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Emory IRB Subpart D Determination Checklist
	Study ID
	  
	
	MOD ID
	

	
	
	
	
	(Enter if adding/updating study determinations)


Background: When reviewing research involving minors, the Emory IRB must determine the appropriate risk category of the research. The HHS regulations at 45 CFR 46, Subpart D, and the FDA regulations at 21 CFR 50, Subpart D, permit IRBs to approve three categories of research involving children and describe a fourth category requiring a special level of HHS review.
In addition to making a risk determination, the IRB must determine the parental permission and assent requirements for the study. Where parental permission is to be obtained, the IRB may find that the permission of one parent is sufficient for research to be conducted under 46.404/50.51 or 46.405/50.52. Where research is covered by 46.406/50.53 and 46.407/50.54 and permission is to be obtained from parents, both parents must give their permission unless one parent is deceased, unknown, incompetent, or not reasonably available, or when only one parent has legal responsibility for the care and custody of the child.
Instructions:
1. [bookmark: _Hlk138933124]Complete the Primary Determination Table by addressing each column as instructed, moving from left to right. 
a. Select the appropriate Risk Determination and provide protocol-specific findings to support the Risk Determination.
b. Select the appropriate Parental Permission Requirement and Assent Requirement(s), allowed under the selected determination.
2. [bookmark: _Hlk138933188]Complete tables in the Supplemental Waiver section, as prompted, when waivers apply to the selected determinations.
3. Complete the Wards of the State Section, if applicable.
Note: In this document, “parent” refers to parent and/or legal guardian.
1. Primary Determination Table
	Risk Determination
Provide justification when prompted
	Parental Permission Requirement
Only one option may apply
	Assent Requirement(s)
Check all that apply

	☐ Research not involving greater than minimal risk to the children (45 CFR 46.404 and 21 CFR 50.51). To approve this category of research, the IRB must make the following determinations:
☐ The research presents no greater than minimal risk to the children.
Enter protocol-specific findings to justify determination: 


☐ Adequate provisions are made for soliciting the assent of the children and the permission of their parents or guardians, as set forth in 45 CFR 46.408 or 21 CFR 50.55. [check even if assent will be waived] 
Enter protocol-specific findings to justify determination: 



	☐ One parent permission: Permission of one parent is sufficient even if the other parent is alive, known, competent, reasonably available, and shares legal responsibility for the care and custody of the child.

☐ Two parents’ permission: Permission is to be obtained from both parents unless one parent is deceased, unknown, incompetent, or not reasonably available, or when only one parent has legal responsibility for the care and custody of the child. 
If checked, confirm that consent document(s) reflect this requirement.

☐ Parental permission is waived 
If checked, complete Table A: Complete Waiver of Parental Permission, below.

☐ Documentation of parental permission is waived If checked, complete Table B. Waiver of Documentation of Parental Permission, below.
	☐ Assent will be obtained from some or all children and documented according to Emory’s age-based guidelines, or all children are younger than 6.

☐ The capability of some or all children (taking into account the ages, maturity, and psychological state of the children involved as well as other conditions they may have) is so limited that they cannot reasonably be consulted.

☐ The children may be capable of assenting, but assent will be waived for some or all of the children per waivers below (i.e., impracticable to obtain assent). 
If checked, complete the Table C: Waiver of Child Assent, below. 

	☐ Research involving greater than minimal risk but presenting the prospect of direct benefit to the individual child subjects involved in the research (45 CFR 46.405 and 21 CFR 50.52). To approve research in this category, the IRB must make all of the following determinations: 
☐ The research presents greater than minimal risk to the children.
Enter protocol-specific findings to justify determination: 


☐ The research presents the prospect of direct benefit to the individual subjects.
Enter protocol-specific findings to justify determination: 


☐ At least one of the following is true (select all that are true):
☐ The risk to children is presented by an intervention or procedure that holds out the prospect of direct benefit for the individual subject.

☐ The risk to children is presented by a monitoring procedure that is likely to contribute to the subject’s well-being.
Enter protocol-specific findings to justify determination: 

☐ The risk is justified by the anticipated benefits to the subjects; 
Enter protocol-specific findings to justify determination: 

☐ The relation of the anticipated benefit to the risk presented by the study is at least as favorable to the subjects as that provided by available alternative approaches;
Enter protocol-specific findings to justify determination: 

☐ Adequate provisions are made for soliciting the assent of the children and the permission of their parents or guardians, as set forth in 45 CFR 46.408 or 21 CFR 50.55. [check even if assent will be waived]
Enter protocol-specific findings to justify determination: 


	☐ One parent permission: Permission of one parent is sufficient even if the other parent is alive, known, competent, reasonably available, and shares legal responsibility for the care and custody of the child.

