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Study on the Perception of Informed Consent for Elderly Subjects
Participated in Oriental Medicine Clinical Trials

Yun Young Kim, Ji Hye Kwon, Si Woo Lee, Ho Suk Kim, Jong Hyang Yoo

Korea Institute of Oriental Medicine

This study aimed to evaluate the perception of informed consent for subjects who are participated in oriental
medicine clinical trials and over 60 years old. In this research, 215 subjects who were participated in clinical trials were
surveyed between Apr. 13, 2011 and Jul. 20, 2011. And the collected data was analyzed with computer software of
SPSS 17.0. In the case of objective perception, almost all of subjects answered that they have ever heard of the consent
form. However, 50.7 points were collected for the question of “As | already signed the consent form, | have to participate
in the clinical trials”, which showed the subjects had misperception about quitting the clinical trials. In the case of
subjective perception, subjects well knew that the purpose of clinical trial is research, not medical treatment. However,
the perception about the purpose of clinical trials that they are participated in was low. In the both cases of objective
and subjective perception with general characteristics, they showed differences (p<0.045) with the marital status of
subjects, however other categories did not show any difference. In conclusion, researchers should provide sufficient
explanation as well as adequate Information in order to protect the personality of subjects, so that the subjects can make

a right decision.
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ogAre) gutd EQdo g WA 21599 tidA F At
917 (42.3%), A7} 1247 (57.7%) 01 1.2, 1ol 60-654] 7} 68
3 (31.6%), 66-70417F 729 (33.5%), 71A] o]/de] 757 (34.9%) 22
Yergth 4 de= &R B7F 19(05%), 719 457t
20273 (94.0%), BA R AP & ZlEe] sigst= B4t 121
(G.6%)eIReH, A APs 7HAL Pe A7t 327 (14.9%),
e 3571 1839 (851%) 22 UERETHTable 1).

Table 1. General Characteristics of the Subjects (N=215)

Characteristics N %

Sex Male 91 423
Female 124 57.7

60-65 68 31.6

(?S&i) 66-70 72 35
Over 71 75 34.9

Under Elementary school 79 36.7

Educational Middle school 36 16.7
background High school 61 284
Over 39 18.1

) Single 1 0.5
\artel Married 202 94,0
Other 12 5.6

Under160 138 64.2

Height(cm) 161-170 62 28.8
Over 171 17 79

Under60 103 479

Weight(kg) 61-70 74 34.4
Over 70 38 17.7

Employment Yes 32 14.9
conditions No 183 85.1
Total 215 100.0
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Table 2. Objective Perception of Subjects (N=215)
Questions Mean SD
1 | have ever heard of the Informed Consent 858 24.1
2 | think that the Informed Clonsent‘must be signed before 779 289
the clinical trial
3 | knew that the consent form prepared before the
clinical trial is for me. 79 280
4 | understood that signing a Informed Consent is an 786 283
agreement for the clinical trial ) )
5 The main object of the clinical trial that | am
participated in is to develop a method how to determine 78.8  26.1
health status with constitution.
6 It was sufficiently explained how long | should
participate in this clinical tial. 84 288
7 All the procedures of the clinical trial that | am
participated in are appropriate. /88 283
8 Participating in the clinical trial does not provide a
direct medical benefit. 756 294
9 | am helping to find a way to develop a method how
to determine health status with constitution by 777 296
participating in the clinical trial.
10 | am aware of the fact that my personal information 765 293
and confidential records are confidential. : )
11 Researchers associated with this research can read the
X . 781 267
materials related to me to review data.
12 The person’s name and information that | can contact
when | have gquestions about the clinical trial. were 754  29.0
written in the Informed Consent
13 | decided by myself whether to participate in the clinical
trial or not. 756 313
14 If I do not want to participate in the clinical trial, | 755 977
can cancel the Informed Consent that | signed in. ’ ’
15+ As | already signed the Informed Consent, | have to 507 431
participate in the clinical trials ) )
Total 76.0 292
* Reverse Question
3. WAAe) 87 s
WEAEY QAR ok FHA JAEE A 2
Wt FAoste QAT (87} old AFE BF o= I
= B3] 240902 7MY A Uehgh E3 b o] 94
A7E B3PS A FEA Gn A TE FEL 215
Hoz et AAEs} 74 skkth(Table 3)
4 QA 540 g ggde] Aud AE
WAtel A, del, ngBE, A, AAfrE 72
H gurd SA4o mE ARF JAARE A A dA) u) -
A Rl w2 ABA QAT o]zt Lhekito ] (p<0.045),
& FgHoA= Aol7t gle AR YEHTH(Table 4).

ColA S REA -

A 4, o], asAE, A&, AYRTFE T2
H dubd 5S40 wE FHA AXEE ZAMG Ay 5l A
o7} gle Ao Z YETHTable 5)
Table 3. Subjective Perception of Subjects (N=215)
Questions Mean SD
1 | understood the fact that the trial involves research. 240 0.75
| understood the purpose of this trial researchers are
2 trying to find out in the clinical trial. 231 070
| understood what the researchers are trying to find out
3 in the clinical trial. 215074
4 | knew what trial procedures to be followed. 223 075
5 | knew my responsibilities as subjects. 226 079
6 | knew the duration of this research. 229 078
| knew | can withdraw form the research without penalty
7 or loss of benefits. 232 084
| knew | may have inconveniences or risks during the
8 research. 231 083
9 | knew the resealable expected benefit from the research. 226  0.77
| knew my research date maybe direct accessed by
10 investigators for investigation. 228 077
Total 228 077
Table 4. Objective Perception of Subjects with General
Characteristics (N=215)
) Objective Perception
Categories Mean D tF P
Male 91 75.05 16.02
Sex Female o4 031 o5y 0747 0456
A 60-65 69 7498 16.76
(ysai) 66-70 71 7624 1614 0230 0795
Over 71 75 76.80 16.47
Under Elementary school 79  76.50 16.44
Educational Middle school 36 7232 16.90
. 1402
background Hight school 61  78.09 15.17 0983 040
Over 39 7530 17.67
Marital With spouse 202 7546 1648
status Without spouse 13 84.87 12.44 2020 0.045
Employment Yes 32 7562 16.56 ~
conditions No 183  76.10 16.42 0151 0880

Table 5. Subjective Perception of
Characteristics (N=215)

Subjects with  General

N Subjective Perception

Categories Mean D t/F P
Male 91 231 057
Sex Female 14 226  os4 096 0518
60-65 69 224 0.55
o 66-70 71 225 055 0810 0446
Over 71 75 235 0.56
Under Elementary school 79 227 558
Educational Middle school 36 226 601
background Hight school 61 227 598 0172 0915
Over 39 234 433
Marital With spouse 202 230 0.54
status Without spouse 13 200 0.66 1898 0059
Employment Yes 32 224 04
conditions No 183 2.29 058 0.562 0.576
al zF
19651 A7 9 Ak8l 9] @7) Aol Al B Felste
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