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Discussion on feasibility of electronic informed consent in drug clinical trials
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Abstract: With the development of science and technology, electronic information technology has penetrated into many aspects of
society now. Electronic informed consent is an effective way to adapt to development clinical trial. China is still at an early stage in
this field. Affected by the outbreak of COVID-19 in 2020, the demand for electronic informed consent in clinical trial has become
more urgent. Based on my own work experience, the author wants to analyze the problems in the traditional informed consent

process and the current situations of electronic informed consent in China and explores the feasibility of electronic informed consent

in clinical trials.

Key words: electronic informed consent; drug clinical trials; COVID-19; feasibility

B R BT Z R S 5 R DTk, X 52
B A AR 25 AR, 2 B4 25 R AR 56 b 1)
B T AT R R R RS2 A B A ) A i
2o T IR R AR A A A O M A R R AR
JRO, 45 40 A G 47 52 3 it L 2 5 & 0 20k
e kUL, A R B AR E AR L A
) 52 7 A N I TR (1) 45 7 T L 52
WE RS, BIEEH S 58S 506K
PRIG 1 I AR 5 17 1 T 0 DA A5 T 20k ot
TR Did s A XU 3 [5) 28 8 1k 44 K B AR i
WIIE B PE ST . — AN B 0 s A s L AUH 45
SREEMCEEEM.AHFEZEMEZRE 4N
%ﬁé%[ﬂo

2020 4, 52 A4 56 K W B il 28 (COVID-19) 9%
& HIRE I, K 2 200l R R 56 38 52 31 1 a7 W a2

Wi HEA: 2021-02-23

T2 B I H S 3B AT AE I BT 2
IomE NS BE A E ST S ME TEM>,
29I R R I B UG B P (E AR S R AR K
O JC V26 2 A A 1 B 4 1 75 3R R B A i X
A G X 3, e £E T H o VF B O 2> 32
ANE R , M G B G I KU (] B LR 24 1l R
AN ) S I PSR RN, 3 NS S
AR A X 2 I PR R R S ] 5K 24 g A
PR JR) 24 PP RO T OB e W 2% 9% 17 A 18] 245 47)
I AR50 A B i 5 ) R AT OIS, o dig th =2 %
15 S, A8 45 W PR 56 T I o5 VF 2 SE B R e, mp 2%
T P I R BRI R RS U7V A Bl R B AL I PR
WEHY 6 LOREEAEA, L2l #E o IF R
I RIS . G T, 2510 R 58 6 8 Be A6 I &
Je f R IL AR M. B A1 A & (electronic

B—EE: B WE, AR T IR GAPES o E-mail : ice_liaojuan@163.com
*BIEVEE: B 4, 802 A TI0, Bk 5 a5 . Tel: (02885421850  E-mail: htang6198@hotmail.com



F44E FETH 202178 %Kl"iﬂ'{ﬂ‘ti Drug Evaluation Research

Vol. 44 No. 7 July 2021 + 1569 -

informed consent, EIC) RJ 52 Jil iz¢ # #: 1F , B & 4 1
S R B G () KU, BRI T 52 3 10 B A7
0, SCREAE 0] 52 HEAT SN N (R R CRe 0l 2 AE
T H W R A R B D, 52 T 2 K
A o

1 fRgmiEREmIGaY )@

G [F) o 2 B ERCT I — IURCR , 7244
AR B RIS R A EERER. Bl
1 48 1 S A 2 2 B R I8 T 52 o 5 5L WU
258 ST R TR ) 0 [ R P R AT AR B, (R sk |
FR 1) 7 FE AN B 40 0 AR B 01 TR R ) s
MoE BT, BEEEAFNTELR, EiTfE 5
VIS [R] S AR i A AR 1Y) )

1.1 EHhERRFOCHITHERE

I R 6 K 8 128 38 A Wt 9 A o0 LR B 1Y
L 32 A = I A B 52 ik
AT — R — VIO R I Fn s R e . i 7 52
AT 0T T ()38, A R T2 E T AR R
&7 TG 5 (R 3 3k 5 iR 2 1A) B AR . B o B
2 ] A2 T B B DR Rk s R SR, AR R
Bt B R B8 22 Cln n A7 8] S SEORINE D A R AR B A
L) KU , R A 2 7E COVID-19 1% H AT, IE
A R T Bt 2 B P R s 1) XS
1.2 MBEREBRARREL, AR T2 EEHE

