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Chapter One: Aim and Scope 

Introduction 

Biomedical research has been a powerful force for improving human health and life, from the 

development of penicillin, to polio and measles vaccines and the discovery of the structure of DNA. 

The new millennium promises revolutionary medical advances. Genetic and genomic discoveries 

continue to fill newspaper by-lines; Craig Venter has announced the development of the first ever 

“synthetic cell,” raising hopes for the creation of completely new microbes for purposes such as 

vaccines;1 and there is little doubt that the next new “-omics” and the resulting medical hype soon 

will be upon us. 

 

Unfortunately, the health benefits from such research have not been distributed equitably. In the 

U.S., a disproportionate number of minority racial and ethnic group members continue to suffer 

from pressing health issues. To name just a few examples from the 2011 Health Disparities and 

Inequalities Report, African Americans experience a rate of stroke almost one-third higher than whites, 

and the infant mortality rate among African Americans is more than double that of the white 

population. Hispanics have close to double the prevalence of asthma as whites, and most racial and 

ethnic minorities experience disproportionately high rates of HIV diagnoses compared with whites.2 

Evidently, deep-seated social stratifications comprise the dominant reasons for these disparities, and 

social and economic reforms almost certainly will constitute the most effective solutions. Less clear 

                                                             
1 Nicholas Wade, Researchers Say They Created a “Synthetic Cell”, THE NEW YORK TIMES (2010). 
2 CENTERS FOR DISEASE CONTROL AND PREVENTION, HEALTH DISPARITIES AND INEQUALITIES REPORT (2011). 
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is the role for biomedical research in redressing health disparities. While many researchers and 

others remain convinced that biomedical research could provide at least some improvements in 

minority health outcomes, efforts are beset by ethical and scientific challenges.  

 

For one, many minority group members continue to distrust the mainstream U.S. medical research 

establishment, based on historical instances of research exploitation of members’ social and 

economic vulnerability. Famously, in the Tuskegee Syphilis Study, which ran from 1932 until 1972, 

government doctors undertreated, and in some cases failed to treat altogether, African American 

men presumed to have late-stage syphilis.3 The 2010 New York Times bestseller, The Immortal Life of 

Henrietta Lacks, focused public attention on the taking of cancerous cells from a poor black farmer, 

without her knowledge, consent, or any provisions for benefit-sharing. Despite the massive profits 

researchers have derived from the cell lines derived from her cells, Lacks’ family remains unable to 

afford health insurance.4 

 

More nefariously, research has been used to justify politically motivated racial hierarchies, including, 

in the U.S., slavery.5 In the fall-out from World War II, race and ethnicity were mainly re-

conceptualized as socio-political constructs rather than biological realities. However, in recent years, 

the genomics revolution has once again focused attention on biological differences between human 

populations. In this era of racially stratified genomic research, Patricia King’s warning that 

“historically the greatest harm has come from the willingness to impute biological differences rather 

than the willingness to overlook them” is prescient.6 One need only consider, for example, the 

                                                             
3 SUSAN REVERBY, EXAMINING TUSKEGEE: THE INFAMOUS SYPHILIS STUDY AND ITS LEGACY (2009). 
4 REBECCA SKLOOT, THE IMMORTAL LIFE OF HENRIETTA LACKS (2010). 
5 Nancy Krieger, Shades of Difference: Theoretical Underpinnings of the Medical Controversy on Black/white Differences in the 

United States, 1830-1870, 17 INT J HEALTH SERV 259 (1987). 
6 Patricia A. King, The Dangers of Difference, 22 HASTINGS CENTER REPORT 35 (1992). 
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implications of the recent comments of Dr. James Watson (who co-discovered the structure of 

DNA) that genetics could soon provide evidence that “black” people are less intelligent than their 

“white” counterparts.7 

 

My dissertation seeks to build on current biomedical research regulations to better promote 

scientifically and ethically informed research targeting minority racial and ethnic groups and their 

members. Specifically, I advocate the participation of affected group members in certain regulatory 

decision-making processes, including decisions over whether to allocate public funding for research, 

grant ethical approval, and to permit product marketing. While public participation in regulatory 

decision-making is well established in areas such as environmental decision-making, it remains on 

the fringes of U.S. research—in particular, U.S. biomedical research. But for reasons upon which I 

will expand later in this chapter, the benefits of participatory approaches are well suited to the 

dilemmas surrounding biomedical research targeting minority racial and ethnic group members. 

These include the potential to improve the quality and legitimacy of specific research projects, and 

to enhance the future capacity of biomedical researchers, regulators and affected group members to 

engage with relevant ethical and scientific issues. 

Understanding the Problem 

The new millennium has witnessed a renewed emphasis on the links between biomedical research 

results and the race and ethnicity of research subjects. Many researchers stress the importance of 

racial and ethnic categorizations for genomic research, given the connection between a person’s 

ancestry and his or her genomic structure. Others point to the potential for racially and ethnically 

                                                             
7 CAHAL MILMO, Fury at DNA Pioneer’s Theory: Africans Are Less Intelligent Than Westerners, THE INDEPENDENT  

(October 17, 2007), http://www.independent.co.uk/news/science/fury-at-dna-pioneers-theory-africans-are-less-
intelligent-than-westerners-394898.html (last visited August 23, 2012). 
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targeted research to address health disparities in the U.S. and beyond. Yet directing biomedical 

research to specific racial and ethnic groups raises troubling scientific and ethical consequences, as 

illustrated by the following three case studies:  

 the registration of BiDil for heart failure in African Americans, drawing attention to the lack 

of commonly accepted regulatory standards for structuring biomedical research and product 

marketing around race and ethnicity; 

 the publication of the Māori “warrior gene” research, showing the tension between 

researcher perceptions of scientific neutrality and group member concerns that research 

results—in particular, those tied to socially undesirable traits—may stigmatize group 

members and perpetuate racism; and 

 the Havasupai tribe’s lawsuit again the University of Arizona for the unauthorized use of 

DNA samples, highlighting a particular ethical issue in situations in which group members 

have very different cultural norms and understandings to researchers—in this case, regarding 

the value of biological samples and the role of population genetics in answering evolutionary 

questions. 

Case Study One: BiDil 

On 23 June 2005, the FDA approved the heart-failure drug BiDil for use by self-identified African 

Americans, marking the first ever approval of a racially specific treatment. To understand the 

scientific and ethical controversy sparked by this approval, some background is necessary. BiDil is a 

combination drug, composed of two drugs, both of which are available in generic form. Previous 

studies had demonstrated the combination’s efficacy in treating hypertension, but angiotensin-

converting enzyme (ACE) inhibitors were found to be a superior treatment and these became the 

standard of care for all heart failure patients. After re-analyzing the study data—specifically, results 
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from 49 African American men—BiDil investigators became convinced of BiDil’s race-specific 

action. The investigators acquired a new race-specific patent on BiDil and licensed the rights to the 

company NitroMed. NitroMed began a placebo-controlled study to investigate BiDil’s action only in 

self-identified African Americans, which, after impressive results, was halted early for efficacy.8 

 

Senior officials of the FDA vigorously defend BiDil’s race-specific approval, stressing the “very 

strong evidence” that it was “extremely effective in self-identified black patients and considerable 

evidence that the effects were far smaller, if present at all, in white patients.”9 They point to 

longstanding efforts to rectify health disparities, stating “Given the long history of urgent interest in 

searching for racial and other demographic differences, which surely accepted the possibility that 

such differences might be discovered, it seems surprising that there would be so much discomfort 

when one was found.”10 In contrast, numerous commentators raised concerns about the FDA 

decision. George Ellison and his colleagues criticized, for example, the decision to limit enrollment 

in the study to self-identified African Americans on the post-hoc analysis of earlier data given the 

potential for such analyses to generate “statistically significant yet arbitrary group differences.”11 

Others point to inconsistencies between BiDil’s approval and previous FDA product approvals, 

which have “for years based approval of therapeutics for the general population on evidence from 

trials in mostly white, mostly male patient populations.”12  

 

                                                             
8 For a brief history, see Gregory Michael Dorr & David S Jones, Introduction: Facts and Fictions: BiDil and the 

Resurgence of Racial Medicine, 36 J LAW MED ETHICS 443 (2008). 
9 Robert Temple & Norman L. Stockbridge, BiDil for Heart Failure in Black Patients: The U.S. Food and Drug 

Administration Perspective, 146 ANNALS OF INTERNAL MEDICINE 57, 57 (2007). 
10 Id. at 60. 
11 George T.H. Ellison et al., Flaws in the U.S. Food and Drug Administration’s Rationale for Supporting the Development and 

Approval of BiDil as a Treatment for Heart Failure Only in Black Patients, 36 J LAW MED ETHICS 449, 450 (2008). 
12 Kirsten Bibbins-Domingo & Alicia Fernandez, BiDil for Heart Failure in Black Patients: Implications of the U.S. Food 

and Drug Administration Approval, 146 ANN. INTERN. MED 52, 52 (2007). 
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Lawyers and social scientists also raised concerns about the potential for BiDil’s race-specific 

approval to reify race, effectively giving “the federal government’s stamp of approval to using race, 

in effect, as a genetic category.”13 As Osagie Obasogie opines:  

As the first drug patented as race-specific (a legal claim about race and genetics), the first to be 
approved by the federal government as race-specific (a state claim about race and genetics) and the 
first to be marketed as race-specific (an economic claim about race and genetics), BiDil represents a 
remarkable step forward in giving credence to the idea that social categories of race can be an 
appropriate proxy for yet to be known genes that are both unique to particular racial groups and the 

cause of specific health outcomes.14 

Case Study Two: Māori “Warrior Gene” 

The “warrior gene” has fascinated geneticists, lawyers and the public since Han Brunner first 

identified a dysfunctional gene that led the males of a Dutch family to be aggressive, violent, and 

impulsive.15 Since the mutation’s discovery in 1993, a range of more moderate variations in the gene 

have been reported and tested for associations with antisocial behavior. Broadly, studies report a 

gene/environment interaction, whereby males with the mutation who had been abused or neglected 

had an increased risk of antisocial behavior later in life.16 In 2006, for the first time, researchers 

overtly linked a variant to a specific racial or ethnic group—the New Zealand Māori.17  

 

Presenting at an international human genetics conference, researchers reported having identified a 

unique variation of the gene that was “strikingly over-represented” in Māori males. A lead researcher 

was quoted as saying that “obviously” the findings meant that Māori men were “going to be more 

                                                             
13 Jonathan Kahn, Misreading Race and Genomics After BiDil, 37 NAT. GENET 655 (2005). 
14 Osagie K. Obasogie, Beyond Best Practices: Strict Scrutiny as a Regulatory Model for Race-Specific Medicines, 36 THE 

JOURNAL OF LAW, MEDICINE & ETHICS 491, 493 (2008). 
15 Han G Brunner et al., X-linked Borderline Mental Retardation with Prominent Behavioral Disturbance: Phenotype, Genetic 

Localization, and Evidence for Disturbed Monoamine Metabolism., 52 AM J HUM GENET 1032 (1993). 
16 See Tony Merriman & Vicky Cameron, Risk-Taking: Behind the Warrior Gene Story, 120 N. Z. MED. J. U2440 (2007). 
17 D. Wensley & M. King, Scientific Responsibility for the Dissemination and Interpretation of Genetic Research: Lessons from the 

“Warrior Gene” Controversy, 34 J MED ETHICS 507 (2008). 
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aggressive and violent and more likely to get involved in risk-taking behavior like gambling.”18 The 

claim generated widespread media attention, and led to immediate opposition from Māori and other 

commentators. A Māori politician stressed social issues as the main contributors to Māori violence.19 

In the Maori and Indigenous Review, Sheryl Lee Ferguson raised concerns that media reports would 

feed into preexisting stereotypes of Māori as “trouble-makers,” “lazy,” “unintelligent,” and 

“aggressive.”20 Peter Campton and Chris Parkin advised that focusing on the “warrior gene” risks 

diverting attention from social and economic conditions, which are more amenable to change.21 

Moreover, they criticized the “positive public stereotype of the cutting edge scientist reporting a 

breakthrough” as masking the naivety of the claim that the gene variant caused violent behavior.22 

The original researchers appeared somewhat baffled by the negative coverage, countering that 

revealing evidence of positive genetic selection in Māori was merely “logical scientific 

interpretation.”23 

Case Study Three: Havasupai DNA Samples 

Efforts to recruit indigenous group members in genetic and other biomedical research often have 

been stymied by concerns about the use of stored biological samples—concerns that western 

researchers generally find perplexing. This kind of cultural disconnect over biological samples is 

exemplified in the Native American Havasupai tribe’s lawsuit against the University of Arizona. 

 

                                                             
18 AAP, “Warrior Gene” Blamed for Maori Violence, NATIONAL NINE NEWS  (August 8, 2006), 

http://news.ninemsn.com.au/article.aspx?id=120718 (last visited April 22, 2012). 
19 AGENÇE FRANCE-PRESSE, MAORI SLAM “WARRIOR” GENE STUDY  (August 9, 2006), 

http://www.abc.net.au/science/news/health/HealthRepublish_1710435.htm (last visited April 22, 2012). 
20 Sheryl Lee Ferguson, Once Were Warriors, or Warriors Still?, MAI REVIEW (2009). 
21 Peter Crampton & Chris Parkin, Warrior Genes and Risk-Taking Science, 120 N. Z. MED. J. U2439 (2007). 
22 Id. 
23 Rod Lea & Geoffrey Chambers, Monoamine Oxidase, Addiction, and the “Warrior” Gene Hypothesis, 120 N. Z. MED. J. 

U2441 (2007). 
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By way of background, tribe members gave DNA samples to University researchers for the purpose 

of finding genetic clues to the tribe’s high rate of diabetes. The researchers were unable to ascertain 

a genetic link to the rate of diabetes; however, they proceeded to distribute the samples for other, 

unauthorized, studies. None of the researchers who received Havasupai DNA asked for 

documentation that the Havasupai had given their consent for the distribution of their DNA.24 

Tribal members objected, in particular, to a study evaluating the genetic basis of schizophrenia; a 

study assessing inbreeding; and a study on evolutionary genetics that suggested (contrary to the 

tribe’s origin story) that the tribe’s ancestors migrated across the Bering Sea.25 While most 

researchers justified use of the samples for a broad spectrum of research on the grounds that it 

advanced science, tribal members sought to assert the right to control the construction of their 

identity.26 

 

Tribal members filed a $50 million lawsuit against the University alleging wrongs including fraud and 

breach of fiduciary duty.27 After several years, the University agreed to pay a settlement of 

$700,000.28 The settlement also provided for repatriation of blood samples, tribal member 

scholarships and various collaborations between the Arizona Board of Regents and the tribe.29 On 

April 22, 2010, a delegation of Havasupai claimed the stored blood samples for burial in the floor of 

the Grand Canyon. Jenny Reardon and Kim TallBear recount, “As the freezer was unlocked, the 

delegation sang ceremonial songs.”30  

                                                             
24 Jenny Reardon & Kim TallBear, “Your DNA Is Our History”: Genomics, Anthropology, and the Construction of Whiteness 

as Property, 53 CURRENT ANTHROPOLOGY S233, S239 (2012). 
25 Michelle M. Mello & Leslie E. Wolf, The Havasupai Indian Tribe Case — Lessons for Research Involving Stored Biologic 

Samples, 363 NEW ENGLAND JOURNAL OF MEDICINE 204 (2010). 
26 See Reardon & TallBear, supra note 24. 
27 Havasupai Tribe of Havasupai Reservation v. Arizona Bd. of Regents, 204 P.3d 1063 (Ariz. App. Div. 1 2008). 
28 Amy Harmon, Indian Tribe Wins Fight to Limit Research of Its DNA, NEW YORK TIMES (2010). 
29 Reardon & TallBear, supra note 24, at S241. 
30 Id. 
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The practices in dispute in the Havasupai lawsuit are by no means isolated events. In 2010, Science 

reported that Pennsylvania State University researchers were preparing to return hundreds of 40-year 

old blood samples to the Amazon’s Yanomamo Indians.31 One anthropologist who had helped 

collect the original samples defended his work, suggesting that, like all populations, the Yanomamo 

“depend on medicines” and “should participate in what it takes to develop medicines, instead of just 

being the recipients.”32 Similar concerns are arising with large-scale DNA database initiatives 

including, for example, the ill-fated Human Genetic Diversity Project, discussed further in Chapter 

Two. 

Justifying a Participatory Framework 

The preceding discussion highlights the substantial chasm between many researchers, minority racial 

and ethnic group members, and others, when it comes to certain types of biomedical research—

most pressingly, research targeting specific racial and ethnic groups. Yet, for reasons explored in 

Chapter Two, racial and ethnic categorizations are becoming increasingly common in U.S. 

biomedical research, including as a purported means of reducing health disparities. My dissertation 

explores the potential for participatory approaches to improve the scientific validity and ethical 

acceptability of research directed towards minority racial and ethnic group members.  

 

Regulatory requirements for public participation operate in areas such as environmental science and 

low-income housing development, but are very limited in the context of medical research decision-

making. While some medical researchers voluntarily have adopted participatory approaches (in the 

                                                             
31 Jennifer Couzin-Frankel, Researchers to Return Blood Samples to the Yanomamö, 328 SCIENCE 1218 (2010). 
32 Id. 
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U.S., typically discussed under the rubric of community-based participatory research (CBPR),33 these 

are confined to a small subset of research, and are almost completely absent in the context of 

biomedical research.34 

Goals of Participatory Approaches 

The most common touchstone for explaining why members of the public should be engaged in 

regulatory decision-making is Sherry Arnstein’s 1969 ladder of citizen participation.35 Arnstein’s 

principal concern was empowering those persons presently excluded from political and economic 

processes to ensure their deliberate inclusion in the future. Accordingly, she conceptualized citizen 

participation as “a categorical term for citizen power.”36 Arnstein went on to note: 

It is the redistribution of power that enables the have-not citizens, presently excluded from the 
political and economic processes, to be deliberately included in the future. It is the strategy by which 
the have-nots join in determining how information is shared, goals and policies are set, tax resources 
are allocated, programs are operated, and benefits like contracts and patronage are parceled out. In 
short, it is the means by which they can induce significant social reform which enables them to share 

in the benefits of the affluent society.37 

 

Since Arnstein’s groundbreaking publication, many scholars have sought to develop more nuanced 

rationales for public participation. Some emphasize participation as an objective in and of itself, 

stemming from persons’ rights to participate in decisions that affect their lives.38 Jonathan Tritter 

and Alison McCallum note the collaborative, as compared with adversarial, aspects of public 

participation, including its potential to “break down boundaries, share experience, and build 

                                                             
33 Regional variation in terminology includes: action research, which is widely used in the U.K., Australia and New 

Zealand; participatory action research and participatory research, which are widely used in many developing countries); and 

community-partnered participatory research: COMMUNITY-BASED PARTICIPATORY RESEARCH FOR HEALTH : FROM PROCESS TO 

OUTCOMES (Meredith Minkler & Nina Wallerstein, 2nd ed. ed. 2008). 
34 Carol R. Horowitz et al., Community-Based Participatory Research From the Margin to the Mainstream, 119 CIRCULATION 

2633 (2009). 
35 Sherry Arnstein, A Ladder Of Citizen Participation, 35 J. OF THE AM. PLANNING ASSOCIATION 216 (1969). 
36 Id. at 216. 
37 Id. 
38 See, eg, John Strange, The Impact of Citizen Participation on Public Administration, 32 PUBLIC ADMINISTRATION 

REVIEW 457 (1972). 



 

 
 

 
Researching Race Responsibly 

 

  

11 

understanding.”39 In terms of policy outcomes, public participation can rectify certain deficiencies in 

the authorized set of decision-makers—for instance, a lack of requisite knowledge or the respect 

necessary to demand compliance.40  

 

In its 2008 report on public participation in environmental decision-making, the National Academy 

of Sciences synthesized the rationale for participatory approaches as being to improve the quality, 

legitimacy, and capacity of decisions. It explained that quality includes identifying the values, interests 

and concerns of affected parties, and identifying the range of possible actions and their affects. 

Legitimacy is whether the process is, and is perceived to be, fair and competent. Finally, capacity 

encompasses the information and skill-level of participants including a more widely shared 

understanding of the issues.41 These justifications prove an instructive basis for considering more 

closely the potential role for participatory approaches in regulating biomedical research targeting 

minority racial and ethnic groups and their members. 

Quality 

Public participation may improve the substantive quality of decisions. Echoing the sentiment 

expressed by John Stuart Mill, seemingly marginal ideas may have truth or partial truth, and, even if 

they are false, an argument will usually be strengthened through the process of having to justify it in 

the face of dissenting views.42 Participation should allow decisions to be based on more complete 

information as new information is generated or made available in the course of the participatory 

                                                             
39 Jonathan Quetzal Tritter & Alison McCallum, The Snakes and Ladders of User Involvement: Moving Beyond Arnstein, 76 

HEALTH POLICY 156, 164 (2006). 
40 Archon Fung, Varieties of Participation in Complex Governance, 66 PUBLIC ADMINISTRATION REVIEW 66 (2006). 
41 THOMAS DIETZ & PAUL C. STERN, PUBLIC PARTICIPATION IN ENVIRONMENTAL ASSESSMENT AND DECISION 

MAKING 1–2 (2008). 
42 JOHN STUART MILL, J. S. MILL: “ON LIBERTY” AND OTHER WRITINGS (1989). 
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process, thereby minimizing the potential for unexpected negative outcomes.43 At least theoretically, 

“each person can share what he or she knows with the others, making the whole at least equal to the 

sum of the parts.”44 More broadly, academics and policymakers have embraced the public as an 

important source of “technocratic input,”45 reflecting a shift away from paternalistic assumptions 

that scientific and technical “experts” always are the best decision-making authorities.46 This is 

especially true in the context of decisions involving high stakes, widespread scientific uncertainty and 

deep-seated value disputes.47 

 

Some empirical studies support the potential for the public to contribute positively to technical 

decision-making. After assessing 172 cases of stakeholder-based decisions in the context of 

environmental decision making, Thomas Beierle and Jerry Cayford reported that the public is 

“perfectly capable” of improving the quality of decision making. Approximately 68% of cases 

received high scores based on quality measures including cost effectiveness, the opinion of 

participants or study authors, and technical analyses. The authors also noted the potential for 

citizens to improve decision-making by reframing issues more holistically. Interestingly, the more 

intensive the stakeholder process, the more likely it was to produce high-quality decisions.48  

 

                                                             
43 M Reed, Stakeholder Participation for Environmental Management: A Literature Review, 141 BIOLOGICAL 

CONSERVATION 2417 (2008). 
44 PATRICIA M. WALLACE, THE PSYCHOLOGY OF THE INTERNET 81 (2001). 
45 Graham P Martin, “Ordinary People Only”: Knowledge, Representativeness, and the Publics of Public Participation in 

Healthcare, 30 SOCIOL HEALTH ILLN 35 (2008); Lindsay Prior, Belief, Knowledge and Expertise: The Emergence of the Lay Expert 
in Medical Sociology, 25 SOCIOLOGY OF HEALTH & ILLNESS 41 (2003). 

46 R. J. Tighe & K.K. Biersdorff, Setting Agendas for Relevant Research: A Participatory Approach, 7 CANADIAN JOURNAL 

OF REHABILITATION 127 (1993). 
47 Karin Bäckstrand, Civic Science for Sustainability: Reframing the Role of Experts, Policy-Makers and Citizens in 

Environmental Governance, 3 GLOBAL ENVIRONMENTAL POLITICS 24 (2003). 
48 THOMAS BEIERLE & JERRY CAYFORD, DEMOCRACY IN PRACTICE : PUBLIC PARTICIPATION IN ENVIRONMENTAL 

DECISIONS 27 (2002). See also Thomas C. Beierle, The Quality of Stakeholder-Based Decisions, 22 RISK ANALYSIS 739 (2002). 
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Pertinently, Steven Epstein has illustrated the extent to which the personal experience and 

knowledge of AIDS activists contributed to clinical drug research by “articulating the need for a 

trade-off between ‘absolute scientific integrity’, with its promise of sound medicine for future 

generations, and scientific pragmatism to help palliate suffering in the present.”49 One of the issues 

Epstein discusses is research subject compliance with study protocol, which was highly problematic 

for early AIDS research. Epstein explains that activists, as research subjects’ representatives or as 

subjects themselves, possessed grounded knowledge that many researchers found valuable in study 

design—“an extraordinary instinct … about what would work in the community,” and “probably a 

better feel for what a workable trial was than the investigators [had].”50 Minority group members 

similarly may provide instructive grounded knowledge for the development of research projects. 

