VCU IRB SUBMISSION FORM ADDENDUM

Required for Research Involving

CHILDREN
	Principal Investigator: 

	Name (Last, First, MI):
	     

	Department:
	     

	   VCU Box # (must provide 6-digit #):
	     

	Study Title:
	     


	VCU IRB #:
	     

	CHILDREN:  AGE RANGE
	From ages        to        .




The purpose of this VCU IRB form addendum is to assist the principal investigator in complying with the regulations unique to Children and to guide the reviewer in the review documentation.  
An overview of special considerations to review prior to completing this form:

· In Virginia, children (those under the legal age of 18 and not emancipated) are also termed minors.  Children are a special class of research participants and classified as vulnerable populations, with unique protections under DHHS regulations at 45 CFR 46 Subpart D and 21CFR50 Subpart D.  
· Use this submission form addendum to ensure that the requirements of Subpart D are met if research will involve children, as defined in the Virginia Code or according to the law of the jurisdiction where the research will be conducted.
· Definitions:  See Section B Definitions, in WPP XV-1 for federal definitions of child, parent, guardian, assent and permission.  In contrast to federal law, Virginia Code does not specifically define ‘assent’, ‘permission’ or ‘parent’ or ‘guardian.’  
· Legally Authorized Representatives for Children:  For purposes of research with unemancipated minors, individuals who may serve as ‘LARs” for children/ unemancipated minors are:  1) “the parent or parents having custody of a prospective subject who is a minor, 2) ‘the legal guardian of a prospective subject,’ or 3) ‘any person or judicial or other body authorized by law or regulation to consent on behalf of a prospective subject to such subject’s participation in the particular human research’ (for children in state- or court-appointed custody).

· Court-appointed and State Custody:  Due to the specific requirements related to the involvement in human subjects research of children in court-appointed and state custody, such children ARE EXCLUDED from VCU IRB consideration, unless a specific request has been made to include children in court-appointed or state custody. Section V on this form specifically addresses the inclusion of such children.  To request the research participation of children in court-appointed or state custody, Section V MUST be completed.  See also IRB WPP XV-3 “Children in Court-Appointed or State Custody and Emancipated Minors.”
· Legally-Emancipated Minors:  Note that in Virginia, an individual below the age of 18 years of age who is legally emancipated (with legal documentation to verify such status) is permitted to make all decisions concerning research participation as would someone 18 and older who is also decisionally capable.  Such an individual is no longer considered a ‘child’ under Virginia law or federal definitions.  Consequently, the individual’s consent, not assent, is obtained and parental or guardian permission is not relevant to the research.   
I.
 Permitted Research Categories:

Guidance for this section:  
· Check one or more of the following categories of research that best describe your research study (404, 405, 406 or 407) and answer the questions in that section.  

· NOTE:  Subsequent sections of this form will refer to the category you select, below (be careful to fully consider ALL aspects of your research protocol).
	Complete the following, Section I: 

	 FORMCHECKBOX 
 [404] NO GREATER THAN MINIMAL RISK:  Research involving no greater than minimal risk to children with adequate provisions for soliciting the assent of the children and permission of their parents or guardians (as set forth in Sec 46.408) [46.404].

NEXT:  Go to Section II – Assent of Children

	 FORMCHECKBOX 
 [405] GREATER THAN MINIMAL RISK with Direct Benefit:  Research involving greater than minimal risk but presenting the prospect of direct benefit to the individual subjects. [46.405].
The principal investigator should provide brief protocol-specific information in support of each of the following 3 required conditions:

1. Explain how the risk is justified by the anticipated benefit to subjects:
     
2. Explain how the relation of the anticipated benefit to the risk is at least as favorable to the subjects as that presented by available alternative approaches.
     
3. Briefly explain how you plan to ensure that provisions are made for soliciting the assent of the children and permission of their parents or guardians, as set forth in Sec. 46.408.
     
