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1. PURPOSE:  The purpose of this policy is to assure that a child’s assent is obtained in 

compliance with regulations concerning research involving children and in a manner that 
respects the parent-child relationship and the child’s developing autonomy and capacity. 

 
2. POLICY:  Children, 7 years of age and older, must assent to participate in research unless: 

 
 
• The IRB determines that a given study qualifies for a waiver of this requirement; or 
• The IRB accepts the investigator's justification for variations of this basic procedure. 

 2.1. The investigator may not enroll a child in the research when the child dissents. 
 2.2. Having given assent, the child’s right to voluntary participation must be respected for 

the duration of the research (the child has the right to withdraw from the research). 
 2.3. Participants who reach 18 years of age, or the legal age to consent to the treatments 

and procedures involved in the research, during a research study for which they have 
previously assented must give informed consent for their continued participation at the 
first study visit conducted after the birthday. 

 
3. DEFINITIONS:  A glossary of terms and concepts found in the Nemours HSP policies and 

procedures is located on the NOHSP website.  
 3.1. Informed Consent:  The voluntary, educated, decision of an adult individual to 

participate or to continue to participate in a research study.  The informed consent 
process includes an ongoing discussion about the research study’s purpose, 
procedures, risks and potential benefits, and the rights of participants. The informed 
consent form (ICF) is a summary of the information provided to the participant. 

 3.2. Child:  Persons (who may or may not be minors) who have not attained the legal 
status to consent to treatments or procedures involved in research (clinical 
investigations), under the applicable law of the jurisdiction in which the research will be 
conducted. 

 3.3. Legally Authorized Representative:  An individual or judicial or other body authorized 
under applicable law to consent on behalf of a prospective subject to the subject’s 
participation in the procedure(s) involved in the research. Individuals who meet this 
definition, but are not parents and do not meet the DHHS and FDA definition of 
guardian (are not authorized under applicable law to consent on behalf of the child to 
general medical care) may not grant permission for a child to take part in research.  
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  Legal Guardian. A person who has the authority to consent on behalf of the child to 
general medical care..  

  • Note that individuals who are designated as a “legal guardian” under state law, 
such as foster parents, may not have the authority to consent for a child’s general 
medical care and therefore cannot consent on behalf of the child to this research 

  • Note that individuals who are not designated as a “legal guardian” under state law, 
such as social service case worker, may have the authority consent for a child’s 
general medical care and therefore can consent on behalf of the child to this 
research. 

 3.4. Assent:  A child's affirmative agreement to participate in research.  Mere failure to 
object may not, absent affirmative agreement, be construed as assent. 

 3.5. Dissent:  A decision not to participate in the research.  Anything other than an 
affirmative agreement must be interpreted as dissent. 

 3.6. Parental Permission:  The agreement of parent(s) or guardian to the participation of 
their child or ward in research. 

 3.7. Parent:  A child's biological or adoptive parent. 
 3.8. Guardian:  An individual who is authorized under applicable State or local law to 

consent on behalf of a child to general medical care. 
 3.9. Enrolled: An individual is “enrolled” in a research study upon the documentation of 

parental permission, minor’s assent, or adult informed consent (as applicable) and is 
considered to be enrolled until the individual’s participation is terminated either 
voluntarily, by the researcher, by death, or by formal closure of the study. 

 
4. PROCEDURES: 

 Application
 4.1. The investigator will prepare the age appropriate Assent(s) using the current Nemours 

template(s) and Instructions located on IRBNet.   
 4.2. If the investigator does not plan to obtain assent, the rationale and justification for such 

a decision must be included in the Application for Initial IRB Review, located on 
IRBNet. 

 4.3. Even when assent is not required, the child is to be provided with information regarding 
the research that is appropriate to their age and circumstances. 

 IRB Review
 4.4. Using the Checklist for IRB Review, the IRB will determine for each research study 

under review, whether the assent of the child is required for their participation, and the 
process and requirements for documentation. 