25l PR o7 & 8 BERYE ) (GCP) H B A 22
SR RN AR A AP R 25 52 13 1 11 S A i B R
IR R F s 5 T s S AR 7 A sz il
BE NV WAEAN 2 TR HAE A D
K2 W SIS B 10 BRANGAR 2l 91T
5 X% AR5 AMEENE, LR EAERsW
Je N AT X T 08 52 Rl & SO R EEAS
e ) 2 R R U 0 TR R A A, 32
— I} 22 (B JEVEA) S I A BR A AN A2 1]

1.3 HEREIERZEE

HH T 52 2 R SR AR R R AP, BIAT 1 0 1
[) = 7 3, AN R I R T A A 5%, A2
T8 I AE B T I R AT A R R SR A A TR R A
1) 25 38 R AR T s R 155 [R) 15 LR B SR B, A T R A
38 T 5z A 2 R Bt 16 IR, A3 AT R IR A A 1R T
35 5238 TP 2 55 & J7 TR S0, 0155 ) s RICR 9F
AN BEAE EE & R e IR BIF FT W 3 5L Cclinical
research coordinator, CRC) X N $ AT B 18 I & 4E .
A Bl A I LAY R IR S il SRR W A, G
VAT E =& 15 A% 42 IO ORIk AT 04 Rl &, A7 7E

KU J B e A8 H R I IRIZI7 G 43 7 WL
XU R 52 3 i 2 R R OR BE T MR L & 4 R
Bl LR A .
1.4 MIRZEHE)E

H AT, K 5 25 Wi DR 56 0 19 7] = 1 4 i, A7)
SR R 2 BE 78 3 1) 52 1K 3 R AT 0] THT M I 3 5
F DL S A B R A S5 A p I st . T 3R
K 2 Howt ot 3 AR L B, [RII IR et 1 1= 30 45
Z 071 LAE B W AL TR T TARIRA . fESEPreR
PRI FE G AT Re B 9T R 0 R A 7
M5 RN S AN AT A DL
1.5 ZiXEAY[E)R

SR BRI S WUE N B SO FE % B A e
JTE R B A R AR . AR IR 2
AR R A0 R RO R O AR, BOR e 4 TR
THNE, BRI B KR m™,
1.6 HFRERFEFEESE

AT, B 0155 [ 2 5 1 25 38K 2 DLAR I hig 1
HEERRE, B2 E EHRT A2 ELIE D
&7 AT RN F 584, T F 58410
AL i i — B VA AR U 288 7 .
W7, BATRIE A BUH SEE A R,
AT T R RRCR R R A5, A9 7% T 2 405 hig A
[F] & 15, 75 49 1 B PDF SO EAT OR AT, IXFF 8 389 I
T CA R AR5 ST DR A 1) AR B T ELUN 0 A [
AR R BT TV B A
2 BFHEREZITHRAITHE

FE, 2R 19 [ o R 1 TR e o R T B A A%
RIOTT A AR Z T BORG S 5 E
ZRFFEIC R HErE AN T B 51
[F) R ()R 8 v 0 A e — PR X, T 3 1R T R 24
& P1 J5) (Food and Drug Administration, FDA)YE 2016
12 HRATR R A BT R R = i A 4R
RS T A R R E S, R ARRH 2 0T
T EAR BT REMET , B KHH AR
EIIE 5 A WA 36 25 4 3 B EL B Il AR R )
AR 2 B AL R ST RIS B IR RAT A G
GID-S/as

2 HE IR E 2020 it GCP AHISHLE , I AR 158 H 1)
I A R T DA T ) L 25 8 ik 44 AT H ) 0 i
7] 7= 54 R ST IR B s (R AR SEBR R AR I R v, W 5
FL TR R0 ) O AR DL ST R Sl sk AR i T
i, 3 T L2380/ 17, LR RS BT . 1XAE
— R A TR B A K