NEXT:  Go to Section II – Assent of Children

	 FORMCHECKBOX 
 [406] GREATER THAN MINIMAL RISK with No Direct Benefit:  Research involving 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 [46.406].
The principal investigator should provide brief protocol-specific information in support of each of the following 4 required conditions:

1. Explain how the risk represents only a minor increase over minimal risk.
     
2. Explain how 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.
     
3. Explain how 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.
     
4. Briefly explain how you plan to ensure that provisions are made for soliciting the assent of the children and permission of their parents or guardians, as set forth in Sec. 46.408.
     
NEXT:  Go to Section II – Assent of Children

	 FORMCHECKBOX 
 [407] NOT OTHERWISE APPROVABLE:  Research not otherwise approvable, which presents an opportunity to understand, prevent, or alleviate a serious problem affecting the health or welfare of children [46.407].
The principal investigator should provide brief protocol-specific information in support of each of the following 2 required conditions [NOTE:  if the research is not HHS funded, then only the first condition must be met]:

1. Explain how the research presents a reasonable opportunity to further the understanding, prevention, or alleviation of a serious problem affecting the health or welfare of children.  (Note: The IRB will also have to make this finding, so be clear and include protocol-specific information).

     
2. (For HHS Supported Research ONLY): The Secretary, after consultation with a panel of experts in pertinent disciplines and following opportunity for public review and comment has made its required determinations under Sec. 46.407.  The OHRP Guidance Document:  Children Involved as Subjects in Research: Guidance on the HHS 45 CFR 46.407 (“407”) Review Process will be followed by the VCU IRB.  Not until the Secretary has issued determinations in writing back to the IRB (as documented in the official record) will the IRB be able to fully review the research and consider it approval status. 
Has the Secretary issued a written determination?   FORMCHECKBOX 
  Yes      FORMCHECKBOX 
 NO 
NEXT:  Go to Section II – Assent of Children or Waiver of Assent (Request)


II.
Assent of Children or Waiver of Assent (request):

Guidance for this section:  
· The principal investigator should provide briefly describe the assent plan (including any request for waiver of assent (for certain ages or situations) below.  
· Protocol specific information must be provided in support of each item below (page numbers are helpful, but should not be provided in lieu of specific information) [see VCU IRB WPP#: XV-2 for detailed guidance].  
· Unless age-specific waiver of assent is requested and approved, children of age 7 and higher are expected to be part of the discussion about the research.  To request a waiver of assent for some or all participants, due to age or anticipated condition, the PI must provide a sufficient justification. Child participants not meeting the age or condition specified must give assent.  An IRB approved waiver of assent for children below age 7 is not required.  

	Complete the following, Section II: 

	1.   Completely describe the provisions in place for soliciting the assent of children (when the IRB determines capability to do so).  Please note that the IRB may consider waiver of assent for certain age groups (if requested and justified by the PI here).  Generally, the VCU IRB anticipates assent appropriate for children 7 and older.

     
1(a).
Exactly how do the provisions for assent take into account, ages, maturity, and psychological state for decisions made on behalf of all children or each child (IRB will review and determine if this is appropriate).  

     
1(b).
For research which holds a prospect for direct benefit (available only through the research), indicate if assent be required for the research to proceed.

     
NOTE:  Assent of children to participate in research may be waived by the IRB for children above the age of 7 (in agreement with PI justification) in cases where the research holds out the prospect of direct benefit to the health or well-being of the children, and is available to them only in the context of the research. In such circumstances, children should be informed about the research, but should be told that their assent will not be solicited.  Indicate if the waiver of assent will apply to all children regardless of age or condition.  If the waiver will only apply to some children, give examples and explain why their assent is to be waived.
2.   Indicate if the waiver of assent will apply to all children or some children.  If the waiver will only apply to some children, give examples and explain why their assent is to be waived, eg. a) some/all children will not be capable of providing assent based on their age, maturity, psychological, or physical state, the capability of some or all children may be so limited that they could not reasonably be consulted, c) the research holds out the prospect of direct benefit that is important to the health or well-being of some or all children and is only available in the context of the research, and/or d) the criteria for waiver of consent apply to the waiver of assent ((45CFR46.116.d)  See WPP XI-1 Consent Process, Elements, Waiver of Element(s), and Modification).
     



