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<Table 1> Distribution of Objective Understanding

Items Mean+SD
1. When I signed the consent form for my current cancer therapy, I knew that I was 93.3+19.4
agreeing to participate in a clinical trial.
2. I have been informed how long my participation in this clinical trial is likely to last. 80.8+26.2
3. In my clinical trial, one of the researchers’ major purposes is to compare the effects 85.8426.2
(good and bad) of two or more different ways of treating patients with my type of
cancet, in order to see which is better.
4. In my clinical trial, one of the researchers’ major purposes is to test the safety of a 83.3£30.1
new drug or treatment.
5. In my clinical trial, one of the researchers’ major purposes is to find the highest dose ~ 78.3£32.4
of a new drug or treatment that can be given without causing sever side effects.
6. In my clinical trial, one of the researchers’ major purposes is to find out what effects ~ 85.8427.8
(good and bad) a new treatment has on me and my cancer.
7. In my clinical trial, each group of patients receives a higher dose of the treatment 63.3+28.9
that the group before, until some patients have serious side effects.
8. After I agreed to participate in my clinical trial, my treatment was chosen randomly =~ 56.7+33.8
(by chance) from two or more possibilities.
9. There may not be direct medical benefit to me from my participation in this clinical =~ 48.3+41.1
trial.
10. Because I am participating in a clinical trial, it is possible that the study sponsor, 64.2440.2
various government agencies, or others who are not directly involved in my care
could review my medical records.
11. T decided whether I participated in this clinical trial or not. 85.6+34.8
12. The consent form I signed describes who will pay for treatment if  am injured or 59.3431.5
become ill as a result of participation in this clinical trial.
13. The consent form I signed lists the name of the persons whom I should contact if 82.5+30.3
I have any questions or concerns about the clinical trial.
14. If T had not wanted to participate in this clinical trial, I could have declined to sign 92.5+24.0
the consent form.
15. I'will have to remain in the clinical trial even if I decide someday that I want to 60.0+44.9
withdraw.*
Total 74.6+12.6

SD : standard deviation.

*Reverse coding.
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<Table 2> Distribution of Subjective Understanding

Items Mean+SD
1. The fact that this clinical trial involves research 75.0+30.9
2. Explanation of the purposes of the research 65.8+36.2
3. Drugs or treatment to be used in the clinical trial 51.6+37.1
4. To be experimental group or control group is determined randomly 41.3435.3
5. Procedures or treatment to be done in the clinical trial 55.8+37.2
6. Things to be complied in the clinical trial 64.2+35.5
7. There might be some parts that we do not know yet. because of clinical trial 60.0+28.4
8. Any reasonably foreseeable risks or discomforts to the subject 45.8432.9

9. Any benefits to the subject or to others which may reasonably be expected from the = 48.8434.6
research
10. Any compensation and an explanation as to whether any medical treatments are 40.0435.1
available if injury occurs
11. Any compensation to the subject that may result from participation in the research ~ 59.6+£36.0
12. Any additional costs to the subject that may result from participation in the research  57.2+41.0

13. The fact that participation in the clinical trial is voluntary 75.8435.3
14. Refusal to participate will involve no penalty or loss of benefits 76.3+32.3
15. The research data can be seen by related persons other than researchers 67.1£37.0
16. Confidentiality of records identifying the subject will be maintained 69.6+36.0

17. Significant new findings developed during the course of the research which may 70.8+33.9
relate to the subject’s willingness to continue participation will be provided to the
subject

18. Whom to contact for answers to pertinent questions about the research and 81.6+30.1
research subjects’ rights and whom to contact in the event of a research-related
injury to the subject

19. Anticipated circumstances under which the subject’s participation may be termi- 53.3+40.2

nated by the investigator without regard to the subject’s consent

20. The duration of subjects involved in the study 60.4+42.0
21. The approximate number of subjects involved in the study 28.3+34.3
Total 58.6+21.4

SD : standard deviation.
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<Table 3> Distribution of Decisional Regret

Items Mean+SD
1. I came to the decision about participating of my own free will.* 25.4+34.0
2. My decision made me feel like a full partner in my health care.* 34.3+31.5
3. If I had it to do over again I would make the same decision.* 27.1431.9
4.1did not have all the information I needed before I came to my decision. 70.3+32.0
5. T have had second thoughts about my decision. 64.4433.2
6. I wish I had taken more time to make my decision. 50.8434.1
7. Iwish I had talked to more people before coming to a decision. 60.6+32.6
8. I fully understood my options when I made my decision.* 38.1437.8
9. Overall, I was happy with my decision to participate or not in the clinical trial.* 24.6+27.7
10. How easy or difficult was it for you to decide to participate in this clinical trial? 40.7+30.4
Total 42.9+15.9
SD : standard deviation.
*Reverse coding.
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<Table 5> Related factors with Objective Understanding, Subjective Understanding, and Decisional

Regret
Characteristic b B t p  adjR®
Objective understanding
Repeatedly reading informed consent form (yes=1) 817 0317 3.00 0.004 0.453

Education* (college & higher)
(high school)

1340 0498 425 <0.001
6.98 0252 218 0.034

Time to singing informed consent form (>30 min=1) 6.76 0247 237  0.022

Subjective understanding
Main explainer of informed consent form
(research nurses=1)
Education* (college & higher)
(high school)

Making questions before singing informed consent

form (yes=1)

14.68 0255 232 0.025 0.488

2204 0511 413 <0.001
16.60 0374  3.06 0.004
9.78 0227 217 0.035

Decisional regret
Main explainer of informed consent form
(researchers=1)
Age (=65=1)

12.03 0373  3.03 0.004 0.236

8.02 0253 205 0.046

*Reference: middle school & under.

1 42 (p<000D), 52 °l
%(p—o.004>, EEERL

0}011 Hl8f &<
9 A &S o A9 (p=0.035) T84 o]
=7} 9 &9 th<Table 5>.
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Understanding of Informed Consent and Decisional Regret
among Participants in Cardiology Clinical Trials

YUN Eun Hwa*»** KIM Jung Soon*, JEONG Ihn Sook*

Abstract

This study was aimed to identify the objective understanding (OU) and subjective understanding
(SU) of the informed consent and decisional regret (DR) and to determine the related factors to them
in the cardiology clinical trials. The participants were 60 patients participating in the phase III clinical
trials. Data was collected after giving informed consent form for OU and SU of the informed consent
and 4 weeks after participating in the clinical trials for DR using self-reported questionnaires. Mean of
OU, SU, and DR were 74.6, 58.6 and 42.9 based on 100 points, respectively. The predictors of OU were
reading informed consent repeatedly (p=0.004), higher education than middle school (p<0.001), and
time to giving information to consenting (p=0.034), and these variables explained 45.3% of OU varia-
tion. The predictors of SU were giving information by research nurses (p=0.025), higher education than
middle school (p<0.001), making question before consenting (p=0.035), and these variables explained
48.8% of SU variation. The predictors of DR were giving information by research nurses (p=0.004), age
(p=0.046), and these variables explained 23.6% of DR variation. SU showed negative correlation with
DR (r=-0.34, p=0.008). In conclusion, the understanding of the informed consent, especially SU, was
significantly lower and negatively correlated with DR. Therefore, it is needed to improve understanding

of informed consent among participants in cardiology clinical trials to reduce DR.
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