Legitimacy 

By marking a decision as being “of the people,” participatory processes can increase the decision’s 

legitimacy. The Institute of Medicine (IOM) has advised that: 

Not every group with a position on a particular controversial issue can be equally satisfied by a 
body’s report, but its recommendations will nevertheless be perceived as authoritative to the extent 
that all sides have been heard and, ideally, represented in the body’s deliberations. Conversely, groups 
whose voices have been excluded from the process will tend to view the results as a mere power play 

and, thus, lacking legitimacy.51 

 

Presumably, a legitimate decision will be more widely accepted and, accordingly, more easily 

implemented than one that is perceived as illegitimate. A visible decision-making process also is 

likely to be “more structured and auditable,” decreasing the likelihood of decision makers skipping 

                                                             
49 Martin, supra note 45. See also: D. L. Kleinman et al., Engaging Citizens: The High Cost of Citizen Participation in High 

Technology, 20 PUBLIC UNDERSTANDING OF SCIENCE 221 (2009). 
50 STEVEN EPSTEIN, IMPURE SCIENCE: AIDS, ACTIVISM, AND THE POLITICS OF KNOWLEDGE 251 (1998). 
51 RUTH BULGER & INSTITUTE OF MEDICINE, SOCIETY’S CHOICES: SOCIAL AND ETHICAL DECISION MAKING IN 

BIOMEDICINE 160 (1995). 
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stages or dealing with them perfunctorily.52 Notably, however, while collaborative processes can 

promote positive relationships, negative experiences can exacerbate distrust. Hunt and Haider, 

among others, have documented the “frustration effect,” in which distrust was generated by 

perceived biases in participatory processes.53 Trust building is far more challenging when processes 

bring together participants who have a history of mistrust as compared with those in which parties 

have had a more or less harmonious relationship over time.54  

 

Legitimacy is a particularly important issue in the context of research relating to minority racial and 

ethnic groups, given historical instances of research misconduct and ongoing mistrust. Yet this very 

history will make establishing legitimacy a difficult endeavor. Having said that, CBPR initiatives have 

shown the potential for trust building, even in relationships characterized by significant mistrust. 

One CBPR project promoting cervical cancer screening in Crow Indians in Montana, for example, 

led to increased trust between (white) researchers and community partners, as well as with 

community members more broadly. In an ultimate show of trust, male community members later 

approached the researchers and asked them to develop a project on the reservation dealing with 

men’s health issues.55 

Capacity Building and Empowerment 

Many participatory approaches operate on the basis of participant deliberation, a central tenet of 

which is the potential to “change minds and transform opinions.”56 Although deliberation will not 

                                                             
52 Clare Bayley & Simon French, Designing a Participatory Process for Stakeholder Involvement in a Societal Decision, 17 

GROUP DECIS NEGOT 195 (2007). 
53 Len Hunt & Wolfgang Haider, Fair and Effective Decision Making in Forest Management Planning, 14 SOCIETY & 

NATURAL RESOURCES 873 (2001). 
54 BEIERLE & CAYFORD, supra note 48, at 38. 
55 Suzanne Christopher et al., Building and Maintaining Trust in a Community-Based Participatory Research Partnership, 98 

AMERICAN JOURNAL OF PUBLIC HEALTH 1398 (2008). 
56 Simone Chambers, Deliberative Democratic Theory, 6 ANNUAL REVIEW OF POLITICAL SCIENCE 307, 318 (2003). 
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inevitably lead to consensus, many believe that deliberation can “broaden perspectives, promote 

toleration and understanding between groups, and generally encourage a public-spirited attitude.”57 

Annelise Poetz’s grounded theory study of the decision-making processes for the re-licensing of two 

local nuclear power generation facilities illustrates this possibility. She reports that “healthy conflict” 

can promote participant understanding of the technology as well as researcher understanding of 

stakeholder concerns, thereby reducing the potential for conflict based on misunderstandings.58 

 

Public participation also is closely intertwined with empowerment goals: that is, processes “through 

which marginalized or oppressed individuals and groups gain greater control over their lives and 

environment, acquire valued resources and basic rights, and achieve important life goals and reduced 

societal marginalization.”59 Empowerment objectives were a driving force for establishing CBPR, 

and continue to motivate researchers to adopt CBPR approaches. While “conventional” health 

research seeks to generate “knowledge for understanding,” CBPR focuses on “knowledge for 

action.”60 A CBPR program designed to reduce health disparities in Native Hawaiians is illustrative 

in this regard. The program sought to empower participants and the broader community, including 

through workshops on cultural competency, grant writing, community mobilization, and aspects of 

patient care. While expensive and time-consuming, efforts led to increased individual competence, a 

lessening of mistrust among community members, and the securing of additional funds to support 

cancer-related research and programming in Native Hawaiians.61 

                                                             
57 Id. 
58 Anneliese Poetz, What’s Your “Position” on Nuclear Power? An Exploration of Conflict in Stakeholder Participation for 

Decision-making About Risky Technologies, 2 RISK, HAZARDS & CRISIS IN PUBLIC POLICY (2011). 
59 Kenneth I. Maton, Empowering Community Settings: Agents of Individual Development, Community Betterment, and Positive 

Social Change, 41 AMERICAN JOURNAL OF COMMUNITY PSYCHOLOGY 4, 5 (2008). 
60 Andrea Cornwall & Rachel Jewkes, What Is Participatory Research?, 41 SOCIAL SCIENCE & MEDICINE 1667 (1995)., 

1667. 
61 Kathryn L. Braun et al., Building Native Hawaiian Capacity in Cancer Research and Programming, 107 CANCER 2082 

(2006). 
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Aligning Participatory Goals with Proposed Reforms 

Improvements to decision-making quality, legitimacy and capacity-building are all important for the 

regulation of biomedical research involving minority groups and group members, suggesting a 

beneficial role for participatory approaches. The question is how to maximize these goals while 

minimizing financial and other costs associated with implementation. Thomas Beierle notes, for 

example, that surveys and focus groups are best suited for incorporating public values into decision-

making and generating policy alternatives. In comparison, deliberative mechanisms provide more 

substantial opportunities for two-way communication, but offer limited opportunity for broader 

public education and trust formation.62  

 

In this dissertation, I suggest a range of participatory approaches, targeted towards different goals. 

The centerpiece of my proposed reforms, the “Race Impact Assessment” (RIA), provides an 

opportunity for deliberation on specific research projects among researchers, affected minority racial 

and ethnic group members, and other interested stakeholders such as anthropologists, social 

scientists and so forth. By enhancing the information environment, RIAs could improve the quality 

and legitimacy of researchers’ decisions about a given study. They also should enhance the capacity 

of all participants to engage with related issues in the future, including a greater sensitivity to 

minority group member concerns on the part of biomedical researchers and a greater understanding 

of biomedical research design issues on the part of minority group members. I also propose a 

greater role for minority group representatives on relevant advisory committees, councils and 

boards, to improve the quality and legitimacy of regulatory decision-making. Finally, I discuss the 

potential for broader educational initiatives and information sharing with minority group members 

                                                             
62 Thomas C. Beierle, Using Social Goals to Evaluate Public Participation in Environmental Decisions, 16 REVIEW OF POLICY 

RESEARCH 75 (2005). 
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as a means of empowering members to engage more actively with biomedical research policy and 

practice. 

Scope and Structure 

Dissertation Structure 

The starting point for my dissertation is the need for regulatory reform to address ongoing 

challenges with biomedical research involving minority racial and ethnic group members. Chapter 

Two describes the troubled history of such research, including the exploitative enrollment of 

minority group members in disadvantageous studies such as the Tuskegee Syphilis study. 

Disingenuous biomedical research projects also played a key role in justifying racial hierarchies by 

seeking to rationalize the assumed biological inferiority of colored persons. Policy and legislative 

initiatives in the second half of the 20th Century, including requirements for independent ethical 

oversight of research projects, vastly improved research integrity, but many minority group members 

continue to mistrust the mainstream medical research establishment. Tensions now are being 

exacerbated by biomedical research projects explicitly targeting minority groups, driven by regulatory 

requirements introduced to address health disparities and an explosion in genetic technologies 

structured along racial and ethnic groupings. 

 

As such, Chapter Two brings to light a central tension. In the view of many researchers, targeting 

biomedical research towards specific racial and ethnic group members is essential to rectify the 

disparities that have plagued the history of medicine. Yet for many minority group members, new 

forms of incorporating race and ethnicity into biomedical research are a perpetuation of past harms. 
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Chapter Three sets out the key tool for minority racial and ethnic group member participation 

advocated in this dissertation: “Race Impact Assessments” (RIAs). Drawing from impact assessment 

requirements implemented in other contexts—in particular, environmental impact statements 

(EISs)—RIAs seek to estimate the likely consequences of biomedical research projects on minority 

racial or ethnic groups or group members, and to inform decision-making accordingly. While several 

commentators have advocated RIAs in the context of biomedical research, none has developed a 

practical framework for how RIAs should operate. The remainder of Chapter Three is dedicated to 

sketching out a workable regulatory model.  

 

Perhaps the most pressing implementation question is the threshold warranted for requiring 

researchers to undertake an RIA, given the need to ensure that the financial and other costs 

associated with compliance are outweighed by the potential for harm. Drawing on pre-existing 

requirements in the context of AI/AN tribes, I suggest that researchers should undertake an RIA 

for any biomedical research project that has a “substantial direct effect” on a minority racial or 

ethnic group or its members (the “substantial direct effects threshold”). I go on to consider the 

circumstances under which this threshold may be met, including studies intended to support race-

based product marketing (such as BiDil) and studies that investigate issues associated with social 

stigma. Another important issue is the potential for researchers to secure effective, non-tokenistic 

minority group member input. This is by no means an easy feat, considering the technicality of the 

subject matter and the pressing power disparities between highly educated biomedical researchers 

and historically oppressed minority group members. I point to some models that participants have 

evaluated favorably, including dialogue-based deliberative models and citizen panels. Yet given 

remaining uncertainties, future efforts are warranted to develop and evaluate strategies for engaging 

minority group members.  
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Chapters Four, Five and Six of my dissertation assess avenues for minority group member 

participation at discrete decision points along the biomedical research pathway, as well as the 

potential costs and benefits of additional participatory obligations. Chapter Four considers 

biomedical research funding. Arguably, research funding is the most important aspect of the 

biomedical research pathway for public participation, due to its early stage in the research pathway 

and, accordingly, the opportunity for participants to have maximal influence and impact. I focus, in 

particular, on the National Institutes of Health (NIH), which distributes more than $30 billion of 

research funds each year, including the funding for one-third of U.S. domestic “race-based” 

biomedical research. Public participation requirements could have an enormous impact, both in 

terms of the studies funded directly under its remit and as a source of guidance for other funding 

bodies. 

 

In the main, current NIH avenues for public (including minority group member) participation are 

based on public representation on advisory councils and committees. Yet public members have 

limited representative potential when it comes to minority racial and ethnic group member views on 

biomedical research funding. Public members typically come from an educated elite, suggesting a 

background far removed from that of many minority group members. Even with their high 

educational achievements, public members can find it difficult to oppose scientific member 

opinions, or find that scientific members give their opinion limited weight. Accordingly, other 

options must be pursued to provide minority group members with the opportunity for meaningful 

input into decisions regarding the funding of biomedical research projects affecting them. These 

include a requirement that applicants for NIH funding undertake an RIA for research that meets the 

substantial direct effects threshold, and for more targeted minority group membership requirements 
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on NIH advisory committee and councils. Some NIH Institutes and Centers have undertaken 

inventive public outreach activities, including AI/AN “listening circles” and other activities seeking 

input from minority racial and ethnic group members. Ongoing efforts of this nature have 

considerable potential to enhance the legitimacy of NIH funding decisions and to empower group 

members to contribute more actively in the policy process.  

 

Since about two-thirds of race-based biomedical research projects fall outside the ambit of NIH 

funding, comprehensive avenues for minority group member input on projects that affect them 

requires also turning to later stages of the biomedical research pathway. Chapter Five focuses on the 

requirement for research institutions to secure an IRB approval of ethical acceptability before 

commencing research involving human subjects.  

 

The central goal of IRB review is to promote the protection of research participants, in response to 

historical abuses all too often perpetrated on minority racial and ethnic group members. After 

considering the history and mandate of IRBs, I discuss the specific IRB review implications of 

research targeting minority groups and group members. In the literature, particular attention has 

been given to the potential for research reported along racial and ethnic lines to lead to the 

stigmatization of and discrimination against group members, as illustrated by the Māori “warrior 

gene” controversy. Other pertinent considerations include the need for fair subject selection and the 

informed consent of group members (and arguably, in certain circumstances, of the group itself).  

 

How can participatory approaches improve the IRB review process? Once again, RIAs can play a 

pivotal role. In addition to extending the procedural benefits of RIAs to non-NIH funded research, 

IRB decision-making may benefit substantively from RIA input. For example, an RIA may elicit 
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concerns from group members that a research tool (such as a survey) has been drafted in a way that 

participants could perceive as threatening. Unless a researcher amends the tool appropriately, an IRB 

should factor potential emotional harm into study risk calculations. Risks to groups and group 

members identified in RIAs also warrant recognition in informed consent documents. To further 

promote participatory goals, IRBs themselves should be constituted to include greater minority 

racial and ethnic group member participation. Sometimes, this will involve establishing IRBs for the 

express purpose of reviewing research affecting a particular racial or ethnic group—especially highly 

cohesive groups such as AI/AN tribes. This degree of specificity provides a strong foundation for 

IRB recognition of harms that may result from a research project: harms that may be invisible or 

appear trivial to outsiders. The potential for research to conflict with origin beliefs provides a good 

example in this regard. For less cohesive groups, such as African Americans and Ashkenazi Jews, 

group-specific IRBs are likely to be unwarranted. Instead, attention should focus on diversifying the 

membership of IRBs more generally. 

 

Chapter Six turns to the highly contentious issue of race-related product marketing, brought to the 

foreground by BiDil. FDA decisions to approve drugs and devices for marketing, and the conditions 

of such approval, are scientifically complex. This complexity is exacerbated further in the context of 

product marketing requests directed towards members of a specific racial or ethnic group, the 

legitimacy of which is the subject of huge disagreement within the scientific community and more 

broadly. Since marketing decisions occur very late in the biomedical research pathway, typically after 

large sums of money have been spent in product development, applicants are entitled to a high 

degree of decision-making certainty. For this reason, I propose that the FDA should develop race-

related product marketing guidelines. As just one example, the guidelines could specify (as advocated 

by some legal commentators) that decisions to limit product approvals to a specific race or ethnicity 
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will be subject to strict scrutiny. Consistent with this dissertation’s broader premise, the guidelines 

should be developed in a participatory manner, including seeking input from minority racial and 

ethnic group members. 

 

The role for minority group member input into FDA decisions extends beyond guideline 

development to also encompass advisory committee deliberations on specific product marketing 

applications. Advisory committee meetings already provide an avenue for enhanced minority group 

member input, particularly given the capacity for interested members of the public to attend 

committee meetings and provide comments.  Yet more could be done to facilitate feedback from 

affected group members. The FDA must convene an advisory committee meeting before approving 

for marketing a new molecular entity, which would include new drugs marketed at specific racial and 

ethnic group members. However, it is under no obligation to convene a meeting before making 

other relevant decisions such as approving a combination drug the constituent parts of which 

already have been approved. Or, as occurred with the drug carbamazepine, adding a 

pharmacogenetic test requirement directed at particular group members.63 Improved promotion of 

upcoming committee meetings and their relevance to group members also warrants due attention. 

Finally, as with other stages of the biomedical research pathway, FDA marketing approval should be 

contingent on researchers having undertaken an RIA for projects that meet the substantial direct 

effects threshold. 

 

                                                             
63 FOOD AND DRUG ADMINISTRATION, INFORMATION FOR HEALTHCARE PROFESSIONALS: DANGEROUS OR EVEN 

FATAL SKIN REACTIONS - CARBAMAZEPINE  (December 12, 2007), 
http://www.fda.gov/Drugs/DrugSafety/PostmarketdrugsafetyinformationforPatientsandProviders/ucm124718.htm 
(last visited July 17, 2012). 
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Some may argue that the technical nature of product marketing decisions precludes overt political 

debates. Yet policy considerations already permeate FDA decision-making, including the health 

disparities concerns that were instrumental in supporting BiDil’s race-based approval. 

 

Chapter Seven concludes my dissertation by considering strategies for effective implementation and 

the overall potential impact of my proposed reforms. Efforts to introduce participatory 

requirements in related contexts, such as research in emergency settings, highlight the importance of 

a shared understanding of the requirements among researchers, regulators and affected group 

members. Lack of clarity in this regard leads to considerable confusion, duplication of effort, and 

inconsistent regulatory actions. To promote widespread information sharing, I propose the 

establishment of a publicly available registry of RIAs, including the participatory strategies 

researchers adopted, an evaluation of the RIA’s successes and shortcomings, and relevant regulatory 

outcomes. Moreover, effective implementation depends on widespread commitment to improving 

the effects of biomedical research on minority racial and ethnic groups and their members. This 

demands far greater education about the potential implications of linking race and ethnicity to 

biomedical outcomes, including in relevant tertiary curricula and the public media. Minority group 

members also must be educated about the nuanced costs and benefits of race-based biomedical 

research to facilitate informed participation in RIAs, as representatives on relevant advisory 

committees, and in broader public advocacy initiatives.  

 

To this point, my dissertation’s proposals largely have ignored the reasons why researchers and study 

sponsors choose to structure a study around participants’ race or ethnicity. Instead, I seek to prompt 

them to consider more closely whether racial and ethnic groupings are necessary, and, if so, the most 

scientifically and ethically appropriate manner for their use. Yet, certain commercial and regulatory 
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issues can factor into a decision to carry out race-based research. Sometimes, racial or ethnic 

distinctions provide a means of obtaining or extending patent monopolies. Many commentators 

remain convinced that the availability of patent protection was a deciding factor in the race-based 

development of BiDil. Drug regulators in Japan and some other Asian countries require those seeking 

to market certain new drugs to demonstrate their safety and efficacy in a domestic population. 

Suffice to say, improving the effects of biomedical research on minority racial and ethnic groups 

requires traversing a daunting range of disciplines from biomedical study design through to history, 

civil rights, marketing, and globalization. While my dissertation aims to prompt constructive 

dialogue, it is by no means a complete or sufficient solution. 

Generating an Evidence-Base 

In order to provide baseline information for my dissertation’s proposed reforms, I searched the 

National Clinical Trials Registry (ClinicalTrials.Gov) in August 2011 for “race-based” biomedical 

research projects, defined as studies that placed racial or ethnic restrictions on study enrollment.  

 

The breadth of studies registered on ClinicalTrial.Gov makes it an appropriate resource for 

obtaining a current picture of the amount of race-based biomedical research presently being 

conducted in the U.S. and its defining characteristics. By virtue of the FDA Amendments Act of 

2007, most trials of drugs and devices subject to FDA regulation must be registered on 

ClinicalTrials.Gov, with the exception of Phase I drug trials.64 Failure to submit clinical trial 

information may lead to civil monetary penalties of up to $10,000.65 Further incentive to register 

comes from the 2004 announcement of the International Committee of Medical Journal Editors 

                                                             
64 Food and Drug Administration Amendments Act § 801, codified as 42 U.S.C. 282(j)(5)(B). 
65 Federal Food, Drug, and Cosmetic Act § 303, codified as 21 USC § 333, by virtue of certification of compliance 

requirements required at the time of applications submitted under ss 505, 515, and 520(m) of the FD&C Act (21 U.S.C. 
355, 360e, or 360j(m)), and reports under section 510(k) of the FD&C Act (21 U.S.C. 360(k)). 
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(ICMJE) that its journals would only publish results of clinical trials that had been included in a 

public registry.66 As of July 28, 2012, a total of 129,987 trials were registered on ClinicalTrials.Gov, 

being conducted in 179 countries.67 

 

I designed search terms for consistency with the 1997 Office of Management and Budget (OMB) 

Standards for the Classification of Federal Data on Race and Ethnicity (OMB Standards), and confirmed 

these terms with a professional law librarian.68 Search terms were as follows: “Native,” “Indian,” 

“Asia,” “Korean,” “Chinese,” “Filipino,” “Japanese,” “Vietnamese,” “Africa,” “Black,” “Hispanic,” 

“Latino,” “Spanish,” Pacific,” “White,” and “Caucasian.” To obtain a realistic picture of the current 

research landscape, information was limited to open studies, being those that were “currently 

recruiting” and “not yet recruiting.” 

 

I discarded 125 studies as non-biomedical (as in, not relating to “the application of the principles of 

biology, biochemistry, etc., to medical research or practice”69), including behavioral interventions—

for example, lifestyle interventions to prevent gestational diabetes in Hispanics, and to treat 

depression in African American elders; along with a number of observational studies—for example, 

studies investigating stigma in cervical cancer screening among Hispanics and African Americans, 

and end-of-life treatment preferences in Hispanics. Information extracted about the identified 

studies included study sponsor (industry, university/research organization, NIH, other U.S. federal 

agency, as per ClinicalTrial.Gov groupings); study type (interventional and observational); 

                                                             
66 Catherine D DeAngelis et al., Clinical Trial Registration: A Statement from the International Committee of Medical Journal 

Editors, 292 JAMA 1363 (2004). 
67 NATIONAL INSTITUTES OF HEALTH, ABOUT CLINICALTRIALS.GOV  (2008), 

http://clinicaltrials.gov/ct2/info/about (last visited August 15, 2012). 
68 The Standards for the Classification of Federal Data on Race and Ethnicity are used throughout the U.S. Government for 

collecting and presenting data on race and Hispanic origin. 
69 Biomedicine, OXFORD ENGLISH DICTIONARY (3rd ed. 2010). 
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race/ethnicity being investigated; definitions of race/ethnicity; any public funding disclosed for the 

research; and other information being collected which may explain any racial or ethnic differences, 

such as socioeconomic status and genetic ancestry informative markers (AIMs)—that is “autosomal 

genetic markers that show substantial differences in allele frequency across population groups.”70 

 

The results of this targeted search are discussed in broad terms in Chapter Two. More specific 

findings permeate this dissertation to support or refute potential reform approaches. Appendix A 

sets out a complete list of open race-based studies identified on ClinicalTrials.Gov. 

Terminology 

Several semantic aspects of this dissertation require early clarification. Namely, my use of the terms 

“race” and “ethnicity,” including their relationship to other commonly employed descriptions such 

as “ancestral populations.” A discussion of how I define racial and ethnic “groups,” including the 

difference between structured and unstructured groups, is also warranted. 

Race and Ethnicity 

The meanings of the terms “race,” “ethnicity,” and other descriptors of human variation have long 

been contentious. The resulting debates and confusion have intensified in the context of 

biomedicine.  

 

Early understandings of races, derived from taxonomies developed at the time of European 

colonialism, posit racial categories as natural types that can be ascertained on the basis of objective 

                                                             
70 Mark D. Shriver & Rick A. Kittles, Genetic Ancestry and the Search for Personalized Genetic Histories, NATURE REVIEWS 

GENETICS 611 (2004). 
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biological criteria:71 a position that has gradually lost credibility.72 In the second half of the 20th 

Century, race (sometimes substituted with or used alongside the term “ethnicity”) came to be 

recognized as a mark of an individual’s social and political identity. Reflective of socio-political 

understandings of race and ethnicity is the increasing dominance of self-identification as a means of 

classification. As Richard Tutton and his colleagues note, “If race and ethnicity are viewed as social 

identities and not objective types, the person best placed to decide in what category a person 

belongs is clearly that person himself or herself.”73  

 

The OMB Standards reflect this trend, advocating self-identification as the means of assigning racial 

and ethnic categories. The Standards (used for the U.S. census and other federal programs) expressly 

advise that the categories “are social-political constructs and should not be interpreted as being 

scientific or anthropological in nature.” They distinguish between race and ethnicity, identifying a 

minimum of five “race” categories and two “ethnicity” categories.74 

                                                             
71 Linda M. Hunt & Mary S. Megyesi, The Ambiguous Meanings of the Racial/Ethnic Categories Routinely Used in Human 

Genetics Research, 66 SOCIAL SCIENCE & MEDICINE 349 (2008). 
72 For example, the United Nations Educational, Scientific and Cultural Organization’s Statement by Experts on Race 

Problems, which concluded that race “is not so much a biological phenomenon as a social myth:” United Nations 
Educational, Scientific and Cultural Organization, Statement by Experts on Race Problems, 
http://unesdoc.unesco.org/images/0012/001269/126969eb.pdf (last visited September 08, 2012). 

73 Richard Tutton et al., From Self-Identity to Genotype: The Past, Present and Future of Ethnic Categories in Postgenomic Science, 
WHAT’S THE USE OF RACE? MODERN GOVERNANCE AND THE BIOLOGY OF DIFFERENCE 125, 127 (Ian Whitmarsh & 
David S. Jones, 2010). 

