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Introduction

In “Protecting the Navajo People through Tribal Regulation of Research,” Doug
Brugge and Mariam Missaghian raise the important issue of obtaining consent from a
group before conducting medical/health care research on the group.' Although the issue
of the need, justification, and implementation for group consent has been increasingly
raised in medical and health care research, particularly in genomic research, it is
equally an issue for non-medical research in other disciplines, especially the social
sciences.

The natural sciences and the social sciences come to the issue of group consent in
research from somewhat different historical experiences in research ethics. Historically
the notion of informed, voluntary consent of individuals was introduced first in medical
and health research. Researchers in those areas may have been conditioned to think in
terms of individual consent as sufficient for research; that in turn may have made it
difficult for those researchers to recognize the need for considering the issue of group
consent. On the other hand, researchers in some of the social sciences (anthropology,
for example) were much slower to recognize the need for informed, voluntary consent
even at the individual level. Some were unaccustomed to thinking about informed
consent at all and so now confront increasing demands for group consent from a much
different perspective than those in medical ethics.”

Research and harm to groups

One of the issues driving the debate about group consent is the awareness that research
on groups can result in harm to individuals in the group as well as, in some sense, the
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group collectively. A brief list of actual instances of harm or possible harm can help
focus the issue. It also draws attention to relevantly different types of subject groups.
Gordon Mitchell and Kelly Happe cite a number of such instances:’

1) The testing of African Americans for sickle cell anemia reportedly led major
airlines to grounding or firing employees who tested positive for sickle cell anemia
and led Dupont Corporation to restrict workloads of employees who tested positive.

2) Researchers looking for mutations of BRCA I (Breast Cancer Gene) that might
cause increased risk of breast cancer, identified a mutation in women of Ashkenazi
descent. The published finding that as many as 1% of all women of Ashkenazi
descent carried this mutation, “may have exposed women of Ashkenazi descent to
discrimination in the employment and insurance markets.” * ®*%

3) Corporate screening of groups of employees for susceptibility to toxins may result
in individuals being denied certain jobs.

4) In 1991, research on human remains in a discovered 18" century African burial
ground in New York City focused on answering the question, “Were they slaves?”
which led to charges of racial stereotyping. African Americans organized to get
some control and input into the research.

Others have identified harm to Native Americans as a result of research on the group.

1) “Early references to Hantavirus pulmonary syndrome as Navajo flu, stigmatized the
Navajo community.”* ®

2) “Premature release of limited results of an alcohol use survey conducted among a
largely Inupiaq community in Barrow Alaska led to sensational headlines that
characterized Barrow as a city of alcoholics.”* ™% That in turn led to the
municipality’s Standard and Poor’s rating dropping sharply and subsequent loss of
financing for a number of important community projects.”

3) In a recently highly publicized case, members of the Havasupai tribe in Arizona
have brought suit against a researcher who, they allege, “collected 400 blood
samples from them for researching diabetes, but that additional unauthorized
research was undertaken on those samples regarding schizophrenia, inbreeding and
population migration. They assert that the research on schizophrenia and inbreeding
was stigmatizing to them and that they would not have authorized the migration
research because it conflicts with their religious origin story.”” !9

One of the harms in this last case falls under the category of what Thomas
Murray has called “inflicted insight.” A people, subject to research without their
knowledge or consent are then forced to face research results which run contrary to
their current beliefs about themselves.® As one tribal member put it, “They
challenged our identity and our origins with our own blood and without telling us
what they were doing,”” ®" Other harms may arguably be to the collective body as
much as to individuals. Some of the papers published from the blood studies focus
on schizophrenia, and inbreeding, not diabetes. Bill Freeman, former director of
research for Indian Health Service observed, “Schizophrenia is a stigmatizing
condition, and we’re not talking about tomorrow's stigmatization, especially with a
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small tribe like [the Havasupai]... No one wants to be known as the, quote, ‘crazy
tribe.” Doing that kind of research without specific permission from the subjects is a
real harm.”” %

4) Population genetics research on groups may be a special challenge to the use of
group consent to protect groups from the harm of research. Group consent may
reify group characteristics and research results that can affect the entire group can
be obtained from a single individual who gives consent, even if the group as a
whole has refused consent. Eric Juengst has long been a critic of group consent in
research in population genetics, arguing that group consent in population genetic
research puts “the group in harm’s way and respecting their refusal would do
nothing to protect them.”® ®'*!)

