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Group Harms, Community Consultation, and Human Research Protection

Introduction
A university recently was sued for 75 million dollars US by the Havasupai American Indian tribe in Arizona.  The researchers had asked for and obtained the approval of the Tribal government and of more than 200 participants to collect blood for a diabetes genetics study.  The Tribe claimed that, without seeking additional Tribal approval or individual consent, the researchers had used those collected specimens and data to conduct several other sensitive studies, including population migration, schizophrenia, and inter-relatedness in spite of the Havasupai's cultural and religious beliefs and concerns.1  These claims in effect were that the group had been harmed, and that the researchers had violated the process of community consultation.  (The lawsuit is unresolved when preparing this module.)

This lawsuit raises three important questions.  1] What are group harms?  2] How can they be avoided?  3] How can researchers, IRBs, and institutions avoid lawsuits of this nature?

To answer these questions, this module discusses first the concept of "group harms."  It then discusses "community consultation" as a method to minimize group harms.

By the end of this module, you will be able to:

  o
Define group harms;

  o
Identify common group harms;

  o
Identify which groups are more vulnerable, or at risk, to experience group harms;

  o
Identify several authoritative documents in human research protection that discuss group harms;

  o
Define community consultation by researchers as a way to minimize group harms; and

  o
Discuss the major difficulties of community consultation and their solutions.

Group harms
Research that caused great harm to individual participants are well known.2  Many such projects involved research participants who were ethnic minorities, women, or economically impoverished, e.g., the Public Health Service (PHS) Syphilis Study,3 and the PHS longitudinal study of the health of Navajo, Pueblo, and other uranium miners.4
In these examples, the primary physical harm was to the individual research participants themselves.  Some family members of the participants may have suffered secondary physical harm, such as being infected with syphilis in the syphilis study, inhaling radioactive dust from the clothes of the miners in the uranium miners study.  But the entire ethnic group (African Americans or Native Americans) did not suffer the same physical harm.

Consider this research.  The administration of a previously disadvantaged university in South Africa, with mainly Black African and Indian students, authorized the student health clinic to draw HIV tests of saliva on all students presenting to the clinic.  The student body was not consulted about the research.  The HIV-positive rate was 23%.  The administration (many of whom had been appointed by the apartheid regime) told the media that a quarter of the university's students had HIV.  All students were immediately discriminated against.  Both the resultant stigma and student distrust of the university is still pervasive; beneficial programs in HIV/AIDS are extremely difficult to implement in this and similar institutions.5
Consider another example.  Researchers announced the bleak results of their study on alcoholism in an identified small Alaska Native city at a news conference in Pennsylvania.6 The publicity made it more difficult for the city to raise investment capital on Wall Street,7 and producing feelings of shame and being stigmatized by community members, even those living away from the city. Those feelings are still felt strongly and expressed decades later.

A "group harm" has an adverse affect on the entire group to which the research participants belong; the group is the focus of the harm.  All or most members of the group are potentially harmed, even those far removed from the research itself and unrelated to research participants.  Many observers have seen group harms in especially biomedical research with tissues,8 but group harms can occur in all types of research.

In its 1999 report on research with human biological materials, the National Bioethics Advisory Committee (NBAC) stated, "Research that is designed to study a group or that retrospectively implicates a group may ... result in members of the group facing, among other things, stigmatization and discrimination in insurance and employment whether or not they contributed samples to the study."9  Office for Human Research Protection (OHRP), National Institutes of Health (NIH), Food and Drug Administration (FDA), Centers for Disease Control and Prevention (CDC), Indian Health Service (IHS), and the other members of the DHHS Working Group, formed to respond to NBAC's report, concurred with NBAC.