III. Waiver of Parental/Guardian Permission:

Guidance for this section:  
· Parental/guardian permission may not be waived for FDA-regulated research except for emergent or life-threatening situations, either individually or as a group (see 21CFR 50.23 and 24, respectively). 
· For non-FDA regulated research all of the requirements of 45CFR46.116 concerning informed consent apply to parental permission, including the general and required elements.  
· See WPP XI-1 Consent Process, Elements, Waiver of Element(s), and Modification. The elements of informed parental permission can be modified or waived entirely in accord with 45CFR46.116 (d).  

	Complete the following, Section III: 

	A.    Is a waiver of parental or guardian permission requested?

 FORMCHECKBOX 
  YES – Continue to “B”

 FORMCHECKBOX 
  NO – Skip the remainder of this section, Continue at Section IV.



	B. The principal investigator should provide brief protocol-specific information in support of each of the following ONLY IF WAIVER OF CONSENT/permission IS REQUESTED:

1. The PI/IRB must find/document that the requirement for parental permission is not reasonable in order to protect the subjects (e.g., abused, neglected children).

     
2. The IRB/PI must ensure that an appropriate mechanism for protection of the children is substituted.

     
3. Consideration must be given to the nature of the research, risks and benefits, and the subject’s age, maturity, status, and condition.

     
4. Indicate that the 4 elements for waiver of some or all elements of parental permission/informed consent are addressed (45CFR46.116.d) See WPP XI-1 Consent Process, Elements, Waiver of Element(s), and Modification.
        



IV. Documentation of Parental/Guardian Permission and Assent

Guidance for this section:  
· Documentation of parental permission is determined according to 45CFR46.117, or 21 CFR50 Subparts B and D.  See WPP XI-2 Informed Consent Documentation, Waiver of Documentation, and Required Signatures.

· For Categories 404 and 405:  If the Research involves categories 404 and 405, The IRB may find that the permission of one or both parents is adequate/necessary.   For Categories 406 and 407:  If the research involves categories 406 and 407, the IRB must find that the permission of BOTH parents is necessary unless one parent is deceased, unknown, incompetent, not reasonable available, or not a custodial parent. 

· Consent forms should be drafted to allow for BOTH parents to provide permission for a child to participate in research.  The inclusion of two consent signature lines will help to ensure that both parents are encouraged to provide and document their permission in all cases, if so desired.

	Complete the following, Section IV: 

	A.
Parental/Guardian Permission:  Indicate your plan for obtaining parental signatures (see guidance, above):

 FORMCHECKBOX 
 We will require that ONE parent/guardian to sign permission (research under category 404 or 405).  Justification:        
 FORMCHECKBOX 
 We will require that TWO parents/guardians sign permission (research under category 404 or 405) when both parents/guardians are reasonably available.  Justification:        
 FORMCHECKBOX 
 We will require that TWO parents/guardians sign permission (research under category 406 and 407) unless one parent is deceased, unknown, incompetent, not reasonably available, or not a custodial parent.  Justification:        


	B.
Assent Signature:  Indicate your plan for obtaining assent of the child (provide a brief justification where required).

1. Is a signature of assent required for ages 7 and older (standard practice)?

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No:   If assent signature is not required for all children, ages 7 and older, please answer the following:

a. Indicate the age range for assent (e.g. ages 10 and older) and explain why this age range was chosen:

     
b. Explain how the investigator will record assent (in the case where a signature is not required)

     
c. If a signature of assent will be required on a case-by-case basis, explain how it will be determined which children will be asked/required to sign an assent document.

     
2. Indicate the type of assent document:



 FORMCHECKBOX 
  Assent Form (Separate from Parental/Guardian Permission)
 FORMCHECKBOX 
  Assent Combined with Parental/Guardian Permission Form (additional signature block on the parent/guardian document).