74 The Office of Minority Health, OMB Standards for Data on Race and Ethnicity , 
http://minorityhealth.hhs.gov/templates/browse.aspx?lvl=2&lvlID=172 (last visited November 18, 2012). 
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Figure 1.1: Categories and Definitions of Race and Ethnicity in the Office of Management and Budget Standards for 

Maintaining, Collecting, and Presenting Federal Data on Race and Ethnicity (1997) 

 

However, in the realm of biomedicine, racial and ethnic terminology remains vexed. Recognition of 

race and ethnicity as socially mutable categories sits uneasily alongside ongoing efforts to use these 

groupings as biologically relevant descriptors of human variation. Adding to the confusion, journals 

and researchers have adopted widely varying definitions of race and ethnicity.75 Articles published in 

the influential journal Nature Genetics have listed race definitions as diverse as “A group of individuals 

who are more or less isolated geographically or culturally, who share a common gene pool, and 

whose allele frequencies at some loci differ from those of other populations,” to “Each of the major 

divisions of humankind, having distinct physical characteristics.”76 The meaning of “ethnicity” is 

                                                             
75 Andrew Smart et al., The Standardization of Race and Ethnicity in Biomedical Science Editorials and UK Biobanks, 38 

SOCIAL STUDIES OF SCIENCE 407 (2008). 
76 Nature Genetics, Census, Race and Science, 24 NATURE GENETICS 97 (2000)., 98. 
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similarly opaque. In many studies, it is used synonymously with “race.”77 At other times it refers to 

the use of a shared language, a common national or cultural tradition, or continent or country of 

origin.78 NIH and FDA guidelines require researchers to collect racial and ethnic information in 

accordance with the OMB Standards.79 

 

Some genetic researchers have sought to distance themselves from the terminological minefield of 

race and ethnicity by turning to phrases such as “genetic ancestral populations.” This marks a shift 

in focus to the frequencies of certain genes as a defining factor in such groupings, as compared with, 

for example, skin color or other morphological features. Sarah Tishkoff and Kenneth Kidd explain 

that, in general, populations cluster by geographic regions, with African populations being the most 

divergent. However, the considerable genetic substructure means that “racial” populations refer to 

heterogeneous groups, meaning researchers need to be “as specific as possible about geographic 

origins, ethnicity or tribal affiliation.”80 Given tendencies for definitional slippage, however, the 

potential for new, ancestry-based terminologies to improve scientific precision and lessen historical 

misuses is questionable. Scholars from an interdisciplinary workshop on ancestry in health and 

medicine point out: 

There is often a migration back to the origin term or the new term simply comes to be understood to 
mean the same thing as the old one. Given that the social category of race has the most cultural 
resonance, this slippage is likely to be from the more specific terminology toward the broader, and 

perhaps more inaccurate, notion of race.81 

 

                                                             
77 F Rivara & L Finberg, Use of the Terms Race and Ethnicity, 155 ARCH PEDIATR ADOLESC MED 119 (2001). 
78 Id.; Nature Genetics, supra note 76. 
79 Food and Drug Administration, Guidance for Industry: Collection of Race and Ethnicity Data in Clinical Trials (2005).; 

NIH OFFICE OF EXTRAMURAL RESEARCH, NIH GUIDELINES ON THE INCLUSION OF WOMEN AND MINORITIES AS 

SUBJECTS IN CLINICAL RESEARCH  (October 2001), 
http://grants.nih.gov/grants/funding/women_min/guidelines_amended_10_2001.htm (last visited August 31, 2012). 

80 Sarah A Tishkoff & Kenneth K Kidd, Implications of Biogeography of Human Populations for “Race” and Medicine, 36 
NAT GENET S21 (2004). 

81 Timothy Caulfield et al., Race and Ancestry in Biomedical Research: Exploring the Challenges, 1 GENOME MED 8 (2009). 
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Resolving these semantic disputes and adjudicating the biological merit of various descriptions of 

human variation is beyond the scope of my dissertation. Instead, my starting point is the reality of 

biomedical research continuing to categorize participants under the broad rubric of race and 

ethnicity. Researchers, participants and others interpret these categories in the context of prevailing 

norms—in the U.S., the racial and ethnic categories set out in the OMB Standards. Consistently with 

this usage, I have adopted the lexicon of “racial and ethnic groups” in this dissertation. Occasionally, 

I distinguish “genetic ancestral populations,” in order to emphasize genetic similarities among a 

group of people, as compared with the group’s social or cultural ties. 

Groups and Communities 

This thesis centers on the effects of biomedical research on minority racial and ethnic groups and 

group members. Interrogating these terms a little more deeply, and comparing groups to the 

alternative concept of communities, provides some useful clarity. 

 

Preliminary topics of exploration are the relevant notion of a group, and the implications of group 

membership in the context of biomedical research. The philosopher Daniel Hausman explains that 

The relevant notion of a group is not simply any collection of people. The set of those Americans 
whose last names are exactly eight letters long – call it ‘the L-8’ – is not a group in the relevant sense. 
This collection of people is arbitrary. The members of L-8 do not interact with one another more 
than they interact with those who have longer or shorter names. They do not identify themselves 
with the collection and are not identified by others in terms of their membership. The L-8 (as 
opposed to its members) is causally inert. It has no structure or leadership and no mechanisms that 
preserve it or that enable it to act as a unit. The only way that the L-8 could be said to be benefited or 
harmed would be if its members were benefited and harmed. If all groups were like the L-8, talk of 

group harms would be a misleading way of talking about harms to individuals.
82

 

 

In comparison, race and ethnicity can form the basis of two relevant types of groups. First, race or 

ethnicity may refer to a structured group, which has “definite structures, leadership, causal capacities, 

                                                             
82 Daniel Hausman, Protecting Groups from Genetic Research, 22 BIOETHICS 157 (2008)., 159. See also Daniel M 

Hausman, Group Risks, Risks to Groups, and Group Engagement in Genetics Research, 17 KENNEDY INST ETHICS J 351 (2007). 
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and interests that are distinct from and not reducible to the interests of their members.”
83

 Typically, 

indigenous groups such as AI/AN tribes constitute structured groups. Origin research illustrates the 

potential for research to harm structured groups, rather than or in addition to group members. An 

evolutionary genetics study reporting migration patterns that differ from group lore could 

undermine the group, but need not harm its members, some of whom may even benefit from 

scientific knowledge about their genetic lineage. 

  

More commonly, race and ethnicity will mark unstructured groups, for example, African Americans and 

Ashkenazi Jews, which have no identity beyond that of their members. The relevance of these 

groups comes from the fact that “individuals are identified in part by their membership in such 

groups, and they may suffer harms because of or in virtue of their membership.
84

 For example, racial 

discrimination against African Americans will harm individuals because of their race. It will not harm 

“some non-existent structured group consisting of all African Americans.”
85

 

 

Some philosophers characterize racial and ethnic groups as communities. The flexible definition of 

community advocated by Harvard political philosopher Michael Sandel, for example, would 

encompass most racial and ethnic groups. Sandel explains that communities occur on “a continuum 

. . . tribes, neighborhoods, cities, universities, trade unions, national liberation movements and 

established nationalisms, and a wide variety of ethnic, religious, cultural, and linguistic communities 

with more or less clearly defined common identities and shared purposes.”
86

 In characterizing the 

harms that biomedical research may cause to communities, including “ethnic/racial” communities, 

                                                             
83 Hausman, Protecting Groups from Genetic Research, supra note 82. 
84 Id. (emphasis in original.) 
85 Id., 159. 
86 MICHAEL J. SANDEL, LIBERALISM AND THE LIMITS OF JUSTICE 31 (2nd ed. 1998). 
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Charles Weijer and Ezekiel Emanuel adopt similar breadth, advising, “community delineates a wide 

variety of human associations, from tribes to municipalities to religious adherents.”
87

 They go on to 

distinguish between types of communities based on relevant characteristics, such as common 

culture, health-related common culture, legitimate political authority; group representatives, the 

availability of mechanisms for priority setting, geographic localization, common economy, 

communication networks, and self-identification as a community.
88

 

Practitioners in other disciplines have conceptualized community more narrowly. The influential 

1978 WHO Alma-Ata Declaration definition of community, for example, incorporated spatial, 

social, and political dimensions,
89

 stating, “A community consists of some form of social 

organization and cohesion. Its members share in varying degrees political, economic, social and 

cultural characteristics, as well as interests and aspirations including health.”
90

 Several researchers 

involved with CBPR have equated “community” with Hausman’s definition of “structured groups.” 

They prioritize internal structure, identifiable leadership, and sustainability over time. Kathleen 

MacQueen and her colleagues further advanced CBPR approaches by asking diverse community 

members and researchers what the word “community” meant to them. The authors reported a 

consensus definition of community as “a group of people with diverse characteristics who are linked 

by social ties, share common perspectives, and engage in joint action in geographical locations or 

settings.”
91

 

                                                             
87 Charles Weijer & Ezekiel J. Emanuel, Protecting Communities in Biomedical Research, 289 SCIENCE 1142, 1142 (2000). 
88 Weijer & Emanuel, supra note 86. 
89 See, for discussion, Coral Wayland & Jerome Crowder, Disparate Views of Community in Primary Health Care: 

Understanding How Perceptions Influence Success, 16 MEDICAL ANTHROPOLOGY QUARTERLY 230 (2002). 
90 International Conference on Primary Health Care et al., Primary Health Care: Report of the International Conference on 

Primary Health Care, Alma-Alta, USSR, 6-12 September 1978 (World Health Organization, 1978). 
91 Kathleen M. MacQueen et al., What Is Community? An Evidence-Based Definition for Participatory Public Health, 91 

AMERICAN JOURNAL OF PUBLIC HEALTH 1929 (2001). 
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Given the multifarious definitions of community, particularly across disciplinary borders, I refer to 

minority racial and ethnic groups and group members unless “community” is in direct quotes or 

necessary for internal consistency. Where relevant, I distinguish between the effects of biomedical 

research on “groups”—i.e., a project’s benefits and harms in relation to the interests of a structured 

group itself—and its effects on “group members”—i.e., a project’s benefits and harms for group 

members, when the harms or benefits arise by virtue of their group membership. 

Conclusion 

Ongoing ethical and scientific challenges beset biomedical research directed towards minority racial 

and ethnic groups, demanding novel regulatory solutions. At least theoretically, participatory 

approaches provide a promising way forward, including the potential for engaging group members 

in decision-making to improve the quality of research projects directed towards minority racial and 

ethnic groups, and the legitimacy of associated regulatory decisions. Participatory approaches also 

could improve the capacity of researchers, regulators and affected group members to address issues 

related to the relationship between race and medical research in the future. But unless closely 

constrained, participatory requirements could burden researchers with excessive financial and 

opportunity costs, unduly increasing the already lengthy biomedical research pathway.  

The chapters of my dissertation that follow seek to develop an effective and pragmatic model for 

minority group member engagement in biomedical research regulation. My ultimate goal is one of 

synergy: to show the potential of minority group member participation to improve both the 

scientific quality of research and its acceptability to group members, all while maintaining a timely 

and effective regulatory system.
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Chapter Two: Biomedical Research Targeting Minority Groups and Their 
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Introduction 

A legacy of scientific and ethical misconduct continues to hinder the willingness of minority racial 

and ethnic group members to cooperate with and participate in research. However, researchers and 

regulators increasingly look towards biomedical research targeting minority groups and their 

members as a means of lessening current health disparities and preventing future disparities in 

genetic and genomic advances. This tension lies at the core of my dissertation. 
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In this chapter, I outline the historical research abuses that have perpetuated the mistrust many 

minority group members have with medical researchers. The Tuskegee Syphilis Study is 

paradigmatic in this regard. However, it is but one in many instances in which minority group 

members have been exploited and abused in the name of medical research. Further tensions have 

been created by their exclusion from potentially beneficial research, either through explicit study 

design or systemic barriers to entry. Perhaps most insidiously, the findings of such research have 

been used to explain and justify socially constructed racial hierarchies. Bearing in mind this historical 

record, the widespread use of race and ethnicity to categorize participants in genetic and other 

research has come under scrutiny. Despite policy and legislative efforts to improve research 

practices generally, and those targeting minority group members in particular, controversy and 

mistrust remain.  

 

I then discuss the reasons for, and arguments against, targeting minority racial and ethnic group 

members in biomedical research. Scientists in favor of such an approach point to the need to 

accommodate ancestral genetic variation, especially in genetic research, and the importance of 

addressing prevailing disparities in health outcomes among racial and ethnic groups. They argue that 

without more specific measures biomedical research undertaken in the U.S. overwhelmingly will 

sample “white” participants and, accordingly, will fail to uncover potentially important racial and 

ethnic differences. On this rationale, failing to expressly target minority group members in research 

will merely perpetuate the disparities that have plagued medicine’s past. 

 

However, targeting minority group members in biomedical research—particularly when such 

research imputes biological differences among groups—has been subject to vitriolic criticism, 

including on the basis of its scientific validity and ethical acceptability. Skeptics argue that racial and 
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ethnic categories are meaningful only as socio-political constructs: they do not coincide with 

biologically useful markers. Because there are no clear dividing lines between human “races,” any 

categorization essentially is arbitrary. A related critique focuses on the variability in scientists’ 

definitions of race and ethnicity and, consequently, the categories’ lack of scientific validity. 

Additionally, legal, sociological and anthropological commentators stress the potentially detrimental 

social and ethical consequences of imputing biological consequences to race and ethnicity. Concerns 

range from the reification of racial categories as somehow immutable, through to its potential to 

detract from funding of research into environmental determinants of health disparities. While both 

sides of the argument have weight, I favor a middle ground. That is, researchers must target racial 

and ethnic group members only when they have a plausible biological reason for doing so, and 

adhere to the regulatory constraints set out in the remainder of this thesis—namely, the participation 

of affected groups and group members in decision-making. 

The Legacy of Abuse in Minority Group Research 

Human subject research targeted towards minority participants sometimes has been used to 

reinforce notions of racial hierarchy. At other times, researchers have exploited minority groups’ 

social and economic vulnerability, or have excluded members of minority groups from enrolling in 

potentially beneficial research. While laws and policies have been implemented seeking to rectify 

these practices, their success is varied. The legacy of abuse continues to afflict the relationship 

between minority racial and ethnic groups and medical researchers. 
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Research Establishing Racial Differences 

Historians have documented instances in which medical research has been used to invent, justify, 

and disseminate ideas of racial hierarchies from as far back as the 17th century.92 In the United 

States, many such research projects fed into rationalizations for slavery. For example, Nancy Krieger 

reported researchers having falsified data from the 1840 Census to show that rates of mental illness 

increased among blacks living in the North: that is, that freedom made blacks insane.93 In his Report 

on the Diseases and Physical Peculiarities of the Negro Race, Samuel A. Cartwright argued that there are 

“deep, durable and indelible” differences between blacks and whites ranging from susceptibility to 

diseases to intellectual faculties.94 Dyspepsia, for example, was a “disease of the Anglo-Saxon race,” 

which selected its victims from “the most intellectual of mankind.” In comparison, he argued that 

black slaves were susceptible to a disease of “rascality,” which led them to slight their work and raise 

disturbances with their masters. He advocated open-air labor as the best cure for this disease.95 

 

However, racist and racialized research agendas extended well beyond the U.S. and “Jim Crow.” 

Racially constructed theories supported, for example, the administration of different malaria 

treatment regimens for Europeans and Bengalis in India in the early 1900s.96 World War II saw the 

U.S. military employ racialized groups—African Americans, Japanese Americans, Puerto Ricans, and 

whites—to investigate the impact of mustard gas exposure.97 They also, of course, are inextricably 

                                                             
92 BERNARD HARRIS, RACE, SCIENCE, AND MEDICINE, 1700-1960 5 (1999). 
93 Krieger, supra note 5. 
94 Samuel A Cartwright, Report on the Diseases and Physical Peculiarities of the Negro Race, 7 NEW ORLEANS MEDICAL 

AND SURGICAL JOURNAL 691 (1851)., published in EVELYNN HAMMONDS, THE NATURE OF DIFFERENCE: SCIENCES 

OF RACE IN THE UNITED STATES FROM JEFFERSON TO GENOMICS (2008). 
95 Cartwright, supra note 94., published in HAMMONDS, supra note 94. 
96 Patricia Barton, Imperialism, Race, and Therapeutics: The Legacy of Medicalizing the “Colonial Body”, 36 THE JOURNAL OF 

LAW, MEDICINE & ETHICS 506 (2008). 
97 Susan L. Smith, Mustard Gas and American Race-Based Human Experimentation in World War II, 36 THE JOURNAL OF 

LAW, MEDICINE & ETHICS 517 (2008). 
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associated with the racialized research atrocities of Nazi Germany, including the murder of more 

than 100 Jews for the purpose of constructing a “Jewish skeleton.”98 

 

In the fall-out from World War II came a widespread retreat from the concept of a biological 

meaning of race. Following the 1950 United Nations Educational, Scientific and Cultural 

Organization’s Statement by Experts on Race Problems, which noted that race “is not so much a 

biological phenomenon as a social myth,”99 a growing number of medical anthropologists, biologists 

and psychologists argued that the race concept was scientifically invalid and should be discarded.  

While accepting that there are physical and genetic differences that exist among human populations, 

they stressed that these do not conform to “the discrete packages labeled race.”100 Further 

controversies about the use of racial categories in medical research broke out in 1992 with the 

publication of a commentary by Newton Osborne and Marvin Feit in the Journal of the American 

Medical Association in which the authors asked, “How white is white?,” and concluded that, by using 

race as a variable in research: 

 Researchers, without saying so, lead readers to assume that certain racial groups have a special 
predisposition, risk, or susceptibility to the illness studied. Since this predisposition is seldom 

warranted, this kind of comparison may be taken to represent a subtle form of racism.101  

 

Although Osborne and Feit’s view was not universal, the late-1990s continued to witness scientific 

repudiation of the “biology of race.” In 1997, for the first time, the Uniform Requirements for 

Manuscripts Submitted to Medical Journals instructed authors that “the definition and relevance of race 

and ethnicity are ambiguous” and they should be “particularly careful about using these 

                                                             
98 VIVIEN SPITZ, DOCTORS FROM HELL: THE HORRIFIC ACCOUNT OF NAZI EXPERIMENTS ON HUMANS (1st 

Sentient Publications ed. ed. 2005). 
99 United Nations Educational, Scientific and Cultural Organization, supra note 72. 
100 Frank B Livingstone, On the Non-Existence of Human Races, 3 CURRENT ANTHROPOLOGY 279 (1962). 
101 N G Osborne & M D Feit, The Use of Race in Medical Research, 267 JAMA 275 (1992). 
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categories.”102 A year later in the American Journal of Public Health, Mindy Fullilove called for race to 

be abandoned as a formal variable in public health research.103 In 2001, the Archives of Pediatrics and 

Adolescent Medicine announced a new policy that authors “not use race and ethnicity when there is no 

biological, scientific or sociological reason for doing so.”104 However, racial categories were not so 

easily disavowed. A number of clinical trials and other medical research projects continue to use 

racial and ethnic inclusion criteria. The potential scientific value of race and ethnicity has been 

reignited recently in the context of genetic and genomic research. These issues are discussed in more 

detail in following sections of this chapter. 

Research Exploiting Minority Group Members 

Historically, researchers have recruited socially subjugated groups for high-risk research because of 

their social or economic vulnerability. Prisoners and wards of the state, for instance, were 

“convenient” for researchers to access and less able to protect themselves than more privileged 

members of society.105 Because racial and ethnic minorities often have constituted vulnerable 

groups, their members have suffered repeated exploitation at the hands of medical researchers: most 

egregiously, in experiments conducted in Nazi Germany in pursuit of its wartime medical agenda.106  

 

During the Nuremberg War Crimes Tribunal, evidence unfolded of high-altitude experiments; 

freezing experiments; involuntary infection with malaria and typhus; experimental removal of bone, 

                                                             
102 Accessed from International Committee of Medical Journal Editors, Archives & Translations of Uniform 

Requirements for Manuscripts , http://www.icmje.org/archive.html (last visited September 15, 2012). 
103 Mindy Fullilove, Comment: Abandoning “Race” as a Variable in Public Health Research-An Idea Whose Time Has Come, 

88 AMERICAN JOURNAL OF PUBLIC HEALTH 1297 (1998). 
104 Rivara & Finberg, supra note 77. 
105 Ezekiel J. Emanuel et al., What Makes Clinical Research Ethical?, 283 JAMA 2701 (2000). 
106 If a research subject receives an unfair level of benefits or unfair burden of risks as a result of his or her research 

interaction, this constitutes exploitation: ALAN WERTHEIMER, EXPLOITATION (1999). 
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muscle and nerves; and other atrocities undertaken in the name of medical research.107 Victim 

subjects were concentration camp prisoners—principally Jews, Gypsies and Slavs. Preventing any 

such atrocities from happening again was at the heart of the court’s guidelines for permissible 

medical experiments: The Nuremberg Code. The Code mandates the voluntary consent of research 

subjects, including that they “should be so situated as to be able to exercise free power of choice, 

without the intervention of any element of force, fraud, deceit, duress, over-reaching, or other 

ulterior form of constraint or coercion.”108 Subsequent research ethics guidelines, such as the World 

Medical Association’s Declaration of Helsinki, have continued to stress the importance of informed 

consent—in particular, in the context of populations that may be subject to exploitation.109 

 

While it is tempting to think that the introduction of systematic research ethics requirements 

eliminated the conduct of research deliberately exploiting vulnerable racial and ethnic groups, the 

well-known Tuskegee syphilis study forestalls any such conclusion. During this study, white 

government doctors systematically undertreated, and in some cases failed to treat altogether, 

approximately 400 African American men presumed to have late-stage syphilis. The study ran from 

1932 until 1972—well after the issuance of the Nuremberg Code and the Declaration of Helsinki.110 

 

As recently as the 1990s, researchers specifically recruited African American and Hispanic boys into 

a study investigating the genetic underpinnings of aggressive behavior. In addition to the toxic study 

drug, participants were subjected to a range of ethically questionable research procedures, including 

                                                             
107 For a detailed recounting of the Nazi war experiments, see SPITZ, supra note 98. 
108 The Nuremberg Code cl 1, reprinted in Id. 
109 Declaration of Helsinki - Ethical Principles for Medical Research Involving Human Subjects , 

http://www.wma.net/en/30publications/10policies/b3/index.html (last visited August 29, 2010). 
110 For further background, see: REVERBY, supra note 3. Research ethics guidelines, including their application to 

research targeted towards minority racial and ethnic group members are discussed in Chapter Five. 



 

 
 

 
Researching Race Responsibly 

 

  

41 

medication withdrawals, the withholding of food, and hourly blood draws.111 Awareness of historical 

exploitation and abuse, along with broader inequities in health outcomes and access to health care, 

continues to create barriers between African Americans and the medical research establishment, an 

issue that is discussed in more detail later in this chapter.112 

 

Recently, research conducted in developing countries has been the subject of significant attention. 

As of November 2007, approximately one third of the trials listed on the U.S. national clinical trials 

register were being conducted outside the U.S.113 In 2007, countries in emerging regions (Eastern 

Europe, Latin America, Asia, Middle East and Africa) hosted 17% of recruiting clinical trial sites.114 

While such practices cannot be equated with those of the Nazi regime and the Tuskegee Syphilis 

Study, citizens of developing countries often are in vulnerable situations because of their lack of 

political power, lack of education, unfamiliarity with medical interventions, extreme poverty, and 

dire need for health care and nutrition. Accordingly, some have argued for a rebuttable presumption 

that research should not be conducted in developing countries unless some direct benefit for that 

population will result.115 

Research Excluding Minority Group Members 

                                                             
111 HARRIET A. WASHINGTON, MEDICAL APARTHEID: THE DARK HISTORY OF MEDICAL EXPERIMENTATION ON 

BLACK AMERICANS FROM COLONIAL TIMES TO THE PRESENT 272–276 (2008). 
112 See, eg: V S Freimuth et al., African Americans’ Views on Research and the Tuskegee Syphilis Study, 52 SOC SCI MED 

797 (2001); G Corbie-Smith et al., Attitudes and Beliefs of African Americans Toward Participation in Medical Research, 14 J GEN 

INTERN MED 537 (1999). 
113 Seth W Glickman et al., Ethical and Scientific Implications of the Globalization of Clinical Research, 360 N. ENGL. J. MED 

816 (2009). 
114 Fabio A. Thiers et al., Trends in the Globalization of Clinical Trials, 7 NAT REV DRUG DISCOV 13 (2008). 
115 See eg, L H Glantz et al., Research in Developing Countries: Taking “Benefit” Seriously, 28 HASTINGS CENT REP 38 

(1998). 
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Therapeutic clinical trials historically have been conducted only on middle-class white males and 

extrapolated to other populations.116 Scholars have put forward a variety of reasons for this trend. 

