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Assessing the Old Participants’ Capacity of Consent to
Oriental Clinical Research

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

Korea Institute of Oriental Medicine

We examined the decision-making capacity of seniors of consent to oriental clinical research. This study was
performed in order to improve the quality of ethical aspects before obtaining informed consent. Oriental investigators
interviewed 251 seniors who participated in Sasang clinical research. The questionnaire was about the capacity of
consent and the subjective awareness of informed consent. Two hundred fifteen out of 250 questionnaires were
collected. One hundred thirty four(62.3%) seniors had the capacity of consent to research and 81(37.7%) seniors did not
pass. The subjective awareness of informed consent in having the capacity group is 78.02+12.92 and not having group
is 72.17+9.17. The investigation of senior capacity of consent was aimed at protecting seniors’ interests and completing
investigators’ ethical responsibilities. This study found that only 62.3% of senior participants had the capacity of consent.
This investigation will be expected to raise the importance of seniors’ capacity of consent. Also we expect methods and
procedures for capacity assessment of informed consent to be followed for increasing quality of clinical research.

Key words : elderly participants, ethical issue, capacity to consent for clinical research
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Table 1. General Characteristics

Characteristics Number (persons)  Percent(%)
Sex Male 91 423
Female 124 57.7
60764 52 242
Ade 65769 72 335
g 70774 72 335
75780 19 8.8
< elementary school 79 36.7
Education middle school 36 16.7
high school 61 284
= university 39 18.1
married 202 94.0
Marital status lost 3 60
employed 32 14.9
Oceupation unemployed 183 85.1
Total 215 100
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Table 2. Capacity of consent according to Demographic O 39%'2: tl.:;;q. @ J)PE&*EAF:FIT@;EI}. }
Characteristics 5. 2 o170l &ofstn AX| Y2H =T ZLMEH2R) sfof gt
- — — ~ O of, & ZHMAHoZ sfjof ghc.
Characteristics < 6 point (%) = 6 point” (%) p-value @ ot R, ZHM=AO0|X| L&LCt
Sex Male 37 (40.7) 54 (59.3) 0372 6. 2 o1TL0f X}0{5}K| QH=C}T HI0| MH|AS BIX| 2|7}
Female 44 (35.5) 80 (64.5) o of, &g =+ &
60764 21 (04 31 (598) 0210 7®0102+5|%|, %J%ﬁ;’ﬁ;'i&; K0iE 5l & AL
~, . =40 =0 o, o ) a3 o =Zz T = !
Age 65~69 27 (37.5) 45 (62.5) © o= mLf JoiE £ Qauch M
70774 30 417 42 (58.3) @ L&nx| =Hofsiof Bh|ch.
7580 3 (15.8) 16 (84.2) 802—15?0””5{6{1' é—lfl &JEPIJJ :?%‘}HI g AZHIN
D o, CHEFSIX| 22 4= QiaLch
= cemenay 9 @7 50 (633 0893 @ olLg. tieksjor B
Education ~ middle school 12 (33.3) 24 (66.7)
high school 5 @0 3% (590 ) FHY AN )
> university 15 (385) 24 615) 2 HE2 FstiME LAAI- Foistr| flsto] mEA SO
Marial married 75 37 127 629 0562 MYE e o vt ZoistAH 2 A sl Aojt ofsh st
status lost 6 46.2) 7 (53.8) NEXE 2= 284 =
. have 12 (286) 30 (714) 0982 N S0l loge| = | mH
=] Cc’,l' ot |2 S = gl
oceupalon o have 0 (77 114 (€3 = e EE I EES
Total 81 (37.7) 134 (62.3) L7} Zo{3l= o] 2AAES
< 6 point’ : not have a capacity of consent, > 6 point” : have a capacity of consent 1 o1tof sl EOF%I}? g o471 [l ol o | ]
QAch
o [ L= LH7t &tojst= 2AkA|E9
2) F84 A4 Be Fo 59 2| g s ESIEY o |ojo| o | O
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Table 3. Subjective Awareness of the Informed Consent ,ﬁ'— "ﬂ7 t ;0 | MBS
: - 7| Lol ZIISICIEE Loj|H ololol o 0
Questions < 6 point = 6 point o OftE st E0[ T M|
(MeanSD) (Mean+SD) P of=Cl= Z{2 27 9/c}
| understood the fact that the trial LI= o] A S0
involves research 6.76£126 7.92+156 <0.001 . Ao{stO M SIS & o= - 4l o - -
| understood the purpose of this trial. 2{&o|Lt SHZ0| FAUIX|
researchers are trying to find out in the 6.94+129 812123 <0.001 2t Qlch.
clinical trial. Lz o] LAAIE
| understood what the researchers are 9| ZEO{ESEM LT} B E O |gg| O O
trying to find out in the clinical trial. 749£144 802£149  0.010 o|ejo] RAQIX| &1 QUCh
| knew what trial procedures to be L= L7} &ojsl= Aol
followed. 31z 78eridz 0028 10|RE7 p2xez gaig +| O |O| 0| O | O
| knew my responsbiliies as subjecls.  7.37153  767£165 0.171 SICh= AHES 230 RIE
| knew the duration of this research. 7.26£1.62 765144  0.071 .
| knew | can withdraw from the research 7114169 7724157 0008 eIFArE ) o
without penalty or loss of benefits. S el : Ao (M Aeh( ) AE0{F: 0|E/7|E/0| /A
i i YT PEHEE/ZE/DE/HEOY
| knew | may have inconveniences or 7004164 7604164 0081 = T Sle=/La/HE

risks during the research.

| knew the resealable expected benefit N
from the research. 737150 767159 0.158 1 7521_

| knew my research data maybe direct
accessed by investigators for investigation.

7.25£1.58  7.75t142  0.018

Total 72.17+9.17 78.02£12.92 <0.001 B AT Ay dh) gl Fedd gnk =2 AT F
< 6 point” : not have a capacity of consent, = 6 point™ : have a capacity of consent ;\1 62.3%7} ot 7‘15_}—0:]% 93 F9) %ej‘ o] Jg= Ziii ot
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