[image: 16111611844904.jpg]
image1.jpeg
Permission from Parents or Guardians

Regulatory Category of Permitted Research
with Children

Minimal Risk (45 CFR 46.404, 21 CFR 50.51)

One Parent’s or Both Parent
Require

One parent/legal guardian may be sufficient

Permission

Greater than Minimal Risk, Direct Benefit to
Subject (45 CFR 46.405 21 CFR 50.52]

One parent/legal guardian may be sufficient butlRB
must determine whether one or two is required

Greater than Minimal Risk, No Direct Benefit to
Subject, but Likely to Yield Generalizable
Knowledge about Subject's Condition (45

CFR46.406 21 CFR 50.53)

Both parents/legal guardians, unless one parent is
deceased, unknown, incompetent, not
reasonablyavailable, or does not have legal
responsibility for the custody of the child

Greater than Minimal Risk, No Direct Benefit to
Subject, but Results May Alleviate Serious
Problems of Children’s Health or Welfare (45CFR

46.407 21 CFR 50.54)

Both parentsflegal guardians, unless one parent is
deceased, unknown, incompetent, not
reasonablyavailable, or does not have legal
responsibility for the custody of the child

1f two parents disagree about allowing their chil to partiipate i the study, the chid may not be enrolled unless that

disagreement can be resolved

45 CFR 46.408

Child assent and permission by parents or guardians AARRPP elements 2016





