
P O L I C Y  F O R U M :  ETHICS 
titular importance or relevance to communi- 
ties used to delineate seven types of com- and in biomedical research can be identified Protecting Communities in 

Biomedical Research 
munities [Table 1; for definitions see Web 
table 1 (lo)]. 

Communities may be arrayed along a 

C.Weijer* and E. J. Emanuel spectrum of cohesiveness, from those that 
have all the characteristics to those that h a ~ e  

G eneticists and other scientists have in- Attempts to generalize these approaches only a few. At one end of the spectrum, a co- 
creasingly targeted communities for by extending them from one community to hesive aboriginal cornmunit). often (or nearly 
biomedical research into the etiology, another have been problematic (7). For ex- always) has all of the characteristics listed. 

especially the genetic determinants, of com- ample, a 1996 draft of the new Canadian re- Conversely, a less-cohesi~e occupational com- 
mbn diseases and have met with some well- search guidelines (the Tri-Council policy munity embodies only two of the characteris- 
known successes. For example, particular statement) applied guidelines for the protec- tics: common culture and a comn~unicat~ons 
mutations predisposing to breast, ovarian, tion of aboriginal communities in biomedi- network. 
and colon cancer have been 
identified through studies of 
Ashkenazi Jews (1.2 ) . Al- CHARACTERISTICS OF TYPES OF COMMUNITIES 

though these discoveries will Type of community 

undoubtedly have important Community characteristic Aboriginal Geographic/ Religious Disease Ethnic/ Occupational Virtual 
implications for cancer pre- Political Racial 

vention and treatment. the Common culture and traditions, + + + ++ +I- + ++ + 
community has expressed cannon of knowledge, 

and shared history 
concern that they may be- 
come the target of discrimi- Comprehensiveness of culture ++ +I- ++ - + +I- -

nation, and there is growing 

public concern that added 

protections for communities 

in biomedical research are 

required (3). 


Protections for commu- 
ni t ies  in  biomedical  re- Common economyfshared resources ++ ++ +I- +I- +I- - -
search have been develo~ed Communication network ++ + + +I- +I- + ++ 
in limited circumstances. 
The U.S. Food and Drug - Self-identification as community ++ ++ ++ +I- + +I- t 

has issued ++The community nearly always or always possesses the characteristic. +The community often possesses the characteristic. +I-The community occa- ~ d ~ i ~ i ~ ~ ~ ~ ~ i ~ ~ 
sionally or rarely possesses the characteristic. -The community very rarely or never possesses the characteristic. 

regulations allowing for a 

waiver of informed consent 


Table 1. Characteristics o f  types o f  communities in  biomedical research. Examples are aboriginal, Kahnawake; geo- 
in certain emergency room graphiclpolitical, Jackson, MI, and Iceland; religious, Amish; disease, HIV; ethniclracial, Ashkenazim; occupational, 
research' provided there is nurses; and virtual, e-mail discussion group. 
public disclosure of the re- 
search plans and consultation with com- cal research to a wide variety of other com- Potential Protections 
munity representatives (4). Guidelines on munities, including Ashkenazi Jews and Potential community protections extend 
consulting communities involved in re- families (8,Y). This effort was curtailed as it from the genesis of the research project to 
search on HIV/AIDS have been proposed soon became apparent that many of the spe- the publication of the results ( 7). 
and implemented (5).The most developed cific protections could not be applied to Conszdtatio?7 in protocol der~elopnzrti~. 
protections for communities in biomedical these other communities. The researcher must show respect for the 
research are found in guidelines for re- Rather than simply applying existing community's culture, seek community input 
search involving aboriginal communities. guidelines, a rational strategy for the de- on protocol development, ensure research is 
exemplified by those of the Australia Na- velopment of protections for communities useful to the community, and respect the 
tional Health and Medical Research Coun- in biomedical research must entail a series community's knowledge and experience. 
ci1 ( 6 ) .  of steps. In discussing this strategy, we Infot-mation disc1oslrr.r and infut-r~7eil 

