Addendum Checklist: Research with Children (Subpart D)


  Initial Review
  Full Board Review




  Continuing Review
  Expedited Review               



	Reviewer: 
	Principal Investigator :      


	Protocol #:      
	Submission ID:      


1. Minimal Risk Study
►  FORMCHECKBOX 
 This study poses minimal risk to child subjects, and assent of child and permission of parent(s) are appropriate as noted below. [45 CFR 46.404 / 21 CFR 50.51] 

► Minimal risk because:      
Special Review Considerations (Expedited Review Only)
 FORMCHECKBOX 
 This research does not involve the VA.
 FORMCHECKBOX 
 Parental permission and assent are waived according to the criteria in 45 CFR 46.116 (complete       section K of primary review checklist), and the research is not FDA-regulated.
 FORMCHECKBOX 
 Wards may be included without further protections.
If all of the above determinations can all be made, sign here and this checklist is complete.
     _____________________



     _________

Chair signature






Date
Choose one of the following:
►  FORMCHECKBOX 
 The special review considerations above do not apply, the research is minimal risk to children, and parental permission is appropriate (select one):
 FORMCHECKBOX 
 The 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.

 FORMCHECKBOX 
 Due to the nature of the study, the permission of both parents is required if both parents are alive, competent, reasonably available, and have legal responsibility for the care and custody of the child. Otherwise, the permission of one parent is required.

 FORMCHECKBOX 

Parental permission is waived according to the criteria in 45 CFR 46.116
Skip to question #3
►  FORMCHECKBOX 
 The research is greater than minimal risk to children; continue to question #2.

2. Select one of the following greater than minimal risk categories (A, B, or C):
A.  FORMCHECKBOX 
 Greater than minimal risk but presents the prospect of direct benefit to each individual (can be a monitoring procedure that is likely to contribute to the participant's well-being). 
[45 CFR 46.405 / 21 CFR 50.52]. 

► Rationale for greater than minimal risk and potential benefit:      
► For this category, the IRB must also determine all of the following:
 FORMCHECKBOX 
 The risk is justified by the anticipated benefit to the subjects

 FORMCHECKBOX 
 The relation of the anticipated benefit to the risk is at least as favorable to the subjects as that presented by available alternative approaches

 FORMCHECKBOX 
 Adequate provisions are made for obtaining permission of child's parents or guardians:

 FORMCHECKBOX 
 The 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.  

OR

 FORMCHECKBOX 
 Due to the nature of the study, the permission of both parents is required if both parents are alive, competent, reasonably available, and have legal responsibility for the care and custody of the child. Otherwise, the permission of one parent is required.
B.  FORMCHECKBOX 
 Greater than minimal risk procedure(s), with 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].

► Rationale for this determination:      
► For this category, the IRB must also determine all of the following:
Note the IRB must find that: 

 FORMCHECKBOX 
 The risk represents a minor increase over minimal risk 

 FORMCHECKBOX 
 The intervention or procedure represents experiences to subjects that are reasonably commensurate with those inherent in their actual or expected medical, dental, psychological, social, or educational situations 

 FORMCHECKBOX 
 The research is likely to yield knowledge of vital importance for the understanding or amelioration of the subjects’ disorder or condition
 FORMCHECKBOX 
 The permission of both parents is required if both parents are alive, competent, reasonably available, and have legal responsibility for the care and have custody of the child. Otherwise, the permission of one parent is required.
C.  FORMCHECKBOX 
 Not otherwise approvable, but presents an opportunity to understand, prevent, or alleviate a serious problem affecting the health or welfare of children. 
[45 CFR 46.407 / 21 CFR 50.54]

All of the following must be true:

 FORMCHECKBOX 
 The permission of both parents is required if both parents are alive, competent, reasonably available, and have legal responsibility for the care and have custody of the child. Otherwise, the permission of one parent is required.

 FORMCHECKBOX 
 After the IRB makes this finding, the Secretary of the Department of Health and Human Services has approved the research to proceed 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 for DHHS funded research otherwise the institution must establish a similar panel.

 FORMCHECKBOX 
 For FDA regulated research: The FDA, after consultation with a panel of experts in pertinent disciplines and following opportunity for public review and comment, has approved the research under this category. 

3. Assent:
 FORMCHECKBOX 
 Assent is required of all children. 
 FORMCHECKBOX 
 Assent is not a requirement for  FORMCHECKBOX 
 some or  FORMCHECKBOX 
 all children.

Check all that apply:

 FORMCHECKBOX 
 Children are not capable of providing assent based on age, maturity, or psychological state.

 FORMCHECKBOX 
 The capability of the children is so limited that they could not reasonably be consulted or understand the intervention.

 FORMCHECKBOX 
 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.

 FORMCHECKBOX 
 The assent can be waived using the criteria for waiver of informed consent.
 FORMCHECKBOX 
 Minors are consenting for themselves for research procedures related to clinical treatment which the minor has sought and can consent to under applicable Colorado state law. (No child risk determination necessary if all minors are consenting for themselves)

If it is only appropriate to assent some children, describe which children should be assented:      
4. Assent Documentation:
 FORMCHECKBOX 
 Procedures for documenting assent are appropriate for the age and ability of the children by:

Check all that apply:


 FORMCHECKBOX 
 Assent will be documented using the IRB approved assent form (ages _     _ to _     __)

 FORMCHECKBOX 
 Assent will be documented using the IRB approved consent form (ages _     _ to _     _)
 FORMCHECKBOX 
 Verbal assent will be obtained and documented in the research and /or medical record

     Justify or recommend changes:      

5. Assent Process:

 FORMCHECKBOX 
 The assent process described is appropriate for the age range of the children to be enrolled.

 FORMCHECKBOX 
 There is an appropriate plan to consent the child when they become 18 years of age.

Detail recommended changes:      


6. Wards:
 FORMCHECKBOX 
 This research involves children who are wards of the state or any other agency, institution, or entity

If so, indicate the risk category:

 FORMCHECKBOX 
 Studies with risk categories 46.404 or 46.405: no additional protections
 FORMCHECKBOX 
 Studies with risk categories 46.406 or 46.407, the following protections must also be in place:

 FORMCHECKBOX 
 The research is related to their status as wards; or
 FORMCHECKBOX 
 The research is conducted in schools, camps, hospitals, institutions, or similar settings in which the majority of children involved as subjects are not wards

AND

An appropriate advocate must be named by the IRB. Name:      
 FORMCHECKBOX 
 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.

 FORMCHECKBOX 
 The advocate is not associated in any way (except in the role as advocate or member of the IRB) with the research, the investigator(s), or the guardian organization.

7. VA Research:
a. Will this study be conducted by VA investigators while on official duty?
Yes  FORMCHECKBOX 


No  FORMCHECKBOX 
  

b. Will this study be conducted at VA facilities? 

Yes  FORMCHECKBOX 


No  FORMCHECKBOX 
  

c. Is the relevance to Veterans stated?

            Yes  FORMCHECKBOX 

   
No  FORMCHECKBOX 

If yes, to either question above address the following:

For VA-regulated research – research involving children cannot be approved unless approval is obtained from the Medical Center Director and the research is conducted in accordance with DHHS Subpart D. Has the Medical Center Director approval been obtained? 
Yes  FORMCHECKBOX 

  
No  FORMCHECKBOX 
  
_     ________________________

_     __________

Reviewer Signature
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