IRB Tip: Consent Guidelines for Research Involving Children

guidance for implementing federal and institutional IRB policies 
In research with Children, considerations regarding consent become more complex than with adult subjects. Federal regulations provide some specifics for consent in research with minors (both process and documentation.)  These regulations charge that “adequate provisions [be] made for soliciting the assent of the children, when in the judgment of the IRB the children are capable of providing assent...[taking] into account the ages, maturity, and psychological state of the children involved” [45 CFR 46.408].
In most cases, permission
 from one or both parents/guardians must be obtained for their child/ward to participate in a research study. For a discussion about those circumstances in which parental permission may be unnecessary or inappropriate, see the Waiver of Parental Permission IRB Tip.
While children may be legally incapable of giving informed consent, they nevertheless may possess the ability to assent to or dissent from participation.  Out of respect for children as developing persons, children should be asked whether or not they wish to participate in research.  Federal regulations do not specify at what age assent should be s assought from children.  However, California law (26668.4) does specify obtaining assent if the child is seven years of age or older and if the study involves:

· prescribing or administering an experimental drug which is related to maintaining or improving the health of the subject

or

· obtaining information about a pathological condition of the subject.

In the state of California, individuals under the age of 18 years old are considered children and do not have the legal capacity to consent to participate in research.  However, children should be involved in the consent process at an age appropriate level.  

Guidance to Investigators

The IRB relies on the expertise of principal investigators (PI) in determining the capability of particular minor subject groups and individuals to assent. The PI assumes primary responsibility for making such determinations, both in preparing the IRB application and in carrying out the study upon approval.  The following table summarizes requirements for minor assent and parental permission relative to age of the minor participant: 

	Age of Minor Participant
	 Separate Assent Form Required?
	

	Infant-6 years old
	No
	

	7-12 years old
	Yes
	

	13-17 years old (Option A)
	No (add line to parental permission form for minor to sign)
	

	13-17 years old (Option B)
	Yes
	


Further guidance for preparing assent forms and exceptions to written assent is available in the Preparing Minor Assent Documents IRB Tip.

To meet the requirements for parental permission, PIs should:

· first identify the federally permitted category for the proposed research involving children.  See Permitted Categories for Research Involving Children IRB Tip.

· then, a plan should be developed for involving one or both parents in giving permission as appropriate to the category of risk.  See Summary Table of Required Protections for Children in Research IRB Tip.

General guidelines for assent of children are presented in the four scenarios below.  The proposed research may involve more than one group of children and will thus include appropriate provision for each age group accordingly.

	I.  Infant – 6 years old

Child’s Assent

	•

	In most cases, children this young will not be able to participate in the assent process. The determination whether to assent the young child is guided by whether or not the research involves treatment with potential benefit to the participant.

Treatment Studies: If the proposed research includes treatment with potential benefit to the participant, the decision whether to assent the child and how much information to provide is at the discretion of the parent or legal guardian.

The PI should:

1) in the IRB application, specify that such assent issues will be at the discretion of the parent or legal guardian;

2) document in the study records the outcome of the parent or legal guardian’s decision.

Non-treatment Studies: Providing assent for such studies means that the child may readily abstain or withdraw.  The PI shall:

1) make sure the child is given a simple verbal explanation of what will happen to him/her, appropriate to the age level;

2) provide for IRB review and approval a script of the verbal text to be given to the child;

3) document in the study records that verbal explanation was provided to the child.


	•

	Modifications to consent document for parental permission:  

1) Refer to the subject throughout as “your child.”


		2) The Informed Consent Statement in the boilerplate should be modified to include: “This study has been explained to my child in a manner appropriate to his/her age.  By signing this form, I give permission for my child (or ward) to participate in the study.”



	


	II.  Children 7 to 12 years old 

Child’s Assent


		1)  LLU’s IRB urges that a simple assent form be provided for children between the ages of 7 and 12.  Samples of assent forms (for medical and non-medical environments) illustrating appropriate language and scope of content are provided.  It may be practical to provide a line for the parent to name the child being entered in the study, especially if there is any possibility for confusion as to which child in the family is being entered in the study.


		2)  The child’s assent should be an explanation of the proposed research procedures in a language appropriate to the child’s age, experience, maturity, and condition.  This explanation, in non-technical terms, should include a discussion of any discomforts and inconveniences the child may experience if s/he agrees to participate.

	•

	Modifications to consent document for parental permission:  

Parental permission: Form should be based on the IRB sample consent forms.

1) Refer to the subject throughout as “your child.”


		2)  The Informed Consent Statement in the boilerplate should be modified to include: “This study has been explained to my child in a manner appropriate to his/her age.  By signing this form, I give permission for my child (or ward) to participate in the study.” 



	


	III.  Minor over age 12 years old (Option A)

Minor’s Assent


	•

	Since most parental informed consent (permission) documents should be written in language understandable at the 8th grade level, the consent can be modified to include signature of the child 12 years or older.

	•

	Modifications to consent document for parental permission:  

1) A preamble to the consent should be inserted prior to the beginning of the consent stating that “you/your” refers to the child participating in the study for ease of reading.  

		2) The Informed Consent Statement in the boilerplate should be modified to include: “This study has been explained to my child in a manner appropriate to his/her age.  By signing this form, I give permission for my child (or ward) to participate in the study.”



	


	IV.  Minor over age 12 years old (Option B)

Minor’s Assent


	•

	This option is very much like the scenario 2 (children 7-12 years old) except that the reading level will be more appropriate for a minor over 12 years of age.  Investigators may propose which option better fits the nature of the study.


	•

	Modifications to consent document for parental permission:  

See guidelines for assent and modifications to parental permission as noted in scenario 3 above.



	


Institutional Review Board Responsibilities

The IRB will review the project to determine that adequate provisions have been made for soliciting the assent of children and the permission of their parents or guardians [45 CFR 46.408].  IRB will review/approve both forms or specifically state in its approval if written, signed consent of children is waived.           

Office of Sponsored Research Responsibilities

OSR will match all assent forms to the related consent form granting parental permission and ensure that all assent forms have the IRB approval stamp.

For Further Information

Waiver of Parental Permission IRB Tip 

Preparing Childrens Assent Documents IRB Tip
Permitted Categories for Research Involving Children IRB Tip
Summary Table of Required Protections for Children in Research IRB Tip
Sample of consent and assent forms

Children under foster or kinship care IRB Tip
Married Children, Children as Parents IRB Tip
45 CFR 46.408

Office of Human Research Protections - Special Protections for Children as Research Subjects: http://www.hhs.gov/ohrp/children/
21 CFR 50, Subpart D

California Law 26668
� For parents or guardians, the term used is permission.  For Children, the term used is assent.
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