Group rights and group consent

Brugge and Missaghian' implicitly invoke an appeal to group moral rights to support
the approach of Participatory Action Research (PAR) in doing research in or on
communities and to justify the demand of group consent. They note in their essay that
U.S. society is focused on the value of individual autonomy and individual rights and
that federal regulations of research reflect that focus and were designed to protect the
individual welfare of research participants. Brugge and Missaghian ask if communities
are “living entities with (moral) rights”'®® and “if individual (moral) rights are
protected in research, then should cultures or communities also be protected in
research?”'®? They describe how Participatory Action Research could protect such
group rights by means of, among other things, a process of group consent. Group rights
could include a right to give consent for research and more broadly, a right to protect
fundamental group interests such as the group reputation or image, protection from
economic or social harm, or even survival of the group or its members.

It is important to note that the claim that groups, social groups, or communities can
have moral rights is a contested issue in the philosophical literature. The argument, in
part, is over whether groups can be agents at all, let alone moral agents.9 One argument
against group rights is that groups, as such, have no capacity to reason, no capacity for
moral choice, and no capacity to act. Hence they cannot be moral agents, cannot assert
moral claims, or authorize others to act for them. All these so called features of groups
are simply reducible to the individuals within the group. Furthermore, groups cannot
have moral rights grounded in group interests since all group interests are reducible to
the interests of specific individuals.'® On the other hand, some have argued that one
can distinguish between individual rights and group rights. “Rights...are special
protection for especially important interests. When viewed in this light, one can clearly
see there can be group rights as well as individual rights... . Group rights are ascribed
to collections of individuals and can only be exercised, invoked or waived collectively
on behalf of the collective.”!!'®*

Ultimately the issue of individual or group moral agency may come down to
competing ontological claims: Are the ultimate, irreducible constituents of the world
“things” (in this case, individual persons) or do those constituents include “facts’
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(individuals and their relations to one another, i.e., groups)? It is beyond the scope of
this commentary to resolve such fundamental issues. Although I am inclined to argue
that groups have some properties that are irreducible to the individuals within them and
that gives moral weight to group consent, nothing that I will argue here will depend on
that position.

Whether one acknowledges the existence of group rights or not, it is still of course
possible to have group consent in research. As illustrated by the preceding examples of
harm done by researchers to groups, the possibility of such harm to groups and
individuals in the group underlines the fact that groups as well as their members have
interests and that does place moral constraints on researchers. It is a mistake to assume
that unless a case can be made for moral rights of groups then the researcher has no
obligation to respect the moral interests or values of the group or that a group has no
moral claims to have their interests respected. Hence the issue of researchers’
obligation to obtain group consent is still relevant, whatever the status of group rights.

Group consent of sovereign nations: a special case

It is especially useful to think about the issue of group consent from the perspective of
group research with certain Native American groups. Those Native American groups
which have the status of sovereign nations may have group characteristics shared by
other research subject groups. However, they also have something that most groups do
not have: the legal power to control researchers and their research on the group. Most
groups subject to research do not have such power and it is significant and instructive
to see what a group, subject to research, would choose to do in controlling research on
their group if they had the power to control the research process.

These sovereign nations can and do establish their own local and national research
review boards (IRBs) and completely control the research process, including
controlling access to the group members. This oversight applies to all research, not just
human subjects research. Researchers must submit their proposed research to these
boards for approval (sometimes multiple levels of boards), and the boards may judge
the adequacy of the research proposal “with respect to its fit with the community
priorities, the cultural relevance of the study design.” (.745) They may also review the
research process and data collection. Based on their assessment, the board may reject
the proposal altogether and suggest an alternate project or suggest modifications to the
study. The board may also require that manuscripts based on the research be submitted
to the board for review and approval prior to publication. Some groups go even further;
the Navaho Nation requires that equipment used in the research become property of the
Nation at the end of the study and that data specific to the group become property of
the group.”

One study of three different research projects involving Native American groups
shows how this works out in practice. The authors report on three different health
research studies they conducted with three different Native American groups in three
different parts of the United States (Eastern Band Cherokee, North Carolina; Cherokee
Nation, Oklahoma; and Lakota, South Dakota).4
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In each case, researchers ultimately had to receive approval from at least one, and
sometime multiple, Native American IRBs or review boards or governing councils, all
representing and acting on behalf of the tribal group. That approval can reasonably be
viewed as one form of group consent.