☐ Two parents’ permission: Permission is to be obtained from both parents unless one parent is deceased, unknown, incompetent, or not reasonably available, or when only one parent has legal responsibility for the care and custody of the child. 
If checked, confirm that consent document(s) reflect this requirement.

☐ Parental permission is waived 
If checked, complete Table A: Complete Waiver of Parental Permission, below.

	☐ Assent will be obtained from some or all children and documented according to Emory’s age-based guidelines, or all children are younger than 6.

☐ The capability of some or all children (taking into account the ages, maturity, and psychological state of the children involved as well as other conditions they may have) is so limited that they cannot reasonably be consulted.

☐ 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. Thus, assent is not a necessary condition for proceeding with the research, but assent should be obtained when possible. 
Based on the selection, confirm that the assent form cover page is revised accordingly. 







	☐ Research involving greater than minimal risk and no prospect of direct benefit to the individual child subjects involved in the research, but likely to yield generalizable knowledge about the subject's disorder or condition (45 CFR 46.406 and 21 CFR 50.53). To approve research in this category, the IRB must make all of the following determinations:
NOTE: If research involves wards of the state, complete Table 3: Wards of the State, below

☐ The research involves greater than minimal risk to children 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.
Enter protocol-specific findings to justify determination: 


☐ The risk represents a minor increase over minimal risk. (“Minor increase over minimal risk” means, though the risks are greater than minimal, they do not exceed the socially acceptable risks for children with the condition or disorder under study.)
Enter protocol-specific findings to justify determination: 


☐ 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.
Enter protocol-specific findings to justify determination: 


☐ 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.
Enter protocol-specific findings to justify determination: 


☐ Adequate provisions are made for soliciting the assent of the children and the permission of their parents or guardians, as set forth in 45 CFR 46.408 or 21 CFR 50.55. 
Enter protocol-specific findings to justify determination:
 
	☐ Two parents’ permission: Permission is to be obtained from both parents unless one parent is deceased, unknown, incompetent, or not reasonably available, or when only one parent has legal responsibility for the care and custody of the child. 
If checked, confirm that consent document(s) reflect this requirement.

☐ Parental permission is waived 
If checked, complete Table A: Complete Waiver of Parental Permission, below.

	☐ Assent will be obtained from some or all children and documented according to Emory’s age-based guidelines, or all children are younger than 6.

☐ The capability of some or all children (taking into account the ages, maturity, and psychological state of the children involved as well as other conditions they may have) is so limited that they cannot reasonably be consulted.


	☐ Research that the IRB believes does not meet the conditions of 45 CFR 46.404, 46.405, or 46.406 and of 21 CFR 50.51, 50.52, or 50.53, but 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 (45 CFR 46.407 and 21 CFR 50.54). 
Note: This risk category requires a special level of HHS review beyond that provided by the Emory IRB. 
If the IRB believes that the research does not meet the requirements of 45 CFR 46.404, 46.405, or 46.406 or of 21 CFR 50.51, 50.52, or 50.53, but finds that it presents a reasonable opportunity to further the understanding, prevention, or alleviation of a serious problem affecting the health or welfare of children, it may refer the protocol to HHS for review. 
The research may proceed only if the Secretary, HHS, or his or her designee, after consulting with a panel of experts in pertinent disciplines (e.g., science, medicine, education, ethics, law) and following an opportunity for public review and comment, determines either: (1) that the research in fact satisfies the conditions of 45 CFR 46.404, 46.405, or 46.406, or (2) the following: 
· The research presents a reasonable opportunity to further the understanding, prevention, or alleviation of a serious problem affecting the health or welfare of children; 
· The research will be conducted in accordance with sound ethical principles; AND 
· Adequate provisions are made for soliciting the assent of children and the permission of their parents or guardians, as set forth in HHS regulations at 45 CFR 46.408. 
If FDA regulations apply: The Commissioner of Food and Drugs, after consultation with a panel of experts in pertinent disciplines (for example: science, medicine, education, ethics, law) and following opportunity for public review and comment, determines either: (1) that the clinical investigation in fact satisfies the conditions of 21 CFR 50.51, 50.52, or 50.53, or (2) that the following conditions are met: 
· The clinical investigation presents a reasonable opportunity to further the understanding, prevention, or alleviation of a serious problem affecting the health or welfare of children; 
· The clinical investigation will be conducted in accordance with sound ethical principles; AND 
· Adequate provisions are made for soliciting the assent of children and the permission of their parents or guardians, as set forth in FDA regulations at 21 CFR 50.55. 