One of the most common stems from the feminist literature: researchers took for granted that the 

white male subject was “the normal, representative human being,” and, accordingly, the appropriate 

template for study.117 A related (but perhaps more charitable) explanation was the real or perceived 

scientific need to obtain clean, simple data. The more similar the subjects, the easier it is to attribute 

any variation to the experimental intervention. Including women or members of minority groups 

was perceived as “complicating” a study.118 However, in her pivotal article on this issue, Vanessa 

Merton pointed out that researchers are rarely so meticulous about eliminating many other 

potentially conflating variables, including individual and family history, body weight, and access to 

health care.119  

 

Further support for limiting the enrollment of women and minority group members in clinical 

research came from the widespread view of research as dangerous and something from which 

potentially vulnerable persons should be protected. Consistent with this framing was a 1977 FDA 

policy prohibiting pharmaceutical companies and other clinical trial sponsors from enrolling 

                                                             
116 The NIH defines clinical trials as “a prospective biomedical or behavioral research study of human subjects that 

is designed to answer specific questions about biomedical or behavioral interventions (drugs, treatments, devices, or new 
ways of using known drugs, treatments, or devices).” NATIONAL INSTITUTES OF HEALTH, GLOSSARY: RESEARCH 

INVOLVING HUMAN SUBJECTS  (February 9, 2012), http://grants.nih.gov/grants/policy/hs/glossary.htm (last visited 
September 15, 2012). 

117 R Dresser, Wanted. Single, White Male for Medical Research, 22 HASTINGS CENT REP 24 (1992). See also Vanessa 
Merton, The Exclusion of Pregnant, Pregnable, and Once-Pregnable People (a.k.a. Women) from Biomedical Research, 19 AM J LAW 

MED 369 (1993). 
118 See discussion in Dresser, Wanted. Single, White Male for Medical Research, supra note 117. 
119 Merton, supra note 117. 
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pregnant women and women of childbearing potential in Phase I trials.120 While the policy was 

limited only to a small subset of studies, researchers and IRBs tended to extend it to all drug trials.121  

 

In the 1980s, feminist and patient groups (in particular, HIV/AIDS groups) began to advocate for 

expanded enrollment in clinical trials. This marked a change from clinical trials being considered a 

dangerous activity from which persons needed protection to the best option for persons to access 

cutting-edge treatment.122 In response, the NIH issued policies aimed at fostering the inclusion of 

women and minority groups in clinical research. Following a finding from the General Accounting 

Office (now the Government Accountability Office) that the NIH policies had failed to increase 

significantly the numbers of women and members of minority groups enrolled in clinical trials,123 

Congress passed the NIH Revitalization Act of 1993—Women and Minorities as Subjects in Clinical 

Research. As discussed in Chapter Four, the Act requires the Director of the NIH to ensure that 

women and members of minority groups are included as subjects in clinical research conducted or 

supported by the NIH. 

History’s Relevance Today 

Regulatory reforms such as requirements for independent ethics review have gone a long way 

towards redressing the more egregious research harms discussed above. However, their historical 

legacy—buttressed by current experiences of racial discrimination and health disparities—has 

                                                             
120 FOOD AND DRUG ADMINISTRATION, GENERAL CONSIDERATIONS FOR THE CLINICAL EVALUATION OF DRUGS 

(1977). The four phases of clinical trials, including the earliest Phase I trials, are explained in Chapter Six. 
121 C R McCarthy, Historical Background of Clinical Trials Involving Women and Minorities, 69 ACAD MED 695 (1994). 
122 R J Levine, The Impact of HIV Infection on Society’s Perception of Clinical Trials, 4 KENNEDY INST ETHICS J 93 (1994). 
123 GENERAL ACCOUNTING OFFICE, NATIONAL INSTITUTES OF HEALTH PROBLEMS IN IMPLEMENTING POLICY 

ON WOMEN IN STUDY POPULATIONS (1990). 
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perpetrated ongoing distrust of medical research among many minority racial and ethnic group 

members, contributing to difficulties in recruiting and retaining participants. 

 

Low minority racial and ethnic participation rates have been reported in clinical research including 

HIV treatment trials,124 surgical cancer trials,125 and cancer drug trials.126 While African Americans 

frequently have been the focus of research into the challenges of minority participation, other 

groups may warrant even greater concern. In 2011, a study into the enrollment of women and 

minorities in studies funded by the National Institute of Neurological Disorders and Stroke, African 

Americans constituted almost 20% of enrollees and levels of enrollment increased over the studied 

time period. Hispanics, who made up 12.4% of the U.S. population in the 2000 Census, comprised 

less than 6% of trial subjects and their representation continued to decline over the study period.127 

Similar concerns about Hispanic under-representation were identified in a study of participation in 

clinical trials that supported the labeling of new drugs between 1995 and 1999.128  

 

Mistrust is thought to be one of the most influential factors contributing to low participation rates. 

Minority racial and ethnic group members have greater levels of mistrust toward medical research 

than non-minorities, which may impact on their willingness to participate in research.129 In a 2010 

study, for example, focus groups of African Americans with and without previous research 

                                                             
124 Allen L Gifford et al., Participation in Research and Access to Experimental Treatments by HIV-Infected Patients, 346 N. 

ENGL. J. MED 1373 (2002). 
125 John H. Stewart et al., Participation in Surgical Oncology Clinical Trials: Gender-, Race/Ethnicity-, and Age-based 

Disparities, 14 ANN SURG ONCOL 3328 (2007). 
126 V. H. Murthy, Participation in Cancer Clinical Trials: Race-, Sex-, and Age-Based Disparities, 291 JAMA: THE JOURNAL 

OF THE AMERICAN MEDICAL ASSOCIATION 2720 (2004). 
127 J. F. Burke et al., Enrollment of Women and Minorities in NINDS Trials, 76 NEUROLOGY 354 (2011). 
128 B Evelyn et al., Participation of Racial/ethnic Groups in Clinical Trials and Race-related Labeling: a Review of New Molecular 

Entities Approved 1995-1999, 93 J NATL MED ASSOC 18S (2001). 
129 See, eg, Kumaravel Rajakumar et al., Racial Differences in Parents’ Distrust of Medicine and Research, 163 ARCH 

PEDIATR ADOLESC MED 108 (2009); Joel B. Braunstein et al., Race, Medical Researcher Distrust, Perceived Harm, and 
Willingness to Participate in Cardiovascular Prevention Trials, 87 MEDICINE 1 (2008); Giselle Corbie-Smith & Stephen B 
Thomas, Distrust, Race, and Research, 162 ARCH INTERN MED 2458 (2002). 
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experience identified mistrust of the health care system as a key barrier to participation in medical 

research. As one participant stated, “One of the reasons most Black people are reluctant to get 

involved is suspicion. We’ve been kind of brainwashed, and we’re guinea pigs.” Members’ suspicion 

stemmed from remembrance of the Tuskegee Syphilis Study to present-day issues such as health 

outcome disparities and limited access to health care.130 While less research has been undertaken 

about other racial and ethnic groups, a lack of trust in the medical establishment and research 

institutions also has been reported among American Muslims,131 Native Americans, and Alaska 

Natives.132 

 

Nowhere has mistrust been more evident than in the context of genetics research with indigenous 

groups. Chapter One discusses legal action the Havasupai tribe brought against academic genetic 

researchers. Numerous other conflicts between researchers and AI/AN tribes have been reported in 

the literature including, for example, genetic research conducted in the 1980s with the Nuu-chah-

nulth tribe in British Columbia, Canada on rheumatoid arthritis. Without the tribe’s knowledge, the 

DNA was moved to other research centers and used for unauthorized research, including genetic 

ancestry studies. For the Tribe, the outcome was “a sense of betrayal and a loss of trust in 

researchers.”133 

 

                                                             
130 Darcell P. Scharff et al., More Than Tuskegee: Understanding Mistrust About Research Participation, 21 JOURNAL OF 

HEALTH CARE FOR THE POOR AND UNDERSERVED 879 (2010). 
131 Khaled Bouri, Towards Designing Health Education and Communication Campaign for the American Muslim Community 

About Genetic Medicine and Its Impact on Health and Society (2008). 
132 Donna L LaVallie et al., Barriers to Cancer Clinical Trial Participation Among Native Elders, 18 ETHN DIS 210 (2008); 

B. Ashleigh Guadagnolo et al., Medical Mistrust and Less Satisfaction With Health Care Among Native Americans Presenting for 
Cancer Treatment, 20 JOURNAL OF HEALTH CARE FOR THE POOR AND UNDERSERVED 210 (2008). 

133 Roderick R. McInnes, Culture: The Silent Language Geneticists Must Learn— Genetic Research with Indigenous Populations, 
88 AM J HUM GENET 254 (2011). 
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Some indigenous communities have responded to concerns about genetic research practices by 

preventing such research from happening altogether. In 2002, for example, the Navajo Nation 

Council passed a moratorium on all genetic and genomic research.32 Subsequently, the Q’eros 

community in Peru stopped researchers from the National Geographic Society’s Genographic 

Project from collecting members’ DNA samples. Community leaders took action based on 

allegations of lack of informed consent; however, concerns about the use of the research results 

were a pressing underlying concern, with the community’s President stating that “the Q'ero Nation 

knows its history, its past, present and future is our Inca culture and we don't need any so-called 

genetic study to know who we are.”134 

A Renewed Focus on Race and Ethnicity in Biomedical Research 

In recent years, racial and ethnic differences once again have become points of interest in biomedical 

research, exacerbating the legacy of past research harms. Just how far modern medicine has shifted 

towards an acceptance of the biological significance of race was highlighted in 2005, when the FDA 

approved BiDil for the treatment of heart failure in self-identified African Americans.135 While BiDil 

remains the only “race-based” drug to receive (and, it would appear, to have been put forward for) 

regulatory approval, claims have been made about the differential effects of many other drugs in 

persons of different races. In 2004, Sarah Tate and David Goldstein identified at least twenty-nine 

medicines or combinations of medicines in peer reviewed scientific or medical journals that claimed 

differences in safety or efficacy among racial or ethnic groups.136  

 

                                                             
134 ANTONIO REGALADO, Indigenous Peruvian Tribe Blocks DNA Sampling by National Geographic, SCIENCEINSIDER  

(May 6, 2011), http://news.sciencemag.org/scienceinsider/2011/05/indigenous-peruvian-tribe-blocks.html (last visited 
September 23, 2012). 

135 The approval of BiDil as a race-specific drug is recounted in detail in Chapter One. 
136 Sarah K Tate & David B Goldstein, Will Tomorrow’s Medicines Work for Everyone?, 36 NAT GENET S34 (2004). 
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A foundational question for this dissertation is the extent to which U.S. biomedical research 

continues to enroll participants on the basis of their race or ethnicity, and the characteristics of such 

research. Biomedical research is of particular salience given the common expectation that biological 

differences explain variability in an intervention’s safety or efficacy among participants. This is quite 

different, for example, from behavioral studies, in which variations between participants typically are 

attributed to environmental differences. 

 

Chapter One explains the methodology that I used to search ClinicalTrials.Gov—the principal 

registry for biomedical research projects in the U.S.—to ascertain the amount of research with racial 

or ethnic inclusion criteria. In total, I identified 134 studies that met these requirements. The results 

are set out in full in Appendix A. 

 

To give a brief snapshot of the results, 82 (62%) of the studies were interventional and 52 (38%) 

were observational, including genetic, studies. African Americans were by far the most common 

race/ethnicity on which biomedical studies were conducted (53%), approximately half of which 

compared African Americans with Caucasians. “Asians” made up the next most common 

participant population, often broken down into national categories such as “Japanese” and 

“Chinese” (25%). A smaller number of studies were being conducted on Hispanics, including studies 

comparing Hispanics with Caucasians (10%). No biomedical research studies involved AI/AN tribal 

members. Caucasians were used as the comparator group in virtually all studies that sought to 

compare drugs between racial and ethnic groups, with the exception of one study that compared a 

nutritional intervention in Hispanics and African Americans, and two clinical drug trials that 

compared different Asian populations. Three biomedical research studies focused only on 
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Caucasians. In total, the studies cover a wide variety of conditions, including various cancers, cardio-

pulmonary disease, bone health, diabetes and obesity. 

 

More detailed considerations of the studies identified are incorporated throughout this dissertation 

where relevant, including their principal funding sources (Chapter Four), their potential translation 

to race-specific drugs and devices (Chapter Six), and the role of foreign drug regulatory agencies in 

shaping such studies (Chapter Seven). 

Why Target Minority Groups and Their Members in Biomedical 

Research? 

Many scientists and regulatory officials advocate the importance of targeting minority racial and 

ethnic groups and their members in biomedical research; in particular, to accommodate ancestral 

genetic variation, and, relatedly, to proactively address prevailing health disparities. The following 

section of this chapter discusses these arguments, before setting out scientific and ethical critiques. 

Accommodating Ancestral Variation 

Most genetic and genomic research has proceeded on the basis that human races have retained 

significant amounts of genetic variation, and, for this reason, that disease susceptibility and 

treatment response genes should be investigated both within and across racial and ethnic groups.137 

Such a presumption can be explained through an assessment of the relevance of ancestry to genetic 

variation. 

 

                                                             
137 See, eg, Neil Risch et al., Categorization of Humans in Biomedical Research: Genes, Race and Disease, 3 GENOME BIOL 1 

(2002). 
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Genetic variation arises through mutations in an individual, which can spread slowly through 

reproduction. Given the relatively recent human origins, common variation typically is global. In 

comparison, rare variants tend to be localized.138 Rick Kittles and Kenneth Weiss explain that, 

“because all genes in a geographic region share the same general population history, there is a 

correlation among variants found in one region relative to those elsewhere.”139 Studies using a broad 

range of genetic markers have confirmed that about 10% to 15% of total genetic variation in 

humans is explained by differences between ancestral groups.140 Despite this relatively small fraction 

of overall genetic differences, the variation is highly structured—which means that a modest number 

of genotypes can accurately allocate anonymous individuals to groups that correspond to ancestry 

from different geographic regions.141  

 

Ancestral genetic patterns have relevance for research seeking to identify gene that contribute 

towards or protect against disease. Consider, for example, the 1996 discovery that a mutation in the 

CCR5 gene conferred greater resistance to infection with HIV or progression of the disease by 

preventing the virus from latching onto its target cells in the immune system. The mutation was 

present at a high frequency in populations with Caucasian ancestry, but was absent or extremely rare 

in populations from Western and Central Africa and Japan.142 Targeting persons with Caucasian 

ancestry could help researchers to discover this mutation and conduct cost-effective research on 

mutation-carriers in the future. Differences in gene frequencies among ancestral groups also may 

influence the effectiveness of certain drugs. For example, persons with ancestry from the Arabian 

                                                             
138 Rick A Kittles & Kenneth M Weiss, Race, Ancestry, and Genes: Implications for Defining Disease Risk, 4 ANNU REV 

GENOMICS HUM GENET 33 (2003). 
139 Id., 40. 
140 M. Bamshad, Genetic Influences on Health: Does Race Matter?, 294 JAMA: THE JOURNAL OF THE AMERICAN 

MEDICAL ASSOCIATION 937 (2005).. 
141 Discussed in Id. 938. 
142 M Samson et al., Resistance to HIV-1 Infection in Caucasian Individuals Bearing Mutant Alleles of the CCR-5 Chemokine 

Receptor Gene, 382 NATURE 722 (1996). 
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peninsula more commonly carry a genetic variation that metabolizes codeine into its active form—

morphine—than persons with Caucasian ancestry.143 

 

Additionally, due to differences in evolutionary history, ancestral groups vary in the relevant degree 

of linkage disequilibrium (LD)—that is, the nonrandom association of alleles at different genomic 

sites—potentially altering the effectiveness of diagnostic genetic tests. In developing diagnostics, LD 

becomes important because the length of genomic stretches can make it difficult to determine that a 

specific genetic variant causes an outcome. Instead, the outcome may be due to a “marker allele” 

that usually is inherited with the causal variant. Accordingly, the accuracy of many genetic tests 

depends on the degree to which the marker allele and causal variant are associated. Most notably, 

many studies have shown lesser LD in persons with African ancestry than in Europeans, Asians, and 

members of AI/AN tribes.144 This affects the reliability of diagnostic genetic tests because the 

marker allele is less likely to be inherited with the causal variant. 

 

In quests to accommodate these differences, ancestral categorizations permeate most large-scale 

genetic mapping projects, the most influential of which arguably is the HapMap. The aim of HapMap 

is to provide a tool for researchers to identify genetic causes for common but complex diseases such 

as cancer, diabetes and heart disease. Central to the project is the idea that meaningful genetic 

variation exists among the Yoruba in Ibadan, Nigeria; Japanese in Tokyo, Japan; Han Chinese in 

Beijing, China, and Utah residents with ancestry from northern and western Europe—and that this 

                                                             
143 See Tate & Goldstein, supra note 136. 
144 Anjali G. Hinch et al., The Landscape of Recombination in African Americans, 476 NATURE 170 (2011); Tishkoff & 

Kidd, supra note 80; National Human Genome Research Institute, The Use of Racial, Ethnic, and Ancestral Categories in 
Human Genetics Research, 77 AM. J. HUM. GENET 519 (2005); Floyd A Reed & Sarah A Tishkoff, African Human Diversity, 
Origins and Migrations, 16 CURRENT OPINION IN GENETICS & DEVELOPMENT 597 (2006). 
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variation is linked to human health and disease.145 Similar groupings are evident in the 1,000 Genomes 

Project, which is sequencing the full genomes of 2,500 people from twenty-eight populations 

according to ancestry and current place of residence.146  

 

Understanding the relevance of ancestral patterns to genetic and genomic research prompts the 

more challenging question of the relevance of a person’s race or ethnicity—groupings that depend 

on socio-political frameworks rather than clear biological rationales. Many geneticists argue that 

racial and ethnic categories are sufficiently concordant with measures of ancestral genetic variation 

to serve as a convenient—and, indeed, necessary—proxy. Hua Tang and his colleagues genotyped 

3,636 U.S. subjects and compared their ancestry, as predicted by genetic markers, with their self-

identified race and ethnicity. In only five persons were the results discrepant.147 In a previous 

publication, Tang along with Neil Risch and others argued strongly in favor of retaining self-

identified race and ethnicity as a measure of human categorization in biomedical and genetic 

research, on the basis that genetic differentiation is greatest when defined on a continental basis.148 

For reasons discussed later in this chapter, however, others critique the scientific validity and ethical 

acceptability of relying on race and ethnicity in this way. 

Health Outcome Disparities 

The importance of redressing health outcome disparities provides a related, but not synonymous, 

argument in favor of focusing on race and ethnicity in biomedical research. Chapter One alludes to 

the racial and ethnic stratification of health outcomes in the United States. In its 2003 report, 

                                                             
145 International HapMap Project, HapMap Sample Populations , 

http://hapmap.ncbi.nlm.nih.gov/hapmappopulations.html.en (last visited September 15, 2012). 
146 1000 Genomes, About | 1000 Genomes , http://www.1000genomes.org/about (last visited September 15, 

2012). 
147 H Tang et al., Genetic Structure, Self-Identified Race/Ethnicity, and Confounding in Case-Control Association Studies, 76 THE 

AMERICAN JOURNAL OF HUMAN GENETICS 268 (2005). 
148 Risch et al., supra note 137. 
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Unequal Treatment: Confronting Racial and Ethnic Disparities in Health Care (“Unequal Treatment”), the 

Institute of Medicine (IOM) reported that, with few exceptions, racial and ethnic minorities 

experience higher rates of morbidity and mortality than non-minorities: 

African Americans, for example, experience the highest rates of mortality from heart disease, cancer, 
cerebrovascular disease, and HIV/AIDS than any other racial or ethnic group. American Indians 
disproportionately die from diabetes, liver disease and cirrhosis, and unintentional injuries. Hispanic 
Americans are almost twice as likely as non-Hispanic whites to die from diabetes. In addition, some 
Asian-American subpopulations experience rates of stomach, liver, and cervical cancers that are well 

above national averages.149 
 

More recent data confirms the distressing picture. In 2011, the CDC Health Disparities and Inequalities 

Report found that African Americans had a 32.3% higher rate of stroke than whites; Puerto Rican 

Hispanics had close to double the prevalence of asthma than did non-Hispanic whites; and 

American Indians/Alaska Natives were twice as likely to die from motor vehicle accidents as were 

members of other groups.150 

 

Social stratification can account for much of these disparities, including differences in socio-

economic status, education level, and access to health care.151 However, some racial or ethnic 

differences in the outcomes of disease are reported to persist even after these differences have been 

taken into account. For example, the rate of complications from Type 2 diabetes reportedly varies 

according to racial or ethnic category among members of the same health maintenance organization, 

despite uniform utilization of outpatient services and after adjustment for levels of education and 

income, health behavior, and clinical characteristics.152  

                                                             
149 BRIAN SMEDLEY & INSTITUTE OF MEDICINE (U.S.), UNEQUAL TREATMENT: CONFRONTING RACIAL AND 

ETHNIC DISPARITIES IN HEALTH CARE 29 (2003). 
150 Centers for Disease Control and Prevention, supra note 2. 
151 See, eg, Sharon B Wyatt et al., Racism and Cardiovascular Disease in African Americans, 325 AM. J. MED. SCI 315 

(2003)., which notes that socio-economic status is one of the most potent predictors of adverse changes in 
cardiovascular health. 

152 See Esteban González Burchard et al., “The Importance of Race and Ethnic Background in Biomedical 
Research and Clinical Practice,” New England Journal of Medicine 348, no. 12 (2003): 1170-1175. 
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Research can play an important role in elucidating variations in access to and use of health services 

between racial and ethnic groups. In Unequal Treatment, the IOM advocated expressly for further 

research to understand how health care processes and structures vary by patient race, suggesting 

that, among other factors,  

Such research must consider the range of influences on patients’ and providers’ attitudes and 
expectations in the clinical encounter, clinical decision-making processes employed by health care 
providers and the influence of patient race in these processes, the nature and quality of 
communication between patients and providers (particularly as it occurs across cultural and/or 
linguistic lines), the environments and settings in which care is delivered, and other factors that will 

be discussed later in this report. 153 

 

In one of the most famous studies on this subject, physicians were asked to view recorded 

interviews with hypothetical patients presenting symptoms of chest pain and make 

recommendations about patient care. The study reported that the race and sex of a patient 

independently influenced physicians’ practices—in particular, “black” women were significantly less 

likely to be referred for catheterization than “white” men. The researchers suggested that the 

differences were likely attributable to the physicians’ subconscious perceptions rather than overt 

prejudice.154 Many other studies have looked to the implications of institutionalized racism on health 

outcomes, including socio-economic status, access to health care, and living conditions.155 

 

The role for biomedical research that seeks to investigate hypothesized internal differences between 

racial and ethnic groups, however, is more contentious. Commentators who support such research 

point to differences, on average, between racial or ethnic groups in gene variants, as discussed in the 

preceding section. Others take a broader perspective, advising that internal differences between 

                                                             
153 SMEDLEY & INSTITUTE OF MEDICINE (U.S.), supra note 149, at 75. 
154 K A Schulman et al., The Effect of Race and Sex on Physicians’ Recommendations for Cardiac Catheterization, 340 N. 

ENGL. J. MED 618 (1999). 
155 For a review in the context of cardiovascular disease, see Wyatt et al., supra note 151. 



 

 

 
Chapter One: Aim and Scope 

 

  

54 

racial and ethnic groups may arise due to the interactions between genes and a socio-politically 

mediated environment.156 Tate and Goldstein explain, for example, “race-specific therapy does not 

draw its rationale from a presumption of genetic differences.”157 Rather, many race-specific 

differences in drug response will be due to environmental correlates or gene-environment 

interactions, rather than simply population genetic differences. They give the example of the E4 

variant of the APOE gene, which is associated with an increased risk of Alzheimer disease. 