Notwithstanding the silence of federal regulations on this point, the Working Group agrees that investigators should plan research in a manner that minimizes potential harm to groups.10
Common group harms
In its final report, NBAC listed six broad categories of harms that research may cause:  physical, psychological, social, economic, legal, and dignitary.11  These six categories are a useful framework to understand group harms.  The experiences of the authors suggests a seventh harm: relational vis-a-vis research or health care, i.e., disrupting the community's relationship with important research, trusted researcher, or health care.

  1.
PHYSICAL.  Distrust of health care.  An American Indian tribe distrusted not just the type of research (e.g., genetic research) but also all research and even that type of health care (e.g., genetic services), with a likely adverse impact on physical health.12
  2.
PSYCHOLOGICAL, FOR GROUP.  Disruption of the group's values.  The research made public to the outside world what was private tribal knowledge.13
  3.
SOCIAL.  (Social harms occur when "research findings or even study participation itself may expose participants to insurance or employment discrimination or other forms of social stigmatization."14)  Fostering discrimination and stigmatization by others.  Revealing the identity of the tribe in research about an outbreak of syphilis15 triggered derogatory name-calling on tribal children in off-reservation schools and prohibiting Indians from using restrooms in nearby gas stations.16
  4.
ECONOMIC.  Loss of economic status by the community.  A widely publicized report of research about alcoholism adversely affect an Alaska Native groups' seeking venture capital on Wall Street.17
  5.
LEGAL.  Public genetic determinism.  A tribal government used results of research about presence of "American Indian" markers to remove from tribal membership rolls individuals who were tribal members socially and descended from tribal members.18
  6.
DIGNITARY.  (Dignitary harms are moral wrongs in which people are not respected as persons, such as violation of privacy or being enrolled without consent in research for which consent should be obtained.19)  Violate the community's control. A study recruited tribal members living in a city distant from the reservation, even though the researchers had first asked for tribal approval and the tribe had said no.20
  7.
RELATIONAL, vis-a-vis RESEARCH OR HEALTH CARE.  Not completing the original research intended to help the group.  A researcher used specimens from an aboriginal group to do a population migration study, instead of completing the original study on their severe atypical arthritis.21
(If you know of other examples of group harms, please e-mail them to the authors.)

Groups vulnerable to experience group harm
In its 2001 report, NBAC discussed types of vulnerability: cognitive or communicative, institutional, deferential, medical, economic, and social.22  Social vulnerability involves groups that have suffered stereotyping, discrimination, stigmatization, or social victimization in the present or recent past, such as racial/ethnic groups in the US23 or South Africa.24
In experience of the authors, another type of social vulnerability, and probably more frequent, is of being dissimilar.  If a group has values, concerns, life experiences, group history, or problems dissimilar from those of most researchers and IRB members,25 researchers and IRBs may not know about or understand well those of the group.  The "social vulnerability" in research of parents of children with a rare genetic disease and perhaps of the Amish, for instance, is due to their dissimilarity of values and concerns from those of IRBs and researchers, not to being stereotyped or discriminated against.

For example, parents of children with Canavan Disease (a rare recessive genetic neurologic fatal disorder of children, similar to Tay Sachs) formed a Foundation; it obtained enough blood specimens from its members and funds that a researcher discovered the gene variant causing Canavan.  The researcher and his institution then patented the gene, for royalties for gene testing and research.  The Foundation sued, because Canavan parents' core concern was to maximize use of the gene in research, enabling quicker discovery of a cure or treatment.  That core concern of parents was vastly dissimilar from the standard accepted procedures by institution and researcher of gene patenting and royalties.  (The lawsuit settlement permitted unrestricted use of the gene variant in human and animal research on Canavan Disease.)26
Authoritative documents in human research protection that discuss group harms
The earliest major documents in human research protection neither promoted nor prohibited consideration of group harms.  The Nuremberg Code, Declaration of Helsinki (by the World Medical Association), Belmont Report (by the US federal government), and the current US federal regulations for human research protection, simply did not mention group harms.27
Some observers have questioned if Section .111(a)(2) of the Common Rule prohibits IRBs from considering group harms.

