
VA PITTSBURGH HEALTHCARE SYSTEM 

INSTITUTIONAL REVIEW BOARD (IRB)
RESEARCH INVOLVING CHILDREN WORKSHEET
A CHECKLIST SUPPLEMENT TO BE USED FOR IRB CONTINUING REVIEW OF PROTOCOLS INVOLVING CHILDREN

STUDY TITLE:      
Study ID#:      
Principal Investigator:      
Do both of the following continue to apply (Both must be “yes” in order for the project to be approved at VAPHS)??

(a) The research poses no greater than minimal risk to the children to be enrolled, when consideration is given to physical, psychological, social, economic, and legal risk categories.

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 If “Yes,” describe briefly this protocol’s experiences to date with its procedures and why these continue  to pose no greater than minimal risk to the children:      .

(b) The research is a genetic study which will enroll family members less than 18 years of age. 

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

If so, the project must have already received approval of the DVA Chief Research and Development Officer, in addition to review and oversight by the VAPHS IRB, in accordance with all applicable federal, state, and local law.
1.Equitable Selection.  Does the enrollment of children continue to be appropriate when considering the aims of the research and ethical standards and is their participation equitable in terms of their exposure to risks and possible benefit from this research?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
2.Does there continue to be adequate expertise of the investigative team for dealing with children at the ages included?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
3. Do the facilities continue to be appropriate to accommodate the children?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
4. Is the project on track to include a sufficient number of children to contribute to a meaningful analysis, considering the purpose of the study?  

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No


Comments:      
5. A Certificate of Confidentiality should be obtained by the investigator to minimize the risk of breach of confidentiality.   

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
6. Child Assent.   Given experiences thus far, the investigator should henceforth obtain the assent of 

 FORMCHECKBOX 
  All children (skip to Question # 8)

 FORMCHECKBOX 
  Some of the children (specify which ones will not be required to assent      ; go to the next question)

 FORMCHECKBOX 
  None of the children (go to the next question) 

(In determining whether children are capable of assenting, the IRB shall take into account the ages, maturity, and psychological state of the children involved. This judgment may be made for all children to be involved in research under a particular protocol, or for each child, as the IRB deems appropriate.) 

Comments:      
7. Waiver of Child Assent.  If at least some children will not be required to assent, specify which justification is henceforth to be used to waive assent for them (check all that apply):

 FORMCHECKBOX 
  The children are not capable of providing assent based on their age, maturity, or psychological state.
 FORMCHECKBOX 
  The capability of the children is so limited that they could not reasonably be consulted.

 FORMCHECKBOX 
  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.

 FORMCHECKBOX 
  Assent can be waived using the criteria for waiver of informed consent (complete Waiver of Informed Consent Checklist)

Comments:      
8. Documentation of Child Assent. If at least some children should still be required to provide assent prior to their participation in the research study, please specify whether assent should be documented and if so, how:

 FORMCHECKBOX 
  Assent is verbal and must be documented by the Verification of Explanation statement in the consent form, signed by the PI or listed co-investigator (See IRB SOPs Section 15.C).

 FORMCHECKBOX 
  The children will read and sign the standard informed consent document 

 FORMCHECKBOX 
  Assent is verbal and documentation may be waived.  Provide justification        
 FORMCHECKBOX 
  Other procedure to document assent (specify):      
Comments:      
9. Documentation of Child Assent (Protocol/Assent Form).  Considering any changes required at this Continuing Review, does the protocol describe the IRB-required procedure for obtaining and documenting child assent, including, as needed, the use of the Verification of Explanation statement in the consent form, to be signed by the PI or listed co-investigator?  If appropriate, does the consent form have the corresponding Verification of Explanation text and signature lines, or child signature line?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No                    FORMCHECKBOX 
 N/A (Waiver of child assent or documentation of it)

Comments:      
10. Parental Permission/Waiver.  The investigator should continue to obtain the permission of: 

 FORMCHECKBOX 
  both parents, if both parents are alive, known, competent, reasonably available, and have legal responsibility for the care and custody of the child.

 FORMCHECKBOX 
  one parent, even if the other parent is alive, known, competent, reasonably available, and shares legal responsibility for the care and custody of the child.

 FORMCHECKBOX 
  neither parent, as criteria for Waiver of (adult) Informed Consent are met (complete Waiver of Informed Consent Checklist)

 FORMCHECKBOX 
  neither parent, as 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 (for example, neglected or abused children), provided an appropriate mechanism for protecting the children who will participate as subjects in the research is substituted, and provided further that the waiver is not inconsistent with federal, state, or local law.  (Note: The choice of an appropriate mechanism would depend upon the nature and purpose of the activities described in the protocol, the risk and anticipated benefit to the research subjects, and their age, maturity, status, and condition.)   Specify the appropriate mechanism for protecting the children:      .
Comments:      
11. Documentation of Parental Permission/Waiver.  If parental permission must continue to be obtained:

 FORMCHECKBOX 
  it should be documented by having one or both parents, as required sign a consent form containing appropriate text for Parental Certification, as an indication of his/her/their permission to have the child participate in the study.

 FORMCHECKBOX 
  documentation is waived (complete Waiver of Documentation of Informed Consent).
 FORMCHECKBOX 
  N/A (Parental Permission is waived in Question #10)
Comments:      
12. Documentation of Parental Permission (Protocol/Consent form).  Considering any changes required at this Continuing Review, does the protocol describe the IRB-required procedure for obtaining and documenting parental permission, if required?   Does the consent form have, as needed, the appropriate text for Parental Certification indicating permission to have the child participate in the study, and the proper signature line(s)?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A

Comments:      
13. Off-Site Locations.  If the research with children takes place in an off-site location at another institution, then

has the IRB responsible for research in that institution informed the VAPHS IRB of any adverse events or need to deviate from the approved research protocol?   Have the IRBs of both institutions been appropriately exchanging information related to the off-site project including minutes of IRB meetings, scientific reviews, audits, monitoring activities, and other relevant reports?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A

Comments:      
Recommendation (Approval is limited to the issue of  inclusion of children in the research. Approval of the full protocol and consent form must be documented in the IRB Continuing Review Checklist.)

 FORMCHECKBOX 
 Approve inclusion of children in the research protocol
(Complete the Continuing Review Checklist)


 FORMCHECKBOX 
 Approve inclusion of children in the research protocol w/ minor modifications

 FORMCHECKBOX 
 Disapprove inclusion of children in the research protocol

Specific Protocol Modifications Requested (Consent form modifications should be listed under the consent form checklist)

     
Reviewer Name:      

/es/      
Date:      
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