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<Table 1> General Characteristics and Participation Process of Subjects (N=41)
Characteristics Categories Number (%)
Gender Father 6 (14.6)
Mother 35 (85.4)
Age <40 22 (53.7)
=40 19 (46.3)
Education Less than High school 9 (22.0)
More than University 32 (78.0)
Marital status Yes 38 (92.7)
No 3(7.3)
Occupation Yes 23 (56.1)
No 18 (43.9)
Financial status* Low 4(9.8)
Middle 28 (68.2)
High 9 (22.0)
Age of children <14 22 (53.7)
=14 19 (46.3)
Gender of children Male 16 (39.0)
Female 25 (61.0)
Participation route of clinical trial ~Researcher encouraged participation 38 (92.7)
Mass media & people around 3(7.3)
Participation motivation of Economic compensation 3(7.3)
clinical trial Meticulous care and counseling of staff 10 (24.4)
Expectations about therapy through clinical trials 28 (68.3)
Explanation time of the Less than 30 minutes 16 (39.0)
researcher 30 minutes~1 hour 22 (53.7)
Over an hour 3(7.3)
Explanation method All contents described the comment 26 (60.5)
of the researcher Verbal description with the oriented title 15 (39.5)
Feelings of difficulty with Easy 34 (82.9)
the researcher’s explanation Difficult 7 (17.1)

*High : >5,000,000, Middle : 1,000,000~5,000,000, Low : <1,000,000.
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<Table 2> Understanding of Clinical Trials (N=41)
Items Mean+SD
Aim of a clinical trial 75.7+16.8
Duration of the clinical trial 77.4+18.2
Course of the clinical trial 79.9+13.8
Randomization 64.0+28.2
Collective benefit 77.4+14.4
Individual benefit 84.3+17.5
Voluntary nature of participation 76.3+22.8
Risk 57.9+34.2
Drug prohibition during participation 68.9+33.0
Compensation for risk 40.9+27.5
Contact Researchers 76.8+26.1
Freedom to withdraw from the project at any time 83.5+17.9
Alternatives 61.6+25.4
Overall 71.1+£13.7

SD : standard deviation.
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<Table 3> Explanation Satisfaction of Clinical Trials (N=41)
Items Mean+SD
Explanation of the researcher 78.7421.5
Explanation time of the researcher 76.2+24.0
Time for questions to the researcher 61.6+20.8
Information received from the researcher 78.0+18.8
Overall 73.6+18.1

SD : standard deviation.
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<Table 4> Understanding and Explanation Satisfaction of Clinical Trials according to General Char-

acteristics and Participation Process of Subjects (N=41)
Understanding Explanation Satisfaction
Characteristics Categories
MeantSD Z/KW  p MeansSD Z/KW p

Gender Father 75.749.1 -1.66  .091 78.2416.3 0.52  .636
Mother 70.3+14.5 72.9+18.9

Age <40 71.9413.6 -3.71 .056 77.9+14.2 -1.27 261
=40 70.5421.2 74.6+18.9

Education Less than High school ~ 68.5+16.7 0.11  .085 80.5+12.0 323 198
University 72.0+13.9 71.3+19.3

Marital Status Yes 71.9£13.6 237 304 82+16.9 210  .349
No 68.5+21.2 77.4421.3

Occupation Yes 75.5¢10.68  0.59  .745 73.4+12.5 0.77  .570
No 72.149.5 73.9413.0

Financial status Low 72.5421.3 2.27 974 62.5427.1 1.01 374
Middle 70.8+13.1 74.3+17.5
High 71.6+18.0 81.3+16.4

Age of children <14 75.7+12.4 234 019 77.2£17.6 -1.27 201
>14 65.7+13.8 69.5+18.9

Gender of children Male 75.6+7.1 -0.33 741 78.14£16.3 -0.79 435
Female 70.3£14.5 72.8418.9

Participation route Researcher encouraged  70.7+13.3 330  .054 72.6+18.3 1.76 184
of clinical trial participation

Mass media & 73.5+18.5 89.4+35.1
people around
Participation Economic 66.0+15.5 2.58  .058 60.3+34.5 111 .205
motivation of compensation
clinical trial Meticulous care and 62.5+11.9 70.6+11.5
counseling of staff
Expectations about 74.1x13.3 79.5+18.5
therapy through
clinical trials
Explanation time  Less than 30 minutes 62.4+16.2 394 045 70.2415.5 036  .091
of the researcher - 30 minytes~1 hour 75.3+12.4 75.6413.2
Over an hour 72.848.9 74.049.0
Explanation All contents described ~ 73.4+14.8 0.64 332 75.4+16.2 193 194
method of the the comment
researcher Verbal description 69.9.412.5 70.3+8.9
with the oriented title
Feelings of Easy 73.9412.7 0.56  .033 74.8+16.0 1.27  .085
difficulty with gyl 68.1+20.1 72.0+8.9
the researcher’s
explanation

SD : standard deviation.
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Parents’ Understanding of, and Satisfaction with,
the Explanations Provided in Pediatric Clinical Trials

AHN Ju Hee*, YOON Young Ran**, NA Yeon Kyung*, HONG Hae Sook*»***

Abstract

The purpose of this study was to assess parents’ understanding of, and satisfaction with, the expla-
nations provided by researchers conducting pediatric clinical trials. Self-report questionnaires were
collected from forty one parents of children treated at a national university hospital in South Korea. A
Mann-Whitney U test, Kruskal-Wallis test, and Spearman correlation test were performed on the col-
lected data using SPSS Statistics 20.0. The mean for understanding was 71.1 points out of 100. The item
that was best understood was collective benefit (84.3 points); the item that was least understood was
compensation for risk (40.9 points). The predictors of understanding were the explanation time of the
researcher (p=.045) and the feelings of difficulty with the researcher’s explanation (p=.033). The mean
for explanation satisfaction was 73.6 points and was related to understanding (p<.001). The results of
this study suggest that researchers in pediatric clinical trials should identify items that parents are likely
to find difficult to understand, spend sufficient time explaining procedures to parents, and match the

level of the explanations they offered to individual parents’ general level of understanding.
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