.... The IRB should not consider possible long-range effects of applying knowledge gained in the research (for example, the possible effects of the research on public policy) as among those research risks that fall within the purview of its responsibility.28
This section does not prohibit consideration of group harms, for two reasons.  First, most group harms occur soon after the research; they are not "long-range effects."  Few or none involve "effects of the research on public policy."  Second, and most important, authoritative bodies interpret that section as not prohibiting consideration of group harms.

In the past few years, the Canadian research establishment,29 bioethicists,30 and NBAC in the US,31 discussed harms to groups.  Several international authorities also discussed group harms.  The Council of International Organizations of Medical Sciences (CIOMS) [founded by the World Health Organization (WHO) and the United Nations Educational, Scientific, and Cultural Organization (UNESCO)] mentioned group harm in 1991,32 and in 2002 stated that human research protection programs should minimize group harms.

Risks to groups of persons.  Research in certain fields, such as epidemiology, genetics or sociology, may present risks to the interests of communities, societies, or racially or ethnically defined groups.  Information might be published that could stigmatize a group or expose its members to discrimination....  Plans to conduct such research should be sensitive to such considerations, to the need to maintain confidentiality during and after the study, and to the need to publish the resulting data in a manner that is respectful of the interests of all concerned, or in certain circumstances not to publish them.33
Other official bodies also have discussed the need to minimize group harms in research in general,34 for HIV/AIDS,35 or involving indigenous or aboriginal populations, e.g., Australia for Aboriginal and Torres Strait Islander groups,36 Canada for Canadian First Nations and Inuit groups,37 and New Zealand for the Maori.38
Section 46.107(a) of the Common Rule states that "If an IRB regularly reviews research that involves a vulnerable category of subjects, consideration shall be given to the inclusion of one or more individuals who are knowledgeable about and experienced in working with these subjects."39  While such inclusion is necessary, it may not be sufficient to minimize group harms.  Rather, most authoritative documents that discussed group harms suggested that community consultation by the researcher as the primary method to minimize such harms to vulnerable groups.  Both the social vulnerability of dissimilarity, and that of unintentional stereotyping, are often due to ignorance and thus correctable by the education that occurs in community consultation.  Even intentional stereotyping can be minimized by the face-to-face discussions of community consultation.

Community consultation: purpose and process
Most documents see three major purposes of community consultation:

  o
to assist the researchers in becoming more knowledgeable about the vulnerable group (i.e., its values, concerns, life experiences, and problems that are dissimilar to those of most researchers and IRBs);

  o
to assist the researchers in becoming more knowledgeable about the potential group harms of the research, and how to minimize those harms; and

  o
to assist the researchers in becoming more knowledgeable about the potential group benefits of the research, and how to maximize those benefits.

NBAC stated in 1999 that "investigators should to the extent possible plan their research so as to minimize such harms and should consult, when appropriate, representative of the relevant groups regarding study design."40  A major reason that NBAC recommended community consultation was the success of that approach in HIV/AIDS clinical trials,41 genetic research,42 and efforts to improve health disparities by the Centers for Disease Control and Prevention (CDC)43 and major federal health agencies.44
NBAC extended its recommendation in 2001. "[S]ocial perceptions are pervasive and often insidious and can affect persons' conceptions of certain groups.  Thus, investigators, IRB members, and research sponsors should be sensitive to such social perceptions and their effects, and [should make efforts] to allow members of such groups to participate in decisionmaking and oversight processes.  Involving the community in the various stages of the research process, especially in study planning, can be helpful in reducing stereotyping and stigmatization."45
OHRP, NIH, FDA, CDC, and the other members of the DHHS Working Group agreed with NBAC's recommendation for community consultation.

