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[bookmark: _Hlk212639840]	PURPOSE AND APPLICABILITY	

The IRB staff and members use this worksheet as guidance to facilitate the review of research with children. Final documentation of research with children is found in the Regulatory Checklist. This worksheet is not required to be completed or retained.
Use this worksheet for each group of children, as different determinations may apply to each group.

	REGULATIONS

Common Rule (CR) regulations apply to all studies, regardless of funding/support, per UW IRB policy. For studies approved prior to January 21, 2019, some of the requirements may not apply, as indicated below.
Food and Drug Administration (FDA) regulations apply only to studies regulated by the FDA.

	DETERMINATIONS

	[bookmark: table1]TABLE 1 – Risk/Benefit Category
Select the appropriate category of research for the involvement of children in the study.
	Regulatory Citations
	Met

	Not involving greater than minimal risk.

	CR 46.404
FDA 50.51
	☐

	Greater than minimal risk, but with the prospect of direct benefit to the individual.
More than minimal risk to children is presented by an intervention or procedure that holds out the prospect of direct benefit for the individual subject, or by a monitoring procedure that is likely to contribute to the subject's well-being, only if the IRB finds that:
a) The risk is justified by the anticipated benefit to the subjects;
b) The relation of the anticipated benefit to the risk is at least as favorable to the subjects as that presented by available alternative approaches.

	CR 46.405
FDA 50.52
	☐

	Greater than minimal risk and no prospect of direct benefit to individual subjects, but likely to yield generalizable knowledge about the subject's disorder or condition.
More than minimal risk to children is presented by an intervention or procedure that does not hold out the prospect of direct benefit for the individual subject, or by a monitoring procedure which is not likely to contribute to the well being of the subject, only if the IRB finds that:
a) The risk represents a minor increase over minimal risk;
b) The intervention or procedure presents experiences to subjects that are reasonably commensurate with those inherent in their actual or expected medical, dental, psychological, social, or educational situations;
c) The intervention or procedure is likely to yield generalizable knowledge about the subjects' disorder or condition which is of vital importance for the understanding or amelioration of the subjects' disorder or condition.

	CR 46.406
FDA 50.53
	☐

	Research otherwise not approvable.
Does not meet the requirements above, and meets the following requirements:
a) The IRB finds that the research presents a reasonable opportunity to further the understanding, prevention, or alleviation of a serious problem affecting the health or welfare of children; and
b) The Secretary of Health and Human Services (46.407) or Commissioner of Food and Drugs (50.54), after consultation with a panel of experts in pertinent disciplines (for example: science, medicine, education, ethics, law) and following the opportunity for public review and comment, has determined either:
1) that the research in fact satisfies the conditions of 46.404/50.51, 46.405/50.52 or 46.406/50.53 as applicable, or 
2) the following:
(i) the research presents a reasonable opportunity to further the understanding, prevention, or alleviation of a serious problem affecting the health or welfare of children;
(ii) the research will be conducted in accordance with sound ethical principles. 

	CR 46.407
FDA 50.54
	☐
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	[bookmark: table2]TABLE 2 - Waiver of Parental Permission
Select the regulatory justification for the waiver of parental permission.
	Regulatory Citations
	Met

	Public benefit and service programs.
All of the following are true.
a) The research is to be conducted by, or subject to the approval of, state or local government officials, and is designed to study, evaluate or otherwise examine:
1) Public benefit or service programs; or
2) Procedures for obtaining benefits or services under those programs; or
3) Possible changes in or alterations to those programs or procedures; or
4) Possible changes in methods or levels of payment for benefits or services under those programs.
b) The research could not practicably be carried out without the waiver of consent.

	CR 46.408(a) and 46.116(e)(3)
FDA n/a
	☐

	Minimal risk to subjects.
All of the following are true. 
a) The research involves no more than minimal risk to the subjects.
b) The waiver of consent will not adversely affect the rights and welfare of the subjects.
c) 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. 
Not required for studies approved before 1/21/19
d) The research could not practicably be carried out without the waiver of consent.
e) Whenever appropriate, the subjects will be provided with additional pertinent information after participation.

	CR 46.116(f)(3)
FDA 50.22
	☐

	Information/biospecimens obtained for recruiting, screening, or determination of eligibility.
This is an exception to the requirement for informed consent, but UW IRB is treating it operationally as if it were a waiver. 
At least one of the following is true.
a) The researcher will obtain the information through oral or written communication with the prospective subject. 
b) The researcher will obtain identifiable private information or identifiable biospecimens by accessing records or stored identifiable biospecimens.
Not allowed for studies approved before 1/21/19.
	CR 46.116(g)
FDA n/a
	☐
	Parental permission is not a reasonable requirement.
All of the following are true.
a) Parental permission is not a reasonable requirement to protect the subjects. 
b) An appropriate mechanism for protecting the children is substituted.
c) The waiver is not inconsistent with federal, state, or local law.

	CR 46.408(c)
FDA n/a
	☐

	Not considered part of the FDA research.
Procedures that are not considered part of the FDA-regulated research project can be waived if they meet the regulatory criteria outlined in CR 46.116.
	