However, the extent to which risk increases varies among racial or ethnic groups: by a factor of 

thirty-three in Japanese, fifteen in European Americans, and six in African Americans. It is 

“impossible to determine from current evidence whether these differences reflect an interaction of 

APOE with genetic background or with environment.”158 

 

If internal differences between racial and ethnic groups do exist, designing clinical trials without 

factoring in the potential for such differences may be detrimental to minority populations. In the 

view of Burchard and his colleagues: 

If investigators ignored race and ethnic background in research studies and persons were sampled 
randomly, the overwhelming majority of participants in clinical studies in the United States would be 
white, and minority populations would never be adequately sampled. In cases in which there are 
important racial and ethnic differences in the causes of disease or other outcomes or in which there 
are interactions between race or ethnic background and other factors contributing to these outcomes, 
such patterns would never be discovered, their causes could not be identified, and the appropriate 

interventions would never be applied in the groups in which they were needed.159 

                                                             
156 See, eg, Tate & Goldstein, supra note 136; Esteban González Burchard et al., The Importance of Race and Ethnic 

Background in Biomedical Research and Clinical Practice, 348 N. ENGL. J. MED 1170 (2003); S-M Huang & R Temple, Is This the 
Drug or Dose for You?: Impact and Consideration of Ethnic Factors in Global Drug Development, Regulatory Review, and Clinical 
Practice, 84 CLIN PHARMACOL THER 287 (2008). 

157 Tate & Goldstein, supra note 136. 
158 Id., S38. 
159Burchard et al., supra note 156. See also Anne L Taylor & Jackson T Wright, Should Ethnicity Serve as the Basis for 

Clinical Trial Design? Importance of Race/ethnicity in Clinical Trials: Lessons from the African-American Heart Failure Trial (A-
HeFT), the African-American Study of Kidney Disease and Hypertension (AASK), and the Antihypertensive and Lipid-Lowering 
Treatment to Prevent Heart Attack Trial (ALLHAT), 112 CIRCULATION 3654 (2005). 
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Scientific and Ethical Critiques 

Targeting minority racial and ethnic group members in biomedical research and, in particular, using 

such research to impute group differences, has been criticized on the basis of scientific validity and 

ethical acceptability. Some scientists and other commentators contest the very notion of internal 

racial and ethnic distinctions. Others point to the challenges of designing studies that are capable of 

uncovering any such differences. Still others argue that the potential benefits that may result from 

scientific research seeking to reveal internal racial and ethnic differences are obviated by the social 

harms that result from such research. 

Scientific Critiques 

At its most basic level, critics of incorporating racial and ethnic categorizations in biomedical 

research argue that any internal differences between these groups are fallacious. Robert Schwartz—

the deputy editor of the New England Journal of Medicine—has been a strong proponent of this view, 

asserting the need to end “tax supported trolling of data bases to find racial distinctions in human 

biology.”160  

 

Marcus Feldman, Richard Lewontin and Mary-Claire King explain the inherent error in making 

extrapolations about ancestral variation from racial and ethnic categories, since these are “both too 

broad and too narrow a definition of ancestry to be biologically useful.”161 In other words, racial 

                                                             
160 R S Schwartz, Racial Profiling in Medical Research, 344 N. ENGL. J. MED 1392 (2001). 
161 Marcus W Feldman et al., Race: A Genetic Melting-Pot, 424 NATURE 374 (2003). 
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features correlate with continent of origin but do not reflect accurately genome-wide group 

differences.162 Kittles and Weiss build upon this position through the following reflection: 

American race categories place the child of a Nigerian and a Norwegian within African Americans. A 
person can be considered Amerindian with only about 1/8 demonstrable Native American ancestry, 
which is less than the average Amerindian fraction in Mexican Americans, who are not considered 
Amerindians. Yet other Hispanic Americans (e.g., Puerto Ricans) are a mix of African and European 

ancestry with a variable and often much lower fraction of Amerindian ancestry.”163 
 

Increasing understanding of the diversity of African populations further stretches the scientific 

validity of using race as a proxy for ancestral variation. Because African populations are older than 

non-African populations, they have greater genetic diversity. Non-African populations have only a 

subset of the genetic diversity in sub-Saharan Africa, with one study identifying at least twelve to 

fourteen genetically distinct ancestral populations.164 Yet, very often “blacks” are enrolled in 

biomedical research as a purportedly homogenous ancestral group.165 

 

Interrelated critiques focus on the uncertain and underexplored scientific meaning of “race” and 

“ethnicity” in human populations. An analysis of racial and ethnic labels used in fifty-five bone 

density research articles found more than fifty different labels, most used in only a single article. 

Even when a label was used multiple times, its meaning often changed markedly. Nine studies, for 

example, used the label “Caucasian,” but these variably referred to people living in Greenland, the 

U.S., Australia and England.166 Adding to the confusion, the same individual may report their racial 

identity differently in different contexts and at different times.167 

 

                                                             
162 Id. 
163 Kittles & Weiss, supra note 138, at 48. 
164 Giorgio Sirugo et al., Genetic Studies of African Populations: An Overview on Disease Susceptibility and Response to Vaccines 

and Therapeutics, 123 HUM GENET 557 (2008). 
165 See, eg, Appendix A. 
166 Mary Megyesi et al., A Critical Review of Racial/Ethnic Variables in Osteoporosis and Bone Density Research, 22 

OSTEOPOROSIS INTERNATIONAL 1669 (2011). 
167 See Caulfield et al., supra note 81. 
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Consistently with previous reports of definitional ambiguity, the studies I identified on 

ClinicalTrials.Gov included a wide variety of definitions of race and ethnicity. Close to half failed to 

disclose any definition beyond the most generic terms such as “African American,” “Caucasian,” 

“Hispanic” and so forth. In fact, one study went so far as to expressly delegate discretion to 

investigators to determine whether a subject was “Asian.” A number of other studies relied on self-

identification by study subjects, within the confines of a pre-defined list of racial or ethnic categories 

(so, a subject could identify as “white” or “African American” but would not have the option of 

identifying as “Nigerian”). A relatively small number of studies included very specific and relatively 

consistent definitions, seemingly connected to drug regulatory requirements in some Asian 

countries. These are discussed further in Chapter Seven. 

 

Additional study design issues involve the difficulty of partitioning the health outcome effects of 

socio-economic status (SES) from, for example, ancestral genetic variation. At least in the U.S., 

“residual” SES effects include a greater likelihood that college-educated “blacks” will experience 

unemployment as compared with college-educated “whites,” a lower level of earnings for “blacks” at 

every level of education as compared with “whites,” differences in neighborhood quality and 

community conditions, and negative health effects resulting from racial discrimination.168 Finely 

nuanced SES metrics will be essential to account for these effects before residual health outcome 

differences among racial and ethnic groups can be attributed to ancestral genetic variation. Further 

complicating the relationship, recent research in animal models has demonstrated a strong 

relationship between social status and gene expression.169 If this relationship can be extrapolated to 

                                                             
168 David R. Williams et al., Race, Socioeconomic Status, and Health: Complexities, Ongoing Challenges, and Research 

Opportunities, 1186 ANNALS OF THE NEW YORK ACADEMY OF SCIENCES 69 (2010). 
169 Jenny Tung et al., Social Environment Is Associated with Gene Regulatory Variation in the Rhesus Macaque Immune System, 

PNAS (2012). 
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humans, a person’s social status would then have a direct effect on the expression pattern of his or 

her genes. 

Ethical Critiques 

Beyond the scientific concerns about incorporating racial and ethnic categorizations in biomedical 

research are the social critiques of this approach for its potential to reinvoke earlier forms of racial 

science.170 Professor of sociology, Troy Duster, focuses on the reification of race that may result 

from research that appears to “deploy racial categories as if immutable in nature and society.” Such 

research feeds into the “tendency to assume that categories of thought coincide with the obdurate 

character of the empirical world.”171 

 

Commentators also have raised fears that racial designations in the context of medicine could open 

the door to further inequities in medical care.172 Others stress the likelihood that progress will be 

driven by commercial objectives, which are likely to conflict with interests of justice and fairness.173 

Dorothy Roberts suggests that race-based medicine helps to promote a biological explanation for 

racial inequities that obscures their sociopolitical causes and promotes individualized and market-

based solutions rather than social change: “By making black people’s subordinated status seem 

natural, [a biological explanation for racial inequities] provides a ready logic for the staggering 

disenfranchisement of black citizens, as well as the perfect complement to color-blind social 

policies.”174  

 

                                                             
170 Jennifer A. Hamilton, Revitalizing Difference in the HapMap: Race and Contemporary Human Genetic Variation Research, 

36 THE JOURNAL OF LAW, MEDICINE & ETHICS 471, 471 (2008). 
171 Troy Duster, Race and Reification in Science, 307 SCIENCE 1050 (2005). 
172 See, eg, Schwartz, supra note 160, at 1392–1393. 
173 See, eg, Jonathan Kahn, Race in a Bottle: Scientific American, August 2007 SCIENTIFIC AMERICAN. 
174 Dorothy E Roberts, Is Race-based Medicine Good for Us?: African American Approaches to Race, Biomedicine, and Equality, 

36 J LAW MED ETHICS 537, 538 (2008). 
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In a similar vein, Giselle Corbie-Smith draws lessons from the Tuskegee Syphilis Study, opining that 

the study “highlights the impact of prevailing political ideals and societal values and biases on the 

generation of clinical hypotheses.” She goes on to suggest that that, historically, “great harm has 

come from our willingness to use supposed genetic and biologic differences as an explanation for 

susceptibility to disease, in the process of stereotyping or stigmatizing a particular group.” For this 

reason, it is advisable that investigations regarding differences in health outcomes prioritize possible 

social, cultural, economic and environmental determinants of disease over explanations that rely on 

biological differences between racial and ethnic groups.175 

Moving Forward 

A threshold question for the development of regulatory strategies addressing research targeting 

minority group members is whether racial and ethnic categories ever are warranted in biomedical 

research. In my view, the answer is a qualified “yes.” I broadly concur with the summation of Kittle 

and Weiss, that “the fact that humans have generally been a slow-traveling, slow-reproducing but 

globally distributed species whose variation is related to geographic location provides a sufficient 

element of truth to reinforce the idea that whatever they are, race captures something that is real, 

even in everyday experience.”176 This in many ways reflects the “statistical” notion of race coined by 

Pamela Sankar.177 Yet given all the caveats mentioned above, for research directed towards minority 

racial and ethnic groups to have social and scientific value, researchers must enter into it with 

caution and humility.  

 

                                                             
175 G Corbie-Smith, The Continuing Legacy of the Tuskegee Syphilis Study: Considerations for Clinical Investigation, 317 AM. J. 

MED. SCI. 5 (1999). 
176 Kittles & Weiss, supra note 138, at 57. 
177 Pamela Sankar, Moving Beyond the Two-Race Mantra, REVISITING RACE IN A GENOMIC AGE 271 (Barbara A. 

Koenig et al., 2008). 
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First, researchers should have a clear reason for suspecting relevant group differences—for example, 

based on unexplained health outcome disparities or the known involvement of ancestral genetic 

variation. To the greatest extent possible, they should incorporate strategies for investigating and 

weighing up factors that contribute to racial or ethnic variation, including, for example, differences 

in access to healthcare, socio-economic status, patient trust-in-physicians, and ancestral genetic 

markers. In the meantime, healthcare professionals and regulatory institutions such as the FDA 

should be extremely cautious about translating group-level differences to patient-level treatment 

decisions. This guarded approach reflects the potential for error—especially in an overtly 

multicultural society such as the U.S.—along with the societal consequences of accepting race and 

ethnicity as a biological reality. Finally, affected group members should have the opportunity to 

participate in relevant decision-making, as a means of promoting decision-making quality, legitimacy, 

and to build capacity of relevant parties. The reforms advocated in the remainder of my dissertation 

are directed, in particular, towards this final goal. 

Conclusion 

Historical instances of research misconduct continue to plague the relationships between many 

minority racial and ethnic group members, and medical researchers. The new era of genetic research 

is exacerbating long-standing tensions, delaying research projects and sometimes halting them 

altogether. However, many scientists are convinced that achieving equitable health outcomes in the 

future depends on undertaking biomedical research that targets minority group members. Effective 

legal and policy solutions are required to move past this impasse. I argue that offering minority 

group members with meaningful avenues to participate in decision-making about biomedical 

research that directly affects them provides a constructive way forward. 
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In subsequent chapters, I consider the costs and benefits of applying participatory strategies to 

relevant biomedical research projects. Chapter Three discusses the overarching regulatory tool, the 

“Race Impact Assessment” (RIA). Following chapters discuss in more detail the potential for 

minority group participation in specific points in the biomedical research pathway, including funding 

decisions, ethics review board oversight, and product marketing approvals. While participatory 

strategies are not a panacea for all problems afflicting race-targeted biomedical research, they can 

promote more informed decision-making, increased decision-making legitimacy, and a shared 

commitment among affected group members, researchers and others to resolving these complex 

issues. 
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Chapter Three: Race Impact Assessments 
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Introduction 

Previous chapters have explained the scientific and ethical controversies surrounding biomedical 

research targeting minority racial and ethnic groups and their members. This chapter sets out the 

broad regulatory model I propose in this dissertation to address these concerns—namely, “Race 

Impact Assessments” (RIAs), which are a tool used to inform decisions regarding the acceptability 

of biomedical research projects targeting minority groups or group members. While several 

commentators have suggested the usefulness of RIAs in this context, none has set out a 

comprehensive regulatory framework.  
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My first task in developing such a model is establishing a threshold at which the production of an 

RIA would be required. Although numerous biomedical research projects may in some way target 

minority racial groups and their members, not all of these have consequences of sufficient concern 

to warrant regulatory action. To determine the circumstances in which an RIA is warranted, I 

borrow from requirements that apply to governmental actions in the context of AI/AN tribes to set 

a regulatory threshold for biomedical research projects that have “substantial direct effects” on one 

or more racial or ethnic groups or group members (the “substantial direct effects threshold”). I go 

on to consider what the substantial direct effects threshold may entail, using several case studies to 

draw out factors that may contribute towards a finding that the threshold has been reached. 

 

A second consideration is to whom responsibility for determining the need for an RIA and 

producing any such assessment will be assigned. I deviate from the agency-based nature of most 

impact assessments by suggesting that investigators should carry the principal onus in this regard, 

including responsibility for convening RIAs in appropriate circumstances and deciding how to 

incorporate RIA feedback into study design. Most importantly, investigators will be best placed to 

understand the research design and the contribution it seeks to make to the literature, as well as the 

implications of potential changes to the study design suggested in the RIA process. Regulatory 

agencies such as the NIH and the FDA are tasked with assisting investigators understand and carry 

out this role. These agencies also could be empowered to direct an investigator to perform an RIA 

for research deemed to meet the substantial direct effects threshold. 

 

As yet, few scholars have addressed the question of best practice for the production of RIAs—or, 

indeed, impact assessments more generally. Given this dissertation’s focus on participatory 

approaches, I pay particular attention to strategies for ensuring that affected group members, and 
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other interested stakeholders, can provide input for an RIA. Without prescribing a single fixed 

strategy for achieving this aim, I illustrate the feasibility of eliciting meaningful feedback from group 

members, including through dialogue-based models that have had success in European participatory 

forums. I further consider how best to apply RIA findings, and follow the lead of impact 

assessments in other contexts that findings principally be directed at educating decision-makers (in 

this case, study investigators), with the objective of preventing uninformed action.  

 

Finally, I turn to the benefits and challenges of an RIA framework. While RIAs have the potential to 

enhance the scientific and ethical robustness of biomedical research targeted towards minority 

groups and group members, as well as the legitimacy of such research among affected persons, they 

come at a cost, in more than one sense. Potential challenges include the financial and time burden 

RIAs place on investigators; the representativeness (or lack thereof) of minority racial and ethnic 

group members who participate in an RIA process; and the potential for RIAs to become token 

endeavors rather than a meaningful dialogue between investigators and affected group members. I 

conclude the chapter by suggesting strategies for maximizing potential benefits of RIAs while 

minimizing any detrimental effects. 

What is a “Race Impact Assessment”? 

Broadly defined, impact assessments are processes for estimating in advance the likely consequences 

of implementing specific projects or policies. In this chapter, I adapt the impact assessment model 

for the context of biomedical research targeting minority racial and ethnic groups and group 

members: that is, a “race impact assessment” (RIA). As explained in more detail below, there are 

benefits to encouraging investigators undertaking biomedical research that meets the requisite 
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threshold to undertake an RIA early in the study design process. At various points along the 

research pathway, relevant regulatory bodies may request investigators to produce proof of an RIA, 

including when a study seeks public funding; IRB ethical approval; and FDA marketing approval for 

any research product. Principally, RIA findings are intended as a means of educating study 

investigators, with the objective of preventing uninformed action. 

Impact Assessments 

Impact assessments are mandated in the U.S. for some governmental decision-making. The best 

known example is the National Environmental Protection Act of 1969 (NEPA), which requires 

federal agencies to consider the environmental effects of their actions; in particular, by preparing an 

Environmental Impact Statement (EIS) for actions that would “significantly affect the quality of the 

human environment” before proceeding with a project. The primary purpose of an EIS is to create 

an opportunity for informed public participation and decision-making.178  The U.S. Supreme Court 

has further noted the “larger informational role” that an EIS plays: assuring the public that the 

agency has considered environmental concerns in its decision-making process and providing a 

springboard for public comment.179 NEPA does not require agencies to select an environmentally 

preferred course of action: it “merely prohibits uninformed—rather than unwise—agency action.”180 

The EIS process has been credited with integrating environmental goals into agency decision 

making; improving planning by requiring an earlier, clearer and more complete conceptualization of 

project plans and objectives; and enhancing transparency and public involvement.181 Preparing an 

EIS, however, comes at a cost. The process can take one to two years to develop, sometimes much 

                                                             
178 Native Ecosystems Council v. U. S. Forest Service, 418 F.3d 953, 965 (9th Cir. 2005). 
179 Robertson v. Methow Valley Citizens Council, 490 U.S. 332 (U.S. Supreme Court 1989). 
180 Id. at 351. See discussion in Brian L. Cole et al., Prospects for Health Impact Assessment in the United States: New and 

Improved Environmental Impact Assessment or Something Different?, 29 JOURNAL OF HEALTH POLITICS, POLICY AND LAW 1153 
(2004). 

181 Cole et al., supra note 180, at 1168. 
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longer, and cost tens of millions of dollars.182 In addition, public participation can turn adversarial, 

often being too limited and coming too late to change a project’s course.183 

 

Impact assessments have since been expanded to other types of agency decision-making. Of 

particular pertinence are requirements for “Tribal Summary Impact Statements” under Executive 

Order 13175 of November 6, 2000, “Consultation and Coordination with Indian Tribal 

Governments,” which requires federal agencies to consult and coordinate with tribal governments 

before implementing policies or undertaking other actions that “have tribal implications.” 

Preparation of Tribal Summary Impact Statements typically involves several consultations with tribal 

officials: information may also be gathered, for example, through webinars and blogs.184 The E-

Government Act of 2002 requires the Chief Information Officer of an agency to undertake a 

Privacy Impact Assessment before the agency develops or procures a new information system or 

initiates a new collection of personally identifiable information. Although health impact assessments 

are not mandated in the U.S., their use is gaining traction on a voluntary basis.185 

Previous calls for RIAs 

To date, a small number of commentators have called for executive decisions relating to research 

involving minority racial and ethnic groups to be subject to RIAs.186 Osagie Obasogie made an early 

call for assessment by a multidisciplinary advisory committee in the context of FDA approval for 

new drugs. He went on to suggest that the decision to grant such approval be based on strict 

                                                             
182 Cole et al., supra note 180. 
183 Id. 
184 See, eg, Toxics Release Inventory (TRI) Reporting for Facilities Located in Indian Country and Clarification of 

Additional Opportunities Available to Tribal Governments Under the TRI Program, Fed. Reg. 60781 60701–31 (2011). 
185 Andrew L. Dannenberg et al., Use of Health Impact Assessment in the U.S: 27 Case Studies, 1999–2007, 34 AMERICAN 

JOURNAL OF PREVENTIVE MEDICINE 241 (2008). 
186 Taunya Lovell Banks, Funding Race as Biology: The Relevance of “Race” in Medical Research, 12 MINNESOTA JOURNAL 

OF LAW, SCIENCE & TECHNOLOGY 571 (2011).; Obasogie, Beyond Best Practices, supra note 14. 
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scrutiny principles—that is, whether a race-specific indication meets a compelling state interest and 

the use of race is narrowly tailored to meet treatment goals.187 In his 2009 treatise on race and 

human biotechnology, Obasogie explained the value of race impact assessments as follows: 

Race impact assessments could encourage shared responsibility among multiple actors—including 
regulators, researchers, internal review boards, and affected communities and their representatives—
in making sure that human biotechnologies are not used to promote unfounded biological 
understandings of race and that claims made about the relationship between race and genetics are 
legitimate. … The overall goal of a race impact assessment would be the same as its counterparts in 
public health and other realms: to increase dialogue between stakeholders and policymakers so as to 

balance competing interests though strategic planning that promotes the public good.188 

 

Following a similar line of reasoning, Taunya Lovell Banks has proposed convening a “multi-

disciplinary health impact assessment group” any time a federal grant application seeks to use race or 

ethnicity to ascribe causation.189 No commentator, however, has yet articulated a comprehensive 

model for how, in practice, RIAs could operate within the biomedical research pathway. In this 

chapter, and my dissertation more generally, I seek to substantiate an RIA model that promotes 

informed dialogue about the manner in which biomedical research projects use race and ethnicity, 

while retaining a necessary degree of investigator flexibility and control over study design. 

Optimal Use of RIAs 

To the extent that scholars have addressed questions regarding who will administer RIAs and the 

circumstances in which such a process is appropriate, they have suggested review of “race-based 

medicine”—broadly defined—by expert committees within relevant government agencies. I extend 

this model and incorporate several modifications. First, an investigator is to determine whether a 

biomedical research project has substantial direct effects on one or more minority racial or ethnic 

                                                             
187 Obasogie, Beyond Best Practices, supra note 14. 
188 OSAGIE K OBASOGIE, PLAYING THE GENE CARD: A REPORT ON RACE AND HUMAN BIOTECHNOLOGY 46–47 

(2009). 
189 Banks, supra note 186. 
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groups or group members.  If so, he or she is encouraged to undertake an RIA for the project at an 

early stage of study design. At relevant points along the biomedical research pathway, a regulatory 

agency may direct an investigator to undertake an RIA if, in the agency’s view, the project has 

“substantial direct effects” on one or more minority racial or ethnic group or group members (see 

Figure 3.1 below). 

 

Below, I explain the key elements of this model. These encompass: (1) threshold for requiring an 

RIA to be conducted; (2) study investigator as the person responsible for undertaking an RIA; (3) 

manner in which an investigator is to conduct an RIA; and (4) consequences of RIA findings. 

 

Figure 3.2: Producing and showing evidence of an RIA 
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Threshold 

A paramount issue for this dissertation is which studies sufficiently affect minority racial and ethnic 

groups and group members so as to warrant additional policy and regulatory scrutiny. At one level, a 

multitude of biomedical research projects target minority racial and ethnic groups and their 

members. A project may address a disease that frequently affects certain minority racial and ethnic 

group members. Group members may be disproportionately enrolled in projects for reasons as 

diverse as study location; access to information about studies including through their relationship, or 

lack thereof, with healthcare professionals; and mistrust of health care professionals and medical 

researchers.190 Yet far more direct effects arise from studies such as those that supported BiDil’s 

race-specific registration of African Americans as study subjects, who also were the sole target of 

subsequent drug marketing. The question for this dissertation is in what circumstances regulatory 

action is warranted. 

 

Existing requirements that apply to government actions affecting AI/AN tribes provide an 

instructive starting point. As noted above, Executive Order 13175 requires federal agencies to 

consult and coordinate with tribal governments before implementing policies or undertaking other 

actions that “have tribal implications.” The Executive Order defines “policies that have tribal 

implications” as “regulations, legislative comments or proposed legislation, and other policy 

statements or actions that have substantial direct effects on one or more Indian tribes, on the 

relationship between the Federal Government and Indian tribes, or on the distribution of power and 

                                                             
190 See, eg, Linda Silka et al., Creating Community-Based Participatory Research in a Diverse Community: A Case Study, 3 

JOURNAL OF EMPIRICAL RESEARCH ON HUMAN RESEARCH ETHICS: AN INTERNATIONAL JOURNAL 5 (2008). 
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responsibilities between the Federal Government and Indian tribes.”191 Since the Executive Order is 

non-justiciable, there is no case law on what constitutes “substantial direct effects.” However, a 

search of the Federal Register revealed a small number of proposed rules and policies that the 

agency considers to have had “tribal implications.”192 Many of these related to rules and policies that 

would operate on tribal land, including environmental rules,193 criminal laws,194 and gaming.195 

Others were of more general application but, because of the substance of the rule or policy, had 

particular relevance to tribes—for example, policies governing determinations of small 

disadvantaged business status196 and school grants.197  

 

How would this threshold translate to biomedical research targeting minority racial and ethnic 

groups and group members? The inherent variability of biomedical research projects makes it 

difficult to develop concrete rules for determining whether a project has “substantial direct effects” 

on a minority racial or ethnic group or group members (the “substantial direct effects threshold”). 

