS A randomized controlled trial involving patients presenting to a
gastroenterology department within the last 6 months was conducted. Subjects were randomly assigned to one of two informed
consent modalities. The subjects in the intervention group would complete the informed consent through the remote electronic
informed consent applet, and the subjects in the control group would complete the informed consent under the in-person
notification of the doctor. The research results of this experiment were the results of questionnaires on the awareness and
satisfaction of the two groups of respondents. RESULTS A total of 101 subjects were recruited to participate in the study
(intervention group, n=51; control group, n=50). Compared with the control group, subjects in the intervention group showed
high satisfaction with no statistically significant difference, but they showed better awareness (median correct rate: intervention
group 50.00% vs control group 37.5%), and the difference remained statistically significant(P<0.001). Through a stratified
analysis of age(=50 years old, <50 years old), gender and education(undergraduate and above, junior college, high school and

below), the low education(junior college and below), elderly and female groups of intervention group had higher rate of informed
awareness than those of control group, and the difference was statistically significant. CONCLUSION  This study confirms the
feasibility of the electronic informed consent model and the application effect of improving the subject’s informed awareness.
electronic informed consent can provide a more convenient way of informed consent and save the cost of subjects participating in
clinical trials. To meet the needs of more target populations, future optimization and research on electronic informed consent is
valuable.

KEYWORDS: electronic informed consent; informed awareness; satisfaction; clinical trials
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(Cronbach’s a)VEAGEitaE . AR VAL R A 43
Mrrid:, HHE KMO {6=0.6 1& 4, Bartlett BRIZFE
KB P<0.05 AT LA 75 S 45 R i i
1.6 RHIHR

AHI ST O AT M T T D5 — AR R BE 37
TR EE Tt , ABFRHE LS5 2022-KC-001,
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AR 101 fizidESS, Hh B
32 i, 5 31.7%; &tk 69 £, i 68.3%. 51.5%
SR <50 % o 2R F F DI B B
AR BRI LU ABE S a5 33.7%,
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Digr (AR LA b TR w4 a5y
¥, Jodm 2SS, XOARUITAL 2 A4
(AN IGE T P e R o B Pt T i %k

Fx1 2HARAEHZHH LA DEREELFER

Tab. 1 Distribution of basic socio-demographic information

of the two groups of respondents n(%)
URE| Bim=101) THH@=51) XtHEA»H=50) P4
P <0.001
5 32(31.7) 16(31.4) 16(32)
S 69(68.3) 35(68.6) 34(68)
A 0.765
<50 % 52(51.5) 25(49) 27(54)
=50 % 49(48.5) 26(51) 23(46)
i) 0.933
AR KL L 34(33.7) 16(31.4) 18(36)
LF 32(31.7) 16(31.4) 16(32)
BT 35(34.7) 19(37.3) 16(32)
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Cronbach a Z%034>0.6, K ML FEEAS A1 2 B 45 0 ]
B R IEK 2,

K2 HEGEMREAR
Tab. 2 Questionnaire reliability and validity test

N . ” .. Bartlett Bk .. Cronbach a
R YERE BHE KMO R P{E ZH
A s 4 0.815 174.561 <0.001  0.856
IR 2 5 B T 2 - 29511 <0.001  0.674
Giyi s
SR = 2 B 2 - 33.675 <0.001  0.697

W 7 MR 2 WIRER, FILRER KMO fEH,
Note: “~” This dimension had only 2 factors, so no KMO value was shown.
2.2 AR R B MY

WX 2 2N e BEAS oy AN R AR Ay EA T
IESKY, 2 4L IESS A, B 2 4 ABE R
540 N B 1943 22 55 X0 R ] Mann-Whitney U
R o e PSS S W T TALTE 16 IS
HALECH 8, TIXTREAL R 6, R THiZH Fxt BE 20 7F
PRI 82 [ 6 1) TE B 2R 4302 50.0%F11 37.5%, 45
W 3. 2 ARHIBE Ry 22 5 A Gt S
(P<0.01). TEWGEEEMAIE 5 R, FHas
o B R B TRk 4.33, W& TN RELH Y 4.06,
AR F NG F 2R, Wk 4,