	☐

[top]
	[bookmark: table3]TABLE 3 - Determination of Parental Permission
If parental permission is required, select the determination.
	Regulatory Citations
	Met

	Permission of one parent is sufficient.
No greater than minimal risk to the children is presented (45 CFR 46.404/21 CFR 50.51), or greater than minimal risk but with the prospect of direct benefit to the individual (45 CFR 46.405/21 CFR 50.52).

	CR 46.408(b)
FDA 50.55(e)(1)
	☐

	Permission from both parents is required unless one parent is deceased, unknown, incompetent, or not reasonably available.
Greater than minimal risk and no prospect of direct benefit to individual subjects but likely to yield generalizable knowledge about the subject's disorder or condition (45 CFR 46.406/21 CFR 50.53), or for research that is otherwise not approvable (45 CFR 46.407/21 CFR 50.54.
	CR 46.408(b) 
FDA 50.55(e)(2)
	☐
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	[bookmark: table4]TABLE 4 - Waiver of Documentation of Parental Permission
If parental permission is required, select the determination.
	Regulatory Citations
	Met

	Breach of confidentiality from consent is the principal foreseeable harm.
All of the following are true.
a) The only record linking the subject and the research would be the consent document.
b) The principal risk is potential harm resulting from a breach of confidentiality.
c) Each subject will be asked whether the subject wants documentation linking the subject with the research, and the subject's wishes will govern.
	CR 46.117(c)(1)(i)
FDA n/a
	☐

	Minimal risk to subjects.
All of the following are true.
a) The research involves no more than minimal risk to the subjects.
b) The research involves no procedures for which written consent is normally required.
	CR 46.117(c)(1)(ii)
FDA 56.109(c)(1)
	☐

	Members of a distinct cultural group or community.
All of the following are true.
a) The subjects are members of a distinct cultural group or community in which signing forms is not the norm.
b) The research presents no more than minimal risk of harm to subjects.
c) There is an appropriate alternative mechanism for documenting that informed consent was obtained.
Not allowed for studies approved before 1/21/19
	CR 46.117(c)(1)(iii)
FDA n/a
	☐


[top]
	[bookmark: table5]TABLE 5 - Waiver/Alteration of Required Elements of Parental Permission
	Regulatory Citations
	Met

	Public benefit and service programs. 
a) The research is to be conducted by, or subject to the approval of, state or local government officials, and is designed to study, evaluate or otherwise examine:
1) Public benefit or service programs; or
2) Procedures for obtaining benefits or services under those programs; or
3) Possible changes in or alterations to those programs or procedures; or
4) Possible changes in methods or levels of payment for benefits or services under those programs.
b) The research could not practicably be carried out without the waiver of consent.
	CR 46.116(e)
FDA n/a
	☐

	Minimal risk to subjects
The study is of no greater than minimal risk to the children and all of the following are true. 
a) The research involves no more than minimal risk to the subjects.
b) The waiver of consent will not adversely affect the rights and welfare of the subjects.
c) 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. 
Not required for studies approved before 1/21/19
d) The research could not practicably be carried out without the waiver of consent.
e) Whenever appropriate, the subjects will be provided with additional pertinent information after participation.
	CR 46.116(f)
FDA 50.22
	☐
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	[bookmark: table6]TABLE 6 – Waiver of Required Elements for Parental Permission
Indicate the consent elements that have been waived. Do not mark elements that are or are not applicable.
	Regulatory Citation
	Waived

	1.     Statement that the activity is research.
	CR 46.116(b)(1)
FDA 50.25(a)(1)
	☐

	2.     Explanation of the research purpose.
	CR 46.116(b)(1)
FDA 50.25(a)(1)
	☐

	3.     Statement that participation is voluntary. 
	CR 46.116(b)(8)
FDA 50.25(a)(8)
	☐

	4.     Statement that refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled. 
	CR 46.116(b)(8)
FDA 50.25(a)(8)
	☐

	5.     Statement that the subject may discontinue participation at any time without penalty or loss of benefits to which the subject is otherwise entitled.
	CR 46.116(b)(8)
FDA 50.25(a)(8)
	☐

	6.     Description of study procedures.
	CR 46.116(b)(1)
FDA 50.25(a)(1)
	☐

	7.     Identification of procedures which are experimental.
	CR 46.116(b)(1)
FDA 50.25(a)(1)
	☐

	8.     Expected duration of subject’s participation.
	CR 46.116(b)(1)
FDA 50.25(a)(1)
	☐

	9.     Description of any reasonably foreseeable risks or discomforts to the subjects.
	CR 46.116(b)(2)
FDA 50.25(a)(2)
	☐

	10.   Disclosure of appropriate alternative procedures or treatments, if any that might be advantageous to the subject.
	CR 46.116(b)(4)
FDA 50.25(a)(4)
	☐

	11.   Description of any benefits to the subject or others which may reasonably be expected.
	CR 46.116(b)(3)
FDA 50.25(a)(3)
	☐