However, a case-by-case analysis provides an instructive starting point. Below, I set out three case 

studies that I propose would meet the substantial direct effects threshold, and seek to draw from 

these the principal reasons for such a determination. In my view, these relate to the potential for a 

                                                             
191 Executive Order 13175: Consultation and Coordination With Indian Tribal Governments, Federal Register 

67249–404, sectionSection 1 (Definitions) (2000). (Emphasis added.) 
192 Of more than 1,000 proposed rules and regulations issued between January 2010 and December 2011, I 

identified less than 15 that noted tribal implications, based on a Westlaw search of "Consultation And Coordination 
With Indian Tribal Governments" & "Tribal Implication" in the Federal Register. 

193 See, for example, Toxics Release Inventory (TRI) Reporting for Facilities Located in Indian Country and 
Clarification of Additional Opportunities Available to Tribal Governments Under the TRI Program, Fed. Reg. 60781 
60701–31 (2011); Federal Implementation Plans:  Interstate Transport of Fine Particulate  Matter and Ozone and 
Correction of  SIP Approvals, Federal Register Vol. 76, No. 152 48208–712 (2011). 

194 Assumption of Concurrent Federal Criminal Jurisdiction in Certain Areas of Indian Country, Federal Register 99 
29675 (2011). 

195 National Indian Gaming Commission: Notice of Inquiry and Request for Information; Notice of Consultation, 
Federal Register 75 70680 (2010). 

196 Small Business Size Regulations; 8(a) Business Development/Small Disadvantaged Business Status 
Determinations, Federal Register 29 8222 (2011). 

197 Office of Safe and Drug-Free Schools Discretionary Grant Programs, Federal Register 76 14001 (2011). 
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project to result in the marketing of race-specific products; exacerbate social stigma or 

discrimination; and/or conflict with the self-conceptions of group or group members. 

 

1. The A-HEFT Study, resulting in the race-specific registration of BiDil 

The history of the race-specific marketing approval for the heart failure drug BiDil is set out 

in detail in Chapter One. To summarize briefly, on the basis of somewhat insubstantial 

evidence from a previous study, investigators became convinced of BiDil’s race-specific 

action. The company NitroMed, which acquired the patent rights to BiDil, launched a study 

to investigate BiDil’s action in African Americans—the African American Heart Failure Trial 

(A-HeFT). The study enrolled only self-identified African Americans, and therefore could 

provide no information on the drug’s efficacy (or lack thereof) in persons of any other racial 

or ethnic background. Following impressive study results, the FDA approved BiDil for use 

in self-identified African Americans.  

 

While BiDil remains the only race-specific drug marketing approval, a number of currently 

recruiting clinical trials could support equivalent outcomes.198 In May 2012, Boehringer 

Ingelheim publicized positive results from its Phase 3 study of the type 2 diabetes drug 

Tradjenta in African American patients.199 Since the FDA has already approved the drug for 

this indication, BiDil’s race-specific product marketing trajectory will not be repeated. 

However, the press release emphasizes racial disparities in the incidence of diabetes and 

                                                             
198 See Appendix A. 
199 BOEHRINGER INGELHEIM, NEW PHASE 3 DATA FOR TRADJENTA® (LINAGLIPTIN) TABLETS IN BLACK OR 

AFRICAN AMERICAN PATIENTS WITH TYPE 2 DIABETES SHOWED SIGNIFICANT IMPROVEMENT IN BLOOD SUGAR  (May 
24, 2012), http://us.boehringer-
ingelheim.com/news_events/press_releases/press_release_archive/2012/may_24_2012.html (last visited September 20, 
2012). 
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Tradjenta’s future role in addressing these disparities, placing Boehringer Ingelheim in a 

strong position to launch future racially directed marketing campaigns.200 

 

2. Research comparing smoking patterns in African Americans and Caucasians 

Another type of research that appears to raise “substantial direct effects” is studies with the 

potential to damage “the reputation, integrity or social status of the population groups 

involved in the studies.”201 Commentators have raised concerns, for example, about the long 

history of research investigating smoking patterns and nicotine intake in Africa Americans as 

compared with Caucasians. Beyond the social stigma associated with smoking, readers might 

seek to extrapolate study results to cocaine and other substances. Any such misconstruction 

risks reinforcing racial stereotypes regarding African Americans and substance abuse.202 

Depending on the racial or ethnic group with which a person identifies, he or she may have 

concerns about different stereotypes. Consider, for example, the implications of a study of 

genetic predilection for frugality conducted in an Ashkenazi Jewish population; or towards 

extremist views in an American Muslim population. In the context of genomic research 

being conducted in Africa, community members raised concerns about providing research 

results about AIDS along tribal lines, along with research findings that had the potential to 

be claimed as evidence of “immoral behaviour.”203  

 

                                                             
200 See OSAGIE OBASOGIE, Race-Based Medicine: Déjà Vu All Over Again?, BIOPOLITICAL TIMES  (September 6, 2012), 

http://www.biopoliticaltimes.org/article.php?id=6378 (last visited September 20, 2012). 
201 Jantina de Vries et al., Investigating the Potential for Ethnic Group Harm in Collaborative Genomics Research in Africa: Is 

Ethnic Stigmatisation Likely?, SOCIAL SCIENCE & MEDICINE. 
202 Alexandra E Shields et al., The Use of Race Variables in Genetic Studies of Complex Traits and the Goal of Reducing Health 

Disparities: a Transdisciplinary Perspective, 60 AM PSYCHOL 77 (2005). 
203 De Vries et al., supra note 201. 
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3. Unsupported definitions of AI/AN persons 

Biomedical research projects may be structured in ways that are inconsistent with the self-

conceptions of minority racial and ethnic groups and group members. This is apparent, for 

example, in the National Children’s Study, a large-scale federally funded study that is 

examining the effects of environmental influences on the health and development of 

children across the U.S. While the study does not set specific racial or ethnic targets, the 

sample size is intended to support analysis of racial and ethnic subgroups. In its 2010 

recommendations to the Department of Health and Human Services (HHS), the American 

Indian and Alaska Native Health Research Advisory Council (HRAC) raised concerns about 

the study design, including the insufficiency of self-identification as a means of defining 

AI/AN status. Instead, it recommended that “AI/AN” participants present proof of 

enrolment from a federally recognized tribe.204  

 

Group self-conceptions are most likely to arise in the context of structured groups, which, 

by definition, are capable of articulating an authoritative position on matters such as requisite 

membership criteria.205 However, members of other racial and ethnic groups also may have 

preferences as regards the manner in which the group to which they belong is defined and 

recognized by outsiders. These warrant exploration and consideration even in the absence of 

a formalized group position. 

 

To summarize, considerations that may factor into a determination of “substantial direct effects” 

include the potential for study findings to support race-related product marketing approvals; the 

                                                             
204 Chapter Four discusses the HRAC in more detail, including its role and composition. 
205 Chapter One explains the meaning of structured and unstructured groups. 
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potential for study findings to feed into existing areas of stigma or discrimination, and the study’s 

consistency or lack thereof with group self-conceptions. As investigators and policy-makers gain 

experience with RIAs, additional factors no doubt will be deliberated upon, further clarifying the 

threshold’s appropriate bounds. 

 

The substantial direct effects threshold allows—moreover, encourages—investigators and regulators 

to consider proposed biomedical projects on a case-by-case basis. While this has the benefit of 

flexibility and adaptability over time, its countervailing peril is investigators and regulators failing to 

recognize or give adequate weight to certain effects that research may have on groups and group 

members. This is especially problematic in the context of structured groups, which are susceptible to 

intra-group risks, recognition of which often requires specialized knowledge.206  

 

Later in this dissertation, I propose two strategies to mitigate the potential for investigators and 

regulators to unintentionally overlook group-specific research effects. First, in the context of 

structured groups, I place an onus on investigators to justify why, in their view, a research project 

does not meet the substantial direct effects threshold. They could meet this requirement by, for 

example, producing a statement of support from a recognized group leader, or identifying any 

research guidelines published by the group that address specifically the kind of research the 

investigator seeks to initiate.207 Secondly, Chapter Seven proposes strategies for promoting group-

generated policies and guidelines to assist investigators and regulatory decision-makers in 

recognizing pertinent harms, including intra-group harms. 

                                                             
206 Chapter One explains structured and unstructured groups. 
207 Chapter Five includes further discussion of this onus of proof. 
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Responsibility 

Previous scholars who have proposed the use of RIAs in the context of biomedical research have 

conceptualized their implementation in the context of multidisciplinary advisory committees or 

councils.208 Presumably, in this model, agencies such as the NIH and the FDA would establish an 

advisory committee or council tasked with undertaking RIAs, with members including, for example, 

investigators, lawyers, ethicists and representatives of minority racial and ethnic groups. The relevant 

committee or council also could undertake broader public consultation with affected minority racial 

and ethnic groups and group members. An agency-centered RIA model is consistent with most 

current impact assessment models. Agencies are responsible, for example, for producing EISs and 

Tribal Summary Impact Statements. U.S. and most international privacy impact assessment 

requirements apply only to the public sector, although private sector uptake is encouraged.  

 

In my view, encouraging individual investigators to develop RIAs, and empowering regulatory 

decision-makers such as the NIH and the FDA to direct an investigator to undertake an RIA in 

limited circumstances is a preferable option. Provided investigators are given adequate assistance, 

charging them with the responsibility for RIAs has several advantages. For one, the RIA features in 

multiple steps of the biomedical research pathway, including decisions about NIH funding, ethical 

acceptability and marketing approval (see Figure 3.1 above). Accordingly, investigator leadership in 

undertaking an RIA and incorporating the results into the study protocol will minimize unnecessary 

duplication. Moreover, investigators are best placed to understand the project, and have the capacity 

to adjust the study protocol in accordance with preferences expressed through the RIA process. A 

proactive investigator role in developing an RIA also should foster a culture of racial awareness and 

                                                             
208 Banks, supra note 186.; OBASOGIE, PLAYING THE GENE CARD: A REPORT ON RACE AND HUMAN 

BIOTECHNOLOGY, supra note 188. 
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sensitivity, expand investigators’ capacity to design culturally acceptable and ethical research projects 

in the future, and lead to greater legitimacy and trust between investigators and affected 

communities.  

 

Responsibility for undertaking RIAs is consistent with other public participation requirements 

imposed on investigators. In the context of research in emergency settings, for example, 

investigators may seek a waiver of the requirement to obtain the informed consent of study 

participants. Before approving a waiver of consent, however, an IRB must find and document 

additional protections of the rights and welfare of subjects, including, at a minimum, community 

consultation and public disclosure.209 Some overseas medical research funding agencies—most 

notably, the Netherlands Organization for Health Research and Development—impose public 

participation obligations on investigators.210 

 

For investigators to be able to fulfil their RIA responsibilities, however, relevant government 

agencies must provide adequate education and informational materials. This includes guidance on 

the circumstances in which an RIA for a biomedical research project is advisable, the factors to be 

considered in the RIA, and the process by which the RIA is to be developed. A question warranting 

further research is the financial difficulties RIA requirements may raise for investigators and possible 

mechanisms for alleviating this burden. Academic–community partnerships have cited cost burdens 

                                                             
209 21 CFR 50.24. This provision applies to all research regulated by the Food and Drug Administration (FDA). 

Similar requirements may apply to non-FDA regulated research based on a waiver of applicability of sections of the 
DHHS regulations at 45 CFR 46. 

210 Noted in Ingrid L. M. A Baart & Tineke A Abma, Patient Participation in Fundamental Psychiatric Genomics Research: a 
Dutch Case Study, 14 HEALTH EXPECTATIONS 240 (2011). 
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for researchers and community partners as a problem for implementation.211 Resourcing issues also 

have arisen in the context of community consultation requirements for research in emergency 

settings.212 These challenges, and strategies for mitigation, are discussed further in Chapter Seven. 

Method 

Placing an obligation on investigators to undertake RIAs says nothing about the way in which such 

an obligation should be satisfied. Answering this question depends in large part on the impact 

assessment approach one adopts. In the context of health impact assessments, for example, scholars 

have classified three general, and possibly overlapping, approaches: quantitative/analytic, 

participatory, and procedural. The quantitative approach draws on the risk analysis field to estimate 

the range and magnitudes of a proposed policy’s potential health effects. The participatory approach 

draws on the field of community-based health promotion and emphasizes the solicitation of 

stakeholder input. The procedural approach seeks to comply with government mandates.213 Given 

the broader theme of this dissertation, I adopt a participatory RIA approach and, accordingly, focus 

primarily on facilitating the engagement of minority racial and ethnic group members. Robust RIAs 

also would benefit from the inclusion of a range of other perspectives, including those of 

anthropologists, lawyers, sociologists, and so forth. 

 

Facilitating minority racial and ethnic group member engagement requires, in particular, that 

investigators move beyond the assumption that “if patients are involved as active participants, 

inclusion of their perspectives and knowledge input in decision-making processes is somehow 

                                                             
211 Edith A Parker et al., Community Action Against Asthma, 18 JOURNAL OF GENERAL INTERNAL MEDICINE 558 

(2003).; Barbara L Brenner & Melissa P Manice, Community Engagement in Children’s Environmental Health Research, 78 
MOUNT SINAI JOURNAL OF MEDICINE: A JOURNAL OF TRANSLATIONAL AND PERSONALIZED MEDICINE 85 (2011). 

212 Lisa Eckstein, Engaging Racial and Ethnic Groups in the Regulation of Research: Lessons from Research in Emergency Settings, 
12 HOUSTON JOURNAL OF HEALTH LAW & POLICY 1 (2011). 

213 Brian L Cole & Jonathan E Fielding, Health Impact Assessment: A Tool to Help Policy Makers Understand Health Beyond 
Health Care, 28 ANNU REV PUBLIC HEALTH 393 (2007). 
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automatically guaranteed.”214 Troublingly, researchers well versed in CBPR have noted that “people 

from communities of color learn very early not to reveal true information to white people because 

they do not believe that whites want to hear the truth or because they fear that the truth will not be 

heard.”215 Catherine Jordan and her colleagues explain that,  

It is not rational to trust those who have a track record of disrespectfully treating members of a 
community you identify with … or who take no interest in what members of your community have 
to say to them or in the effects that their views about your community have on the people in it. 
Given the depth and pervasiveness of social, political, and economic inequality in the United States 
today, it needn’t take malevolence or malfeasance for researchers to act in ways that give rise to such 

perceptions.”216 

 

Many techniques have been trialled to elicit authentic community and group member views. As 

participatory strategies continue to gain favour, many more will evolve. To demonstrate the viability 

of eliciting authentic views, I outline several engagement strategies that have received positive 

reports in the literature, typically grounded in principles of deliberative democracy. Deliberative 

democratic methods seek to inform citizens’ perspectives through fair, respectful and transparent 

exchanges of viewpoints, and use these informed views as a basis for policymaking.217 Researchers 

increasingly have adopted deliberative democratic methods as a means of soliciting public opinion 

on controversial policies. 

 

One group of researchers assessed a deliberative assessment process as a means of eliciting views 

from current caregivers for persons with dementia and members of the general public on the 

                                                             
214 Janneke E. Elberse et al., Patient-Expert Partnerships in Research: How to Stimulate Inclusion of Patient Perspectives, 

HEALTH EXPECTATIONS 225 (2010). 
215 Vivian Chavez et al., The Dance of Race and Privilege in CBPR, COMMUNITY-BASED PARTICIPATORY RESEARCH 

FOR HEALTH: FROM PROCESS TO OUTCOMES 91 (Meredith Minkler & Nina Wallerstein, 2nd ed. ed. 2008)., 97. 
216 C Jordan et al., The Trustworthiness of Research: The Paradigm of Community-based Research, 16 METROPOLITAN 

UNIVERSITIES 39 (2005)., quoted in Sara Goering et al., Transforming Genetic Research Practices with Marginalized Communities: 
A Case for Responsive Justice, 38 HASTINGS CENT REP 43 (2008). 

217 Raymond De Vries et al., Assessing the Quality of Democratic Deliberation: A Case Study of Public Deliberation on the 
Ethics of Surrogate Consent for Research, 70 SOCIAL SCIENCE & MEDICINE 1896 (2010); Ernest R. House & Kenneth R. 
Howe, Deliberative Democratic Evaluation, 2000 NEW DIRECTIONS FOR EVALUATION 3 (2000). 
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acceptability of surrogate consent in dementia research. Participants in the deliberative democracy 

group were provided with advance copies of expert presentations to be given at the session. On the 

day of the session, participants were assigned to tables of six to eight persons, with a trained 

facilitator at each table. After a series of presentations, participants were asked to reach a group 

decision on whether it would be acceptable for dementia patients who are incapable of providing 

informed consent to be enrolled in various types of research studies based on a family member’s 

decision. An expert on clinical research and a bioethicist were made available to answer questions 

throughout the day. The deliberative democracy group became more supportive of surrogate 

consent through the process, and this shift in attitude was sustained even after a month. Notably, 

nearly 90% of the participants were wiling to abide by the policy decision their group put forward. 

The authors concluded that, “it is feasible to create forums for democratic deliberation to obtain 

high quality input from the lay public on policy issues that involve moral disagreement or 

uncertainty.”218 

 

A New Zealand “citizen’s jury” on mammography screening used similar processes. The researchers 

enrolled a random sample of women aged 40 to 49 years from electoral rolls, including Māoris. After 

an introductory session, participants listened to presentations from experts in favor of and against 

screening, followed by questions and small group discussions. On the final day, the jury deliberated 

on the question and reached a conclusion. At the introductory evening, all of the women who 

attended agreed that the government should offer free screening to women aged between forty and 

forty-nine years. At the end of the deliberation, the majority decision (ten to one) was that screening 

mammography should not be offered to women under the age of forty-five. They were persuaded, 

                                                             
218 Scott Y.H. Kim et al., Deliberative Assessment of Surrogate Consent in Dementia Research, 6 ALZHEIMER’S & DEMENTIA 

342 (2010). For another study that reported positive perceptions on the legitimacy of deliberative decisions, see Julianna 
E. Pesce et al., Deliberation to Enhance Awareness of and Prioritize Socioeconomic Interventions for Health, 72 SOCIAL SCIENCE & 

MEDICINE 789 (2011). 
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in particular, by learning about the existence of harms from screening versus the uncertain 

benefits.219 Other studies have reported that participant views are amenable to change and 

consensus building when deliberation is introduced in a process.220 

 

Another popular method, the Delphi approach, is designed to draw opinions from large numbers of 

participants and, through controlled feedback on these views, articulate a group consensus. The 

standard process works as follows. First, participants complete questionnaires, and the researchers 

review and rank responses. Responses are then fed back to participants, materials are modified in 

accordance with participant views, and another round of voting is undertaken. This process 

continues until participants reach consensus or the law of diminishing returns applies.221 Several 

benefits of the Delphi process have clear synergies with best-practice public participation. In 

particular, researchers have documented the results of the Delphi process as finding greater 

acceptance by subject populations than more direct decision-making. They also suggest that 

involvement in a Delphi process can be a motivating experience for participants, with many finding 

the feedback process novel and interesting.222 Moreover, such a process “enables a wide variety of 

individuals to participate in a way that is not too time-consuming and that it allows both the list of 

issues and the rank ordering of those issues to be determined by the participants themselves.”223  

 

                                                             
219 Charlotte Paul et al., Making Policy Decisions About Population Screening for Breast Cancer: The Role of Citizens’ 

Deliberation, 85 HEALTH POLICY 314 (2008). 
220 See, eg, J Abelson, Does Deliberation Make a Difference? Results from a Citizens Panel Study of Health Goals Priority 

Setting, 66 HEALTH POLICY 95 (2003); Pesce et al., supra note 218. 
221 Felicity Hasson et al., Research Guidelines for the Delphi Survey Technique, 32 JOURNAL OF ADVANCED NURSING 1008 

(2000).; Hugh P McKenna, The Delphi Technique: A Worthwhile Research Approach for Nursing?, 19 JOURNAL OF ADVANCED 

NURSING 1221 (1994).; Kavita K Patel et al., Innovative Approaches to Obtaining Community Feedback in the Witness for Wellness 
Experience, 16 ETHN DIS S35 (2006). 

222  McKenna, supra note 221. 
223 Meredith Minkler & Trevor Hancock, Community-Driven Assett Identification and Issue Selection, COMMUNITY-BASED 

PARTICIPATORY RESEARCH FOR HEALTH : FROM PROCESS TO OUTCOMES 153, 158 (Meredith Minkler & Nina 
Wallerstein, 2nd ed. ed. 2008). 



 

 
 

 
Researching Race Responsibly 

 

  

81 

The Delphi approach has formed the basis of several efforts to engage the public in medical 

research decision-making including the Dialogue Model—a technique developed in the Netherlands 

for patient participation in health research agenda setting.224 In the particular context of biomedical 

research, the Dutch research consortium GROUP (Genetic Risk and Outcome of Psychosis) tested 

the Dialogue Model after their main source of funding, the Netherlands Organization for Health 

Research and Development, required patient involvement as a prerequisite for funding. Despite 

some initial scepticism, they ultimately reported that the Model constituted good guidelines for 

involving the public in fundamental psychiatric genomics research.225 In the U.S., a modified Delphi 

technique was used in Witness for Wellness, a collaborative initiative between an African-American 

community-based organization in Los Angeles, mental health researchers, and the RAND 

corporation. Community participants were “very satisfied” with the process.226 Leaders of the 

initiative advised, “The adapted modified Delphi process was useful to facilitate discussion and 

prioritization” and also in “providing a fair process of incorporating and displaying community 

feedback.”227 

 

Investigators are likely to adopt different models, depending on the affected group’s characteristics 

(geographic dispersion, health literacy, and so forth). In Chapter Seven, I propose the establishment 

of an RIA registry to promote information sharing on effective RIA strategies. This should include 

information on the participatory approach adopted in particular projects, and its perceived strengths 

and weaknesses. A responsive cycle of evaluation, information sharing and adaptation should 

continue to improve the selection of appropriate implementation methods in varying contexts. 

                                                             
224 Tineke A. Abma & Jacqueline E. W. Broerse, Patient Participation as Dialogue: Setting Research Agendas, 13 HEALTH 

EXPECTATIONS 160 (2010). 
225 Baart & Abma, supra note 210. 
226 Patel et al., supra note 221. 
227 Id. at 40. 
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Dedicated empirical research on effective participatory strategies in the context of minority racial 

and ethnic group members also would be of benefit. 

Consequences 

An important consideration for RIA implementation is the extent to which investigators are required 

to incorporate preferences elicited from group members into study design. Consistently with impact 

assessments in other contexts, I suggest giving deference to investigators in the extent to which, if at 

all, they incorporate such views. In this way, RIAs offer a tool to ensure good-faith consideration of 

the implications of such research for minority racial and ethnic group members. That is, RIAs would 

provide a mechanism for prohibiting uninformed, rather than unwise, action.228 Investigators are 

best placed to understand the ramifications of protocol changes, including additional resource and 

time constraints, and methodological validity. Provided investigators have made bona fide efforts to 

seek diverse feedback and can justify their decision whether to incorporate views expressed, 

regulatory agencies should accept the RIA process.  

 

In some circumstances, an RIA may be used to substantively inform decision-making. Most clearly 

in this regard, issues raised in an RIA process could feed directly into IRB deliberations over a 

project’s ethical acceptability. One example of this, discussed in further detail in Chapter Five, is a 

survey of Hmong Americans at risk for hypertension, which originally was drafted in a way that 

participants might have perceived as a “curse.”229 Since study changes based on RIAs are voluntary, 

an investigator could decide to retain the original wording, regardless of potentially affected group 

member reservations. If so, an IRB would be entitled to include potential emotional harm as a study 

                                                             
228 Robertson v. Methow Valley Citizens Council, 490 U.S. 332 (U.S. Supreme Court 1989). See discussion in Cole 

et al., supra note 180. 
229 See Candice Wong et al., Engaging Community in the Quality of Hypertension Care Project with Hmong Americans, 15 J 

CULT DIVERS 30 (2008). Further discussion is set out in Chapter Five. 
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risk. Less commonly, an RIA may elicit information relevant for technical FDA decision-making, as 

discussed in Chapter Six. In the main, however, RIAs should be considered a procedural, as 

compared with a substantive, tool. 

Benefits of RIAs 

The principal benefit of the RIA process is directing the attention of the investigators and the public 

to the potential scientific and ethical consequences of such research, and possible amendments that 

may ameliorate the more undesirable of these. Previously in this chapter, I set out three case studies 

illustrating the potential impacts of race-based biomedical research. I now suggest ways in which an 

RIA process may improve the outcomes of these scenarios. 