will describe characteristics and types of consent. Disclosure to the community 
C. Weijer is at the  Department of  Bioethics, Dal- communities; these are not meant to be ex- should be nontechnical, and appropriate 
housie University, Halifax, Nova Scotia, B3H 4H7, haustive lists, but to be the ones relevant to face-to-face meetings are encouraged. The 
Canada. E. j. Emanuel is at the Department of Clini- medical community ought to hake adequate time 
cal Bioethics, Warren G.Magnuson Clinical Center, for review, the researcher must obtain the Building 10, Room 1C118, Nat ional  Inst i tutes of  
Health, Bethesda, MD 20892-1 156, USA. Community Characteristics consent of the community. and community 

The term community delineates a wide vari- consent is required for protocol changes. 
*To whom correspondence should be addressed. E- ety of hulnan associations, from tribes to Itn~olr.nnnzt in r.rseat-c.h condzcc,t. The rc- 
mail: charles.weijer@dal.ca The views expressed are municipalities to religious adherents. A sin- searcher should ensure that slulls and research those of the authors and do not necessarily reflect 
the policies of the NIH or IJ. S. Department of ~ ~ ~ [ t h  expertise are transferred to members of thegle set of regulations to fit all types of co~n-  
and Human Services. munities is doomed to failure. What is need- community. employment is offered to ~ncrn- 
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bers of the community, the community is re- 
imbursed for research costs, and the commu- 
nity is informed about research progress. 

Access to data and samples. The re- 
searcher must seek community consent for 
further use of samples, and storage of data 
should be negotiated. 

Dissemination and publication of re- 
sults. The researcher should involve the 
community in manuscript preparation, 
transmit a draft report to the community 
for comment, acknowledge community 
contributions, seek consent to identify the 
community, provide a final report to the 
community, and obtain community con- 
sent for media interviews. The researcher 
must report compliance with guidelines to 
the Institutional Review Board (IRB) and 
the publication. 

Connecting Guideline Requirements to 
Community Characteristics 
It is possible to identify particular charac- 
teristics of communities that are necessary 
for the implementation of specific protec- 
tions. In this way, each of the identified 
community characteristics is linked to one 
or more of the protections (Table 2). 

For example, if the community is to have 
input on the protocol, the community must 
have representatives who can provide this 
input on behalf of the community. Similarly, 
if community consent is to be sought before 
individuals are approached for study partici- 
pation, the community must have a legiti- 
mate political authority that is empowered 
to speak authoritatively for, and make bind- 
ing decisions on behalf of the community; 
more than mere representation is required. 
In addition, if the community is to be reim- 
bursed for research costs, the community 
must have a common economy or shared re- 
sources. Furthermore, community consent 
for further use of samples requires not only 
that the community have a legitimate politi- 
cal authority but also that they have a 
health-related common culture. Unless there 
are shared ideas about health, the disposi- 
tion of samples is likely to be of little or no 
relevance to the community as a whole, al- 
though particular individuals within it may 
have strong feelings. Finally, if a draft report 
for comment is to be provided meaninghlly 
to the community, a communication net- 
work must be in place so that the report can 
be distributed to community members. 

Synthesizing Appropriate Protections 
Three general regimes of protection can be 
delineated, based on the specific protec- 
tions appropriate to the distinct types of 
communities: (i) community consent and 
consultation, (ii) community consultation 
alone, and (iii) no added protections. [See 
Web table 2 (lo).] 

