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Attitude and awareness of Sasang Constitution Investigators on the
Informed Consent

Jong-Hyang Yoo, Yun-Young Kim, Ji-Hye Kwon, Ki-Hyun Park, Si-Woo Lee
Korea Institute of Oriental Medicine

1. Objectives

We surveyed the attitude and awareness of Sasang Constitution investigators on informed consent in clinical study.
This study was performed in order to improve the quality of ethical aspects in clinical study by surveying the process
of obtaining informed consent.

2. Methods
We sent the questionnaire by email to Sasang Constitution investigators who had the experience in clinical study.
The question was about the necessity of informed consent and the process of obtaining it.

3. Results

Twenty-two out of 24 questionnaires were collected. All of investigators recognized that informed consent is needed
for clinical study. Sixty-four percent of the respondents ‘fully’ or ‘mostly’ explained the informed consent but they
added only 41% of participants ‘fully’ or ‘mostly’ understood. Fifty-four point five percent of respondents provided
participants enough time and opportunity to inquire the study in details to decide whether or not to participate
in the study, the rest of respondents obtained informed consent without providing enough time for decision.

4. Conclusions

Sasang Constitution investigators had high awareness of necessity for informed consent in clinical study. But
participants’ understanding was low despite of the degree of investigators’ explanation. A various strategies should
be designed for improving consent forms and process. Most of all, investigators should make sure that informed consent
intends to protect participants and promote ethical research conduct.

Key Words : Informed Consent, Clinical Study, Constitution Investigator

- T4 201 072 2925 AN 2011 08 0125
S0I124 20114 092 052!
« WAKAL : OINI
HEAI A1 MOIS 461-24 SI=2SIOBIAIT1R)
Tel @ +82-42-868-9555 Fax : +82-683-9430
E-mail : bfree@kiom.rekr



10
3]
0
o

Ha9) o4 <y
AERS NSk 2
A Tharet 914 J&ea
#3947 TAZ 4
o sk 9y —t—
A% RO2 AAAA Hick
A2 F) P YANEE B3 AT
tﬂ, HEoloRErARe) PIAY $UHFS 4
8 2001 45400 Kkl A1eke) 613
1590% 98 PPN HHS B2 T 2003
B Wlepo.2 271, 20091 Y 591 2
71449710 2 10\ Afo] oF 1007} sl ATF.
Pl Aok S7ke QA Wak ohel, AT

éﬂroﬂ 371 & %‘Wﬁ 9l

r_&ir_&
N

FEE JPATE 275 o], DA Fe) T
5 53 e Aol

QAATE A thko o) W] FiA)

o] SPis} QRS BE s Zo] BAHoln Hoy

ol gelH O AaqHolof Frk YIATT} gl

Hog NYHES o7] 99 S FAH slolet
6,

Qlo] FRE T YoM QA7) el o
=]7] YA ZHFoior & QAEC gt =97t &
23] AT AP,

982} Z2|(Informed consent) 8 3] FA}7} Aka
3 o] H5E5 A4 Mol AFAE sk A
£ 53 sld QA e BE JHE Al
al

=

T -

AAHIZOISHS|X| 2011;23(2):318-329 | 319

ATt BiE) AAHI o PPAME
Tl @ et PFATAES A EZ
APE Bl ol 7k g Fo) el v A

seefizel AEL Atk W AT
Sl YL ALE AL A

L&J ?J*JC’S.% i“O] 91%4_?_“3] HPsH 2004»4‘ﬂ 2

2007 3A7HA] 2 437 AAE YAt B =5o)
130A 02 S7H=E YA, AHo] =2 A AE A
FE jojaitt AHE v Ao, w3 gAATE
Tyt Qo] &A FHe] 7|0l El% A g
Soll tjgt l-:ﬂb o4 ﬁ‘ﬂ%}ﬂ 53k Zlo] etk

]

] S =
Afﬂuw;x% oz Foll e S
slelsly 3% v $o A4S So PAT

[6]
of 214 Zwio] Brk g 5 ol 7Nk vis)
374 Bk

II. #F5EJ5ik

CHARF MA

BelgATA Z, 24 AHIA BHAGAT
Aol FAHL U ARG IATE St

o), SIPAZRE FoIAE W55 Y A7
S2 A5tk 3 AYAE ATHYAZ 4]
S, AT A7 VS g e, 1
5o ATAS ATAZ Folsgn

ZAlo] AHgE AR(EA)S SUR) AR}
2 24713 B Ao £ 67l FoIA A5



320 AMAHIZCISS|X] 2011;23(3):318-329

Table 1. General Characteristics
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Characteristics Number Percent(%)
Sex Male 13 59.1
Female 9 40.9
20~29 yrs 6 27.3
30~39 yrs 6 27.3
Age 40~49 yrs 9 409
50~59 yrs 1 45
Organization Oriental hospital 18 81.8
Oriental clinic 4 18.2
N Principal investigator 10 455
Role in clinical study Staff 12 545
Below 5 yrs 12 545
Clinical study experience 5-10 yrs 5 27
Over 10 yrs 5 22.7
Total 22 100
Explain all
Establizh a 14%
legal basis

32%

Figure 1. What do you think about the reason for obtaining
informed consent?
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Figure 2. How much do you explain to informed consent?
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Figure 3. What do you think about participants’ degree of

understanding on informed consent?
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Figure 4. What do you do after explaining the informed consent?
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Table 2. Difference in Attitude Awareness on Informed Consent from Principal Investigators to Staffs

Questions

Primary Investigator  Practitioners p-value

Is consent required?

Necessarily required. 10 12
Does not necessarily 0 0 -
No need to 0 0

What's the reason for obtaining informed consent
Establish a legal basis 5 2
Make smoothly progress in research 0 2 582
Respect and protect the participant 4 7 '
Implement ethical obligations of researchers 1 1

How much do you explain informed consent?
Explain all 1 2
Explain most 7 4 224
Explain half 2 6

The time it takes to explain
Less than 10 minutes 7 8
10-20 minutes 2 3 551
20-30 minutes 1 0

Participants's degree of understanding
Completely Understanding 0 1
Mostly Understanding 5 3

Usually Understanding 4 7 541

Mostly do not understand 1 1
Not understanding at all 0 0

What do you do after explaining the informed consent?
Consents are signed immediately 3 7
Make sure that fully understand the subject 3 3 487
Have a question and answer about research 1 1 '
Give some time to think about whether to participate. 3 1

What do you think is more important, oral explanation or written form?
Ora_l explanation 1 2 571
Written form 10

If the person refuses to participate
Respect the opinions 7 8 350
Re-encourage participation in research 3 2 )
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