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WORKSHEET Children
PURPOSE
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.
1.1. Risk Benefit Category
1.1.1. Describe the group(s) of children to whom the risk/benefit determination applies:          
Group #:
1.1.2. Select the appropriate category of research for the involvement of this group of children in the study
F:\Document Management\PDF\Testing\buttons\newplus.gif
F:\Document Management\PDF\Testing\buttons\newminus.gif
No greater than minimal risk to the children is presented.
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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.
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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.      
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Does not meets 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, 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, 46.405 or 46.406 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.  (45 CFR 46.407)
 
Clinical investigations not otherwise approvable that present an opportunity to understand, prevent, or alleviate a serious problem affecting the health or welfare of children. (21 CFR 50.54)
Are there different risk/benefit categories for different groups of children in the research?
Click the "Add Group" button at right to add another group of children
You are done with risk benefit analysis
Remove the last group added
1.2. Parental Permission Documentation and Waivers
Select the type(s) of waivers and determinations being made for this study (appropriate sections will then appear below).
If this study is FDA regulated, parental permission may be waived only in the following circumstances:
Procedures that are not considered part of FDA research. Either of the two types of regulatory justifications for a waiver can be applied to any procedures that are not considered part of FDA research. Examples (1) Screening of records for study eligibility; (2) Procedures that are to be performed as part of the practice of medicine and which would be done whether or not study entry was contemplated, such as diagnosis or treatment of a disease or medical condition. Minimal risk research. If the research involves no more than minimal risk, then parental permission can be waived for any and all study procedures if the study meets the four criteria of the "minimal risk" regulatory justification (i.e., 46.116(d)).  
Regulatory Justification for Waiver
Describe the children for whom parental permission is being waived:
Group #:
EITHER 46.116(c)
All of the following are true:  
YES
1. 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:
i.   Public benefit or service programs; or
ii.  procedures for obtaining benefits or services under those programs; or
iii. possible changes in or alterations to those programs or procedures; or
iv. possible changes in methods or levels of payment for benefits or services under those programs.  
2. The research could not practicably be carried out without the waiver of consent.
OR 46.116(d)
All of the following are true:  
YES
1. The research involves no more than minimal risk to the subjects.
2. The waiver of consent will not adversely affect the rights and welfare of the subjects.
3. The research could not practicably be carried out without the waiver of consent.
4. Whenever appropriate, the subjects will be provided with additional pertinent information after participations.
OR 46.408(c)	
Permission is not reasonable to protect the child.
All of the following are true:  
YES
1. An appropriate mechanism for protecting the children is substituted.
2. The waiver is not inconsistent with federal, state, or local law  
      
Is there another group of children for whom a waiver of parental permission is granted using a different set of criteria?
Click the "Add Group" button at right to add another group of children
You are done with waiver of parental permission
Remove the last group added
Describe the  children for whom the permission of one parent is sufficient:
Describe the children for whom the permission of one parent is sufficient:
If this study is FDA regulated, documentation or parental permission may be waived only if the study meets the two criteria of the "minimal risk" regulatory justification (46.117(c)(2); 56.109(c)(2)).
Regulatory Justification for Waiver
Describe the children for whom documentation of parental permission is being waived:
Group #:
EITHER 46.117(c)(1)
All of the following are true:  
YES
1. The only record linking the subject and the research would be the consent document.
2. The principle risk is potential harm resulting from a breach of confidentiality. 
3. Each subject will be asked whether the subject wants documentation linking the subject with the research, and the subject's wishes will govern. 
OR 46.117(c)(2) 
All of the following are true: ALLOWABLE ONLY FOR CATEGORY 404  
YES
1. The research involves no more than minimal risk to the subjects.
2. The research involves no procedures for which written consent is normally required.        
      
Is there another group of children for whom a waiver of parental permission is granted using a different set of criteria?
Click the "Add Group" button at right to add another group of children
You are done with waiver of documentation of parental permission
Remove the last group added
If the study is FDA regulated, required elements of parental permission may be waived only in the following circumstances:
Minimal risk research. If the research involves no more than minimal risk, then required elements of parental permission can be waived if the study meets the four criteria of the "minimal risk" regulatory justification (i.e., 46.116(d)).
Regulatory Justification for Waiver
Describe the children for whom parental permission is being waived:
EITHER 46.116(c)
All of the following are true:  
YES
1. 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:
i.   Public benefit or service programs; or
ii.  procedures for obtaining benefits or services under those programs; or
iii. possible changes in or alterations to those programs or procedures; or
iv. possible changes in methods or levels of payment for benefits or services under those programs. 
2. The research could not practicably be carried out without the waiver of consent. 
OR 46.116(d)
All of the following are true: ALLOWABLE ONLY FOR CATEGORY 404/51  
YES
1. The research involves no more than minimal risk to the subjects. 
2. The waiver of consent will not adversely affect the rights and welfare of the subjects. 
3. The research could not practicably be carried out without the waiver of consent. 
4. Whenever appropriate, the subjects will be provided with additional pertinent information after participations.     
      
