Appendix A: Vulnerable Populations Checklists-CHILDREN
IRB-HSR Study #:      
Regulations starting with 21CFR apply only if the protocol is regulated by the FDA (has an IND /IDE)
Check One Box Below From 404, 405, 406 or 407 Regarding Participation by Children
	Enrollment of Children in Research

	 FORMCHECKBOX 

(404)


	
	NOTE:  404 is rarely applicable for a study requiring Full Board Review

It was determined that this research:

· involves minimal risk 45CFR46.404/21CFR50.51
· the permission of one parent is required.45CFR46.408(b)/21CFR50.55(e)(1)

In addition:
· Adequate provisions are made for soliciting the assent of the children and permission of their parents or guardians per 45CFR46.408 ( see below) 



	Enrollment of Children in Research

	 FORMCHECKBOX 

(405)


	
	It was determined that this research:

· involves greater than minimal risk but benefits subject or monitoring procedure is like to contribute to subjects well being  45CFR46.405/21CFR50.52
· the permission of one parent is required.45CFR46.408(b)/21CFR50.55(e)(1)
In addition:
· The risk is justified by the anticipated benefit to the subject
· The relation of the anticipated benefit to the risk is at least as favorable to the subjects as that presented by available alternative approaches

· Adequate provisions are made for soliciting the assent of the children and permission of their parents or guardiansper 45CFR46.408 ( see below) 
IRB-HSR Guidance: Protocols including genetic testing would fall under this category if results will not be given back to subject, parents, subject’s physician and/or placed in medical record.


	Check One Box Below Regarding Assent from the Child (complete this section if 404 or 405 was checked above) 

	 FORMCHECKBOX 

(408)
	
	Assent from the child should be solicited  

45CFR46.408(a)/21CFR50.55
Assent should be obtained in the following manner:

 FORMCHECKBOX 
 Verbal – confirm that  applicable signature lines are at the end of the parental/ guardian consent form 
 FORMCHECKBOX 
 Written – confirm that parental permission/ assent forms are appropriate


	 FORMCHECKBOX 

(408)
	
	Assent  from the child is not required because:

45CFR46.408(a)/21CFR50.55(c)
 FORMCHECKBOX 
 the capability of some or all of the children is so limited that they cannot reasonably be consulted

 ( if all subjects are under the age of 7 check this item)

 FORMCHECKBOX 
 the intervention or procedure involved in the research/clinical investigation 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.




	 FORMCHECKBOX 

(406)


	
	Enrollment of Children in Research

It was determined that this research:

· involves greater than minimal risk, does not directly benefit subject, but will yield knowledge of subject’s condition;  or the monitoring procedure is not likely to contribute to the well-being of the subject and 
45CFR46.406/21CFR50.53
· permission of two parents is required, unless one is one parent is deceased, unknown, incompetent or not reasonable available.
45CFR46.408(b)/21CFR50.55(e)(2)
In addition
· The risk represents a minor increase over minimal risk

· 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

· 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 AND

· Adequate provisions are made for soliciting assent of the children and permission of their parents or guardians as set forth in 45CFR46. 408
Assent from the child should be solicited 
45CFR46.408(a)/21CFR50.55

 ( NOTE : assent is required if enrollment of children approved under  406)

Assent should be obtained in the following manner:

 FORMCHECKBOX 
 Verbal – confirm that  applicable signature lines are at the end of the parental/ guardian consent form 
 FORMCHECKBOX 
 Written – confirm that child’s consent/ assent forms are appropriate
Wards of State
45CFR46.409/21CFR50.56

Wards of state (parents have lost legal custody to state) can be included in research only if the research is:

1. related to their status as wards or

2. conducted in schools, camps, hospitals, institutions, or similar settings in which the majority of children involved as subjects are not wards

Does this protocol meet the criteria listed above? 
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

IRB Requirements for Wards of State:

The IRB shall require appointment of an advocate 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.  ( See 45CFR46.409 and OHRP FAQ  ( see question 19-22) for additional requirements) 

Name of Advocate:       
IRB-HSR Guidance:  The IRB-HSR has determined that the following types of protocol would fall under this category:
1. A protocol which includes > minimal risk genetic testing in which the results will be given back to the subject, parents, subject’s physician and/ or put in medical records would fall under this category.



	 FORMCHECKBOX 

(407)


	
	Enrollment of Children in Research

It was determined that this research would not otherwise be approvable, but it offers an opportunity to alleviate a serious problem affecting health of children and is to be conducted with ethical principles; assent by child should be solicited if he/she is capable of meaningful assent, and permission of two parents is required, unless one is deceased, unknown, incompetent or not reasonably available. 
45CFR46.407
Assent from the child should be solicited 

45CFR46.408(a)/21CFR50.55

 NOTE : assent is required if enrollment of children approved under  407
Assent should be obtained in the following manner:

 FORMCHECKBOX 
 Verbal – confirm that  applicable signature lines are at the end of the parental/ guardian consent form 
 FORMCHECKBOX 
 Written – confirm that child’s consent/ assent forms are appropriate
Wards of State
45CFR46.409/21CFR50.56
Wards of state (parents have lost legal custody to state) can be included in research only if the research is:

1.  related to their status as wards or

2.  conducted in schools, camps, hospitals, institutions, or similar settings in which the majority of children involved as subjects are not wards

Does this protocol meet the criteria listed above? 
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

IRB Requirements for Wards of State:

The IRB shall require appointment of an advocate 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.  ( See 45CFR46.409 and OHRP FAQ  ( see question 19-22) for additional requirements) 

Name of Advocate:       



     



     
___________________________________________________

_______________________
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