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Ethical considerations for clinical trials performed in children

Myungho Oh, M.D., Ph.D.

Department of Pediatrics SoonChunHyang University ChonAn Hospital

Children are not small adults and there is a need to carry out specific trials that cannot be performed in adults. In general,
children (minors) are unable to consent but their assent should be obtained using age appropriate information. Ihstitutional
Review Board (IRB) need paediatric expertise to balance the benefits and risks of research in children. The lack of consent
has implications on the design, analysis and the choice of comparators used in the trials, which should only be performed
by trained investigators with paediatric experience. Pain, fear, distress and parental separation should be prevented and mini-
mised when unavoidable. The children requires even more careful review. Children represent a vulnerable population with
developmental, physiological and psychological differences from adults, which make age- and development-related research
important for their benefit. Finally, criteria for the protection of children in clinical trials therefore need to be laid down.
Specific protection should be defined for research performed in children, at all stages and ages. (Korean J Pediatr 2009:

5215)
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Consent and Assent Instructions:

Assent: Is not required for subjects 6 years and

[and the Information Sheet for Children].

Subject Name (printed)

CONSENT SIGNATURE:

Consent: Subjects 18 vears and older must sign on the subject line below
For subjects under 18, consent is provided by the Legally Authorized Representative

Verbal assent is required for subjects ages 7 through [14] years using the Assent section below

Verbal assent is required for subjects ages [15] through [17] years using the Assent section below
[and the Information Sheet for Adolescents].

younger

Signature of Subject (18 years and older)

Date

Signature of Legally Authorized Representative
(when applicable)

Date

Authority of Subject’s Legally Authorized Representative or Relationship to Subject

Signature of Person Conducting Informed
Consent Discussion

ASSENT SECTION:
Statement of person conducting assent discussion:
1.

2
3. The subject agrees to be in the research.
4.
5

research.

I have explained all aspects of the research to the subject to the best of his or her ability to understand.
. I have answered all the questions of the subject relating to this research.

I believe the subject’s decision to enroll is voluntary.
. The study doctor and study staff agree to respect the subject s physical or emotional dissent at any time
during this research when that dissent pertains to anything being done solely for the purpose of this

Date

Signature of Person Conducting

Assent Discussion

Statement of Parent/Legally Authorized Representative:

My child appears to understand the research to the best of his or her ability and has agreed to participate.

Date

Signature of Parent Date
Legally Authorized Representative
Fig. 1. Consent and assent instructions.
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Ethical considerations for clinical trials performed in children

Table 1. Code of Federal Regulation 45CFR46 404-407 and 21CFR50 51

Category 1 Research not involving greater than minimal risk.

(45 CFR 46.404 and 21 CFR 50.51)

Category 2 Research involving greater than minimal risk but presenting the prospect of direct

(45 CFR 46.405 and 21 CFR 50.52) benefit to the individual subjects.

Category 3 Research involving a minor increase over minimal risk and no prospect of direct

(45 CFR 46.406 and 21 CFR 50.53) benefit to individual subjects, but likely to yield generalizable knowledge about the
subject s disorder or condition.

Category 4 Research not fitting into categoriesl through 3, which presents an opportunity to

(45 CFR 46.407 and 21 CFR 50.54) understand, prevent, or alleviate a serious problem affecting the health or welfare of
children.

Table 2. Limiting Pediatric Research Based on Risks and Benefits in 45CFR46.

Minimal risk Minor increase over minimal risk Greater than minor increase over minimal risk
Prospect of Risk is justified by the benefits Risk is justified by the benefits
direct bebefit Risk/benefitis as favorable as altematives Risk/benefitis as favorable as altematives
404 405 405
No prospect of Commensurate experiences Address serious problem affecting children
direct bebefit Vital knowledge about subjects disorder
404 406 407
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1) Aol @AE gk 1 Aol g age] U & 2 dolE Asdgnt & £ Hojokat
Sl 470 93 Su AFAe o]
2) Al st 7 mo] Y, S5 H 52 References
3) 2olu A7t RE A E5gsE HAdd 22 WAk A
o A A3 1) Code of Federal Regulation 45CFR46 111.
4) ERS Ha3Er] 93 wol 2) Code of Regulation 45CFR46 404-407 subpart D.

3) Korea Food and Drug Administration. Standard operating
procedure for clinical research of children. 2007;17-21.

(D) A= 7HEE AY Al 54 v 4) Korea Food and Drug Administration. Standard operating

(2) BHEFE= A H AR o= U4 JHEEE o) & procedure for clinical research. 2007.
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6) Western Institutional Review Board. A guide for researchers.
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