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E 15 AT A AGA FAM B ABAH A4 E (n=80)
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B2 74(92.5)* | 6(7.5) 0 96.3
AT 54 B5 67(83.8)* | 10(12.5) 3(3.8) 90.0
B6 71(88.8)* | 8(10.0) 1(1.3) 93.8
1 Foste o277 B3 76(95.0)* 3(3.8) 1(1.3) 96.9
Single arm | 4(13.8) 0 25(86.2)*
WA 2 A Aledy B8 78.1
2~3arm | 33(64.7)* | 9(17.7) 9(17.7)
ol AT HA G AE EE
B4 38(48.1) | 37(46.8 4(5.1)* 28.1
27} ek A (81) | 370168) | 461)
2 AF=E = 9F B9 31(38.8) | 28(35.0) | 21(26.3)* 43.8
B7 30(37.5) | 46(57.5) 4(5.0)* 33.8
ATl Fste NdE = ol 5
3 B10 22(27.9)* | 23(29.1) | 34(43.0) 419
2 AFEANA v A E o5 B11 70(87.5)* | 7(8.8) 3(3.8) 91.9
4 e o2 ux X8 Uy B13 25(31.3) | 15(18.8) | 40(50.0)* 59.4
7159 Y H 2] g =(FDA S
5 @3] AFARYNES EFT B12 63(78.8)* | 12(15.0) 5(6.3) 86.3
T lgE )
Ao} B o] LA A3 o
6 gk B & F A5 B14 37(46.8)* | 36(45.6) 6(7.6) 68.8
ATF7)HAA AT A7
Aol HHH DS I 5 e
W3 et s, B4 A
7 ° N B15 67(83.8)* | 13(16.3) 0 91.9
BHH A9 & F =
W (AFAE b ) F RS
AT Fo= ApE Ao, B16 71(88.8)* | 7(8.8) 2(2.5) 93.1
8  ATFAE AMdSAU ATHA
Z2 235t e s Bol ool glth B17 24(30.0) | 19(23.8) | 37(46.3)* | 58.1

KSe B3| 73.6

* Correct answer
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17. At &2k A @At &2 Aol 3k

F&3
A7 A g R
o glS ss
1 2 3 4 5
dFATE e dee 3 Cl | 1(1.3) | 2(25) |15(18.8) | 23(28.8) | 39(48.8) | 80.3
AT 5 C2 | 2(25) | 6(7.5) |26(32.5) | 17(21.3) | 29(36.3) | 70.3
1 FAstes o477t C3 | 2(25) | 7(8.8) |12(15.0) | 25(31.3) | 34(42.5) | 75.6
ol AZTHA G A& EE X7
C4 | 3(38) | 7(88) | 7(8.8) | 28(35.0) | 3543.8) | 76.6
7F Aok AR
W B 2 XN EHY Al ey C5 | 3(3.8) | 3(3.8) |15(19.0) | 29(36.7) | 29(36.7) | 73.8
2 | AEHE Al EUE C6 | 3(3.8) | 7(8.9) |18(22.8) | 29(36.7) | 22(27.9) | 68.1
Aol Foste] 7 HE o] 5 C7 | 4(5.0) | 3(3.8) |19(23.8) | 28(35.0) | 26(32.5) | 71.6
3
2 AFEANA v A E o5 C8 | 2(25) | 5(6.3) |22(27.5) | 23(28.8) | 28(35.0) | 71.9
4 | 7tsdgE g A5 Y C9 | 7(8.8) | 9(11.3) | 31(38.8) | 17(21.3) | 16(20.0) | 58.1
7152 v £ 2 B=(FDAY &
5 |#o] 9PAY 7|2 S T £ 9 C10 | 13(16.3) | 4(5.0) | 23(28.8) | 22(27.5) | 18(22.5) | 58.8
o= A)
Aot B E o] TR AFafol of
6 |3+ BACH ¢FAE] ATV]IH C11 | 17(21.3) | 9(11.3) | 21(26.3) | 18(22.5) | 15(18.8) | 51.6
A AlF o)
Aol 2 s & 5 9le
s s, @ ae] Al
7 C12 | 1(1.3) | 1(1.3) | 8(10.0) | 29(36.3) | 41(51.3) | 8338
#AE s F 5 ode vHd
TFA7} oy 2 MM S
AT FAE AdHol L, AF Fo
EARIAY AF F9 5 FAS CI13 | 1(1.3) | 338) | 4(5.0) | 29(36.3) | 43(53.8) | 844
8 lgers wololo) g
AgAT kel B3 A A= Cl14 | 0(0.0) | 3(3.8) |22(27.5) | 32(40.0) | 23(28.8) | 73.4
sseo B g 713
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@2 FogAd #AS AHFA A2 E(Knowledge Score, KS)oF F#HZ Q1A%
(Summary Score, SS)¢} #THE o] e LAS FQlsr] Ao FHALAE Al
At

G AR A e AT FAAF e FF(p=0.10)F &2 JGA
Tol o FAle AL F 58 (p=0.19)°] JFAF Ao A3 AHZ <
AEet FoatA #dAdol e AR yEyoy, AR A 23
FY5ZE <01H ABH AEote] BAYS BFE Fo5A @S Ao Uu
STH<3E 18>