 Indicate the elements that have been waived:
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NOTE: The purpose of this checklist is to document the elements of consent that have been WAIVED. Not elements that are or are not applicable.
#
Regulation
Summary of Requirement
Waived
1
46.116(a)(1) 50.25(a)(1)
Statement that this is research.
2
46.116(a)(1) 50.25(a)(1)
Explanation of research purpose.
3
46.116(a)(1) 50.25(a)(1)
Expected duration of subject's participation.
4
46.116(a)(1) 50.25(a)(1)
Description of study procedures.
5
46.116(a)(1) 50.25(a)(1)
Identification of procedures which are experimental.
6
46.116(a)(2) 50.25(a)(2)
Description of any reasonably foreseeable risks or discomforts to the subjects.
7
46.116(a)(3) 50.25(a)(3)
Description of any benefits to the subject or others which may reasonably be expected.
8
46.116(a)(4) 50.25(a)(4)
Disclosure of appropriate alternative procedures or treatment, if any, that might be advantageous to the subject.
9
46.116(a)(5) 50.25(a)(5)
Description of the extent, if any, to which the confidentiality of records identifying the subject will be maintained.
10
46.116(a)(6) 50.25(a)(6)
For research with more than minimal risks:  Explanation as to whether any compensation is available if injury occurs and, if so, what it consists of, or where further information may be obtained.
11
46.116(a)(6) 50.25(a)(6)
For research with more than minimal risks:  Explanation as to whether any medical treatments are available if injury occurs and, if so, what they consist of, or where further information may be obtained.
12
46.116(a)(7) 50.25(a)(7)
Who to contact for answers to questions about the research.
13
46.116(a)(7) 50.25(a)(7)
Who to contact with questions about subjects' rights.
14
46.116(a)(7) 50.25(a)(7)
Who to contact in the event of a research-related injury.
15
46.116(a)(8) 50.25(a)(8)
Statement that participation is voluntary.
16
46.116(a)(8) 50.25(a)(8)
Statement that refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled.
17
46.116(a)(8) 50.25(a)(8)
Statement that the subject may discontinue participation at any time without penalty or loss of benefits to which the subject is otherwise entitled.
1.3. Child Assent
Describe the population of children to which this set of assent determinations apply:  
Group #:
Select the applicable criteria:
EITHER 46.116(c)
All of the following are true:  
YES
1. 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:
i.   Public benefit or service programs; or
ii.  procedures for obtaining benefits or services under those 
     programs; or
iii. possible changes in or alterations to those programs or 
     procedures; or
iv. possible changes in methods or levels of payment for benefits or services under those programs.
2. The research could not practicably be carried out without the waiver of consent.  
OR 46.116(d)
All of the following are true: ALLOWABLE ONLY FOR CATEGORY 404/51  
YES
1. The research involves no more than minimal risk to the subjects.
2. The waiver of consent will not adversely affect the rights and welfare of the subjects. 
3. The research could not practicably be carried out without the waiver of consent.
4. Whenever appropriate, the subjects will be provided with additional pertinent information after participations.       
Choose the regulatory basis for not requiring assent:
EITHER 46.108(a)/50.55
The following is true:  
YES
The capability of the children is so limited (based on consideration of age, maturity, and/or psychological state) that they cannot reasonably be consulted  
OR 46.108(a)/50.55
The following is true:  
YES
The research holds out a prospect of direct benefit that is important to the health or well-being of the children and is available in the context of the research.      
                  
Is there another group of children?
Click the "Add Group" button at right to add another group of children
You are done with assent
Remove the last group added
1.4. Wards (Required for Categories 406 & 407 Only)
The research meets the following criteria:
EITHER
OR
1. The advocate will serve in addition to any other individual acting on behalf of the child as guardian or in loco parentis
2. One individual may serve as advocate for more than one child
3. 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
4. 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
END PART ONE
 Keywords: Children; Vulnerable populations
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