PARENT/GUARDIAN PERMISSION AND MINOR ASSENT
DHHS and FDA general requirements for permission by parents or guardians and for assent by children (45 CFR 46.408, 21 CFR 50.55)
45 CFR 46.408(a) and 21 CFR 50.55: The IRB shall determine that adequate provisions are made for soliciting the assent of children when, in the judgment of the IRB, the children are capable of providing assent. In determining whether children are capable of assenting, the IRB shall take into account the:

· Ages, 
· Maturity, and 
· Psychological state 
of the children involved. This judgment may be made for all children to be involved in a protocol, or for each child, as the IRB deems appropriate.
When the IRB determines that assent is required, it shall also determine whether and how assent must be documented (45 CFR 46.408(e), 21 CFR 50.55(g)).

If the IRB determines that: 
· The capability of some or all of the children is so limited that they cannot reasonably be consulted OR 
· That 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 or clinical investigation
the assent of the children is not a necessary condition for proceeding with the research. 
Even where the IRB determines that the subjects are capable of assenting, the IRB may still waive the assent requirement under circumstances in which consent may be waived in accord with 45 CFR 46.116(d)/21 CFR 50.55(d):
· The research/clinical investigation involves no more than minimal risk to the subjects;

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

· The research/clinical investigation could not practicably be carried out without the waiver; AND
· Whenever appropriate, the subjects will be provided with additional pertinent information after participation.

45 CFR 46.408(b) The IRB shall determine that adequate provisions are made for soliciting the permission of each child's parents or guardian. 
Where parental permission is to be obtained, the IRB may find that the permission of 1 parent is sufficient for research to be conducted under 45 CFR 46.404 or 45 CFR 46.405. Where research is covered by 45 CFR 46.406 and 45 CFR 46.407 and permission is to be obtained from parents, both parents must give their permission unless:
· 1 parent is deceased, 
· Unknown, 
· Incompetent, 

· Not reasonably available, or 
· When only 1 parent has legal responsibility for the care and custody of the child.
45 CFR 46.408(c) In addition to the provisions for waiver contained in 45 CFR 46.116, if the IRB determines that a protocol is designed for conditions or for a subject population for which parental or guardian permission is not a reasonable requirement to protect the subjects (e.g., neglected or abused children), it may waive the consent requirements in 45 CFR 46 and 45 CFR 46.408(b), provided an appropriate mechanism for protecting the children who will participate as subjects in the research is substituted, and provided further that the waiver is not inconsistent with federal, state, or local law. 
The choice of an appropriate mechanism would depend upon the nature and purpose of the activities described in the protocol, the risk and anticipated benefit to the research subjects, and their age, maturity, status, and condition.
NOTE: WAIVER OF PARENTAL/GUARDIAN PERMISSION IS NOT ALLOWED FOR FDA REGULATED RESEARCH.
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· DHHS Guidance documents on informed consent
· DHHS Informed Consent FAQs
· FDA A Guide to Informed Consent
· FDA 21 CFR 50.55, Requirements for permission by parents or guardians and for assent by children
· FDA 21 CFR 50.50 Additional Safeguards for Children in Clinical Investigations
· Comparison of FDA and HHS Human Subject Protection Regulations
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