 4.5. The IRB shall determine that adequate provisions are made for soliciting the assent of 
the children, following the permission of their parents, when in the judgment of the IRB 
the children are capable of providing assent. 

 4.6. In determining whether children are capable of assenting, the IRB shall take into 
account the ages, maturity, and psychological state of the children involved. This 
judgment may be made for all children to be involved in research under a particular 
protocol, or for each child, as the IRB deems appropriate. 

 4.7. The requirement for assent may be waived if the IRB determines that: 
  • The capability of some or all of the children is so limited that they cannot 

reasonably be consulted or 
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  • That the intervention or procedure involved in the research holds out a prospect of 
direct benefit that is important to the health or well-being of the children and is 
available only in the context of the research, or 

  • The criteria for waiver of parental permission or informed consent are otherwise 
met, except when parental permission is waived for research that is designed for 
conditions or for a pediatric population for which parental or guardian permission is 
not a reasonable requirement to protect the participants, e.g., neglected or abused 
children 

 4.8. The IRB reviewer will assess whether the information contained in the Assent form is: 
  • Consistent with the research plan and the parental permission form. 
  • Understandable to the child. 
  • Free of coercive or exculpatory language. 
 Assent process and documentation
 4.9. The parental permission process must be completed, as documented by the parent(s) 

signature on the parental permission form, before the child’s assent is sought. 
 4.10. The investigator, or designated Research Team Member, will discuss the research with 

the child, using the current, IRB approved, assent as a guide. 
 4.11. If a child is not able to read the assent, but is able to understand the contents, the 

investigator may read the assent to the child. 
 4.12. The child will be given time, and if needed, privacy, in order to make a decision that is 

free of coercion from the Research Team, or the parent(s). 
 4.13. The investigator will take into account issues such as the nature, location, and urgency 

of the research and family dynamics to choose the best method for obtaining assent. 
 4.14. When obtaining assent from a child who exhibits difficulty with reading the IRB-

approved assent form, the investigator or designee may read the assent form to the 
child, verify the child's comprehension, and document this interaction in the child's 
research and, if required by the IRB, the medical record. 

 4.15. If the IRB requires assent, and the investigator, or designee, concludes that an 
individual child is not capable of providing assent, the child may be enrolled with the 
permission of the parent(s).  However, the discussion with the parent(s) and the 
rationale for this decision must be clearly documented in the research record and the 
child’s medical record. 

 4.16. An Investigator may choose to obtain assent, even when assent is not required by the 
IRB.  In this case, the investigator must use an IRB approved assent form and must be 
prepared to honor the child’s dissent. 

 Records
 4.17. The investigator will: 
  • Give a copy of the signed assent, along with the signed parental permission form, 

to the parent. 
  • Maintain original, signed assents with the original parental permission forms in the 

research record.. 
  • Document the assent process and the level of the child’s comprehension in the 

research record and, if required by the IRB,  the medical record. 
 4.18 The IRB Coordinator will assure adequate documentation of  the findings related to the 

review and approval of the assent process and documentation by following the 
Checklist for IRB Minutes.. 
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5. REGULATORY / GUIDANCE REFERENCES: 
 5.1. HSP-043 Parental Permission, HSP-052 Informed Consent; HSP-049 Waiver or 

Alteration of Parental Permission or Informed Consent, HSP-079 Parental Permission, 
Informed Consent & Research Data in the Medical Record.

 5.2. Children’s Assent to Clinical Trial Participation.  NCI. Accessed 9/12/2006. 
 5.3. 45 CFR 46.408, 21 CFR 50.55
 5.4. Nemours Net Learning Course:  Child and Adolescent Assent
 
6. AAHRPP STANDARD REFERENCES:  Element II.7.A: The Research Review Unit evaluates 

compliance with policies and procedures on seeking informed consent from participants or 
their legally authorized representatives, and assent, when possible, from participants who 
cannot give consent. 
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