[bookmark: _2._Supplemental_Waiver][bookmark: _Hlk138934461]2. Supplemental Waivers Section
[bookmark: _Complete_Waiver_of]Complete Waiver of Parental Permission
	[bookmark: _Hlk129869285]Waiver Reference
	Waiver Requirements
Check all that apply

	☐ Parent permission is not a reasonable requirement to protect the subjects, as outlined in 45 CFR 46.408(c).
All requirements outlined to the right must apply. 
	☐ All of the following requirements are met:
☐ The research is not FDA-regulated.	
☐ The research does not involve non-viable neonates.	
☐ The research protocol is designed for conditions or for a subject population for which parental or guardian permission is not a reasonable requirement to protect the subjects.
Enter protocol-specific findings to justify determination: 

☐ An appropriate mechanism for protecting the children who will participate as subjects in the research is substituted.
Enter protocol-specific findings to justify determination: 

☐ The waiver is not inconsistent with Federal, State, or local law.
Enter protocol-specific findings to justify determination:
 

	☐ Research is no more than minimal risk and cannot be practically carried out without the waiver, along with all other requirements outlined in 45 CFR 46.116(f)
All mandatory and applicable requirements outlined to the right must apply.
Note: Emory did not adopt Broad Consent options, as described under 45 CFR 46.116(d); options for Broad Consent have been removed from this checklist.

	☐ All of the following requirements are met:
☐ The research is not FDA-regulated.	
☐ The research does not involve non-viable neonates.	
☐ The research involves no more than minimal risk to the subjects.
Enter protocol-specific findings to justify determination: 

☐ The waiver or alteration will not adversely affect the rights and welfare of the subjects.
Enter protocol-specific findings to justify determination: 

☐ The research could not practicably be carried out without the waiver or alteration.
Enter protocol-specific findings to justify determination: 

☐ Whenever appropriate, the subjects will be provided with additional pertinent information after participation.
Enter protocol-specific findings to justify determination: 

☐ One of the following must apply (select the one that applies):
☐ The research is subject to Pre-2018 Requirements. 
☐ The research does not use identifiable private information or identifiable biospecimens.
☐ The research involves using identifiable private information or identifiable biospecimens and the research could not practicably be carried out without using such private information or biospecimens in an identifiable format.
Enter protocol-specific findings to justify determination:
 

	☐ Research assesses public benefit/service programs and is conducted or approved by government officials, along with all other requirements outlined in 45 CFR 46.116(e)
All mandatory and applicable requirements outlined to the right must apply.
Note: Emory rarely, if ever, reviews research under this criterion
	☐ All of the following mandatory requirements are met:
☐ The research is not FDA-regulated.	
☐ The research does not involve non-viable neonates.	
☐ The research could not practicably be carried out without the waiver or alteration.
Enter protocol-specific findings to justify determination: 

☐ The research or demonstration project is to be conducted by or subject to the approval of state or local government officials.
Enter protocol-specific findings to justify determination: 

☐ The research or demonstration project is designed to study, evaluate, or otherwise examine one or more of the following (select whichever applies):
Enter protocol-specific findings to justify determination: 

☐ Public benefit or service programs
☐ Procedures for obtaining benefits or services under those programs
☐ Possible changes in or alternatives to those programs or procedures
☐ Possible changes in methods or levels of payment for benefits or services under those programs


	☐ Research is an FDA-Regulated Clinical Investigation involving No More Than Minimal Risk, in accordance with FDA Guidance “IRB Waiver or Alteration of Informed Consent for Clinical Investigations Involving No More Than Minimal Risk to Human Subjects”

All requirements outlined to the right must apply.
	☐ All of the following mandatory requirements are met:
☐ The research is FDA-regulated.	
☐ The research does not involve non-viable neonates.	
☐ The research involves no more than Minimal Risk to the subjects, as defined in 21 CFR 50.3(k) or 21 CFR 56.102(i).
Enter protocol-specific findings to justify determination: 

☐ The waiver or alteration will not adversely affect the rights and welfare of the subjects.
Enter protocol-specific findings to justify determination: 

☐ The research could not practicably be carried out without the waiver or alteration.
Enter protocol-specific findings to justify determination: 

☐ Whenever appropriate, the subjects will be provided with additional pertinent information after participation.
Enter protocol-specific findings to justify determination:
 


[bookmark: _Waiver_of_Documentation][bookmark: _Hlk138935313]Waiver of Documentation of Parental Permission
	Waiver Requirement
At least one of the following apply

	☐ At least ONE or more of the following requirements in 45 CFR 46.117(c)(1) are met:
☐ “The only record linking the subject and the research would be the informed consent form and the principal risk would be potential harm resulting from a breach of confidentiality. Each subject (or legally authorized representative) will be asked whether the subject wants documentation linking the subject with the research, and the subject's wishes will govern.” – 45 CFR 46.117(c)(1)(i)

