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	Protocol Title:  

	PI:  
	
	Reviewer: 

	
	Meeting Date:  


	Identification of population
	
	Comments

	Are children aged 0-17 to be enrolled in this study?
	 FORMCHECKBOX 

YES
 FORMCHECKBOX 

NO
	

	Are subjects Wards of state or any other agency?
	 FORMCHECKBOX 

YES
 FORMCHECKBOX 

NO
	

	If yes,

· The IRB requires 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.

· 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

· 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.


	Criteria to include children in research: CHOOSE ONE
	
	Comments

	Minimal Risk

	Category 1: [45 CFR 46.404 or 21 CFR 50.51]
	 FORMCHECKBOX 

YES
 FORMCHECKBOX 

NO
	

	· No greater than minimal risk to children is presented

	OR

	Greater than Minimal Risk

	Category 2: [45 CFR 46.405 or 21 CFR 50.52]
	 FORMCHECKBOX 

YES
 FORMCHECKBOX 

NO
	

	· Greater than minimal risk to children is presented by an intervention or procedure that holds out the prospect of direct benefit for the individual participant, or by a monitoring procedure that is likely to contribute to the participant’s well-being.
· The risk is justified by the anticipated benefit to the participants.
· The relation of the anticipated benefit to the risk is at least as favorable to the participants as that presented by available alternative approaches.

	Category 3: **[45 CFR 46.406 or 21 CFR 50.53]
	 FORMCHECKBOX 

YES
 FORMCHECKBOX 

NO
	

	· Greater 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 participant, or by a monitoring procedure which is not likely to contribute to the well-being of the participant.
· The risk represents a minor increase over minimal risk.

· The intervention or procedure presents experiences to participants 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 participants’ disorder or condition which is of vital importance for the understanding or amelioration of the participants’ disorder or condition.

	**Wards of the state involved in Category 3 research
	 FORMCHECKBOX 

YES
 FORMCHECKBOX 

NO
	

	Wards of state may only be involved in Category 3 research if:
· The research is related to their status as Wards, or

· The research is conducted in schools, camps, hospitals, institutions, or similar settings in which the majority of children involved in the research as subjects are not Wards


	Parental Permission Criteria:
	
	Comments

	Minimal Risk (Category 1:  404 / 51)

	The research makes adequate provisions for soliciting the permission of the children’s parents or guardians
	 FORMCHECKBOX 

YES
 FORMCHECKBOX 

NO
	

	Choose one:

 FORMCHECKBOX 

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

The permission of both parents is required unless one parent is deceased, unknown, incompetent, or not reasonably available, or when only one parent has legal responsibility for the care and custody of the child;

	The research makes adequate provisions for soliciting the assent of the children
	 FORMCHECKBOX 

YES
 FORMCHECKBOX 

NO
	

	Greater than Minimal Risk with the Prospect of Direct Benefit (Category 2:  405 / 52)

	The research makes adequate provisions for soliciting the permission of the children’s parents or guardians
	 FORMCHECKBOX 

YES
 FORMCHECKBOX 

NO
	

	Choose one:

 FORMCHECKBOX 

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

The permission of both parents is required unless one parent is deceased, unknown, incompetent, or not reasonably available, or when only one parent has legal responsibility for the care and custody of the child

	The research makes adequate provisions for soliciting the assent of the children
	 FORMCHECKBOX 

YES
 FORMCHECKBOX 

NO
	

	Greater than Minimal Risk without the Prospect of Direct Benefit (Category 3:  406 / 53)

	The research makes adequate provisions for soliciting the permission of the children’s parents or guardians
	 FORMCHECKBOX 

YES
 FORMCHECKBOX 

NO
	

	 FORMCHECKBOX 

The permission of both parents is required unless one parent is deceased, unknown, incompetent, or not reasonably available, or when only one parent has legal responsibility for the care and custody of the child.

	The research makes adequate provisions for soliciting the assent of the children
	 FORMCHECKBOX 

YES
 FORMCHECKBOX 

NO
	


	Assent of Children Criteria
	
	Comments

	Assent is required by all of the children
	 FORMCHECKBOX 

YES
 FORMCHECKBOX 

NO
	

	Assent is required by some of the children
	 FORMCHECKBOX 

YES
 FORMCHECKBOX 

NO
	

	 FORMCHECKBOX 

Some of the children are not capable of providing assent based on their age, maturity, or psychological state.

	Assent is required by none of the children
	 FORMCHECKBOX 

YES
 FORMCHECKBOX 

NO
	

	 FORMCHECKBOX 

The capability of the children is so limited that they cannot 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.

	Assent can be waived using the criteria for waiver of the consent process.
	 FORMCHECKBOX 

YES
 FORMCHECKBOX 

NO
	

	· The research involves no more than minimal risk to the subjects

· The waiver will not adversely affect the rights and welfare of subjects

· The research could not practicably be carried out without the waiver or alteration

· Whenever appropriate, the subjects will be provided with additional pertinent information after participation in the study

	For children who are pregnant, assent and permission are obtained in accordance with the regulations.
	 FORMCHECKBOX 

YES
 FORMCHECKBOX 

NO
	

	In Virginia, to enroll a pregnant minor and her newborn:

· the minor’s parent(s) must consent for her participation

· the minor must assent for her own participation, and 
· the minor must consent for her newborn’s participation


	
	Were the 32 CFR 219.111 criteria for approval met?
	Y
	N

	1.
	Risks to subjects are minimized:

· By using procedures which are consistent with sound research design and which do not unnecessarily expose subjects to risk, and

· Whenever appropriate, by using procedures already being performed on the subjects for diagnostic or treatment purposes.
	
	

	
	
	
	

	2.
	Risks to subjects are reasonable in relation to anticipated benefits, if any, to subjects, and the importance of the knowledge that may reasonably be expected to result.
	
	

	3.
	Selection of subjects is equitable.
	
	

	4.
	Informed consent will be sought from each prospective subject or the subject's legally authorized representative, in accordance with, and to the extent required by 32CFR219.116?
· If no, has a Waiver of Informed Consent approved by the IRB?
	
	

	
	
	
	

	5.
	Informed consent will be appropriately documented, in accordance with, and to the extent required by 32 CFR 219.117?

· If no, has a Waiver of Documentation of Informed Consent approved by the IRB?
	
	

	
	
	
	

	6.
	When appropriate, the research plan makes adequate provision for monitoring the data collected to ensure the safety of subjects.
	
	

	7.
	When appropriate, there are adequate provisions to protect the privacy of subjects and to maintain the confidentiality of data.
	
	

	8.
	Are there adequate protections for the confidentiality of data?
	
	

	9.
	When some or all of the subjects are likely to be vulnerable to coercion or undue influence, additional safeguards have been included in the study to protect the rights and welfare of these subjects. (Applicable if study involves pregnant women/fetuses, children, prisoners, mentally disabled persons, 

economically/educationally disadvantaged persons, deployed active duty personnel.)
	
	


COMMENTS:

 _________________________________________________    
                ____________________   
REVIEWER SIGNATURE 





   DATE

         I do not have any conflict of interest in this research study.


Page 3 of 3

