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PURPOSE 

To set forth the requirements for obtaining child assent and parental permission in studies 
with children as research subjects. 
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POLICY 
 

Assent 

 
Assent: agreement by an individual not competent to give legally valid informed consent 
(e.g., a child or cognitively impaired person) to participate in research. An assent is typically 
paired with parental permission from a parent or guardian, and together they comprise the 
informed consent to participate. 

 
Children (minors) are a vulnerable research population and, as such, require additional 
protections when they are potential research subjects. Subpart D of both 45 CFR 46 
(DHHS), and 21 CFR 50 (FDA) require certain additional protections for children involved 
as subjects in research. The requirements of Subpart D apply to all non-exempt research 
involving children conducted under the auspices of Northeastern Illinois University. The 
regulations require that adequate provisions be made for soliciting the assent of all 
children involved in research, when the children are capable of providing assent. In 
determining whether children are capable of assenting, the ages, maturity and 
psychological state of the children should be taken into account. 

 
In general, children should be given developmentally appropriate information about a 
research study in a language and manner that is understandable to them, given their age, 
maturity, and cognitive abilities. 

 
 For children under the age of 7: Typically, minors under 7 years old should 

provide oral assent. The oral assent script should be conversational and stated in 
such a way that is understandable and age-appropriate. The script or study 
records must document that assent was obtained. Assent should be obtained 
along with the consent of a parent or guardian. 

 For children aged 7-11 years: This age group should be fully informed about the 
research, using language appropriate to their age and maturity, and either written or 
oral assent should be obtained from those deemed capable of making a meaningful 
decision. Assent should be obtained along with the consent of a parent or guardian. 

 For children aged 12-17 years: Children in this age group should be fully informed 
about the research and written assent should be obtained. The

 

https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/index.html
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=50
https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/index.html#46.408


Effective

https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/index.html#46.116
https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/index.html#46.116
https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/index.html#46.408
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Waiver of Documented (Signed) Parental Permission 

The IRB may waive the requirements to obtain documented (signed) 
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the subject to adequately consider whether or not to participate;

https://www.ecfr.gov/cgi-bin/retrieveECFR?gp&amp;SID=83cd09e1c0f5c6937cd9d7513160fc3f&amp;pitd=20180719&amp;n=pt45.1.46&amp;r=PART&amp;ty=HTML&amp;se45.1.46_1408
https://www.ecfr.gov/cgi-bin/retrieveECFR?gp&amp;SID=83cd09e1c0f5c6937cd9d7513160fc3f&amp;pitd=20180719&amp;n=pt45.1.46&amp;r=PART&amp;ty=HTML&amp;se45.1.46_1116
https://www.ecfr.gov/cgi-bin/retrieveECFR?gp&amp;SID=83cd09e1c0f5c6937cd9d7513160fc3f&amp;pitd=20180719&amp;n=pt45.1.46&amp;r=PART&amp;ty=HTML&amp;se45.1.46_1117
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=50.55
https://www.hhs.gov/ohrp/regulations-and-policy/guidance/faq/children-research/index.html
https://rdia.gmu.edu/wp-content/uploads/SOP_2-2-1_Informed-Consent_Final-1.pdf
https://rdia.gmu.edu/wp-content/uploads/SOP_2-2-1_Informed-Consent_Final-1.pdf
http://sbsirb.uchicago.edu/sites/sbsirb.uchicago.edu/files/uploads/08.17.2018%20Revised%20SBS%20IRB%20Policies%20and%20Procedures%20Manual.pdf
mailto:irb@neiu.edu
mailto:gradstudies@neiu.edu



