Subpart D: Research with Children Determination Checklist (45 CFR 46.401)
In order for the IRB to approve the research it must fall into 1 of the following categories:

1. ☐  Category 1: This research involves no greater than minimal risk. (45 CFR 46.404)
☐ Permission of at least one parent will be obtained (*required unless waiver granted)
☐ Assent will be obtained (not required)

-If assent will not be obtained, provide the reason: 
     
☐ Assent will be documented (not required)

☐ Assent will be obtained verbally and documented by the researcher

☐ Assent will be documented by a signature of the child/adolescent

Other or further information:
     
2. ☐  Category 2: This research involves greater than minimal risk but presenting the prospect of direct benefit to the individual subjects. (45 CFR 46.405)
☐ Permission of at least one parent will be obtained (*required unless waiver granted)

☐ Assent will be obtained (not required)
-If assent will not be obtained, provide the reason: 
     
☐ Assent will be documented (not required)

☐ Assent will be obtained verbally and documented by the researcher

☐ Assent will be documented by a signature of the child/adolescent

 Other or further information:
     
Address the following:
· Risks must be justified by anticipated benefit

· Anticipated benefit is at least as favorable as any alternatives
     
3. ☐  Category 3: This research involves 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. (45 CFR 46.406)
☐ Permission of both parents will be obtained (*required unless waiver granted)

☐ Assent will be obtained (*required unless waiver granted)
☐ Assent will be documented (*required unless waiver granted)
☐ Assent will be obtained verbally and documented by the researcher

☐ Assent will be documented by a signature of the child/adolescent

 Other or further information:
     
Address the following:

· The risk is 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 anticipated knowledge that will be gained is of vital importance for the understanding or amelioration of the subjects' disorder or condition

     
4. ☐  Category 4: This research is not otherwise approvable, but presents an opportunity to understand, prevent, or alleviate a serious problem affecting the health or welfare of children. (45 CFR 46.407)  Note: This research must be referred to federal panel (Secretary of HHS or FDA Commissioner) for final approval after local IRB makes this determination. 
☐ Permission of both parents will be obtained (*required unless waiver granted)

☐ Assent will be obtained (*required unless waiver granted)
☐ Assent will be documented (*required unless waiver granted)
☐ Assent will be obtained verbally and documented by the researcher in a note

☐ Assent will be documented by a signature of the child/adolescent

 Other or further information:
     
*Waiver of Consent: See Waiver of Informed Consent Process or Documentation Checklist
See pg. 3-4 for helpful FAQs for research involving children
Helpful FAQs for research involving children (source: University of Minnesota Human Subjects Protections)
When is a child capable of assent?

There is no absolute regulatory or ethical standard for assent. 45 CFR 46.408(a) requires that "adequate provisions are made for soliciting the assent of the children, when in the judgment of the IRB the children are capable of providing assent." In short, it’s the IRB’s call. But some guidance is offered: "In determining whether children are capable of assenting, the IRB shall take into account the ages, maturity, and psychological state of the children involved."

Taking this guidance into account, IRB policy determined it was appropriate to obtain written assent from all subjects between the ages of 8 and 17 unless a clear justification of waiver or alteration of assent is provided and approved.



What about documenting assent?

There is no absolute regulatory or ethical standard for documentation of assent. 45 CFR 46.408(e) states: "When the IRB determines that assent is required, it shall also determine whether and how assent must be documented." That being said, there’s a strong implication that documentation would be the usual requirement. That is, the regulations go to the extent of giving the IRB the authority to waive the requirement for assent in certain circumstances. That level of regulatory oversight suggests that failure to solicit assent is considered to be a serious violation; that in turn suggests that there should be a mechanism for knowing whether such a violation has occurred.

The IRB has expected investigators to describe what they are doing about assent of minors in research, and how they’re documenting it. We often encourage the use of a written assent form for a couple of reasons:

An oral assent process with less detailed documentation may certainly also be acceptable, especially in studies of very low risk. Researchers may wish to propose this option.



Is assent always required?

There is an assent requirement for each of the four categories(45 CFR 46.404 - 407) of allowable research. However, the IRB has the same authority to waive the requirement that it has to waive consent in other contexts (as set forth in 45 CFR 46.116). 



What should be covered in an assent process?

The regulations provide little guidance. The essential elements of the consent information should be provided, at a level and to the extent that the child is able to understand it. A lot of the formulaic elements (like compensation) can be omitted, but one should include:

1. What the subject is being asked to do,

2. What the risks are likely to be,

3. What benefits there might be,

4. That participation is entirely voluntary,

5. A statement of what the research is about.

Is parental permission always required?

There is a parental permission requirement for each of the four categories of allowable research (45 CFR 46.404 - 407). However, the IRB has the same authority to waive the requirement that it has to waive consent in other contexts (as set forth in 45 CFR 46.116). The first requirement for the waiver of consent is that the research not involve greater than minimal risk—so, like the waiver of assent, this is really only applicable to the first of the four categories (45 CFR 46.404).

There are circumstances in which getting parental permission may be against the best interests of the child. The specific example cited in 45 CFR 46.408(c) is a study of abused or neglected children. In that case, the IRB may waive the requirement for parental permission, provided that adequate other protections are in place to protect the rights and welfare of the children. 



When is permission from both parents required?

For research approved under 45 CFR 46.406 or 407, regulations require permission from both parents. Obviously, that’s not always possible as both parents/guardians may not be “reasonably available”. For example, there may be only one parent or guardian; one parent may have sole custody after a divorce; one parent may be unavailable for reasons honorable or no. The regulations allow for single-parent or single-guardian permission in such circumstances. A simplified way to read this requirement is that, if there are two parents in the picture, the child may not be enrolled in the research unless both parents agree to grant permission.

Researchers should document in the subject’s file the reason(s) for deciding that one parent/guardian is not “reasonably available.”

Note that the circumstance where the research has real potential benefit, 45 CFR 46.405, the two-parent/guardian signature requirement does not apply. 


What should be covered in a parental permission process?

The requirements are exactly the same as those for a consent process when the prospective subject is a competent adult. 45 CFR 46.408(b) says simply "the IRB shall determine, in accordance with and to the extent that consent is required by 46.116 of Subpart A, that adequate provisions are made for soliciting the permission of each child's parents or guardian." (italics added) 


What about documentation of parental permission?

The requirements are exactly the same as those for a consent process when the prospective subject is a competent adult. 45 CFR 46.408(d) says simply "Permission by parents or guardians shall be documented in accordance with and to the extent required by 46.117 of Subpart A." 
Page 1 of 5