"Consultation with representatives of relevant groups may identify potential harms and other problems as well as benefits and opportunities in the proposed research that may not have been evident to the investigator.  Appropriate consultation may thus minimize harms, maximize benefits, and increase the likelihood that the research will be carried out successfully.46
Several international and non-USA national authoritative or official documents (mentioned previously) likewise recommended community consultation to minimize group harms and, often, also to maximize group benefits.  For example, CIOMS stated, "The ethical review committee should ensure that the interests of all concerned are given due consideration; often it will be advisable to have individual consent supplemented by community consultation."47  Official reports in Canada48, Australia49, and New Zealand50 required community consultation with "collectivities" including aboriginal or indigenous groups.  Several other research codes required or recommended community consultation.51
The responsibilities of the major players in human research protection differ.  The researchers usually do the community consultation; that process often includes having community representatives on the research team as it develops the protocol, modifying the initial protocol as needed to minimize group harms and maximize group benefits.  The IRBs/REBs/HRCs are responsible to suggest, or to require, that the researcher consult the community before they consider and possibly approve the protocol, when the research involves groups more vulnerable to group harms.52  The host institutions are responsible to assist researchers and to promote community consultation with training, resources, and advice by experts in community consultation.  The funders are responsible to include community consultation when appropriate in their requests for application or proposal, and to fund the costs of community consultation.  Finally, the communities themselves are responsible to provide well-considered and relevant input that truly represents the community.

Difficulties of community consultation, and their solutions
In the authors' experience, the primary stumbling block is that many researchers do not know how to do community consultation.  Many vulnerable groups are dissimilar from researchers, are heterogeneous, and do not always have a single recognized spokesperson.  Researchers who do not know the "social rules" the group has that guide social interaction, and thus fear making a social mistake in that situation, unfortunately often minimize their social contact.  Allen Buchanan noted for NBAC additional difficulties, that researchers:  may not know what is the relevant "community," especially when community members have differing opinions about the proposed research or "authentic" community values; may not know who "speaks" for "the community"; and may not see that leaders in some communities may coerce other community members concerning the consultation process or research itself, or may hold views not representative of the entire community.53
The solution to those difficulties is for researchers consider the community as "stakeholders" (plural).  For instance, as one coauthor personally knows, the Jewish community is fractionated, with multiple leaders with different perspectives.  Yet the National Human Genome Research Institute (NHGRI) officials consulted with the Jewish community at a meeting organized by Hadassah that included leaders of most national Jewish organizations.  The NHGRI officials heard widespread concern about possible economic and social discrimination that could result from the genetic research being considered.54  (The NHGRI officials responded by working to pass laws to prevent genetic discrimination.)

HIV/AIDS clinical trial researchers routinely engage in community consultation by having discussions with the many local HIV/AIDS advocacy groups.55  An Institute of Medicine report recommended that "even if there are multiple overlapping groups involved, the IRB could ensure that the investigator had consulted several representatives and at least had some input even if it is not possible to have a definitive or comprehensive statement."56  An NIH document offered practical suggestions to researchers conducting community consultation.57
Community consultation thus is quite similar to stakeholder consultation.  Researchers who already have an ongoing relationship with subgroups and leaders in a community, can discuss the research with individuals, in groups, and in other ways (such as public meetings in the community).  Researchers who do not have an ongoing relationship can start the process by asking people from, or knowledgeable about, the community for names of people to discuss the research with.  Researchers need not shy away from community consultation because it may be unfamiliar or because there is no standard way of obtaining this kind of input.

CONCLUSION
This module defined group harms.  Group harms can be physical, psychological, social, economic, legal, dignitary, or relational with research and health care.  Groups that are either dissimilar for the researcher (and IRB), or are socially disvalued and subject to discrimination or stereotype, or both, are especially vulnerable to experience group harms in research.  Several official or authoritative documents in human research protection, including American, Canadian, and other sources, discuss group harms and recommend community consultation.  Community consultation by the researcher is a process of consultation with stakeholders; it can be an effective method of minimizing group harms and maximizing group benefits.
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