Community consent is only possible if possible for the Ashkenazi Jewish communi- 
the community has a legitimate political au- ty, other protections that may be character- 
thority, which could be a legislative assem- ized as "community consultation" are appro- 
bly, mayor, or tribal council that has the au- priate. Community consultation encompasses 
thority to make binding decisions on behalf the involvement of community representa- 
of its members. For instance, the Ashkenaz- tives to a limited degree in study planning, 
im have no legitimate political authority, informing the community as a whole of the 
and hence, suggesting that community con- study at its start and as progress is made, con- 
sent be sought from them is neither morally sulting with community representatives re- 
nor pragmatically justifiable. However, this garding the disposition of data, and providing 
does not undermine the importance of re- them with a draft report on which to com- 
spect for communities or the possibility that ment. Communities that share a religion, a 
community consent is appropriate for some. disease, ethnicity, or race may be relatively 

Not surprisingly, communities that have cohesive and share many, although not all, of 
legitimate political authorities are among the characteristics required for the implemen- 
the most cohesive communities and have all tation of guideline requirements. Reflecting 
or most of the characteristics relevant to the the intermedlate degree of cohesiveness, the 
implementation of guidelines requirements list of potential protections listed is roughly 
(Table 1). Thus, protections for aboriginal half that for aboriginal and geographical or 
and geographic or political communities in political communities (Table 2). 
research include the full list of guideline re- Occupational and virtual communities 
quirements; in other words, community con- are the least cohesive of the communities 
sent and consultation are required (Table 2). in the typology (Table 1). Generally, they 

Even though community consent is not have few of the morally relevant commu- 

COMMUNITY CHARACTERISTICS REQUIRED FOR PARTICULAR PROTECTIONS 
Communitycharacteristics 

Pr 

Consultation in protocol development 

J 

Process of providing information and obtaining informed consent 

Adequate time for review J 

Consent J 

Involvement in research conduct 

Transfer of skills and expertise J 


Employment J 

lnfonned about research progress J J 

Access to data and samples 

Dissemination and publication 

involvement in manuscript preparation J 


Final report J J 

Consent for researcher media interview J 

H,health-related common culture: LPA. legitimate political authority Rep, representative group or individuals; PS,mechanism 
for ~riorftv settine in health care: CL eeonramhk localization:CWSR, common economy or shared resources: CN,commun~ation . < - - - .  
network:SI, self-identification as a community. 

Table 2. Appropriate protections for communities depend on their characteristics. Italics indicate commu- 
nity protections that require consent; nonitalics, protections that require only community consultation. 
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nity characteristics, and accordingly, no 
added protections are required for research 
involving them. 

However, there may be exceptions to 
these guidelines. Actual communities are di- 
verse and can deviate from the ideal types. 
For instance, for hstorical and social reasons, 
farm workers or coal miners with strong 
union representation, geographc localization, 
union-based health insurance, and other so- 
cial security programs may be more cohesive 
than typical occupational communities. Their 
cohesiveness may be so extensive that they 
have all or most of the characteristics legit- 
imizing the additional protections of commu- 
nity consent and consultation. 

Furthermore, it is important to recognize 
that human associations are not static but dy- 
namic; bonds within a group may strengthen 
over time, and novel social structures may 
emerge as a new community develops, ne- 
cessitating reconsideration of the level of 
protections. For example, it is not meaning- 
ful to speak of many disease groups, such as 
asthmatics, as communities. However, at 
some time in the future they may come to- 
gether for support and to advocate for more 
research funding and a voice in setting re- 
search agenda. In this evolution, such a 
group accrues these same morally relevant 
characteristics that confer the ability and 
obligation to enact protections when the 
community is targeted for research. Similar- 
ly, a relatively cohesive community may ex- 
perience disagreements, rupture, and disinte- 
gration over time, losing characteristics and 
thereby losing attendant protections. 

Possible Questions 
How do co~n~nuni& pvotections relate to in- 
dividual infovmed consent? Ultimately, no 
person can be enrolled in research without 
his or her individual consent. Properly un- 
derstood community consent is an addition- 
al protection; a study may not proceed with- 
out informed consent from both the commu- 
nity and the individual research subject. 
However, protections for communities are 
asymmetric: If the community consents to 
research participation, individuals may still 
refuse to participate; if the community does 
not consent, then individuals who are identi- 
fied because they are members of the com- 
munity should not be approached for study 
enrollment. Conflicts may arise when indi- 
vidual and community interests conflict. For 
example, what if the community withdraws 
consent for study participation when individ- 
ual research subjects seem to be deriving 
medical benefit and wish to continue partici- 
pating? Inevitably, the answer to such con- 
flicts will depend on the circumstances. 