+ 1570 -

$F44%E FETH 202178 ‘ﬁﬁ-#ﬁﬁtﬁ: Drug Evaluation Research

Vol. 44 No. 7 July 2021

RAT = B 8 7T RE , [F] A7 AE 1D KA 83 VR 58 4
TR AT B 5 177 L 017 RS IS AT 16 IF Re A R
BEEREA R, BEGSHS TSR, KT T
ST TR 7 R B A BR , 8 0 H - A R = A
T E 250 R R 5 18 47 I e AT
2.1 BTFHEREERENMBIRK

BT, B s B S AR EE L T ' D H B,
FRVEEERE AR & 5 72 I R 58 4 Y H 7 0
15 [F) 3 09 XURG: B2 B FH 5 iR 2 IR N HB A58 o A Sk
it [ Ah 2 3 3 s D\ O FE - S0 A (R AT 4 D AR5
IV [R] =) — A orh 78 07 30, AN 58 4 B AR AR
g EDY . TR EIRE H At O & A
#H (contract research organization, CRO) 7E K- £k 244
It PR 56 v AT F 1 S0 R = (EA K 1 T
P GE R AR, kSR R R E A WP AR
i 5] 15 6 47 () A5, A 52 1A [R) S 4T B T
16 R =BT T, R E A EAA . ZFERERIES
bR BRI At E S R A, 2l E A FR AT
KT HEFT LB B B, 415 7 5 R 7T AT 4T 3
Wy s bR b 9 R 92 523 1 gk B O, R
i R 0 AR ) O FR R = M A R, ST aE B 1
SCAFAT B0 34 B AR SO DR A ) TAE & .
22 BTFHIBEREEAYIGKREFRTITH
221 NMAHBETAEH TR SRR T
HR R E RS BEE LK. =i
HEARMPELE, BF&R . CBTFEACH) 2
L TR A TS S . AE R (AR
N BN E H 725 24 750 Crh 42 N R ILATE 5 [F]7E)
A SRR RUN B [F] TR AL ST T
FENEREE R BT &R R A IZE A

A
e —J
8
SHA-15=% x
Y b4
HERE =]
FAtH HFEs g
v ﬁ
EERE £ e
=
ENEEH 2l =
£ {eF
=
i

VEETE . 22 4 5 1 S MRS il LI BRI
HL A [ 7 R B % 4 KBRS OB S H
T2 A4 T A AR OB R TR T
BUNEG  QALER: BT84 AX LB
1) HL ¥ 25 44 1 A 2090 =2 A 4 4% R R @48 4 R
s 25 2B R LT 28 A4 R AT AT 2 3h #8H  d  4R
17 B s @ 5 S0 A o4 - 2528 56 H e o S P 25 F
SIAT AT B R 10 % AR A7 B IE . Q@i 7
2w N A R N B B F B AT R R A
[EEE e Z B (RN NS B = [l T T A
HETF&ERRSFEESZ MeZE. kL E&E VLR
RE&.

Bt B DB R SR N % KT LA HEAT T
FEL 93 [ 8L P S K 2 44 B B BT T R T
PR BLAE T, HE Bh R IT MUR B B T it 56 3
{1 FELF995 7 5 ()BT 4 B I e s B 4l 45 1 TE 4R 4K 73
Ao WA KRFEE —MEERHBEFBAR
g7 Jb B RER W PR R RSV

S F LT ) S S R BN LT A
) 2, 58 3 FEL 1 R P I A B TR R
A BTS2 00 R I ) R A L B G T2
B P B P R G 1 TT AR, SRR A B R AT A T
B AR T A R A AR T B R SO
WT MR R RN EE, B RE T2, E W
&P
222 fEBE RIS BOF G 3T F S R E

3 S TR AT A A AR I A a1 T R T AR

123857

I R IR 72 A e &%

S R R AT HE A S 6 A T T O HLT A )

—»| mEe || mEEp1
J SHA-185%

—

NO YES

[ %= |

£A
Lj»[ﬁ%ﬁﬂ ——+{%¥EDZ

1 BFEERSZRIRITE

Fig. 1 Electronic signature system function design drawing
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