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1.
Purpose

The purpose of this policy is to describe the procedure for requesting/obtaining informed permission/assent or dissent of children and cognitively impaired adults who lack decision-making capacity.

2.
Definitions

A.
Age of Minority: 26-1-1.Age of minority--Calculation of age. Minors are natural male persons and natural female persons under eighteen years of age. The periods thus specified must be calculated from the first minute of the day on which persons are born, to the same minute of the corresponding day completing the period of minority.


Source: SDC 1939, § 43.0101; SL 1972, ch 154, § 1.

B. 
Assent: An individual’s affirmative agreement to participate in research obtained in conjunction with permission from the individual’s parents or legally authorized representative. Mere failure to object should not, absent affirmative agreement, be construed as assent.
C. 
Children/Minors: According to Federal regulations, children are “persons who have not attained the legal age for consent to activities or procedures involved in the research, under the applicable law of the jurisdiction in which the research will be conducted.” In South Dakota, the legal age for consent is 18 years of age.
D. 
Cognitively Impaired: Having a psychiatric disorder (e.g., psychosis, neurosis, personality or behavior disorder), an organic impairment (e.g., dementia) or a developmental disorder that affects cognitive or emotional functions to the extent that capacity for judgment and reasoning is significantly diminished. Others, including individuals under the influence of or dependent on drugs or alcohol, those suffering from degenerative diseases affecting the brain, terminally ill patients, and individuals with severely disabling physical handicaps, may also be compromised in their ability to make decisions in their best interest.
E. 
Dissent: An individual’s negative expressions, verbal and/or non-verbal, that they object to participation in the research or research activities.
F. 
Legal Guardian: An individual who is authorized under applicable State or local law to consent on behalf of a child to general medical care.
G. 
Legally Authorized Representative: An individual, judicial, or other body authorized under applicable law to grant permission on behalf of a prospective participant for participation in research activities. 
H.
Parent: A child’s biological or adoptive parent.
I.
Permission: The agreement of parents or legal guardians to the participation of their child or ward in research.
3.
POLICY

The principle of respect for persons requires that the choice of an autonomous person be respected. This is usually accomplished by soliciting informed consent of the prospective research subject. In the case of the cognitively impaired adult or non-autonomous child, applying the principle of respect for persons is problematic. However, any individual capable of some degree of understanding (generally, a child of seven or older, or a cognitively impaired adult) should participate in research only if they assent. When assent is required by the IRB, however, the decision of the individual assenting is binding.

A.
In instances where the subject is not legally capable of giving informed consent (e.g., minors) or where the subject is cognitively impaired, the IRB must find that adequate provisions are made for soliciting the assent of the subject when in the judgment of the Investigator; the subject is capable of providing assent. 

B.
In determining whether participants are capable of assenting, the Investigator and the IRB shall take into account the age, maturity, and psychological state of the participant involved. 
· This judgment may be made for all subjects to be involved in research under a particular protocol, or for each subject, as the IRB deems appropriate. 
· If the IRB determines that the capability of some or all of the subjects 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 participant and is available only in the context of the research, the assent of the participant 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 as stated in section 1 of SOP IC 702.

C.
When the IRB determines that assent is required; it shall also determine whether and how assent must be documented.

D.
The IRB shall determine that adequate provisions are made for soliciting the permission of each child’s parent(s) or guardian. Where parental permission is to be obtained, the IRB will require permission from one or both parents in accordance with specifications relating to the four categories of permissible research with children, as described in 45 CFR 46.408.
E.
The Investigator will obtain permission from a child’s parents or legal guardians in conjunction with assent requirements. Documentation of permission from the child’s parents or legal guardians is provided by their signature and date on the informed consent document.

F.
If research participants are minors, but in the age range sixteen (16) to eighteen (18), and the standard consent for the parents’ signature is written at a level they can understand, it may be acceptable to use the single document with both child and parent signing the ICD. The IRB will determine the appropriateness of this use.  

4.
SCOPE

These policies and procedures apply to all research submitted to the IRB.

5.
RESPONSIBILITY

The principle investigator is responsible for submitting the age appropriate assent to the IRB with new study submissions.

The IRB Chair and/or IRB members are responsible for determining whether assent is indicated and for follow-up with Investigators, as appropriate.

The IRB recommends that the assents apply to the following division of target populations:

· Ages 7 to 12, utilizing an assent form written simply and at a comprehension level appropriate for a 7 year old.

· Ages 13 to 17 utilizing an assent form, which may be in the same language as the adult informed consent document taking into consideration comprehension levels of said age group.

6.
APPLICABLE REGULATIONS AND GUIDELINES

45 CFR 46 Subpart D

SDC 1939, § 43.0101; SL 1972, ch 154, § 1

7.
REFERENCES TO OTHER APPLICABLE SOPs

This SOP affects all other SOPs.

8.
ATTACHMENTS

Assent Template (Age 7 – 12)

Assent Template (Age 13 – 17)

9.
PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY

	Who 
	Task
	Tool

	IRB Members
	Review submissions involving children to determine if an assent form is indicated. If indicated, but not submitted, inform the investigator of the requirement and supply the investigator with the age appropriate Assent Template.
	Assent Template (Age 7-12)
Assent Template (Age 13-17)

	IRB Manager
	Approved Assents are issued an approval and expiration date. This information is stamped on the signature page of the approved consent/assent and initialed by the IRB manager. This is the only consent / assent document considered to be valid.
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