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Purpose 
To provide guidelines to IRB members for protection of human subjects participating in research that may be vulnerable to coercion, or may not be able to make informed decisions. The Common Rule requires that additional safeguards be in place to protect the rights and welfare of individuals who may be subject to undue coercion or undue influence. There are however, no additional federal regulations in place that address other potential populations.  

policy

This policy describes the process designed to protect vulnerable populations of human participants from exploitation and harm, and make it possible to conduct essential research on problems that are unique to such vulnerable populations.

SPECIFIC PROCEDURES:

Decisionally Impaired Persons
The predominant ethical concern in research involving individuals with psychiatric, cognitive, or developmental disorders, or who are substance abusers is that their disorders may compromise their capacity to understand the information presented and their ability to make a reasoned decision about participation. Impaired decision-making capacity need not prevent participation in research, but additional scrutiny and safeguards are warranted for research involving individuals with such impairments.

Definitions:

Cognitively Impaired Subjects: include those individuals having a psychiatric disorder (e.g., psychosis, neurosis, personality or behavior disorders), an organic impairment (e.g., dementia) or a developmental disorder (e.g., mental retardation) that affects cognitive or emotional functions to the extent that capacity for judgment and reasoning is significantly diminished. Others, including persons under the influence of or dependent on drugs or alcohol, those suffering from degenerative diseases affecting the brain, terminally ill patients, and persons with severely disabling physical handicaps, may also be compromised in their ability to make decisions in their best interests. Although there are no federal regulations specifically written to address the needs of this vulnerable group, the IRB will generally follow the recommendations governing the conduct of research in children and of specific recommendations made by the National Commission. 

 Decision-making capacity refers to a potential participant’s ability to make a meaningful decision about whether or not to participate. Decision-making capacity is protocol-specific and situation-specific.  Thus a subject may have capacity to consent to a low-risk research protocol in usual circumstances, but not have the capacity to consent to a high-risk protocol when he or she is confused or under duress.

Diminished capacity may be due to psychiatric, organic, developmental, or other disorders that affect cognitive or emotional functions. Other individuals who may be considered decisionally impaired with limited decision-making ability are persons under the influence of or dependent on drugs or alcohol, those suffering from degenerative diseases affecting the brain, terminally ill patients, and persons with severely disabling physical handicaps. Investigators must take special care to consider issues such as the selection of subjects, privacy and confidentiality, coercion and undue influence, and the risks versus the benefits.
Consent capacity describes an adult’s ability to understand information relevant to making an informed, voluntary decision to participate in research. Several kinds of information are relevant to such decisions, including the purpose of the study, its experimental nature, risks and anticipated benefits, the right to withdraw, alternatives to participation, confidentiality protections, and the safeguards used to minimize risks.
A. When there are significant questions about the risks and benefits or uncertainties about the study design or concerns about the protocol, it may be helpful for the IRB to consult with outside experts in the review of research to provide a broader view of the ethical acceptability of the research. This process could include representatives of patient advocacy groups or experts in the assessment of consent capacity.  
B. Alternatively, consultants experienced with working with the cognitively impaired may be utilized to assist with the review of such research studies.
C. Special consideration should be given to the research to include the following questions:
1) Is this the only appropriate subject population; 
2) Does the research question focus on an issue unique to subjects in this population; 
3) Does the research involve no more than minimal risk; Or 
4) Is the purpose of the research therapeutic with respect to individual subjects and is the risk commensurate with the degree of expected benefit.
D. Research Participant safeguards can increase on a sliding scale according to the IRB’s best judgment.  By considering proposed studies on a case-by-case basis, protections can be provided proportional to the expected severity of consent capacity impairment in prospective subjects, magnitude of experimental risk, anticipated benefits to the subject and/or society, complexity of the study design, and other relevant factors.
E. As a general rule, all adults, regardless of their diagnosis or condition, should be presumed competent to consent unless there is evidence of serious mental disability that would impair reasoning or judgment.
F. In some cases, enrolling individuals with impaired consent capacity in research may necessitate the involvement of a legally authorized representative (LAR). When an LAR is acting on behalf of the prospective subject, IRBs should consider the most appropriate methods to present information to the LAR and the subject about the study and its risks and anticipated benefits.
G. If feasible, the investigator must assure that the proposed research is explained to the prospective research subject even when a surrogate gives consent. Under no circumstances may a subject be forced or coerced to participate in a research study.
Terminally Ill Patients

Terminally ill patients are those who are deteriorating from a life-threatening disease or condition for which no effective standard treatment exists. It is generally considered unacceptable to ask such persons to participate in research for which alternative, not similarly burdened, populations of subjects exist.  Nevertheless, it may often be necessary to involve terminally ill patients in research concerning their disease and its treatment. Further, terminally ill persons should not be excluded from research in which they may want to participate simply because of their status. Terminally ill individuals are a vulnerable population of research subjects, and therefore, require additional protection against coercion and undue influence [45 CFR 46.111(b)].