 

The A-HEFT Study, resulting in the race-specific registration of BiDil 

 

The most high-profile biomedical research studies in this context are likely to be those that seek to 

support racially or ethnically targeted products such as the A-HEFT Study and subsequent African 

American-specific BiDil marketing. Therefore, the effect of an RIA on such research is an important 

question. On the one hand, group members may applaud such research and advocate its 

continuation—views many African American representatives expressed towards regards BiDil.230 

On the other hand, group members and other participating stakeholders may dispute the biological 

relevance of race for heart-failure disparities and, instead, point to differences in many African 

American persons’ trust in physicians, access to health-care, experience of discrimination and so 

forth. In light of these disagreements, investigators may continue the study but amend the protocol 

                                                             
230 African American support for BiDil is discussed in Chapter Six. 
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to gather additional categories of information. Participants also may question the basis for the study 

definition of “self-identified” African Americans. Investigators would, at a minimum, have to justify 

their choice, including its relationship to genetic ancestry or other biologically plausible reasons for 

group differences, and its application to persons who identified both as white and African American. 

This process of public accountability would serve the purpose of prompting investigators to give 

closer consideration to these aspects of study design, thereby improving research quality. Finally, the 

very occurrence of a public forum—if done well—is likely to contribute to any future product’s 

legitimacy and consequent market acceptability. 

 

Research comparing smoking patterns in African Americans and Caucasians 

 

RIAs could play a role in managing the ramifications of biomedical studies that potentially feed into 

out-dated racial hierarchies or stereotypes. Consider, for example, the series of studies discussed 

above, which have investigated smoking patterns and nicotine intake in African Americans. Social 

commentators have raised concerns that publication of study results could be misappropriated as 

inferences about African American predispositions to addiction to cocaine and other illicit 

substances231—concerns that participants in RIA processes almost certainly will reiterate. 

Oftentimes, the expression of such fears will have little to no impact on study design. However, 

simply exposing investigators to group member concerns about discrimination and stigmatization 

could influence their later publication practices. For example, investigators may include explicit 

statements about the invalidity of extrapolating findings regarding any genetic variants that modify 

nicotine addiction to other types of drug addictions, or the effect of social factors on such variants. 

                                                             
231 For example, Shields et al., supra note 202. 



 

 
 

 
Researching Race Responsibly 

 

  

85 

In some instances, the potential for stigmatization or discrimination may warrant a decision to 

remove racial or ethnic distinctions from the study altogether. 

 

Definitions adopted in the National Children’s Study 

 

Earlier in this chapter, I canvassed the controversy the National Children’s Study generated for 

AI/AN tribal leaders, in which there was significant divergence between the process for classifying 

AI/AN members in the study protocol and the criteria of tribes. The HRAC recommended 

changing the study design from self-identification to requiring research participants defined as 

AI/AN to present proof of federally recognized tribal enrolment. Presumably, these concerns would 

arise in any RIA process undertaken by the National Children’s Study investigators. Several 

outcomes can be envisioned. First, after discussions with the investigators about their reasons for 

using self-identification, AI/AN leaders may accept their reasoning leading to a consensus (for 

example, based on the need for consistency with definitions of other racial and ethnic groups). 

Secondly, the investigators may accept the reasons for defining AI/AN members in this way and 

change the study design accordingly. Thirdly—and perhaps the most likely outcome—the 

investigators may choose to retain self-identification as the chosen definition but incorporate some 

concession to tribal definitions, such as noting the number of self-defined AI/AN participants who 

had proof of tribal membership. Such an outcome appears to be more racially sensitive, legitimate, 

and possibly even more scientifically valid. 
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Challenges of RIAs 

Burden on Investigators 

Inevitably, RIAs will entail costs, encompassing not just the direct financial burden of undertaking 

the Assessment, but the indirect opportunity costs of precluding investigators from working on 

some other set of issues.232 While hopefully never reaching the extreme financial and time costs that 

plague EISs, the price of RIAs and associated participatory reforms will add to an already costly 

biomedical research process.  

 

Somewhat surprisingly given its importance for implementation decisions, the comparative costs of 

public participation exercises have not been subject to close scrutiny.233 In one of the few efforts in 

this regard, Renee Irvin and John Stansbury suggest that the low end of a decision made through 

participatory approaches is more expensive than a decision made by a single agency administrator.234 

Craig Mitton and his colleagues estimate that large-scale and intensive deliberative projects could run 

into the million-dollar range. Smaller scale efforts still can require tens of thousands of dollars.235 

For example, organizers of a 2008 community consensus conference on the use of nanotechnology 

for human enhancement estimated that, in total, its budget was in the order of $20,000. Costs 

included the employment of a dedicated post-doctoral fellow, who spent two months on the 

logistical groundwork and served as the lead facilitator. Participants were provided with meals and a 

$500 stipend, which were of particular importance to ensure the ongoing participation of those with 

                                                             
232 Bayley & French, supra note 52. 
233 Craig Mitton et al., Public Participation in Health Care Priority Setting: A Scoping Review, 91 HEALTH POLICY 219 

(2009).; Renee A. Irvin & John Stansbury, Citizen Participation in Decision Making: Is It Worth the Effort?, 64 PUBLIC 

ADMINISTRATION REVIEW 55 (2004). 
234 Irvin & Stansbury, supra note 233, at 58. 
235 Mitton et al., supra note 233. 
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relatively lower family incomes.236 The Polyheme study, a clinical trial investigating the use of a 

blood substitute to resuscitate trauma patients, also illustrates the financial costs of participatory 

strategies, with expenses including personnel time, travel expenses, food, venue rental, printing and 

postage, media placements, website design and administration, transcription and translation 

services.237  

 

The key question is whether the cost of a given participatory strategy is justified by its social and 

political value. In this chapter, I place clear limits on the studies for which RIA requirements apply: 

namely, research projects that meet the substantial direct effects threshold. In deciding whether a 

project meets the threshold and, accordingly, whether to request an investigator to produce an RIA, 

regulatory bodies should err on the side of restraint. Maintaining this relatively stringent threshold 

will ensure that RIA burdens are incurred only in situations where the process will result in 

significant benefits. Additionally, Chapter Seven proposes the establishment of funding 

opportunities to help investigators meet their RIA requirements. Access to RIA funding could 

alleviate the compliance burden for studies a funding agency considers meritorious, one aspect of 

which would be justifying the scientific need to target a particular racial or ethnic group. 

Investigators whose studies are not granted RIA funding may reconsider whether they could achieve 

satisfactory results through a study design entailing lesser effects on minority groups or group 

members. 

                                                             
236 Kleinman et al., supra note 49. 
237 Northfield Laboratories Inc., 2006D-0331: Guidance for Institutional Review Boards, Clinical Investigators, and Sponsors; 
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“Non-participation” 

RIAs have the potential to become what Sherry Arnstein terms “non-participation” initiatives, 

whereby their goal is to placate instead of to afford a genuine voice in the decision-making 

process.238 Clearly, any such outcome would be counterproductive. Gaventa and Cornwall advise, 

“consensus can all too easily masquerade as common vision and purpose, blotting out difference 

and with it the possibility of more pluralist and equitable solutions.”239 They go on to note that, “To 

the extent that participatory processes can be seen to have taken place, and that the relatively 

powerless have had the opportunity to voice their grievances and priorities in what is portrayed as an 

otherwise open system, then the danger will be that existing power relations may simply be 

reinforced, without leading to substantive changes in policies or structures which perpetuate the 

problems being addressed.”240  

 

The best safeguard against the tokenistic use of participatory strategies likely will be investigator and 

agency “buy-in.” Some biomedical researchers and government officials already appreciate the 

benefits of minority group member participation, and have the potential to play key leadership roles 

going forward. For others, considerable attitudinal change will be necessary. Several of the changes 

to agency structures and processes that I suggest in following chapters are intended to assist in this 

regard. For example, I advocate expanding NIH and FDA advisory committees to include additional 

minority group representatives, on the basis that minority racial or ethnic group members will be 

better able to translate group member perspectives to other committee members.241 To some extent, 

                                                             
238 Arnstein, supra note 35. 
239 John Gaventa & Andrea Cornwall, Power and Knowledge, HANDBOOK OF ACTION RESEARCH : PARTICIPATIVE 

INQUIRY AND PRACTICE 70, 75 (Peter Reason, 2001). 
240 Id. 
241 Chapters Four and Six. 
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this will lessen the possibility of committee members automatically dismissing potential group harms 

as trivial. In Chapter Seven, I also discuss the importance of educating researchers, regulators and 

members of the general public on issues associated with the use of race and ethnicity in biomedicine. 

Representativeness 

Minority racial and ethnic group members may have widely varied conceptions of benefits and 

harms arising from a given biomedical research project. This raises a fundamental concern for RIAs 

and participatory processes more generally—the representativeness of group members with which 

they consult. 

 

Notably, different considerations arise when consulting with structured, as compared with 

unstructured, groups. Structured groups, by definition, have delineated structures and leaders, with 

whom investigators can consult regarding proposed research projects. In all but exceptional 

circumstances, these provide an ethically and legally suitable target for consultation—for example, 

tribal leaders or their delegates.242 Yet ensuring representativeness for unstructured groups is more 

complicated. In most cases, these groups lack formal features of representation, such as 

authorization and accountability, raising the question of whether members consulted can speak on 

behalf of other group members. Addressing this issue requires looking to other elements of 

representation that remain available—most notably, those of expertise and resemblance.243 

 

                                                             
242 Different consultation strategies might be necessary to deal with, for example, community leaders who seek to 

use research ethics protections to legitimize the oppression of groups within the community: Charles Weijer & Ezekiel J. 
Emanuel, Protecting Communities in Biomedical Research, 289 SCIENCE 1142 (2000). 

243 See Mark B Brown, Survey Article: Citizen Panels and the Concept of Representation, 14 JOURNAL OF POLITICAL 

PHILOSOPHY 203 (2006)., which identifies five distinct elements that make up the concept of representation: 
authorization, accountability, expertise, participation and resemblance.  
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Political theorist, Mark Brown, focuses, in particular, on the idea of resemblance as making 

representations of “social perspectives.” He explains that a social perspective “consists … in a set of 

shared experiences (e.g., racial discrimination, capacity to become pregnant), which tend to give rise 

to shared questions and concerns, though not necessarily shared interests or preferences. The 

internal diversity of groups means that members of a group may differ in the nature and extent of 

their identification with the group, and members may share a perspective in some contexts but not 

others.”244 He echoes in this regard Young’s conceptualization of representation as a differentiated 

relationship among political actors. Young argues that having a similar social position generates a 

social perspective, which group representation injects into discussions. In other words, group 

members have similar experiences that only others of the same group can truly understand.245 

 

Importantly, RIAs focus on eliciting group member narratives to help investigators and regulatory 

decision-makers better understand the potential costs and benefits of a given research project. This 

is distinguishable from the concept of “community consent,” which likely requires formal features 

of representation.246 For RIAs, however, expertise and resemblance provide an equal or better 

measure of representativeness than more formal features such as authorization and accountability. 

To best satisfy requirements of expertise and resemblance, investigators should make efforts to 

include a diverse range of potentially affected minority racial and ethnic group members, including 

those from differing socioeconomic groups, geographic locations, and with different experiences of 

healthcare. 

                                                             
244 Id. at 218. 
245 IRIS YOUNG, INCLUSION AND DEMOCRACY 123 (2000). 
246 Richard R Sharp & Morris W Foster, Community Involvement in the Ethical Review of Genetic Research: Lessons from 
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Mobilizing Group Members 

For RIAs to operate successfully, group members must be persuaded to participate in the process. 

In addition to initial mobilization, this requires avoiding future “consultation fatigue”—a concern 

that has been identified, for example, in the context of consultations with Australian indigenous 

group members.247 Community-based organizations (CBOs) provide one strategy to avoid such an 

outcome through their role as “bridge organizations:” that is, intermediaries between members of 

their organizations and the larger community, and external actors such as investigators.248 

 

The Communities of Color Genetics Policy Project provides an instructive example in this regard. 

The Project engaged persons from African American and Latino communities to deliberate on 

ethical and policy issues relating to genetic research. The researchers advised that partnerships with 

fifteen pre-existing CBOs were critical to the project’s design and implementation. The researchers 

identified advantages of using CBOs to recruit participants as follows: “(1) CBOs are recognized by 

their membership as having the members’ true interests in mind; (2) CBOs can recommend changes 

to make community projects relevant to the community’s interests; and (3) they have an established 

membership network that can facilitate recruiting.”249  

 

Beyond the convenience of CBOs as pre-existing structures for information dissemination, Rebecca 

De Souza explains the importance of CBOs in creating “communicative spaces” for sex workers in 

                                                             
247 See, eg, J. Carter et al., An Indigenous Role in Partnerships for Sustainable Homelands Occupation in Australia, 14 

SUSTAINABLE DEVELOPMENT 162 (2006). 
248 Vence L. Bonham et al., Community-Based Dialogue: Engaging Communities of Color in the United States’ Genetics Policy 

Conversation, 34 J HEALTH POLIT POLICY LAW 325 (2009). For other examples, see Sharon F. Terry et al., Community 
Engagement About Genetic Variation Research, 15 POPULATION HEALTH MANAGEMENT 78 (2012); Virginia Tedrow et al., 
No “Magic Bullet”: Exploring Community Mobilization Strategies Used in a Multi-site Community Based Randomized Controlled Trial: 
Project Accept (HPTN 043), 16 AIDS AND BEHAVIOR 1217 (2012). 

249 Bonham et al., supra note 248. 
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India to discuss HIV/AIDS prevention strategies. She notes the fear and hopelessness that result 

from “structural violence and stigma,” which often results in silence: “So, if the root of HIV/AIDS 

is silence, then the solution must (inevitably) be voice and the creation of spaces where ‘conditioned 

silences’ can be broken.”250 

 

While CBOs provide a practical means of accessing minority group members, they also risk 

perpetuating pre-existing community tensions and power structures. For example, Rachel Jewkes 

and Anne Murcott conducted research on community involvement in health promotion initiatives 

and identified the voluntary sector and umbrella community groups as an important source of 

community representatives. They stressed, however, the vast swathes of the community that do not 

access the voluntary sector, and therefore were left out of the process. The authors raised concerns 

about research having contributed to “a voluntary sector ‘elite,’ accentuating differences and 

inequalities between organizations.”251 Community factions also have proved challenging in the 

context of efforts to engage the Utah Hispanic community in citizen governance. Factions centered 

on national identity, including conflicts between “Chicanos” (self-identified Americans of Mexican 

descent) and other immigrant populations from Latin America: “The perception among the 

immigrant population is that Chicanos are overrepresented in government engagement activities. 

This is problematic because more recent immigrants believe that Chicanos have different needs and 

therefore cannot represent them.”252 

 

                                                             
250 Rebecca de Souza, Creating “Communicative Spaces”: A Case of NGO Community Organizing for HIV/AIDS Prevention, 

24 692, 700 (2009). 
251 Rachel Jewkes & Anne Murcott, Community Representatives: Representing the “Community”?, 46 SOCIAL SCIENCE & 

MEDICINE 843 (1998). 
252 Patria de Lancer Julnes & Derek Johnson, Strengthening Efforts to Engage the Hispanic Community in Citizen-Driven 

Governance: An Assessment of Efforts in Utah, 71 PUBLIC ADMINISTRATION REVIEW 221, 225 (2011). 
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In sum, RIAs depend on the active participation of sufficient numbers of minority group members. 

CBOs will likely play an important means of accessing these persons and legitimizing to them 

involvement in the RIA process. However, before relying on CBO partnerships, investigators must 

play close attention to present community dynamics and power structures, and the implications of 

these structures for obtaining diverse and authentic voices. 

Conclusion 

In this chapter I put forward RIAs as a regulatory tool to assess the suitability of biomedical research 

projects with substantial direct effects on minority racial and ethnic groups and group members. At 

a minimum, the RIA process requires investigators to publicly justify their research approach to 

affected stakeholders—most notably, affected group members—thereby enhancing a project’s 

legitimacy. More substantively, RIAs expose investigators to a range of perspectives on the potential 

benefits and harms that may result from such projects, and provide them with the opportunity to 

amend the study protocol, and other aspects of the research, in ways that give credence to these 

views.  

 

While RIAs have important benefits for the scientific validity and ethical acceptability of biomedical 

research targeting minority groups, successful implementation depends upon concerted action from 

a number of parties. Investigators—who have primary responsibility for undertaking RIAs—must 

approach the task with openness and commitment to prevent RIAs from becoming a tokenistic 

endeavour. Agencies, including the NIH and the FDA, must guide investigators in best-practice 

methods for undertaking RIAs and engaging minority racial and ethnic group members. Relevant 

CBOs must mobilize their members to ensure sufficient participation in RIA processes. 
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The following three chapters of my dissertation consider in closer detail the manner in which RIAs, 

and other participatory strategies, fit with current biomedical research regulatory structures. These 

involve NIH funding review, IRB oversight, and FDA approvals for product marketing. 
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Introduction 

Scholars have recognized research design as “one of the most important stages of the research 

process for members of the public to be involved in.”253 Having input at this early phase affords 

laypersons an opportunity “to maximise their influence and impact.”254 However, a limited number 

of models have been implemented for such participation, none of which involve shifts in decision-

                                                             
253 Jonathan Boote et al., Public Involvement at the Design Stage of Primary Health Research: A Narrative Review of Case 

Examples, 95 HEALTH POLICY 10, 12 (2010). 
254 Id. 
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making power.255 In the United States, attention has been even scarcer, with at least one author 

lamenting that inquiries studying public input into research prioritization “usually do so with a 

specific disease orientation, or solely to exemplify decision making in certain nations or simply as an 

aside. Priority setting for biomedical research per se remains underexplored.”256 Domestically, the 

lack of participatory strategies is particularly concerning given the importance of legitimate decisions 

when allocating public funds. Internationally, U.S. models for research funding decisions have 

particular pertinence in light of the fact that approximately 70% to 80% of total global biomedical 

research and development is sponsored in the U.S. by foundations and domestic corporations.257 

 

Moreover, despite the gross health disparities experienced by members of minority racial and ethnic 

groups in the U.S., little consideration has been given to how they may participate in decisions about 

biomedical-research funding. Consider the case of a 2004 symposium on community-based health 

information outreach, whose participants advised that “like most minority communities, Native 

Americans rarely have had the opportunity to consult with federally sponsored service and outreach 

programs, especially regarding health and medical challenges.”258 Participants “reiterated general 

concerns in the Native American community about lack of meaningful consultation, particularly 

regarding federally sponsored research involving Native populations.”259  

 

This chapter explores models for engaging minority racial and ethnic group members in decisions 

about biomedical-research funding and, in particular, research targeting minority groups and group 

                                                             
255 Abma & Broerse, supra note 224, at 161. 
256 Eileen Burgin, Dollars, Disease, and Democracy: Has the Director’s Council of Public Representatives Improved the National 

Institutes of Health?, 24 POLITICS AND THE LIFE SCIENCES 43, 43–44 (2005). 
257 STUART SCHWEITZER, PHARMACEUTICAL ECONOMICS AND POLICY (2nd ed. ed. 2007)., cited in E. Ray Dorsey 

et al., Funding of US Biomedical Research, 2003-2008, 303 JAMA: THE JOURNAL OF THE AMERICAN MEDICAL ASSOCIATION 
137 (2010). 

258 Elliot R. Siegel et al., Assessment of the National Library of Medicine’s Health Disparities Plan: A Focus on Native American 
Outreach, 93 J MED LIBR ASSOC S10 (2005). 

259 Id. at S17. 
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members. It starts by summarizing the key avenues for research funding in the U.S., with a particular 

focus on the National Institutes of Health (NIH), which distribute $31.2 billion of research funding 

each year, including funds for approximately one-third of research for which racial or ethnic group 

membership is an inclusion criterion.260 The following section of this chapter discusses current 

avenues for minority racial and ethnic group members to participate in research funding decision-

making—in particular, through membership of NIH advisory committees and councils. 

Unfortunately, the extent of meaningful public participation is limited. Accordingly, I suggest several 

regulatory options for engaging minority racial and ethnic group members in relevant biomedical 

research funding decisions more effectively. These include strategies for enhancing NIH advisory 

committee and council operation; the use, in certain circumstances of RIAs; and, finally, going 

beyond the NIH campus to seek views on research funding priorities from a broad spectrum of 

minority racial and ethnic group members. 

 

Strategies tied to the receipt of NIH and other public research funds apply to a limited subset of 

research targeting minority racial and ethnic groups. In particular, the bulk of biomedical research 

that uses race or ethnicity as an inclusion criterion is conducted by academic medical centers and 

universities without direct public funds. Regulating these projects demands frameworks at other 

stages of the research pathway. Accordingly, the strategies suggested in this chapter are construed as 

a part of a broader regulatory whole, supplemented, in particular, by ethical review by IRBs, 

discussed in Chapter Five, and FDA product marketing approval, discussed in Chapter Six. 

Allocating Research Funds in the United States 

                                                             
260 Appendix A. 



 

 

 
 Chapter Four: Research Funding 

 

  

100 

The National Institutes of Health 

In the 2010 financial year, the NIH conducted 23,891 projects involving human subjects. Of these, 

21,000 were extramural projects—that is, grants awarded to researchers at universities, medical 

schools, and other research institutions—totalling an amount of $13.2 billion.261 This support 

constitutes “the mainstay of the federal funding for biomedical research at academic institutions in 

the U.S.”262 Despite the vast amounts of money at stake, the IOM in its 1998 review of priority 

setting and public input at the NIH (1998 IOM Review) characterized research funding decisions as 

probably the least understood aspect of NIH operations263—a critique that continues to resonate.264 

Much opaqueness stems from the decentralized nature of research funding. The NIH is made up of 

twenty-seven Institutes and Centers. Each of these has a specific research agenda, and each is the 

recipient of discrete Congressional budget allocations.265  

 

Federal legislation and regulations establish some requirements for extramural research funding. 

Each grant must undergo dual review: technical review by a Scientific Review Group (SRG), 

followed by review by an advisory committee or council. Only applications that are favourably 

reviewed in both instances may be recommended for NIH funding.266 Yet, beyond these broad 

outlines, funding policies and processes vary from institute to institute, and from area to area within 

institutes. 

Public Funding of Research Targeting Minority Racial and Ethnic Groups 

                                                             
261 PRESIDENTIAL COMMISSION FOR THE STUDY OF BIOETHICAL ISSUES, MORAL SCIENCE: PROTECTING 

PARTICIPANTS IN HUMAN SUBJECTS RESEARCH Appendix 1, Table 1.10 (December 2011). 
262 JOHN KASTOR, THE NATIONAL INSTITUTES OF HEALTH 1991-2008 31 (2010)., quoting a telephone interview 

with Robert T. Croyle, Director, Division of Cancer Control and Population Sciences. 
263 INSTITUTE OF MEDICINE, SCIENTIFIC OPPORTUNITIES AND PUBLIC NEEDS: IMPROVING PRIORITY SETTING 

AND PUBLIC INPUT AT THE NATIONAL INSTITUTES OF HEALTH (1998). 
264 Burgin, supra note 256. 
265 KASTOR, supra note 262, at 41. 
266 42 U.S.C. 284(b)(2). 
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In total, the NIH sponsored through intramural funds 19 of the 134 biomedical-research studies 

using race or ethnicity as an inclusion criterion (14%) that I identified on ClinicalTrials.Gov.267 A 

further 25 studies sponsored by research organizations, including medical centers and universities, 

received extramural NIH funding.268 In sum, approximately one-third of the studies received some 

form of NIH funding (Figure 4.1, p. 105). These include, for example: 

 Vitamin D Therapy to Reduce Cardiac Damage Among Vulnerable Hypertensive 

Patients (AdDReaCH): Wayne State University, in collaboration with the National Center 

on Minority Health and Health Disparities (NCMHD), is sponsoring a study into the 

relationship between vitamin D deficiency and hypertensive heart disease in African 

Americans. The study will enrol 267 self-identified African-Americans. 

 Mechanisms and Treatment Response of Aggressive Periodontitis in Children: The 

University of Florida, in collaboration with the National Institute of Dental and Craniofacial 

Research, is sponsoring a study into aggressive periodontitis, a rare, but severe, rapidly 

progressing form of periodontitis. The investigators have identified approximately fifty 

African American children in Tallahassee, Florida, with a similar disease pattern and now 

seek to identify and study a larger cohort. To this end, they are enrolling 300 “African 

Americans” (left undefined) with the disease pattern and their family members. 