E 18 At A 54 EE AP 5AASHYA me AuH A=
(knowledge score)£}2] & A

Knowledge
P value
+g score (n=80)
(<0.1)
3
o 74.6
3 0.27
> 72.3
o AL ) ) i 70.4
AEAT FA3 3 0.54
5 74.3
q
SREERE T 0% 7o
13 73.1 0.26
(ECOG status)
27 68.4
Stage 1 82.4
28 5% Stage I 70.6 030
(AJCC staging) stagelll 73.9 ’
StagelV 73.0
M A5 AA 0~ 2% vt 75.7
25 ~ 45w gt 71.0
45 ~ 85 vt 74.4 0.68
8F ~ 125 m| Tk 72.7
125 o] 72.4
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20 thgAe] Autd B4 e ¥4 SAASHAY 4 Fag oz
(Summary score)$}o] #HH A
Summary P value
T
score(n=80) (<0.1)
. o 71.5
0.75
° o 71.0
20 ~ 294 64.3
30 ~ 394 80.2
a4 40 ~ 494 72.7 0.28
50 ~ 594 69.9
604 o] 67.0
aE mwt 64.7
s 70.9
o=
GRS = 763 0.94
HE o] 77.9
Fr 58.7
AT FAB 3 0.20
= 74.7
U4 B A5 0% 76.8
13 68.9 0.07
(ECOG status) 24 58.0
Stage | 69.6
Ao == Stage I 66.4
0.55
(AJCC staging) stagelll 72.5
StagelV 71.5
ZoHE A QA
30% ~ 1At v %t 72.9 014
1A13E o] 86.1
A4 A5 AA 0~2F oyt 78.3
25 ~ 4% w| gk 75.9
45 ~ 8 vt 65.8 0.13
85 ~ 125 vl gk 70.7
125 ©] % 63.2
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Aol Felgta e 94AT7E AE 7 okd &4 AFeks Ao W) divhge
B2 A Z A48k A TH(KS=98.8). ©] AL Fallowfield 5 (1998)2] <170l A 3]
AL tith (91.1%)7F A4l o] QAT Fod g 2 wdts S ¢ o
I FES A AT ol e 29E B ou, dAATEE B g dAEE
A EolA e Ao BT
% 7k Aol AL E S e YA T Fogdrie A S A

ﬂE
&0
0,

Fl

64.7
2 g3 t}. o] = Fallowfield 5(1998)9] Aol 76.8% = K i@ B Th= thi
W ANE BT e, oldE A5 FA A Y g el dia) A &stA <l
a X A oE vEyt
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score)®] o] 6585 0 & A =7t FF PSS & T Ak
QuliC 23 & 571 Ad® 3ol thgh &A9F o] 579 §H S Joffe 5(2001)9] A
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Abstract

A survey of the cognition on informed consent in clinical

trials with patients who participating to cancer clinical trials

Yang Hee Kim
Dept. of International Health Science
The Graduate School of Public Health

Yonsei University

(Directed by Professor Heechoul Ohrr)

Investigators have to obtain informed consent after providing patients with
appropriate and sufficient information before enrolling participants in clinical
trials.

However, concerns have been raised as to the adequacy of such consent, thus
many studies have been conducted to improve comprehension of clinical trials.
There are few studies seeking this problems in Korea so far.

On the basis this domestic condition for Informed consent, it is needed to

conduct an investigation regarding patients” cognition of the clinical trials.
This study presents a descriptive investigation intended to examine patient’s
objective and subjective cognition regarding clinical trials, it could be used by IRBs

as a practical tool to oversee the process and outcome of informed consent.

The subjects include 80 adult patients with cancer and 64 medical faculties who
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works at the same institutes. Surveys were conducted by tool modified from QuIC
(designated by Joffe, 2001). The QulC consists of two parts, that means objective

cognition and subjective cognition.

Major findings were as follows:

First, participants were comprised of 44 men and 36 women. Those who were
over 30 years consisted 87.5%, being the biggest age group. The major educational

level was high school(46.3%).

Second, regarding the characteristics of clinical trials, ECOG performance status
at the time for signing was 1(57.5%); Gastrointestine track cancer was the

most(38.8%), phase Il was the most(56.3%), Stage IVwas the most(57.5%).

Third, regarding the characteristics of obtaining informed consent, the number of
those who spent less than 1 hour until the consent was signed was 93.6%. Providers

for informed consent were nurses(83.4%) in charge of clinical research.

Fourth, patients” cognition level of objectives in informed consent was pretty

good(mean KS5=73.6). Contrary to overall cognitions level, some items were lower.

Fifth, both patients and providers did not realize that the treatment being
researched was not proven to be the best for their cancer, and that the study used
non-standard treatment or procedures, and that participation might carry
incremental risk, and that they might not receive direct medical benefit from

participation.

Lastly, the knowledge score was not related to any factors contrary to
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expectations.
Summary score correlated weakly ECOG status at the time for signing, spending

time for obtaining informed consent form, and whether study was blinded or not.

Based on the results, it suggests the education for investigators and clinical

research coordinators to prevent giving wrong information to patients.

The IRB must be capable of strong protection against subject’s right by enhancing

measures.

Also it's needed to improve the informed consent form to make better
understanding possible. Throughout this well designated informed consent form, not
only it would increase patient’s cognition but it is expected to enhance quality of

clinical trials.

In recent years, as the boundary of research field and regional sector is being lifted,

it is important to set a healthy research moral system that could cover overall issues.

Keyword: Informed consent form, clinical trial, cognition
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