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A study on informed assent and dissent in research for children
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When children are considered for participation in research, domestic and
international guidelines suggest that they should provide assent in addition to their legally
authorized representative’ s consent. Aiming to develop an instrument to assess children’ s capacity

for assent, we conducted a set of research and all of 68 children aged 4-6 years old participated.
The information including illustrated booklet, instrument composed of a semi structured interview
guide and a record form, assent form, and assent withdrawal form were all tailored to the child’ s
level of maturity and adopted to the kind of research.

It was clarified that there is a significant difference between 4 years and 5 years in capacity
for assent. This difference was largely due to the difference in understanding and appreciation.
Considering of the assent capacity only toward research with no intervention or invasion, it is
suggested that 5-year-olds might have capacity for assent.
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Capacity in 3 sections Scenarios and Questions Scores
Understanding & Do you have any questions about what | just said?
Appreciation Can you tell me your understanding of what | just said?
(range 0-16) Participant Participant Participant did not
If the participant fails to answer spontaneously, ask answered inown nodded clearly to  respond clearly
words additional
1. Research plan What are you going to do in the next room? 2 1 0
What are you going to do to help us? 2 0
Is this a test? 2 1 0
So, how would you answer the questions? 2 1 0
2. Aim, Risk and benefit Do you think the questions would be fun? 2 1 0
How would it be useful if you answer the questions? 2 1 0
3. Possible withdrawal Must you take part? 2 1 0
Is it OK to stop taking part on the way? 2 1 0
Expressing a Choice Do you think you are more likely to take part? Participant Participant Participant did not
(range 0-2) answered in own nodded or shaked respond clearly
words head clearly
2 1 0
Reasoning & If the participant says 'Yes' or nods clearly. Signs or draws a  Signs or drawsa  Does not sign or
Consistency If you agree to answer the questions, please sign or draw a mark on this form.  mark on assent mark showing draw a mark
(range 0-2) form hesitation
2 1 0
If the participant says 'No' or shaked head clearly. Gives a rational ~ Gives an irrational Does not give a
If you refuse to answer the questions, please tell me why. reason reason reason
2 1 0

If the participant

If you agree to answer the questions, please sign or draw a mark on this form.

does not respond clearly.

Gives a rational
reason for the

Signs or draws a
mark /Gives an

Does nothing
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If you refuse to answer the questions, please tell me why. attitude irrational reason
If you can't decide either, please tell me why. 2 1 0
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5n (%)
Total 4 yearsgroup  5yearsgroup 6 years group
Number of participants * 68 (100.0) 24(35.3) 25(36.8) 19(27.9)
Average age 5.4 years old 4.5 years old 5.5 years old 6.3 years old
Gender*®
Female 37 (54.4) 14 (58.3) 13 (52.0) 10 (52.6)
Male 31 (45.6) 10 (41.7) 12 (48.0) 9 (47.4)
Interview participation style®
Child only 65 (95.6) 21(87.5) 25(100.0) 19 (100.0)
With a guardian 3 (4.4) 3 (12.5) 0 (0.0) 0 (0.0)
Expressed choice®
Assent 64 (94.1) 22(91.7) 24 (96.0) 18 (94.7)
Dissent 2 (29 1 (42) 1 (4.0 0 (0.0)
Neither 2 (29 1 (42) 0 (0.0) 1 (5.3)
Writing style on assent form® (Based on x2 test; p <0.05 )
Signed full name 18 (28.1) 1 (4.5) 10 (41.7) 7(38.9)
Signed first name 27 (42.2) 9 (40.9) 9(37.5) 9 (50.0)
Drew a mark 19 (29.7) 12 (54.5) 5(20.8) 2(11.1)
Average interview time 9.6min 10.3min 9.6min 8.8min
Average of scale score 14.4+3.8 11.9+4.1 15.6+2.9 15.8+2.9
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4 years group S5 years group

6 years group

Mean+SD MeanSD

Total scale score 11.914.1 15.6+£2.9
(range 0-20) S— K —
Understanding & Appreciation score 8.6+£3.7 11.8+2.6
(range 0-16) I Sk |
Expressing a choice score 1.7+0.6 1.9+0.3
(range 0-2)

Reasoning & Consistency score 1.6+0.6 1.9+0.3
(range 0-2)

Mean+SD

15.8+2.9

12.2+2.3

1.8+0.5

1.8+0.5

3k Based on t-tset: p<0.01
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4 years group

5 years group 6 years group

Score

1

2 1 0 2 1 0

1. Research plan What are you going to do in the next room?
What are you going to do to help us? s

Is this a test? =

So, how would you answer the questions? =
2. Aim, risk and benefit Do you think the questions would be fun?

How would it be useful if you answered the questions?
3. Possible withdrawal

Must you take part?

Is it OK to stop taking part on the way?

5(20.8)
3(12.5)
14(58.3)
2 (8.3)
4(16.7)
3(12.5)
9(37.5)

15(62.5)

15(62.5)  4(16.7) 10(40.0) 14(56.0) 1 (4.0) 11(57.9)  8(42.1) 0 (0.0)
13(54.2)  8(33.3) 10(40.0) 14(56.0) 1 (4.0) 10(52.6)  8(42.1) 1(14.7)
7(29.2)  3(12.5) 24(96.0) 1 (4.0) 0 (0.0) 17(89.5)  2(10.5) 0 (0.0)
15(62.5)  7(29.2) 5(20.0) 19(76.0) 1 (4.0) 6(31.6) 13(68.4) 0 (0.0)
17(70.8)  3(12.5) 9(36.0) 16(64.0) 0 (0.0) 3(15.8) 16(84.2) 0 (0.0)
13(54.2)  8(33.3) 11(44.0) 11(44.0)  3(12.0) 8(42.1)  9(47.4)  2(10.5)
11(45.8)  4(16.7) 14(56.0) 10(40.0) 1 (4.0) 13(68.4)  6(31.6) 0 (0.0)
5(20.8) 4(16.7) 20(80.0)  3(12.0) 2 (8.0) 14(73.7)  5(26.3) 0 (0.0)

Based on x *tset; ## p<0.01 = p<0.05
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