V. Special Request/Justification for the Involvement of children (or an individual child) in Court-appointed or State Custody

Guidance for this section:  
· Children in court-appointed or state custody (frequently termed ‘wards of the state’) are viewed as highly vulnerable research subjects.  Plans for their involvement are to be considered accordingly.  
· Please see VCU IRB WPP #XV-3: Children in Court-Appointed or State Custody and Emancipated Minors.  
	Complete the following, Section V: 

	 FORMCHECKBOX 
 Check here to indicate that this research will EXCLUDE children in court-appointed or state custody (Skip this section V).  Form ends.
OR

 FORMCHECKBOX 
 Check here to indicate that this research will INCLUDE children in court-appointed or state custody (Complete this section).



	Categories  FORMCHECKBOX 
 [404] OR   FORMCHECKBOX 
 [405] ONLY:  (Be sure to use the same category you selected in section I of this form!)
Ensure that all 5 criteria are addressed (regulations require justification using protocol-specific information):
 FORMCHECKBOX 
 (1) The research is submitted under category 404 or 405 and qualifies based upon the following brief information: 

Justification:      
 FORMCHECKBOX 
 (2) The research is therapeutic with the prospect of direct benefit to the child or if non-therapeutic, represents no more than minimal risk to the subject.  

Justification:      
 FORMCHECKBOX 
 (3) For children in court-appointed or state custody (as vulnerable research subjects), the research does not pose additional risks to and/or could not reasonably be accomplished without their inclusion.      
Justification:      
 FORMCHECKBOX 
 (4) For children in court-appointed or state custody (as vulnerable research subjects), the LAR does not over-ride known or reasonably known religious or value restrictions of the child in court-appointed or state custody (or parents or guardians) and otherwise acts in accordance with the laws of the Commonwealth. 
Justification:      
 FORMCHECKBOX 
 (5) Assent is requested of the child, as appropriate given the age and maturity of the child. 
Justification:      


	Categories  FORMCHECKBOX 
 [406] OR   FORMCHECKBOX 
 [407] ONLY:  (Be sure to use the same category you selected in section I of this form!)
Ensure that all 9 criteria are addressed (regulations require justification using protocol-specific information):

 FORMCHECKBOX 
 (1) The research is submitted under category 406 or 407 and qualifies based upon the following brief information: 

Justification:      
 FORMCHECKBOX 
 (2) The research is a study focused on evaluating the status of wards OR conducted in a setting where the majority of children involved as subjects are NOT in court-appointed or state custody. 
Justification:      
 FORMCHECKBOX 
 (3) The research is therapeutic with the prospect of direct benefit to the child or if non-therapeutic, represents no more than minimal risk to the subject.
Justification:      
 FORMCHECKBOX 
 (4) The research does not pose additional risks to children in court-appointed custody (as vulnerable research subjects) and/or could not reasonably be accomplished without their inclusion.
Justification:      
 FORMCHECKBOX 
 (5) The LAR does not over-ride known or reasonably know religious or value restrictions of the child in state custody and otherwise acts in accordance with the laws of the Commonwealth.
Justification:      
 FORMCHECKBOX 
 (6) An advocate is appointed for each child who is in court-appointed or state custody (the advocate may serve on behalf of more than one child at a time and must be prepared to document appropriate background and experience to act in the best interests of the child for the duration of the research, document their willingness accept the role of advocate for the child, document that they have no other association with the research/investigator(s)/guardian organization, except as the role of advocate or member of the IRB.  
Justification:      
 FORMCHECKBOX 
 (7) Explain whether the parents of a child in court-appointed custody are to be informed of the child's possible involvement in research and whether parental refusal may be considered.  
Justification:      
 FORMCHECKBOX 
 (8) Assent is requested of the child, as appropriate given the age and maturity of the child.  
Justification:      
 FORMCHECKBOX 
 (9) If a child(ren) in court-appointed or state custody is/are eligible for enrollment, but the study was not approved by the IRB to involve children in court-appointed or state custody, include the rationale, and process to allow such children as participants in the research (attach the VCU IRB Change in Research form to mark the submission).
Justification:      
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