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<Table 1> Homogeneity of General Characteristics among Study Participants

Characteristics Group A (n=50) Group B (n=50) v*/F p

Education level 3.455 0.178

High school 12.0) 0(0.0)

College 46 (92.0) 42 (84.0)

Graduate 3 (6.0) 8 (16.0)
Age (yr) 23.5+1.8 23.8+1.9 0.929 0.355
Number of clinical trial participation 0.460 0.795

1 26 (52.0) 28 (56.0)

2 15 (30.0) 12 (24.0)

>3 9 (18.0) 10 (20.0)

1.8+1.1 1.741.0

Group A : text form information sheet; Group B : photo-novella form information sheet.

Values are presented as number (%) or meantstandard deviation.
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<Table 2> Understanding of Informed Consent according to Type of Information Sheet

Wave 1

Wave 2 Wave 3

Understanding
GroupA GroupB p

Group A GroupB p GroupA GroupB p

Subjective (total

81.449.0 81.6+10.9 0.928 92.247.8 91.6+7.3 0.713 89.848.2 90.249.4 0.835

score 100)
Total score (20 based)
Objective C 12.843.0 14.3£2.6 0.007 15.742.8 17.1+2.2 0.007 15.3+2.8 16.7+42.0 0.024
Objective S 14.142.7 14.643.6 0.379 15.842.7 16.243.0 0.488 15.1+3.4 16.242.6 0.135
Total score (100 based)
Objective C 64.0 71.5 78.5 85.5 76.5 83.5
Objective S 70.5 73.0 79.0 81.0 75.5 81.0

C : choice type; S : short-answer type.

Group A : text form information sheet; Group B : photo-novella form information sheet.

Values are presented as meanitstandard deviation or mean only.
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<Table 3> Difference of Understanding of Informed Consent from Wave 1 to Wave 2 ac-

cording to Type of Information Sheet

Group A (n=50)

Group B (n=50)

Understanding W ¥ ¥ F* p
avel  Wave 2 P Wave 1 Wave 2 )

Subjective (total score 100) 81.449.0  92.2+7.8  <0.001  81.6+10.9 91.6+7.3 <0.001 0.278 0.599
Total score (20 based) -

Objective C 12.843.0 157428 <0.001 14.3#26 171122  <0.001 1494 0.225

Objective_S 14.142.7  15.8£2.7 <0.001 14.6£3.6  16243.0  <0.001 0.001 0.982
Total score (100 based) -

Objective_ C 64.0 78.5 71.5 85.5

Objective_S 70.5 79.0 73.0 81.0

C : choice type; S : short-answer type.

Group A : text form information sheet; Group B : photo-novella form information sheet.

*By analysis of covariance. TBy t-test.

Values are presented as meantstandard deviation or mean only.
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<Table 4> Difference of Understanding of Informed Consent from Wave 2 to Wave 3 ac-

cording to Type of Information Sheet

Group A (n=50)

Group B (n=50)

*

Understanding

i L

Wave2  Wave3 Wave 2 Wave 3 p

Subjective (total score 100) 92.3+7.7  89.848.2 91.9+7.3  90.249.4 0.161 0.241 0.625
Total score (20 based) -

Objective C 15.8429  15.312.8 172422 16.742.0 0.002 0497 0.483

Objective S 15.8429  15.1434 16.3£2.7  16.242.6 0.619  1.673 0.200
Total score (100 based) -

Objective_ C 79.0 76.5 86.0 83.5

Objective S 79.0 75.5 81.5 81.0

C : choice type; S : short-answer type.

Group A : text form information sheet; Group B : photo-novella form information sheet.

*By analysis of covariance. TBy t-test.

Values are presented as meansstandard deviation or mean only.
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The Effect of Using Photo-novella or Text Form Information on
Subjects’ Understanding in the Consent Process:
a Randomized, Controlled Design*

JEONG Ihn Sook**

Abstract

This study had two objectives: (a) to compare the level of patients’ understanding in the consent
process when information is provided in text-based form with patients’ level of understanding when
information is provided in photo-novella form (Wave 1); and (b) to compare the level of patients’ un-
derstanding when the routine informed consent process is supplemented with text-based information
sheets (Wave 2). Twenty healthy male volunteers were consecutively recruited and randomly allocated
to Group A (text-based form) or Group B (photo-novella form). Understanding was measured three
times: at Wave 1, at Wave 2, and one week after Wave 2 (Wave 3). The choice type objective understand-
ing (OU) measured at Wave 1, Wave 2, and Wave 3 was significantly higher in Group B than Group A.
Both OU and subjective understanding (SU) increased from Wave 1 to Wave 2, but the changes were
not statistically significant between the two groups. In conclusion, OU was higher for the photo-novella
group than for the text-based group after receiving the information and remained so up until one week
after the routine informed consent process. These results suggest that medical information for informed

consent should be provided in photo-novella form.
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photo-novella, information sheets, clinical trial, understanding, informed consent
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