☐ “That the research presents no more than minimal risk of harm to subjects and involves no procedures for which written consent is normally required outside of the research context” – 45 CFR 46.117(c)(1)(ii)

☐ “If the subjects or legally authorized representatives 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 and provided there is an appropriate alternative mechanism for documenting that informed consent was obtained.” – 45 CFR 46.117(c)(1)(iii)




[bookmark: _Waiver_of_Child][bookmark: _Hlk138935386]Waiver of Child Assent
	Waiver Reference
	Waiver Requirement(s)
Check all that apply

	☐ Research is no more than minimal risk and cannot be practically carried out without the waiver, along with all other requirements outlined in 21 CFR 50.55 (d) and 45 CFR 46.408 (a)
All mandatory and applicable requirements outlined to the right must apply.
Note: Emory did not adopt Broad Consent options, as described under 45 CFR 46.116(d); options for Broad Consent have been removed from this checklist.
	☐ All of the following mandatory requirements are met:
☐ The research involves no more than Minimal Risk to the subjects.
Enter protocol-specific findings to justify determination: 

☐ The waiver or alteration will not adversely affect the rights and welfare of the subjects.
Enter protocol-specific findings to justify determination: 

☐ The research could not practicably be carried out without the waiver or alteration.
Enter protocol-specific findings to justify determination: 

☐ Whenever appropriate, the subjects will be provided with additional pertinent information after participation.
Enter protocol-specific findings to justify determination: 

☐ One of the following must apply (select the one that applies):
☐ The research is FDA regulated. 
☐ The research is subject to Pre-2018 Requirements. 
☐ The research does not use identifiable private information or identifiable biospecimens.
☐ The research involves using identifiable private information or identifiable biospecimens and the research could not practicably be carried out without using such private information or biospecimens in an identifiable format.
Enter protocol-specific findings to justify determination: 


	☐ Research assesses public benefit/service programs and is conducted or approved by government officials, along with all other requirements outlined in 45 CFR 46.408(a) and 46.116(e)
All mandatory and applicable requirements outlined to the right must apply.
Note: Emory rarely, if ever, reviews research under this criterion
	☐ All of the following mandatory requirements are met:
☐ The research is not FDA-regulated.	
☐ The research could not practicably be carried out without the waiver or alteration.
Enter protocol-specific findings to justify determination: 

☐ The research or demonstration project is to be conducted by or subject to the approval of state or local government officials.
Enter protocol-specific findings to justify determination: 

☐ The research or demonstration project is designed to study, evaluate, or otherwise examine one or more of the following (select whichever applies):
Enter protocol-specific findings to justify determination: 

☐ Public benefit or service programs
☐ Procedures for obtaining benefits or services under those programs
☐ Possible changes in or alternatives to those programs or procedures
☐ Possible changes in methods or levels of payment for benefits or services under those programs


[bookmark: _3._Wards_of]
[bookmark: _Hlk138935915]3. Wards of the State
	Waiver Requirements
All of the following apply

	☐ All of the following mandatory requirements are met:
☐ The research involves wards of the state or any other agency, institution, or entity under 45 CFR 46.409 
☐ An advocate will be appointed for each child who is a ward, in addition to any other individual acting on behalf of the child as guardian or in loco parentis for research approved under 45 CFR 46.406 or 46.407.
Enter protocol-specific findings to justify determination: 

☐ The advocate will have the background and experience to act in, and will agree to act in, the best interests of the child for the duration of the child’s participation in the research.
Enter protocol-specific findings to justify determination: 

☐ The advocate is not associated in any way (except in the role as advocate or member of the IRB) with the research, the investigators, or the guardian organization.
Enter protocol-specific findings to justify determination: 

☐ At least one of the following is true (select whichever applies):
☐ The research is related to their status as wards.
☐ The research is conducted in schools, camps, hospitals, institutions, or similar settings in which the majority of children involved as subjects are not wards.
Enter protocol-specific findings to justify determination: 





[bookmark: _Hlk138935909]Reference: Emory’s Age-Based Guidelines
	[bookmark: _Hlk138935955]Age of Child 
(in years)
	Assent Requirements 
(without waiver or alteration)

	Younger than 6 years old
	Assent is not required

	Ages 6 to 10 years old
	Must obtain subject’s verbal assent (signature is not required)

	Age 11 to 17 years old
	Must obtain subject’s signature on assent form to document assent




Page 2 of 2	Updated 2023-08-01
Page 1 of 9	Updated 2023-08-31