In order to get such approval and in order to carry out research so approved, the
researchers collaborated with many members of the groups, not just members of the
formal approval bodies. Thus, in one case, early consultation with group members led
to modifying a proposal to be more culturally appropriate. In another case, focus
groups with group members led by a local Native American discussion leader helped
develop a culturally appropriate survey to ensure its relevance and comprehensibility
for this group.® Such collaboration with group members strengthened the quality of the
proposed research study, according to the researchers, and was instrumental in getting
the research approved by the IRBs. After such approval, group members, including
those on the IRBs, facilitated the study in various ways including providing liaisons
with group members, providing additional staff for carrying out the research,
facilitating interaction with group clinical personnel, and assisting with recruitment of
study participants. From the perspective of the researchers, the positive outcome of
such collaboration was “a better, more efficient and well-supported study.”™ 7% Most
groups that are the subject of research are of course not sovereign nations. But we can
learn from that situation for other sorts of research on groups.

Moral work of group consent

It is worth reflecting on the moral work that group consent might do. Obtaining
informed, voluntary consent from a group for research on that group may serve several
functions including, 1) showing respect for the group identity (Part of what it is to
show respect for an individual is to show respect for their membership in a cultural
group since that is part of what it is to be that individual.); 2) showing respect for the
group by soliciting informed, voluntary consent from the group and not just from
individuals; 3) showing recognition and respect for a group’s decision-making process
by submitting the consent process to the group decision-making process and not just to
individual decision-making; 4) to the degree that a process of obtaining informed,
voluntary consent gives the group the fullest possible understanding of the research and
does not coerce them into the research, it protects both the group and individual
members from harm by the research. However, obtaining group consent does not
necessarily achieve all or any of these things and some objectives, such as the
protection of the individual, may be sacrificed in the achievement of some of the other
research objectives.

Concept of groups
The term “group” is used in many ways in discussions of group consent for research.

There is a minimalist sense in which a group is not much more than a set of individuals
who have in common a characteristic that the researcher wishes to study, for example,
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being a member of a chat room group on the Internet, or being an undergraduate at a
particular university, or being an alcoholic, or having a particular gene mutation. At
this level, there may be no shared identity, shared structure for reaching group consent,
or even a representative deliberative body.

At a more robust level one could mean by a group: a) a collection of individuals
who at least share some common cultural heritage, but have no structure for reaching
group decisions (African Americans involved in the testing for sickle cell anemia or the
African burial case, or women around the world of Ashkenazi descent, for example.);
b) a collection of individuals who not only share a common cultural heritage but also
some kind of collective decision-making procedure which would enable them to
discuss and decide whether or not to give consent as a group; % ¢) a collection of
individuals with shared cultural background, common decision-making procedure, and
a shared way of life (e.g., many Native American groups who may live in various
places around the country but fall under some representative governing council.); d) a
collection of individuals with shared cultural background, common decision-making
procedure, a shared way of life and a shared geographical location, for example, a
community of Amish,"”® a remote tribe in the Amazon, or a specific geographical
community of Native Americans such as the Havasupai.

Groups and group consent

Corresponding to these levels of groups, one can distinguish two broad senses of group
consent. There is a limiting sense of group consent, suggested by the minimalist sense
of group above, in which each individual in a group gives consent based on an
individual decision-making process. There is, if you will, a “cumulative consent of the
group;” each individual independently agrees to the research without any group
discussion or collective decision. Thus, if one means by a group, simply a collection of
individuals who have in common only that quality that the researcher wishes to
investigate, then group consent amounts to no more that the aggregate consent of the
individuals involved. Presumably the consent of each individual would be made solely
from that individual’s perception of his or her best interest (e.g., consent by a group of
employees to screening for susceptibility to toxins).

There is also a more conventional notion of group consent in which the consent is
the product of some sort of collective group decision-making process. In this case, the
decision-making process may result in the unanimous consent of all members of the
group, or of consent of the majority, or of some kind of consent by a representative

a. An interesting example of this sort of group may be the Thomas Woodson Family Association, a
group of descendants of the purported Sally Hemmings-Thomas Jefferson liaison. Researchers
were interested in determining if DNA testing of group members could establish that link. The
Association was originally organized to maintain intrafamily contact and plan family reunions. It
was not at all clear that such an organization could function as a collective or representative
decision-making body to give consent for research on the group, although it seems to have
gradually evolved into such a body."?
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body. The content of the consent may even evolve over the course of the decision-
making process.