R3 TWAMNRE 2 AWEEX R0 E 5 ERGEH4050
BREE R
Tab. 3 Comparison of the awareness scores and awareness
rates of the respondents in the intervention group and the
control group

PR (n=50) T (n=51)

SURE| N E R/ an E#Z%/  Mann-Whitney U £250
% %
B/ME 2 12.50 1 6.25 Mann-Whitney U 1 807.000
WRE 12 75.00 15 93.75 IS 1 807.000
PO 6 3750 8 50.00 bRfERZE 146.372
¥ifE 586 36.63 798 49.88 IRifEfLiEERSIT 3.635
FRfEZ 2373 14.83  3.203 2002 P{d <0.001

H: ARG EE S 0~16,
Note: Informed awareness score range is 0—16.
2.3 il EE RN
R A5 81 A (1) 465 1) 1) R 5 0 44 m) 5 s 70l 4
4, o3RRS I R | IR U B B A
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Tab. 4 Comparison of satisfaction differences between the

intervention group and the control group
WH  XHA(n=50) THL(n=51)

Mann-Whitney U ¥ 55:

/MA 2.78 2.89 Mann-Whitney U 1 489.500
SN 5.00 5.00 (o e 1 489.500
LREDR'S 4.06 433 PR 22 146.766
¥iE 4.10 4.26 R g i 1.462
P2 0.57 0.57 P1H 0.144

VE: W RERIEANE I 15,
Note: Satisfaction scale score range is 1-5.

FERE . MR E W MS SR, JEARIE S
AT IEZS TR 22 ANOVA 2B (145 3
TP YHER 7 255 1R ) . IES 37 Fl ANOVA
IIATEE R BN AR IR, HLIEAR AT L
N REA B () D7 22 2 55 ORI, PR SR 2k 7 A
AR ¢ K5 oA AL RO B2 22 5 . 25 SR R
S AE AT R B L N AR U B B A R
SIS 2 g 8 5 T %) kG 6 88 340 v xR L
FORARRMH B EMER ., SR IE S,

#=5 THAAMMBA 2 ARESZNIRAEEREEZE
S H
Tab. 5 Comparison of satisfaction differences in different

dimensions of respondents in the intervention group and the
control group

Xf IR 20 T

i H 3 i PfE
(n=50) (n=51)
A G 4 423+0.65 4.39£0.57 -1.308 0.194
MG CH B 2 4.15+0.66  4.27+0.66  0.982 0.346
iiEs
R EE 2 4.16+0.68  4.26+0.66 0.611 0.434

H: R ERRITEER 1~5,
Note: Satisfaction scale score range is 1-5.
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Tab. 6 Comparison of the differences in awareness among
different groups of people

i H T4/ % X B2 /% PiH
£
i 43.75(37.50, 65.63) 34.38(25.00, 50.00) 0.073
ke 50.00(37.50, 62.50) 37.50(25.00, 43.75)  <0.001
AEE
<50 % 50.00(34.38, 65.63) 43.75(25.00, 50.00) 0.075
=50 & 46.88(37.50, 56.25) 31.25(25.00, 37.50)  <0.001
27
AR KL 50.00(37.50, 65.63) 43.75(29.69, 51.56) 0.175
LF 56.25(43.75, 78.13) 34.38(25.00, 43.75) 0.005

LT 43.75(31.25, 56.25)  31.25(8.75, 37.50) 0.015

RT TRAAHNHEREZRAIK

Tab. 7 Comparison of satisfaction differences among
different groups of people
i H T /5 Xif B /43 P

P

% 4.04+0.48 4.30+0.48 0.142

kS 4.36+0.59 4.00+0.59 0.013
AR

<50 % 4.31£0.52 4.19£0.55 0.420

=50 & 4.22+0.62 3.99+0.58 0.197
=30

KRB E 4.38+0.44 4.16+0.54 0.203

LR 4.17+0.65 4.15+0.66 0.929

BRI 4.2320.62 3.97+0.53 0.182
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