


Parental Permission to Involve Children in Research
HHS and FDA regulations for the protection of human subjects (45 CFR Part 46, Subpart D, 21 CFR Part 50 Subpart D) require that when research involves children, the IRB must ensure that “adequate provisions are made for soliciting the permission of each child’s parents or guardian" (46.408 (b); 50.51). The permission in writing of one or both parents is required for the child to participate unless the IRB has waived the requirement for parental permission or waived documentation (signature) of permission.
The HHS regulations, however, do not specify the order in which parental or guardian permission and child assent should be sought. Therefore, Institutional Review Boards (IRB) have the discretion to determine the appropriate order given the research and the context in which it will be conducted. 
In general, parental or guardian permission should be sought before seeking the assent of a child, particularly in more than minimal risk research, unless the requirement for obtaining parental or guardian permission can be waived. There might be some cases, however, involving minimal risk research, where it would be reasonable to seek child assent prior to seeking parental permission. 
For example, a school-based study of minimal risk (e.g., investigating children’s responses to music), could be posed to children in the school setting. Children could be asked if they wanted to participate and if so, sent home with a request for parental or guardian permission. In all cases, except when the requirement for obtaining parental or guardian permission can be waived, parental or guardian permission, even if sought after child assent is provided, is required before the child can be enrolled in the study.

By deﬁnition, children are unable to provide legally binding informed consent to participate in research, although they may give their assent. The IRB should determine that unless parental permission can be waived adequate provisions are made for soliciting the permission of the parent(s) or legal guardian(s). The regulations deﬁne “permission” at 46.402(c) as the “agreement of parent(s) or guardian to the participation of their child or ward in research.” The term “parent” means a “child's biological or adoptive parent.” The term “guardian” means “an individual who is authorized under applicable State or local law to consent on behalf of a child to general medical care.”

For IRB consideration in reviewing the purpose and risk of proposed research involving children, federal regulations state that the IRB can require documented (signed) parental permission, approve parental permission with a waiver of documentation (signature), or approve a waiver of parental permission.

An IRB will consider a waiver of parental permission in rare instances where the IRB may determine that a research protocol is designed to study conditions in children or a subject population for which parental or guardian permission is not a reasonable requirement to protect the subjects (for example, neglected or abused children). The IRB may then approve a waiver of parental permission and require that the following two criteria are also met:
1. an appropriate mechanism is in place to protect the children involved in the research such as appointing an individual to advocate on their behalf, and
2. the waiver is not inconsistent with federal, state, or local law (45 CFR 46.408(c)). The choice of an appropriate mechanism (for example, appointing a child advocate or an assent monitor) for protecting children participating in research would depend on the nature and purpose of the activities described in the protocol, the risk and anticipated beneﬁt to the research subjects, and the child’s age, maturity, status, and condition (45 CFR 46.408(c)). Note that an IRB may waive the requirement for obtaining parental or guardian permission under 45 CFR 46.408(c) even if the research involves more than minimal risk to the child subjects.

An advocate should have the background and experience to act in the best interest of the children/youth for the duration of the research and is not associated in any way with the research or the investigator. Assent from the child or minor would still be obtained by the investigator.

School Based Research
Regarding school-based research and the regulatory criteria cited below for waiving parental permission or waiving documentation of parental permission, the investigator should also consider the following:
Is the age of the children as subjects in the research pertinent to a waiver of parental permission? (It may not be appropriate to waive parental permission for students under age 13 while considering a waiver for older students.)  Are the proposed research procedures similar to activities that are typically conducted in a school setting?
Is the research subject to the Family Educational Rights and Privacy Act (FERPA) or the Protection of Pupil Rights Amendment (PPRA) for the Department of Education? If yes, then a signed parental permission form is required.

Waive Parental Permission
When investigators are conducting research in school settings, obtaining parent permission is often done by
U.S. postal service, email, or sending home a copy of the parental permission form with the child. On occasion investigators will request use of an “opt-out process” – also referred to as “passive consent” – where the parental permission form indicates that the parent should respond only if the parent does not want their child to participate in a school research activity. Assent from the child or minor would still be obtained by the investigator.
Previously OHRP discouraged use of a “passive consent” or “opt-out procedure” for school-based research. Speciﬁcally, the terms “passive consent” and “opt-out procedure” are cited for research with children to describe situations in which the investigator can assume that a parent is permitting a child to participate. For example, researchers collecting survey and behavioral data from children in school will provide parents with a written information form about the study and ask that the parent(s) return the information form if they do not want their child to participate.