In this category, one can distinguish various levels and qualities of consent. 1) One
could mean by group consent, the unanimous consent of individuals who all share a
common culture. Presumably individuals could conceivably make their individual
decisions based not only on the basis of their self interest but also on what impact they
perceive it might have on their cultural group (for example the case of African
Americans and sickle cell testing). 2) Alternatively, group consent could mean the
consent of a collection of individuals who share not only a common culture but also a
common decision-making process (a National Native American Council, for example).
One might argue that the feature of a common decision-making mechanism is a
necessary condition of group consent. That decision-making process may not
necessarily involve unanimous consent; it could involve a majority rule or decision by
a representative body. 3) Group consent could also involve a collection of individuals
with a shared cultural background, and a shared way of life, as well as a common
decision-making procedure. The sense of community is tighter in that members of the
group not only have a shared cultural heritage but also a shared way of life (unlike the
previous level of consent) so that deliberations about a research project may well take
into account its impact on their way of life. 4) Finally, group consent could involve
collections of individuals with a shared cultural background, a shared way of life, a
common decision-making procedure and shared geographical location. (The shared
geographical location increases the likelihood that members of the group will have
direct face-to-face discussions with each other before the decision to consent is given.
If the research has some impact on the geographical location of the community, then
that is more likely to be taken into account by group members in this last situation.)

Levels of justification of group decision-making

Although it may be customary to think in terms of group consent as having a single
moral weight, I would argue that the strength of the moral justification for doing
research on a group that is gained by obtaining group consent for the research varies
with the quality or level of the group consent. That quality of group consent in turn
varies with such factors as levels of group cohesion, degrees of shared cultural
background, degrees of shared way of life, degrees of shared geographical location and
group decision-making processes.

Hence, the strongest level of justification would come from the informed,
voluntary consent of a group in which the members live together in the same
geographical location, share the same cultural beliefs, the same lifestyle and have a
decision-making process that leads to a unanimous decision to cooperate in research
which directly affects only members of the group. A consensus model of decision-
making is least likely to result in a group decision that will coerce individual members
of the group. If all members are in the same geographical area, they are most likely to
engage in full decision-making discussion with others in the group, and are most likely
to consider the impact of the research on their physical community, their cultural life
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and beliefs. Group consent in general and this level of group consent in particular, is
most likely to give appropriate weight to the values of the community. (On this last
point it is clear, for example, that the Havasupai weighed the impact of research on
prevalence of schizophrenia in their tribe or research on migration patterns that
contradicted their tribal beliefs, more heavily than did the researcher.)

This level of group interaction, compared to the other levels identified, maximizes
the likelihood of informed and voluntary consent of the individuals and group. The
relative moral weight of various levels of group consent derives from that. That
assessment of moral weight parallels what Hans Jonas noted many years ago regarding
the validity of informed, voluntary consent of an individual subject of research, “The
higher the degree of understanding regarding the purpose and technique, the more valid
becomes the endorsement of the will.”** -+

If all the above factors remain the same but the decision is made by majority rule
of the group or by a representative governing council, the strength of the justification
decreases, since the possibility arises that some individuals in the group will be coerced
to go along with research and it will not be voluntary or perhaps not even fully
informed (for example, medical research on the group decided by Amish elders or
archaeological research agreed to by tribal elders without consultation with all
members of the group). The issue is further complicated if there is no clear decision-
making body within the group, or if there are competing decision-making groups. For
example a tribal government may agree, and tribal elders may disagree. In some cases,
the deliberative process is yet more difficult and the justification for group research is
weaker if the group shares a common way of life and cultural beliefs, but individuals
are not in a single location and hence make decisions on the basis of representative
governance.

The moral strength of the group consent is weakest if there is a group with no
common decision-making structure, no shared way of life, or common geographical
location, but mainly a shared ancestry (for example, the cases mentioned earlier
involving Ashkenazi women, African burial sites and a study of sickle cell anemia).

Protection and group consent

It is not the case that a group decision to refuse consent necessarily protects those
affected by the research, whether in the group or as individuals, since the researcher
may “shop” for subjects in the group but not under the control of the group, which
apparently happens, for example, in population genetics research. A group may consent
to research and the outcome of the research affects not only those who consent but also
many others are not even in the group and who have not consented to the research as,
for example, the Barrow, Alaska case illustrates. The majority of a group may give
their consent, but the findings affects all members of the group including those who
have not given informed voluntary consent. Moreover, when representatives of the
group give their consent, other members of the group who have not made the decision
to participate may feel coerced or pressured.
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Collaborative research

The issue of collaboration in research is not strictly tied to that of informed, voluntary
consent of groups. The point and value of collaborative research is not limited to
obtaining group consent. Not all group consent requires collaborative research and not
all collaborative research leads to group consent.

Research with Native American sovereign nations is one situation which has forced
the issue of collaborative participation between a researcher and a group. The
experience with Native American sovereign nations raises a broader question: If
collaboration can be useful in cases where the researcher is forced by the power of the
group to collaborate, why should researchers not do it when they are not forced to do
so? Such “collaborative research,” can have other values than achieving group consent.