	12.   Description of the extent, if any to which the confidentiality of records identifying the subject will be maintained.
	CR 46.116(b)(5)
FDA 50.25(a)(5)
	☐

	13.   If the research involves the collection of identifiable private information or identifiable specimens, include one of two possible required statements about the possibility of secondary research.
Not required for studies approved before 1/21/19
	CR 46.116(b)(9)
FDA n/a
	☐

	14.   For research with more than minimal risks, explanation as to whether any compensation and/or medical treatments are available if injury occurs, and if so, what they consist of or where further information may be obtained.  
	CR 46.116(b)(6))
FDA 50.25(a)(6)
	☐

	15.   Who to contact for answers to questions about the research. 
	CR 46.116(b)(7)
FDA 50.25(a)(7)
	☐

	16.   Who to contact in the event of a research-related injury.
	CR 46.116(b)(7)
FDA 50.25(a)(7)
	☐

	17.   Who to contact with questions about subjects’ rights.
	CR 46.116(b)(7)
FDA 50.25(a)(7)
	☐
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	[bookmark: table7][bookmark: _Hlk205534028]Table 7 – Assent Determinations
Select the appropriate assent determination or waiver.
	Regulatory Citations
	Met

	Assent is appropriate and required.
The IRB has determined how assent must be/will be documented, if it is documented.
	CR 46.408(a) and (e)
FDA 50.55(a)
	☐

	Assent is appropriate but waived for public benefit and service programs.
Although assent is appropriate, it is waived because all of the following are true.
a) The research is to be conducted by, or subject to the approval of, state or local government officials, and is designed to study, evaluate or otherwise examine:
1) Public benefit or service programs; or
2) Procedures for obtaining benefits or services under those programs; or
3) Possible changes in or alterations to those programs or procedures; or
4) Possible changes in methods or levels of payment for benefits or services under those programs.
b) The research could not practicably be carried out without the waiver of assent.
	CR 46.116(e)(3)
Not allowed for FDA regulated research
	☐

	Assent is appropriate but waived.
Although assent is appropriate, it is waived because all of the following are true. 
a) The research involves no more than minimal risk to the subjects.
b) The waiver of assent will not adversely affect the rights and welfare of the subjects.
c) 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. 
Not required for studies approved before 1/21/19
d) The research could not practicably be carried out without the waiver of assent.
e) Whenever appropriate, the subjects will be provided with additional pertinent information after participation.
	CR 46.116(f)
FDA 50.55(d)
	☐

	Assent is not required due to limited capability.
Assent is not appropriate because the capability of the children is so limited (based on consideration of age, maturity, and/or psychological state) that they cannot reasonably be consulted.
	CR 46.408(a)
FDA 50.55(c)(1)
	☐

	Assent is not required due to prospect of direct benefit.
Assent is not required because 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.
	CR 46.408(a)
FDA 50.55(c)(2)
	☐
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	[bookmark: table8]Table 8 – Determinations Related to Wards
Required for Categories 406 & 407 Only
	Regulatory Citations
	Met

	Categories of research
a) The research involves children who are wards of the State or any other agency, institution or entity, and the research is related to the children’s status as wards. OR
b) The research involves children who are wards of the State or any other agency, institution or entity, and the research is conducted in schools, camps, hospitals, institutions, or similar setting in which the majority of children involved as subjects are not wards.
	CR 46.409(a)
FDA 50.56(a)
	☐

	Appointment of advocate
If one of the above has been met, the IRB has required appointment of an advocate for each child who is a ward, and the IRB has determined that the advocate meets the following criteria.
a) The advocate will serve in addition to any other individual acting on behalf of the child as guardian or in loco parentis.
b) One individual may serve as advocate for more than one child.
c) The advocate is an individual who has the background and experience to act in, and agrees to act in, the best interests of the child for the duration of the child’s participation in the research.
d) The advocate is not associated in any way (except in the role as advocate or member of the IRB) with the researcher, the researchers, or the guardian organization.
	CR 46.409(b)
FDA 50.56(b)
	☐
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[bookmark: related]	RELATED MATERIALS

[bookmark: _Hlk94705080]CHECKLIST Regulatory
GUIDANCE Involvement of Children in Research

	Version Number
	Posted Date
	Implementation Date
	Summary of Changes

	3.0
	10.30.2025
	10.30.2025
	Convert from PDF to Word; minor wordsmithing and moderate formatting updates

	2.2
	12.23.2024
	12.23.2024
	Revise reference from CHECKLIST Master to CHECKLIST Regulatory

	2.1
	05.27.2021
	05.27.2021
	Remove references to paper process

	2.0
	08.25.2017
	08.25.2017
	Updated per new FDA guidance regarding waiving consent for minimal risk FDA regulated studies

	1.2
	05.11.2017
	05.11.2017
	Updated committee drop down list; removed “initial application” from submission types

	Previous versions
	
	
	For older versions: HSD Staff – refer to the SharePoint Document Library; Others - contact hsdinfo@uw.edu.
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