CHECKLIST FOR PRINCIPAL INVESTIGATORS TO COMPLETE
REGARDING RESEARCH INVOLVING CHILDREN
	1. Does the research involve not more than minimal risk?

(non-invasive procedures, questionnaires, simple blood draws, no investigational drugs or devices, etc)
	Yes ____   No ____

	2. Does the research involve greater than minimal risk with potential direct benefit?

a) Risk is justified by anticipated benefit to participants, and

b) Relation of anticipated benefit to risk is at least as favorable as presented by available alternative approaches, and

c) Adequate provisions are made for soliciting assent of children and permission of parent(s) or guardian(s)
	Yes ____   No ____
Yes ____   No ____

Yes ____   No ____

	3. Does the research involve greater than minimal risk with direct benefit?
a) Risk represents minor increase over minimal risk, and

b) Intervention/procedure are similar to what the participant would receive if not in the study, and

c) Will yield generalizable knowledge about minor’s disease/condition, which is of vital importance, and

d) Assent of minor is obtained under guidelines and permission of parent(s)/guardian(s) obtained
	Yes ____   No ____
Yes ____   No ____

Yes ____   No ____

Yes ____   No ____

	4. Does the research involve risks which would normally not allow it to be approved by the IRB, but presents the opportunity to understand, prevent or alleviate a serious problem affecting the health or welfare of minors?

	Yes ____   No ____

	Assent
1. Will an assent be used for minors 7 to 11 years?

2. Will an assent be used for minors 12 to 18 years?

3. Will minors 12 to 18  years sign the informed consent with their parent(s)/guardian(s) signature?

4. If minor’s signature is not obtained, explain.


	Yes ____   No ____
Yes ____   No ____

Yes ____   No ____



	Permission of Parents
For research which is greater than minimal risk and no direct benefit and research otherwise not approvable:

· Both parents must sign the informed consent, unless one is deceased, unknown, incompetent, not reasonably available or only one parent has custody. 

For minimal risk research and research with greater than minimal risk with direct benefit

· One parent may sign the informed consent.

Who will be giving permission for the minor to participate?
	(Circle One)

1. One parent

2. Two parents

3. Guardian(s)