Brugge and Missaghian' refer to PAR which is an orientation to research that has
developed from perspectives other than research ethics. PAR arises from two
traditions. The first is Action Research with roots in social psychology and aims to deal
with critical social problems such as poverty and minority issues. Participatory
Research is rooted in work with oppressed peoples by adult educators, community
organizers, and researchers in sociology, economics and political science. It combines
research education and action with the idea that people in a community are in control
of the entire research process."

One can, however, think about collaborative research with groups without
embracing or presupposing the ideological underpinnings of these approaches. As
indicated in the discussion of informed, voluntary group consent with sovereign
nations, collaboration with a group can occur at many levels. From the researcher’s
perspective, collaboration of the researcher with key local stakeholders can help with
refining the object of the research (including the cultural appropriateness of the study
design); facilitate development of research instruments such as surveys to make them
more appropriate for the group; help identify and gain cooperation of participants;
increase credibility of researchers with participants; and improve the efficiency in data
collection.” It can involve the researcher calling on group members for consultation on
the collection and interpretation of data.'® It may involve having the group review the
report of findings, make determinations regarding dissemination of findings, and
assume maintenance or ownership of data by the group.! Any or all of these
collaborations may imply the need to form explicit agreements between the researcher
and the group on research design, individual roles and responsibilities, interpretation of
data and ownership of data, as well as financial alccountability.15 One result of
collaboration at any of these levels is to promote in the subjects of research a greater
understanding of the nature of the research and its implications for their lives and also
for the group, and perhaps to create greater identification with the project.

Richard R. Sharp and Morris W. Foster, addressing the issue of research risk to
subject groups in genetics research, have suggested a model of collaboration aimed
more narrowly at the objective of risk management.17 They propose four levels of
community review of research. Since the aim is primarily to identify and minimize
research related risk, it can be thought of as a kind of community collaboration.
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Nevertheless, it is a kind of collaboration that could have broader application to all
sorts of research with groups, not just genetic research. They suggest four goals of
collaboration: 1) identify and minimize research related risks for individuals, for the
community and for those who share the social identity of the community; 2) help
participants to assess risks and benefits of the research and understand how others may
be affected. (This can lead to more informed decisions about consent.); 3) inform
researchers and participating communities about shared areas of interest, thus
promoting genuine collaboration; and 4) involve study populations in the review
process to show respect for the social and cultural structures in the communities, and to
establish trust between the researcher and the group.

They propose corresponding levels of community review of research to accomplish
these goals. 1) Community dialogue can include both formal and informal discussion
with members of a group regarding a researcher’s proposed study involving the group.
This involves focus groups of the sort referred to by Manson.* 2) Community
consultation is a more structured review of the research that involves consulting with a
representative subset of members and organizations. The aim is to provide information
for independent community review boards or IRB forums and review boards outside
the group, such as those at the researcher’s university. 3) Formal Community approval
requires a formal contractual agreement between researchers and a study population.
Members of the study population or recognized political representatives are asked to
give collective permission for study. In order to protect individual members in the
group, however, that agreement is not binding on members. 4) Community partnership
involves the group early on in the design of a research project and review of the study
by helping to define its goals and methodology and to implement its experimental
design."”

Collaboration at any of these levels can be of some benefit to the researcher in
improving the quality of the research for the reasons mentioned earlier. However,
depending on the level of collaboration, it can be very time consuming; it may result in
a blurring of the distinction between the researcher and the group; there may well be a
conflict between the value of applied research directly beneficial to the group and the
value of basic research; the researcher’s findings may be subject to review by the group
and the publication of results controlled by the group; and the researcher may be
required to cede data ownership to the group. On this latter point, it is worth noting that
negotiation over ownership of data is not new.

From the perspective of the group, collaboration may result in research that is
directly beneficial to the group, result in more input and control over research done on
the group and more control over the publication of results. On the other hand,
depending upon the nature of the research, the group could be made more vulnerable.
Individual members may also be made more vulnerable and see their interests
subordinated to the welfare of the group.

It is clear that there are moral constraints on a researcher who is doing research on
a group that may warrant obtaining some form of group consent. However, the exact
nature and content of that consent, which may include some form of collaboration, may
necessarily vary with the kind of group and be the subject of negotiation. Various
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forms of collaboration may be morally appropriate independent of the issue of group
consent. That collaboration may involve negotiation but may well be beneficial to both
the researcher and the group under study.
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