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Guidelines for Review of Research Involving Vulnerable Populations and Adults with  Questionable Decision Making Capabilities
Policy

When the Children’s Hospital IRB reviews research involving a vulnerable category of subjects, it will include one or more individuals qualified to represent that group, either through personal experience or experience working with the populations. In addition the IRB will be certain that additional safeguards to protect the rights and welfare of any vulnerable subjects will be included in the research, Special issues of vulnerability to coercion or undue influence will be carefully considered. Children’s Hospital applies subparts B, C to federally funded research and part D to federally funded research and research under the jurisdiction of the FDA. Guidelines for these populations are covered separately Other groups such as the socially, educationally and economically disadvantaged, elderly, and terminally ill do not have specific regulatory protections. When a research involves one of these other groups the IRB will evaluate the need for extra protections on a protocol by protocol  basis. This policy will address vulnerable populations not covered by Subparts B, C, and D and there adults with questionable decision making capabilities  
Vulnerable Subjects
For research involving participants who are vulnerable to coercion and undue influence and who are able to give consent, the IRB will apply the following additional criteria.

· The inclusion of the vulnerable population is acceptable because either:

· The inclusion of the vulnerable population is likely because of the setting of the research, and the setting is not designed to target vulnerable participants; or

· The research is designed for a disease or condition relevant to the vulnerable population under study

· The research does not target vulnerable participants as a matter of convenience. 

· The recruitment process includes additional safeguards to minimize coercion and undue influence.
· The IRB will consider the nature of the risks, the type of vulnerability and the nature and level of anticipated benefit in addition to the availability of alternatives 
· The consent process includes additional safeguards to minimize coercion and undue influence.
· The financial payment ( if any) to participants is not coercive or unduly influential 
Adults with Questionable Decision Making Capabilities

There are very  limited situations when Children’s Hospital will recruit adult subjects with decisional impairment for research purposes. This situation is more likely to arise when recruiting a subject for a protocol that is not aimed at decisional impaired rather than for a protocol that aims to study a question involving decisional impairment.  Decisional impaired adults are individuals who have a diminished capacity for judgment and reasoning due to a psychiatric, organic, developmental, or other disorder that affects cognitive or emotional functions.  Other individuals may be considered decisional impaired or have limited decision-making ability because they are under the influence of or dependent on drugs or alcohol, suffering from degenerative diseases affecting the brain, are terminally ill, or have severely disabling physical handicaps. 

The policy of the IRB is to apply Subpart D to provide additional protections for adults unable to consent with the exception that the permission of a legally authorized representative is required instead of parental permission. Therefore if the IRB approves a study under Subpart D,(special protections for children) the policy of the IRB is that such research may be conducted in adults unable to consent provided the additional protections of this policy are met. The following applies only to studies approved under Subpart D. If the study is not approved under Subpart D. the protocol needs to be resubmitted to the IRB as a modification to previously approved research.
Procedure

If an investigator wishes to include an adult with limited decision making capabilities in a study approved for children, special consideration needs to be made regarding the selection of the participant, privacy and confidentiality, coercion and undue influence, and risk-benefit analysis.  Decisions will be made with the utmost deference to the ethical principles underlying human research as set forth in the Belmont Report.  Investigators are asked  to  contact either the Clinical Investigational Office or the Office of General Counsel. The Clinical Investigational Office in consultation with General Counsel will consider whether such a participant should be recruited, whether a surrogate decision maker should be allowed to provide consent and whether the use of an independent consent advocate may be appropriate. 

If a prospective participant is thought to be decisional impaired,  the IRB chair reviews the situation and takes the following into consideration in making a final determination. 
1) Does the subject have a legally authorized guardian for purposes of health care decision-making who can serve as a legally authorized representative?

2) What are the risks in relationship to the benefit and does the research offer a potential “therapeutic” benefit”, which is not available outside the research, or where it presents care     alternatives for which there is genuine equipoise concerning which treatment is preferred.

3) Should an independent physician/psychologist outside the research team be asked to evaluate the potential participant's decisional capacity and whether there is little or no likelihood that the participant will regain competence within a reasonable period of time, or as established by legal determination?  If this determination is made it must be documented in the subject’s research record. It should be noted that the definition of incompetence is not limited to the legal definition but also may be a clinical judgment that a person lacks the capacity to understand the circumstances of participating in research and to make an autonomous decision to take part. Competency should be evaluated on an individual basis to avoid incorrect assumptions as to an individual’s ability to make decisions.  Criteria for determining competence might vary according to the degree of risk or discomfort presented by the research procedures and the extent to which therapeutic gain can be anticipated

4) Can adequate provisions be made for obtaining consent from the participant’s surrogate decision maker?

5) Can adequate provisions be  made for obtaining assent from the participant, unless it is determined  that assent is not appropriate as a condition of participation or that some or all participants are not capable of providing assent. 

6) Are there parameters to determine whether a subject is demonstrating signs of dissent and should be withdrawn from the study? 

.

For further information about the appropriate use of surrogate decision makers please refer the Policy “Informed Consent/Permission/Assent Process section G. Surrogate Consent for Adults Without Sufficient Decision-Making Capacity to Effectively Exercise Their Right to Informed Consent”
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