A “passive consent” or “opt-out” practice is not directly consistent with the regulatory requirement for seeking and obtaining parental permission. If the IRB, however, determines that the conditions for waiver of parental permission can be met based on application of the requirements for waiving consent, then the IRB can waive the requirement for parental permission under 45 CFR 46.408(c) or 45 CFR 46.116(f).
Requirements for waiver and alteration. In order for an IRB to waive or alter consent as described in these subsections, the IRB must find and document that:
(i) The research involves no more than minimal risk to the subjects (children);
(ii) The research could not practicably be carried out without the requested waiver or alteration;
(iii) If the research involves using identifiable private information or identifiable biospecimens, the research could not practicably be carried out without using such information or biospecimens in an identifiable format;
(iv) The waiver or alteration will not adversely affect the rights and welfare of the subjects (children); and
(v) Whenever appropriate, the subjects (children) or legally authorized representatives (parents) will be provided with additional pertinent information after participation.

Even though not required by the regulations, the IRB may request that parents be given the opportunity to refuse permission even when the IRB has waived the regulatory requirement to obtain parental permission.

For CSULB investigators requesting a waiver of parental permission for school-based research, the IRB may recommend that the investigator have the school send by U.S. postal service or by oﬃcial school email a written document to parents/guardians containing the elements of informed consent (parental permission) that gives suﬃcient time for the parent to notify the investigator or school not to include the child/youth in the research. Ideally, the letter should go out at least two weeks before research activities begin and should not be sent home with the child/youth.
Some schools or school districts may require the investigator obtain documented parental permission for school-based research. In some communities, school principals are expected to make decisions about student participation in research even though the parents live nearby. Assent from the child or minor would still be obtained by the investigator.

Under the Family Educational Rights and Privacy Act (FERPA), a school generally may not disclose information from a student’s education records to a third party unless the student’s parent has provided prior written consent. An IRB cannot waive parental permission or waive documentation of parental permission if the investigator requests access to a child/youth’s educational records. Educational records are protected by law, a written authorization from parents must be secured for the investigator to gain access, this is usually incorporated into the parental permission form.

Under the Protection of Pupil Rights Amendment (PPRA) an IRB cannot waive parental permission or waive documentation of parental permission if the survey or evaluation of the child/youth concerns one or more of the following eight topics:
· Political aﬃliations or beliefs of the student or the student’s parent;
· mental or psychological problems of the student or the student’s family;
· sex behavior or attitudes;
· illegal, anti-social, self-incriminating, or demeaning behavior;
· critical appraisals of other individuals with whom respondents have close family relationships;
· legally recognized privileged or analogous relationships, such as those of lawyers, physicians, and ministers;
· religious practices, aﬃliations, or beliefs of the student or student’s parent; or,
· income (other than that required by law to determine eligibility for participation in a program or for receiving ﬁnancial assistance under such program).

Waive Documentation of Parental Permission
45 CFR 46.117(c) allows for an IRB to waive the requirement to document (signature) informed consent (parent permission or legal authorized representative) for some or for all subjects (children) if it ﬁnds any of the following:
(i) That the only record linking the subject (child) and the research would be the informed consent (permission from parental or legal authorized representative) form and the principal risk would be potential harm resulting from a breach of confidentiality. Each subject (parent or legally authorized representative) will be asked whether the subject (parent or legally authorized representative) wants documentation linking the subject (child) with the research, and the subject's (child’s) (parent or legally authorized representative) wishes will govern;
(ii) That the research presents no more than minimal risk of harm to subjects (children) and involves no procedures for which written consent is normally required outside of the research context; or
(iii) If the subjects (parent or legally authorized representative) are members of a distinct cultural group or community in which signing forms is not the norm, that the research presents no more than minimal risk of harm to subjects (children) and provided there is an appropriate alternative mechanism for documenting that informed consent (permission) was obtained.

The IRB may require the investigator to provide parents or legally authorized representatives with a written or
electronic statement regarding the research. Assent from the child would still be obtained by the investigator.


The CSULB IRB gratefully acknowledges the policies developed at Stanford University, Duke University, and the University of Oregon that were invaluable to formulating this guidance.
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