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	Adequate Provisions for Soliciting the Permission of Parents or Guardians

	PROTOCOL NUMBER:
	

	KEY: 


	White background box: All items in the box must be true

Gray background box: One item in the box must be true

	One of the following is true:

	· All of the following are true:

· The permission of each child’s parents or guardian will be obtained 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 permission of one parent is sufficient because:

· Permission will be obtained appropriately 

· Either of the following is true:

· Documentation of permission is waived 
· Permission will be appropriately documented 

· All of the following are true:

· The permission of one parent is sufficient because:

(State reasons here)

· Either of the following is true:

· The permission of one parent is consistent with State law
· The research is NOT subject to FDA regulations 

· The research involves Categories 1 or 2 in the checklist for Review of Research Involving Children

· Permission will be obtained appropriately 

· Either of the following is true:

· Documentation of permission is waived 
· Permission will be appropriately documented 

· The requirement for parental permission is waived because all of the following are true: 

· The research or demonstration project is to be conducted by or subject to the approval of state or local government officials 

· The research or demonstration project is designed to study, evaluate, or otherwise examine one of the following:

· Public benefit or service programs
· Procedures for obtaining benefits or services under those programs
· Possible changes in or alternatives to those programs or procedures

· Possible changes in methods or levels of payment for benefits or services under those programs
· The research could NOT practicably be carried out without the waiver or alteration, because:

(State reasons here)

· The research is NOT subject to FDA regulations 

· The requirement for parental permission is waived because all of the following are true:

· The research involves no more than minimal risk to the participants because:

(State reasons here)

· The waiver or alteration will NOT adversely affect the rights and welfare of the participants because:
(State reasons here)

· The research could NOT practicably be carried out without the waiver or alteration because:
(State reasons here)

· Whenever appropriate, the participants will be provided with additional pertinent information after participation because:
(State reasons here)

· The research is NOT subject to FDA regulations 

· The requirement for parental permission is waived because all of the following are true:

· The research protocol is designed for either of the following

· Conditions for which parental or guardian permission is NOT a reasonable requirement to protect the participants

(State reasons here)

· A participant population for which parental or guardian permission is NOT a reasonable requirement to protect the participants

(State reasons here)
· An appropriate mechanism for protecting the children who will participate as participants in the research is substituted

· The research is NOT subject to FDA regulations 

· The waiver is consistent with Federal, State, or local law.



	Provisions for soliciting the permission of parents or guardians is:
	· Adequate

· NOT adequate


	Adequate Provisions for Soliciting the Assent of Children

	PROTOCOL NUMBER:
	

	KEY: 


	White background box: All items in the box must be true

Gray background box: One item in the box must be true

	One of the following is true:

	· Assent is required for each child who is capable of providing assent based on age, maturity, and psychological state:

(Describe which children are considered capable of providing assent)

· Assent is NOT required because the capability of some or all of the children is so limited that they cannot reasonably be consulted 

· Assent is NOT required because both of the following are true:

· 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

· The intervention or procedure involved in the research is available only in the context of the research
· The requirement for assent is waived or altered because all of the following are true: 

· The research or demonstration project is to be conducted by or subject to the approval of state or local government officials 

· The research or demonstration project is designed to study, evaluate, or otherwise examine one of the following:

· Public benefit or service programs

· Procedures for obtaining benefits or services under those programs

· Possible changes in or alternatives to those programs or procedures

· Possible changes in methods or levels of payment for benefits or services under those programs
· The research could NOT practicably be carried out without the waiver or alteration, because:

(State reasons here)

· The research is NOT subject to FDA regulations 

· The requirement for assent is waived or altered because all of the following are true:

· The research involves no more than minimal risk to the participants because:

(State reasons here)

· The waiver or alteration will NOT adversely affect the rights and welfare of the participants because:
(State reasons here)

· The research could NOT practicably be carried out without the waiver or alteration because:
(State reasons here)

· Whenever appropriate, the participants will be provided with additional pertinent information after participation because:
(State reasons here)



	Provisions for soliciting the assent of children are:
	· Adequate

· NOT adequate
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