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Good afternoon —

The definition for children is consistent with the FDA definition in 21 CFR § 50.3(0). The age at which
a person may provide consent for him/herself is dependent on the jurisdiction where the research is
conducted. Any person who has not reached the legal age for consent for the jurisdiction may not
consent for his/herself and the permission of the parent(s) or guardian must be obtained (21 CFR §
50.55(e)). So, in those jurisdictions where the legal age for consent is greater than 18 years old, those
individuals who are at least 18 but have not reached the legal age of consent for the jurisdiction cannot
provide consent, even if the IRB determined such individuals were capable of reading and
understanding the entire informed consent document. Therefore, the parent(s) or guardian would need
to provide permission for the individual to participate in research.

IRBs determine how assent is to be documented (21 CFR § 50.55(b). Although FDA generally
recommends that a separate assent form be used (in order to provide an assent form that is child-
oriented and developmentally appropriate), the IRB could determine that assent be obtained through
the use of the permission form (consent form) signed by the parent(s) or guardian. If the IRB
determines that individuals over the age of 18 who have not reached the legal age for consent in the
jurisdiction are capable of reading and understanding the entire informed consent document, the IRB
could determine that appropriate documentation of assent is the subject's signature on the permission
form (informed consent document).

Please note that, if a subject is enrolled in a clinical investigation prior to reaching the legal age of
consent and subsequently reaches the appropriate age and is capable of providing legally effective
consent, the subject's participation in the clinical investigation is no longer subject to 21 CFR part 50,
subpart D, regarding parental permission and subject assent, and the investigator must obtain the
subject's informed consent for participation in the clinical investigation.

The age for consent is different for each jurisdiction/state. | don’t know what states in the US where 18
year olds cannot consent.

FDA regulations address pediatric research in Additional Safeguards for Children in Clinical
Investigations (21 CFR Part 50 Subpart D). Subpart D covers any clinical investigation involving
children as subjects (healthy or otherwise). Specifically, please see 21 CFR 50.55 --Requirements for
permission by parents or guardians and for assent by children. (see link below)

www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=50.55

The Institute of Medicine published a report March 2004, "Ethical Conduct of Clinical Research
Involving Children,” which defines condition to include children who are at risk of developing a health

problem in the future. See link below www.nap.edu/openbook.php?isbn=0309091810

The link below is the Secretary's Advisory Committee on Human Research Protections, Subcommittee
on Research Involving Children. www.hhs.gov/ohrp/sachrp/subcommittees.html

I hope this information is helpful. Please contact us again at gcp.questions@fda.hhs.gov should you
have additional questions.

Kind regards,

Doreen M. Kezer, MSN
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This communication does not constitute a written advisory opinion under 21 CFR 10.85, but rather is
an informal communication under 21 CFR 10.85(k) which represents the best judgment of the
employee providing it. This information does not necessarily represent the formal position of FDA, and
does not bind or otherwise obligate or commit the agency to the views expressed.
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Good morning,

| work at a CRO and for one of our studies, already approved by the FDA, the IRB told us that sites
located in some states in the United States should not recruit 18 years old subjects as per their local
law. | know that the age to consent to participate in a clinical trial is different depending on the
state, but is there a state in which 18 years old subjects cannot consent, by themselves, to
participate in a clinical study?

Thank you in advance for your help.






