FINDINGS FOR RESEARCH INVOLVING MINORS

45 CFR 46.404 and 21 CFR 50.51
· The research is NOT greater than minimal risk.

· There are adequate provisions for soliciting the assent of the minor and parent/guardian permission.

· Permission of 1 parent/guardian is required (45 CFR 46.408 and 21 CFR 50.55).

45 FCR 46.405 and 21 CFR 50.52
· The research poses greater than minimal risk, but presents the prospect of direct benefit to the individual subjects if:

· The risk is justified by the anticipated benefit to the child,

· The relation of the anticipated benefit to the risk is at least as favorable to the subjects as that presented by available alternative approaches, AND
· There are adequate provisions for soliciting the assent of the minor and one parent/guardian’s permission (45 CFR 46.408 and 21 CFR 50.55).

45 CFR 46.406 and 21 CFR 50.53
· The research involves greater than minimal risk and no prospect of direct benefit to individual subjects, but is likely to yield generalizable knowledge about the subject’s disorder or condition:

· The risk represents a minor increase over minimal risk,

· 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,

· The intervention or procedure is likely to yield generalizable knowledge about the subject’s disorder or condition, which is of vital importance for the understanding or amelioration of the subject’s disorder or condition, and requires

· Assent of the minor, and

· Permission from both parents/guardians – unless 1 parent is deceased, unknown, incompetent, or not reasonably available, or only 1 parent has legal responsibility for the care and custody of the minor (45 CFR 46.408 and 21 CFR 50.55).

45 CFR 46.407 and 21 CFR 50.54
· Research not otherwise approvable which presents an opportunity to understand, prevent, or alleviate a serious problem affecting the health or welfare of children.  

· This requires the approval of the Secretary of the Department of Health and Human Services.

45 CFR 46.408 and 21 CFR 50.55: REQUIREMENTS FOR PERMISSION BY PARENTS/GUARDIANS AND FOR ASSENT BY CHILDREN
· Requirements for permission by parents or guardians and for assent by minors.

· Adequate provisions must be made for obtaining the permission of parents or guardians and for soliciting the assent of children, when in the judgment of the IRB, the minors are capable of providing assent.  

· In determining whether minors are capable of assenting, the IRB will take into account the age, maturity, and psychological state of the minors involved. This judgment may be made for all children to be involved in the research under a particular protocol, or for each child, as the IRB deems appropriate.
45 CFR 46.409 and 21 CFR 50.56
· Children who are wards of the state or any other agency, institution, or entity can be included in 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, only if such research is:

· Related to their status as wards OR
· Conducted in schools, camps, hospitals, institutions, or similar settings in which the majority of children involved as subjects are not wards.

References:
· DHHS Research with children FAQs
· DHHS IRB Guidebook, Special Classes of Subjects: Minors
· DHHS Need for Minor Subject to Provide Consent at Age 18 Years
· DHHS Requirements for assent and parental permission in research with children
· DHHS Special Protections for Children as Research Subjects
· NIH Minor Assent and Parent/Guardian Permission Reference
· FDA Assent of Minors
· FDA Additional Protections for Children
· NCI Children’s Assent to Clinical Trial Participation 
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