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Purpose: The purpose of this study is to investigate the current status of pediatric assent in nationwide hospitals and to assess
the children’s comprehension for pediatric assent by interviewing pediatricians/pediatric neurologists to determine whether
children of the age (elementary and middle school students) can understand the purpose, risks, benefits, and concepts of voluntary
participation in clinical research described in the assent form, and to help improve the administrative efficiency of multicenter
clinical trials.

Methods: The status of pediatric assent was surveyed online using Google Forms at 141 university hospitals with administrative
staff who are members of the Institutional Review Board (IRB) administrative staff subcommittee with in Korean Association
of Institutional Review Boards (KAIRB). Additionally, face-to-face interviews were conducted with 7 pediatricians/pediatric
neurologists. Survey and interview responses were summarized using descriptive statistics.

Results: Out of the 141 institutions surveyed, 35 institutions (24.8%) responded. Among them, 30 institutions (85.7%) reported
having age criteria for acquiring pediatric assent forms in the case of children. The age range for pediatric assent acquisition have
been from 7 years old to 12 years old (15 institutions, 50%), and from 7 years old to 15 years old (7 institutions, 23.3%). Nine
institutions (25.7%) have had criteria for obtaining both parents' consent in cases involving the participation of children. Nineteen
institutions (54.3%) have had checklists or guidelines available for use by IRB members in study protocols involving vulnerable
research subjects. Three pediatricians/pediatric neurologists have believed that upper-grade elementary school students (5th—6th
grade) could comprehensively understand informed consent forms. Two have believed that middle school students would be able
to understand them if they included personal information. Two pediatricians/pediatric neurologists have believed that even lower-
grade elementary school students (1st—4th grade) could understand the explanations if they were made simpler.

Conclusion: It is suggested that not only elementary school students (7—12 years old) but also middle school students (13—15
years old) should receive pediatric assent forms, as it would facilitate a comprehensive understanding of the forms. To enhance
the comprehension of assent form content, it is necessary to use age-appropriate words, language, and expressions in the forms
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hospital. It is also recommended to create comics or videos to make the content of the assent forms more accessible for children.

Key Words: Assent form, Informed consent, Child
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Table 1. Information of responding hospitals

Question No. of responding hospital (%)

Hospital type

Secondary hospital 19 (54.3)
Tertiary hospital 16 (45.7)
Location
Seoul/Gyeonggi-do/Incheon 20(57.1)
Daejeon/Chungbuk/Chungnam/Sejong 5(14.3)
Daegu/Gyeongbuk/Gangwon 3(86)
Bunsan/Ulsan/Gyeongnam 6(17.1)
Gwangju/Jeonbuk/Jeonnam 129
No. of new protocol numbers in 2022
Less than 30 6(17.1)
30-99 5(14.3)
100-299 13(37.1)
300-499 4(114)
500-999 3(86)
More than 1,000 4(114)
Type of accreditation/recognition*
KoNIBP accreditation 27 (77.1)
MFDS HRPP accreditation 11(314)
AAHRPP accreditation 9(25.7)
FERCAP recognition 5(14.3)
Not applicable 5(14.3)

KoNiBP, Korea National Institute for Bioethics Policy; MFDS HRPP, Ministry
of Food and Drug Safety Human Research Protection Program; AAHRPP,
Association for the Accreditation of Human Research Protection Program;
FERCAP, Forum for Ethical Review Committees in the Asian and Western
Pacific Region.

*Duplicate response question.
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Table 2. Questionnaires for informed consent form

No. of responding

Question hospitals (%)

Existence of assent form acquisition criteria for minors

Yes 30(85.7)
No 4(114)
Other 129
Assent form acquisition age (when criteria present)
7-12 Years 15 (50.0)
—15 Years 7(23.3)
7-18 Years 2(6.7)
Others 6(20.0)

Existence of acquisition criteria for obtaining consent
form from both parents (when minors participating
in research)

Yes 9(25.7)
No 26 (74.3)

Existence of a checklist, or guidelines for reviewers to
use or refer to when including vulnerable research

subjects.
Yes 19(54.3)
No 16 (45.7)

Existence of an informed consent checklist, or
guidelines that IRB members use or refer to when
reviewing protocols

Yes 28 (80.0)
No 7(20.0)

Existence of examples or templates of informed
consent forms to guide researchers

Yes 28 (80)
No 7 (20)
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N
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Purpose of Voluntary ~ Procedure

study participation

m Lower grade of elementary school (1st-4th)
® Higher grade of elementary school (5th-6th)
= Middle school (7th-9th)
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Risk/Benefit Withdrawal

Global
understanding

Privacy
participation

Fig. 1. Assessing children's understanding of key items on consent forms seen by pediatricians

and pediatric neurologists.
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