Is it more appropriate to corzceive of a 
commlmig. as a ~wlnerable goup  protected bj. 
cuvent regulatiorzs? Research ethics and pro- 

tections have largely been shaped in reaction 
to instances of unethcal and exvloitative re- 
search on prisoners, children, the elderly, the 
poor, and racial or e t h c  minorities (11).Vul-
nerable groups are socially, economically, and 
otherwise disadvantaged an4 therefore, are 
more susceptible to exploitation or harm. 
Regulations protecting such groups include 
added consent requirements and limits on the 
nontherapeutic research risk to which they 
may be exposed (12).Conversely, the driving 
issue for protections for communities is not 
vulnerability, but rather, that communities 
have interests that are entitled to respect and 
protection (13).Respecting and protecting the 
interests of a community call for a partnershp 
between community and researcher. Thls is a 
hdamentally different relation than with vul- 
nerable groups, for whch there is more of a 
protective guardianship (14).  Consequently, 
the protections typically afforded vulnerable 
groups, such as limits upon risk, would be in- 
appropriate for communities in research. 

Might a conznzunih. use added protections 
for veseavch to legitimize the oppression o f  
groups within the cornmztnih.:' For example, a 
community with a male-dominated leadershp 
may silence the voices of women within the 
community. Such a community may be reluc- 
tant to p e m t  research into the prevalence and 
causes of spousal abuse, because it may reflect 
poorly on the community. Careref reflection is 
needed to ensure that the desire to protect the 
community in research does not perpetuate 
oppression. All the relevant values, including 
respect for persons, beneficence, justice, and 
respect for communities, must be used in the 
assessment of potential oppression. Viewed in 
isolation, any of the ethical principles articulat- 
ed in the "Belmont report" (15)may be used 
to justify unehcal ends. One formulation of 
justice requires that the burdens and benefits 
of research participation be distributed equi- 
tably; another aspect of justice calls for the 
elimination of domination (16, 17). Thus, a 
community that seeks to perpetuate oppres- 
sion might be legitimately criticized on 
grounds of justice; community safeguards 
used to perpetuate such oppression have no 
moral force. 

Who counts as the comnzuni~  leader:' 
In some communities, a multiplicity of le- 
gitimate leaders may make it difficult to 
discern with whom researchers ought to in- 
teract; an aboriginal community may have 
both a tribal council and an elected mayor. 
The decision will depend on the values and 
traditions of particular communities and 
whose authority encompasses the questions 
raised. For instance, political leaders may 
be appropriate for interaction regarding re- 
imbursement for use of resources, whereas 
religious leaders have a stake in cases in- 
volving the disposition of tissue samples. 

What if the cornmuni& M.ants to suppress 

adverse ov undesivable vesearch ,findings,'' 
Thls ~roblem is not restricted to research with 
communities but also exists in relation to re- 
search fimded by pharmaceutical companies, 
managed care and other health care institu- 
tions, or other research organizations (18) .Ex-
perience in research with the aboriginal coni- 
munity provides a usehl guide to the negotia- 
tion of disparate interests. Researchers and the 
Kahnawake community have negotiated a 
mechanism in which consensus between the 
researcher and the community on data inter- 
pretation is sought (19).If consensus cannot 
be attained within a reasonable amount of 
time, the competing interpretations of the 
study will both be published. Further experi- 
ence may generate other examples of creatite 
and equitable solutions to these problems that 
are less threatening to academic freedom than 
many existing agreements between re-
searchers and for-profit companies. 

Putting Principle into Practice 
Undoubtedly, difficult questions do remain. 
By providing precision in distinguishing dif- 
ferent types of communities in research. their 
charactehstics, and protections appropriate for 
each, this analysis should make discussion of 
community consent and consultation more fo- 
cused. By distinguishg between community 
consent and community consultation, skepti- 
cism as to the feasibility and appropriateness 
of additional protections for communities in 
research ought to be allayed. 
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