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Elderly / Aged Research Subjects

Overview

As the American population ages, research on the aging process and conditions and diseases that disproportionately affect the elderly has become increasingly important. The participation of older subjects in research poses several issues for IRBs; primary among them is the question of whether and when the elderly need special protections. IRBs must maintain the balance between the need for protection and the need to provide respect for persons.

IRB Considerations

Aside from the regulatory requirement that IRBs provide additional protections for specially vulnerable persons [Federal Policy §46.111], there are no specific regulations governing research with elderly subjects. It is generally agreed, however, that the elderly are, as a group, heterogeneous and not usually in need of special protections, except in two circumstances: cognitive impairment and institutionalization. Under those conditions, the same considerations are applicable as with any other, nonelderly subject in the same circumstances.

There is no age at which prospective subjects should become ineligible to participate in research. Most older people are neither cognitively impaired nor live in institutional settings. Nevertheless, investigators may avoid elderly subjects because of difficulties in recruiting them to participate. Older persons tend to avoid research that interrupts their daily routine, is uncomfortable or inconvenient, or is not designed to provide direct benefits to them [Levine (1986), p. 85; Sachs and Cassel (1990), p. 236; Cassel (1985), p. 46]. Also, conducting research with older patients may be more difficult and more costly. Elderly persons may have hearing or vision problems and may therefore require more time to have the study explained to them. They also drop out of studies at a higher rate than do younger subjects, so that investigators may need to recruit more subjects initially to account for this possibility.

Despite these difficulties, the inclusion of older persons in the research enterprise is important. IRBs should ensure that where they are excluded or treated specially, older subjects are in need of protection and are not the object of disdain, stereotyping, or paternalism. Together, researchers and the IRB should enable older persons to share in the benefits and burdens of research.

IRBs should treat cognitive impairment in elderly subjects as they would cognitive impairment in any prospective subject. [See Guidebook Chapter 6, Section D, "Cognitively Impaired."] The subject population should comprise cognitively impaired persons only under the following circumstances: when competent subjects are not appropriate for the study; if the study is related to a problem unique to persons with that disability; and if the study involves minimal risk [Annas and Glantz (1986), p. 1157].

The use of age as the criterion of ability to consent and therefore participate in research is not valid. Studies have shown that education, health status, and inadequate communication about the research rather than age contribute to lack of comprehension and recall [Sachs and Cassel (1990), pp. 235-36]. While it is recognized that memory may be a problem for some elderly subjects (thus putting into question their ability to provide continuing consent), the question for the IRB is whether, despite some impairment to competence, subjects can make reasonable choices. It has been suggested that in order to screen subjects for sufficient comprehension and recall, a two-part consent process be used, where the second part involves a test of the subject's comprehension and recall of the information presented in the first part. Repeated tests have been found to improve recall. Prospective subjects who do not remember the important facts about participation in the research after repeated testing should not be included in the study [Levine (1986), p. 85; Sachs and Cassel (1990), pp. 235-236].

In the past, persons in nursing homes or other institutions have been selected as subjects because of their easy accessibility. It is now recognized, however, that conditions in institutional settings increase the chances for coercion and undue influence because of the lack of freedom inherent in such situations. Research in these settings should therefore be avoided, unless the involvement of the institutional population is necessary to the conduct of the research (e.g., the disease or condition is endemic to the institutional setting, persons who suffer from the disease or condition reside primarily in institutions, or the study focuses on the institutional setting itself). [See Guidebook Chapter 6, Section D, "Cognitively Impaired" for a discussion of the problems of research involving institutionalized subjects.] Annas and Glantz (1986) suggest that "a nursing home council, composed primarily of residents, should review and approve any protocol before the research can be conducted at their facility. Research that may seem trivial to us in terms of risk, discomfort, disorientation, or dehumanizing effects may not seem so trivial to this vulnerable and often frightened population" [p. 1157].

Points to Consider

1. Does the proposed consent process provide mechanisms for determining the adequacy of prospective subjects' comprehension and recall?

2. How will subjects' competence to consent be determined?

3. Will the research take place in an institutional setting? Has the possibility of coercion and undue influence been sufficiently minimized?

Applicable Laws and Regulations

· Code of Federal Regulations 

 HYPERLINK "http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html" 45 CFR 46 (HHS.gov)

· State and local laws regarding research involving institutionalized individuals vary.
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