A. Terminally ill patients may be vulnerable to coercion or undue influence because of a real or perceived belief that participation is necessary to receive continuing care from health professionals or because the receipt of any treatment is perceived as preferable to receiving no treatment.
B. The IRB needs to distinguish between risks that may be justified by anticipated benefits for the research subjects and risks associated with procedures performed purely for research purposes. 
C. Special consideration should be given to Phase I drug trials in which the drugs involved are known to be particularly toxic (e.g., a new form of cancer chemotherapy). In some of these studies, any benefit to the subject is, at best, highly unlikely.
D. Provisions should be made to assure that prospective subjects be clearly informed of the nature and likelihood of the risks and benefits associated with this kind of research.
Non-English Speaking Subjects

Federal regulations state that any research involving non-English speaking subjects must have specific approval for their participation.  f these subjects will be a targeted part of the subject population, the study must be explained in a language that is understandable to the subject [21CFR46 50.20]. Documents such as informed consent, children’s assent, subject diary cards, medication and dosing instructions should be translated so that the continual process of informed consent may be addressed to ensure that the subject can fully understand the study. Individuals may not be excluded from the study based on the inability to speak, read or write in English. 
A. English language versions of all documents to be used in the study shall be submitted to the IRB for approval. 

B. Following approval of the English language version of the documents, the translated documents will be submitted along with a statement from the individual or professional translation service that performs the translation for IRB approval.
C. Costs associated with translation of the required documents shall be the responsibility of the investigator, either through negotiation with the study sponsor or other funding source.

Minorities

In addition to requiring the equitable selection of women as research subjects, Federal regulations require the equitable selection of minorities as research subjects. The inclusion of minorities in research is important both to ensure that they receive an equal share of the benefits of the research and to ensure that they do not bear a disproportionate burden.
Most research will affect all population groups. In order to contribute to the pool of generalizable knowledge, investigators are required to include the widest possible range of population groups in the research. However, sometimes minorities are subject to a different risk. For example, some research pertains to conditions such as sickle cell anemia or Tay Sachs disease that specifically affect only a few minority groups. Other research focuses on characteristics of diseases or effectiveness of therapies in particular populations (e.g., HIV transmission, treatment for hypertension), and may concern conditions or disorders that disproportionately affect a certain racial or ethnic group. Exclusion or inappropriate representation of these groups, by design or inadvertence, would be unjust. Further, to the extent that participation in research offers direct benefits to the subjects (in HIV research, for example, the receipt of a promising new drug), under-representation of minorities denies them, in a systematic fashion, the opportunity for direct benefit.
Federal regulations require that research design include diverse populations. Investigators submitting protocols for IRB review which do not call for heterogeneous study populations are required to justify, in writing, in their submissions, why a homogeneous study population has been chosen.

Members of Native American Tribes
The research investigator is responsible for obtaining approval from the appropriate tribal counsel(s) for research involving members of Native American tribes prior to submitting the protocol to the IRB for review and approval.
Students and Employees
Students

Whenever possible, researchers should avoid using their own students if another population of subjects is equally suited to the research question, e.g., another class section not taught by the researcher, recruitment by another instructor, or blinded/coded data collected by an associate so that subjects are not identified to the instructor.
Employees
Researchers who include colleagues or subordinates as research subjects must be able to provide a rationale other than convenience for selecting them and must show that the recruitment method does not lead colleagues to think they will be compromised by not participating. 

The compromised circumstances and fear of retribution, even subtle cues of compromise, can place colleagues or subordinates in a position of involuntary participation in a research project.

Recruitment through bulletin board advertisements (screened and approved by the IRB), or recruitment through a third party unassociated in a power relationship with the employee are usually the best strategies.

scope
This policy applies to all research presented to the Avera IRB for approval.
responsibility
IRB Manager and Chair are responsible for providing the investigator with guidance to ensuring the rights and welfare of the participant.


Chair and IRB members are responsible for the review of the project, consent; assent; other study documents and ensuring appropriate safeguards are in place.

applicable regulations and guidelines
45 CFR 46.111

45 CFR 46.116 and 117

National Institutes of Health Office of Extramural Research:  “Research Involving Individuals with Questionable Capacity to Consent: Points to Consider” http://grants.nih.gov/grants/policy/questionablecapacity.htm

references to other applicable sops

This SOP affects all other SOPs.

attachments

None
procedures employed to implement this policy

	Who 
	Task
	Tool

	IRB Manager/IRB Chair
	Provide guidance to investigators as needed
	

	IRB Manager
	Assure adequate documentation and information is present for adequate IRB Member review
	

	IRB Members
	Review study and evaluate if sufficient safeguards are in place
	

	IRB Manager
	Send correspondence to investigator as appropriate
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