 Open Label Study to Evaluate the Safety, Efficacy, Viral Kinetics, Genetic, 

Epigenetic, and Proteomic Expression of Weekly Peginterferon Alpha 2a and 

Ribavirin Therapy for Chronic Hepatitis C in Latino Subjects With and Without HIV 

Co-infection: The National Institute of Allergy and Infectious Diseases, in collaboration 

                                                             
267 Appendix A. This figure rose very slightly when the studies being conducted domestically were separated out, 

with the NIH sponsoring 16 of the 103 domestic studies (15%). 
268 Pursuant to ClinicalTrial.Gov’s Protocol Registration System, sponsors must include information about any 

collaborators, defined as “Other organizations (if any) providing support, including funding, design, implementation, 
data analysis and reporting:” NATIONAL INSTITUTES OF HEALTH, About ClinicalTrials.gov, supra note 67. 



 

 

 
 Chapter Four: Research Funding 

 

  

102 

with Fundación de Investigación de Diego (a Puerto Rican center for clinical research) is 

sponsoring a study into treatment with peginterferon alfa-2a and ribavirin. The study will 

enrol fifty “Latinos” diagnosed with hepatitis C. Ancestral and cultural prerequisites apply to 

the “Latino” requirement: the participant must be “white,” and both parents and all 

grandparents of the participant must be Latino, with Spanish as the primary language. 

 

In some circumstances, research may affect minority group members by failing to enrol them in 

adequate numbers. The National Institutes of Health Revitalization Act of 1993 requires the 

Director of the NIH to ensure that women and members of minority groups are included as 

subjects in clinical research conducted or supported by the NIH (NIH inclusion guidelines).269 In 

addition, the Act mandates (with limited exceptions) that trials be conducted in a manner that allows 

a valid analysis of whether the intervention affects women or members of minority groups 

differently than other subjects in the trial.270 In their assessment of the scientific merit of research 

proposals, SRGs must include an evaluation as to whether the requirements of the NIH inclusion 

guidelines have been met. An SRG may penalize, in an amount at its discretion, an application for 

non-adherence to the policy, thereby factoring into a decision to consider the application for 

funding.271 

 

Recent literature reviews have identified limited compliance with the NIH inclusion guidelines. In a 

review of randomized clinical trials published in 2009, 21% did not report their sample’s racial and 

                                                             
269 National Institutes of Health Revitalization Act § 131, inserting § 492B(a) into Part G of Title IV of the Public 

Health Service Act. 
270 Id, inserting § 492B(c). Exceptions apply, for example, where there is “substantial scientific data” demonstrating 

that there is no significant difference in the effects of a clinical trial intervention on women or minority groups from 
those on study subjects. 

271 Holly A. Taylor, Implementation of NIH Inclusion Guidelines: Survey of NIH Study Section Members, 5 CLIN TRIALS 140 
(2008). 
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ethnic group composition, and 64% did not provide any analysis by racial or ethnic groups. In 17% 

of the studies, at least 90% of subjects were white, without any rationale as to why. These findings 

did not differ significantly from results reported in non-federally funded studies, which are not 

bound by the inclusion guidelines.272  

 

Additional sources of public funding include other federal government departments, such as the 

Department of Defense, the Department of Agriculture and the Department of Energy. Some 

support also is available from state and local governments: from 2003 to 2008, such sources 

accounted for approximately 6% of total biomedical research funds.273 The Department of Veterans 

Affairs, for example, is sponsoring two clinical drug trials with racial or ethnic inclusion criteria, 

including “Prevalence of Non-alcoholic Fatty Liver Disease (NAFLD) in Hispanics with Diabetes 

Mellitus Type 2 (T2DM) and Role of Treatment (VA NASH),” and “D Vitamin Intervention in VA 

(DIVA).” As regards state funds, the Mississippi State Department of Health is sponsoring a study, 

“Trichomoniasis: Genotype and Phenotype Correlations in African American Women,” which seeks 

to explain racial differences in the infection’s manifestations. 

Other Funding Sources 

Researchers based at universities and medical centers often undertake research using institutional 

funds. In 2007, U.S. universities and colleges expended $27.7 billion on biomedical research, of 

which institutional funds accounted for approximately 18%.274 In addition, a relatively small amount 

of funding comes from not-for-profit foundations (in 2007, this amounted to $4.3 billion).275 

                                                             
272 Stacie E. Geller et al., Inclusion, Analysis, and Reporting of Sex and Race/Ethnicity in Clinical Trials: Have We Made 

Progress?, 20 JOURNAL OF WOMEN’S HEALTH 315 (2011). 
273 Dorsey et al., supra note 257. See for earlier statistics, Hamilton Moses et al., Financial Anatomy of Biomedical 

Research, 294 JAMA: THE JOURNAL OF THE AMERICAN MEDICAL ASSOCIATION 1333 (2005). 
274 Dorsey et al., supra note 257. 
275 Id. 
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Approximately half of the biomedical studies registered on ClinicalTrials.Gov that included racial or 

ethnic inclusion criteria were sponsored by universities or medical centers without direct public 

funds (Figure 4.1, below).276 

 

Finally, for at least the past decade, the pharmaceutical industry has been investing larger amounts in 

research and development than the federal government. In 2005, for example, the pharmaceutical 

industry expended $51.3 billion, which was 78% more than NIH funding for that year. Most 

industry funds are applied to drug development, especially clinical trials, rather than to fundamental 

research.277 Dorsey and colleagues have calculated that, in 2007, the pharmaceutical, biotechnology 

and medical device industry expended a total of $58.6 billion on biomedical research.278 A small 

number of industry-sponsored studies included racial or ethnic inclusion criteria (ten domestic and 

ten international studies). Most of these investigate the safety and efficacy of clinical regimes in 

“Asians,” likely due to requirements for drug marketing in countries such as Japan.279 

 

                                                             
276 While drawing direct comparisons are problematic, this funding pattern reflects broader analyses of the 

ClinicalTrials.Gov dataset, which reported that 47% of the interventional clinical studies registered between 2007 and 
2010 were funded by organizations other than industry and the NIH. The NIH funded only 11% of the studies, with the 
remaining 44% funded by industry: Robert M. Califf et al., Characteristics of Clinical Trials Registered in Clinicaltrials.gov, 2007-
2010, 307 JAMA 1838 (2012). 

277 Joseph Loscalzo, The NIH Budget and the Future of Biomedical Research, 354 N. ENGL. J. MED. 1665 (2006). 
278 Dorsey et al., supra note 257. 
279 See discussion in Chapter Seven. 



 

 
 

 
Researching Race Responsibly 

 

  

105 

 

 

Figure 4.3: Funding for Biomedical Research for which Race or Ethnicity is an Inclusion Criterion 

U.S. Models for Engaging Minority Group Members in Funding Decisions 

Persons who hold academic and leadership positions in medical research are disproportionately 

privileged, including in terms of race and ethnicity, social class, and gender.280 Black applicants 

reportedly are less likely than their white counterparts to be awarded NIH research funding.281 This 

prima facie exclusion of minority racial and ethnic group members from much of the mainstream 

medical research establishment makes proactive strategies for engaging them in research funding 

decisions all the more important. 

 

                                                             
280 Meredith Minkler & Andrea Baden, CBPR Impacts, COMMUNITY-BASED PARTICIPATORY RESEARCH FOR 

HEALTH: FROM PROCESS TO OUTCOMES 243 (Meredith Minkler & Nina Wallerstein, 2nd ed. ed. 2008). 
281 Donna K. Ginther et al., Race, Ethnicity, and NIH Research Awards, 333 SCIENCE 1015 (2011). 
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Members of minority racial and ethnic groups have several avenues through which they can 

participate in research funding decisions, with varying degrees of influence. NIH advisory councils 

must include “public representatives,” with appointment decisions considering, among other things, 

racial and ethnic diversity. Furthermore, two advisory councils specifically seek minority group 

members and persons with expertise in minority health issues. Some NIH Institutes and Centers 

also have implemented policies and programs to engage minority racial and ethnic group members 

on an ad hoc basis. Below, I discuss each of these options and conclude that they are ill-suited as a 

means of meaningfully influencing decision-making because: (a) they fail to ensure that decision-

makers give due consideration to any concerns raised by minority racial and ethnic group 

representatives; and (b) exclusion strategies prevent many such concerns from being raised in the 

first place.  

NIH Advisory Councils 

Title 42, § 284A of the U.S. Code requires that each NIH institute establish a national advisory 

council to “advise, assist, consult with, and make recommendations to the secretary and the Director 

of such Institute on matters related to the activities carried out by and through the institute and the 

policies respecting such activities.” As noted above, councils perform the second level of peer 

review of grant applications that have been judged as worthy of funding by relevant scientific 

experts. Advisory councils “recommend for approval applications for projects which show promise 

of making valuable contributions to human knowledge.”282 Evaluations must take into account, 

among other factors, the scientific merit and significance of the project, the competency of the 

proposed staff, the feasibility of the project, the likelihood of its producing meaningful results, the 

                                                             
282 42 U.S.C. 284A(3)(A)(ii). 
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proposed project period, and the adequacy of the applicant's resources.283 The following section 

considers advisory councils generally, before discussing two councils mandated specifically to 

consider issues related to minority racial and ethnic groups, and another to elicit public feedback. 

Requirements for Representatives from “the General Public” 

One-third of the members of each advisory council established under 42 U.S.C. 284A must be 

appointed from “the general public,” with the remaining two-thirds comprising “leading 

representatives of the health and scientific disciplines … relevant to the activities of the national 

research institute for which the advisory council is established.” On first glance, this provides a 

promising starting point for public participation in research funding decisions. However, the Code 

specifies that members of the general public include “leaders in fields of public policy, law, health 

policy, economics, and management.” This diverges considerably from most plain English 

conceptions of the general public. Consider, for example, the Oxford English Dictionary’s definition 

of the “general public” as “the community or people in general, usually in contrast to a specific 

group.”284 Although no quotas are given, NIH officers have advised, “ethnicity, gender and 

geographic location are considered to give appropriate balance to the councils.”285  

 

Most NIH advisory councils also operate under the Federal Advisory Committee Act of 1972 

(FACA), which requires membership to be “fairly balanced in terms of the points of view 

represented.”286 The statute does not define “fairly balanced,” but the Senate report on the Act 

explains that “legislation [establishing an advisory committee] shall … require that membership of 

the advisory committee shall be representative of those who have a direct interest in the purpose of 

                                                             
283 42 CFR § 52.5 
284 General Public, OXFORD ENGLISH DICTIONARY (Third ed. 2009). 
285 KASTOR, supra note 262, at 47, based on interview with Jennifer S. Spaeth, Director, Office of Federal Advisory 

Committee Policy. 
286 Federal Advisory Committee Act § 5(b)(2) (U.S.C . Title 5, Appendix) 
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such committee.”287 Notably, courts consistently have ruled as non-justiciable the FACA 

requirement for fairly balanced membership because of the lack of a meaningful standard by which 

to judge an agency’s exercise of discretion.288 A case challenging the membership of the National 

Institutes of Health Human Embryo Research Panel is of particular relevance, given the 

resemblance of this body to research funding councils.289 

 

The 1998 IOM Review advised that some institutes do not appear to be filling the spots reserved for 

public or lay members with enough representatives of patients and their families and of populations 

with special health problems.290 Eileen Burgin reiterated and expanded on these concerns in 2005 

after surveying prior advisory council members, surmising that, “although some public 

representation exists … because NIH insiders predominate, public members do not alter the 

committee’s dynamics or decisions.”291 In sum, NIH advisory council members remain a highly 

educated elite.  

NIH National Advisory Council on Minority Health and Health Disparities 

The National Center on Minority Health and Health Disparities (NCMHD) seeks to “promote 

minority health and to lead, coordinate, support, and assess the NIH effort to reduce and ultimately 

eliminate health disparities.”292 Pursuant to the establishing legislation, the Secretary of the NIH 

must establish an advisory council to advise and make recommendations to the Director of the 

                                                             
287 SENATE COMMITTEE ON GOVERNMENT OPERATIONS, THE FEDERAL ADVISORY COMMITTEE ACT (92–1098, 

1972). 
288 Public Citizen et al v National Advisory Committee on Microbiological Criteria for Foods et al, 886 F.2d 419; 

Center for Policy Analysis on Trade and Health et al v Office of the United States Trade Representative et al, 540 F.3d 
940. 

289 Mary Doe et al v Donna Shalala et al 862 F. Supp. 1421. 
290 INSTITUTE OF MEDICINE, supra note 263, at 58. 
291 Burgin, supra note 256, at 46. 
292 NATIONAL INSTITUTE ON MINORITY HEALTH AND HEALTH DISPARITIES, NCMHD MISSION AND VISION  

(2012), http://www.nimhd.nih.gov/about_ncmhd/mission.asp (last visited October 4, 2012). 
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NCMHD on research with respect to minority health conditions and health disparities.293 The Act 

goes on to specify that a majority of the members must be individuals with demonstrated expertise 

on minority health disparity and other health disparity issues; and representatives of communities 

affected by minority and other health disparities.294 

Department of Health and Human Services Health Research Advisory Council (HRAC) 

The Health Research Advisory Council (HRAC), situated within the Office of Minority Health 

(OMH), implements Executive Order 13175 of November 6, 2000, “Consultation and Coordination 

with Indian Tribal Governments” in the context of research funding decisions. Under the Executive 

Order, all federal agencies must consult and coordinate with Indian Tribal governments before 

promulgating rules or regulations, or implementing policies, that have “tribal implications”—defined 

as “regulations, legislative comments or proposed legislation, and other policy statements or actions 

that have substantial direct effects on one or more Indian tribes, on the relationship between the 

Federal Government and Indian tribes, or on the distribution of power and responsibilities between 

the Federal Government and Indian tribes.”295 As discussed in Chapter Three, prior to promulgating 

applicable regulations, agencies must provide the OMB with a “tribal summary impact statement,” 

which describes the agency's prior consultation with tribal officials, a summary of any concerns and 

the extent to which the concerns of tribal officials have been met. The Executive Order is expressly 

non-justiciable. Instead of promoting legal remedies, its intention is “to improve the internal 

management of the executive branch.”296 

 

                                                             
293 MINORITY HEALTH AND HEALTH DISPARITIES RESEARCH AND EDUCATION ACT OF 2000 § 485E(j)(1). 
294 MINORITY HEALTH AND HEALTH DISPARITIES RESEARCH AND EDUCATION ACT OF 2000 § 485E(j)(2). 
295 Executive Order 13175: Consultation and Coordination With Indian Tribal Governments, Federal Register 

67249–404, § 1 (2000). (Emphasis added). 
296 Executive Order 13175: Consultation and Coordination With Indian Tribal Governments, Federal Register 

67249–404, § 10 (2000). 
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The HRAC provides a forum through which tribes can advise HHS on their health research 

priorities and the manner in which health research affecting AI/ANs is to be carried out. In 

addition, HRAC members must communicate relevant information back to their respective tribes.297 

The HRAC includes representatives from a number of offices of the HHS, the Indian Health 

Service, and the NIH. Each of the twelve Indian Health Service areas of the U.S. can elect or 

appoint a tribal representative and an alternate member. The Washington-based national tribal 

organizations—the National Congress of American Indians, the National Indian Health Board, the 

Direct Services tribal organization, and the Self-Governance tribal organization—also are entitled to 

representation.298 

 

HRAC’s recent activities are instructive as regards the potential for community voices to contribute 

to scientific and policy aspects of research funding decisions. In 2010, for example, HRAC’s 

recommendations to HHS included the development of a single Tribal consultation policy for all 27 

NIH Institutes and Centers, as well as a greater focus “on putting American Indian and Alaska 

Native leadership throughout the NIH to provide advice on issues of importance to Native 

communities and to ensure Tribes are consulted on priorities, research design and community-based 

research.”299 The HRAC also identified a list of research priorities including quantification of 

chronic disease prevalence and risk factor reduction; awareness and treatment of hypertension; and 

health services research.300 

                                                             
297 DEPARTMENT OF HEALTH AND HUMAN SERVICES, Tribal Consultation, HHS.GOV  (2012), 

http://www.hhs.gov/intergovernmental/tribal/tribalconsultation/tribalconsultation.html (last visited October 4, 2012). 
298 OFFICE OF MINORITY HEALTH AND HEALTH DISPARITIES, HRAC MEMBERS  (January 2012), 

http://minorityhealth.hhs.gov/hrac/templates/browse.aspx?lvl=1&lvlID=37 (last visited October 4, 2012). 
299 AMERICAN INDIAN AND ALASKA NATIVE HEALTH RESEARCH ADVISORY COUNCIL, 2010 RECOMMENDATIONS 

TO HHS  (2010), 
http://minorityhealth.hhs.gov/hrac/Assets/HRAC%202010%20Recommendations%20to%20HHS.pdf (last visited 
November 23, 2011). 

300 Id. 
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NIH Council of Public Representatives 

Outside dedicated avenues for minority racial and ethnic group member input, the NIH has 

instituted more general public councils. Most notably, the NIH Director’s Council of Public 

Representatives (COPR) was established in 1998 in response to the IOM Report, Scientific 

Opportunities and Public Needs: Improving Priority Setting and Public Input at the National Institutes of Health, 

to provide a “formal mechanism at NIH for public input into the research decision-making and 

priority-setting process.”301 Despite its broad participatory objectives, COPR members have been 

described as a “citizen elite.”302 Of the inaugural group, almost half were, or had backgrounds as, 

clinicians or researchers.303 The NIH Director selects members, with further input from the White 

House and Appropriations Committee members.  

 

To date, the only in-depth evaluation of the COPR—published in 2005—concluded that the 

Council “has not fulfilled its primary mission to make NIH allocation choices more open, 

accountable, and democratic.”304 There is little to suggest change in the intervening years. The 

COPR has, however, achieved other results. Since COPR's inception, NIH has solicited COPR 

member participation in NIH work groups and panels to obtain public input. The Council has 

sought to improve communication and understanding between the NIH and others, including 

through publication of several relevant recommendations and reports. 305 Establishing links between 

COPR members and the NIH more broadly has led to the implementation of innovative public 

engagement strategies, including the National Library of Medicine’s (NLM’s) use of listening circles, 

discussed below. 

                                                             
301 National Institutes of Health, About COPR (2009). 
302 Burgin, supra note 256, at 53. 
303 Burgin, supra note 256. 
304 Id. at 44. 
305 Burgin, supra note 256. 
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Other Strategies for Minority Group Member Input 

Some NIH Institutes and Centers have undertaken public engagement activities beyond advisory 

councils. The National Institute on Deafness and other Communication Disorders (NIDCD), for 

example, has sought written and oral testimony about research needs from representatives from 

organizations ranging from small advocacy groups to large medical organizations: perspectives that 

reportedly influenced the NIDCD’s Strategic Plan.306 The National Institute of Environmental 

Health Sciences (NIEHS) has shown considerable dedication to public engagement, hosting twenty-

nine community forums between 1998 and 2011.307 In a 2003 publication, NIEHS authors 

described the purpose of community forums as “bring[ing] together the lay public interested in 

public health and the environment, state and local health professionals, federal government 

representatives, state and local government officials, academicians, environmental health 

professionals, and advocacy groups.”308 To foster community ownership, the forums are organized 

by community organizations or other interested parties. Typically, meetings include a scientific 

symposium and an open forum for community members.309 Such forums have generated longer-

term partnerships between minority groups and academic researchers.310 For example, a September 

2000 community forum on Pacific Northwest environmental health issues, hosted by the Center for 

Environmental and Eco-genetics at the University of Washington resulted in an American Native 

                                                             
306 NIH DIRECTOR’S COUNCIL OF PUBLIC REPRESENTATIVES, ENHANCING PUBLIC INPUT AND TRANSPARENCY IN 

THE NATIONAL INSTITUTES OF HEALTH RESEARCH PRIORITY-SETTING PROCESS - DIRECTOR’S COUNCIL OF PUBLIC 

REPRESENTATIVES (COPR) - NATIONAL INSTITUTES OF HEALTH (NIH)  (2004), 
http://www.nih.gov/about/copr/reports/enhancing.htm (last visited October 4, 2012). 

307 NATIONAL INSTITUTE OF ENVIRONMENTAL HEALTH SCIENCES, COMMUNITY FORUMS  (2011), 
http://www.niehs.nih.gov/about/community/communityforums/index.cfm (last visited November 22, 2011). 

308 Liam R O’Fallon et al., Strategies for Setting a National Research Agenda That Is Responsive to Community Needs., 111 
ENVIRON HEALTH PERSPECT 1855 (2003). 

309 Id. 
310 Id. 
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community requesting the Center for assistance conducting a study on the relationship between 

reproductive health issues and the fish they eat.311 

 

During 2003-2004, the NLM contracted the National Indian Women’s Health Resource Center to 

plan and organize three listening circles, which are a Native American way of encouraging dialogue 

and discussion among participants. According to NLM officers, “all three listening circles and 

associated site visits vastly increased NLM’s understanding of Native perspectives on health and 

community issues, and Native needs for addressing those issues.”312 The listening circles also 

identified a number of future collaborative projects.313 Participants in a symposium on community-

based health information outreach—including grassroots community organizers—commented 

favourably on the listening circle project as a way of listening to Native communities and their 

leaders and suggested its expansion to include subregional and content-focused variations.314 

Lobbying  

Since the 1990s, members of the public have increasingly influenced the research agenda by placing 

pressure on Members of Congress and government agencies to fund particular kinds of research.315 

Such efforts have had some success. For example, in 1993, advocacy spearheaded by the National 

Breast Cancer Coalition led to a peer-reviewed breast cancer research program managed by the 

Department of Defense.316 In the context of rare diseases, in 2002, the International Rett Syndrome 

Association mobilized parents, celebrities, and scientists to lobby Congress to increase NIH research 

                                                             
311 Id. 
312 Frederick B. Wood et al., The National Library of Medicine’s Native American Outreach Portfolio: A Descriptive Overview, 

93 J MED LIBR ASSOC S21, 9 (2005). 
313 Wood et al., supra note 312. 
314 Siegel et al., supra note 258, at S17. 
315 Rebecca Dresser, The Role of Patient Advocates and Public Representatives in Research, THE OXFORD TEXTBOOK OF 

CLINICAL RESEARCH ETHICS 231 (Ezekiel J. Emanuel et al., 2011). 
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funding for the disease (a rare, fatal developmental disorder). The House Appropriations Committee 

responded with language in its NIH appropriation reports “encouraging research” on the syndrome. 

The following year, NIH grants for Rett syndrome research increased by 65%.317  

 

The costs and benefits of research fund lobbying remain open to debate. On the one hand, advocacy 

efforts can promote a democratic research budget and supply government officials with relevant 

experiential information.318 Hedge and Sampat advise that lobbying can help “focus Congressional 

and agency attention on diseases with higher burden and greater scientific opportunity.”319 On the 

other hand, advocacy for limited research funds raises problems of inequitable and unfair allocation 

decisions. As Rebecca Dresser explains, one reason for the lack of research on improving end-of-life 

care is that “dying patients [and their survivors] do not form an energetic ongoing constituency to 

advocate for more research.”320 The disability-adjusted life year (DALY)—which measures the 

number of years lost due to ill health, disability or early death for a given disease—provides a 

common benchmark for equitable resource allocation. A 2011 study that compared NIH disease 

research funding to DALYs reported that DALYs accounted for only 33% of the variation in the 

amount of funding for different diseases.321 Using charity revenue as a proxy for disease-specific 

interest group advocacy, the authors ascribed possible importance to political influences.322 

 

Minority racial and ethnic group members have had some advocacy successes, in particular, through 

the Association of Minority Health Professional Schools (AMHPS). Among other initiatives, 
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working with Congressman Louis Stokes, AMHPS secured the enactment of the Disadvantaged 

Minority Health Act of 1990, which establishes the OMH and authorizes various appropriations 

relevant to promoting minority health.323 

Options for Reform 

The NIH and other agencies tasked with research funding decisions have made positive steps in 

involving minority racial and ethnic groups in the decision-making process. In the particular context 

of AI/AN tribes, community engagement is especially advanced, largely attributable to their tribal 

sovereignty rights, and recognition of such rights through Executive Order 13175 and its HRAC 

implementation. Other minority racial and ethnic groups are in a somewhat weaker position, relying 

primarily on the NCMHD, ad-hoc agency activities such as NIEHS community forums, and public 

members of NIH advisory councils and committees. These suffer from: the small number of 

minority racial and ethnic group members involved in decision-making, and the limited influence of 

such persons. Underpinning many of these barriers is a perception among some biomedical 

researchers in the U.S. and elsewhere that public awareness is “hardly worth the trouble, time and 

expense” since its integration into priority setting would “yield only minor improvements at best.”324  

 

Yet the reasons for public participation set out in Chapter One have special pertinence in contexts 

such as research funding, which involve the expenditure of limited public funds. Funding granted 

for one research project indirectly takes those funds away from potentially more beneficial projects. 

Consistently with democratic principles (as defined by Robert Dahl), citizens have the right to 

formulate their preferences, signify these preferences to others and to the government, and have 
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their preferences weighed in the conduct of government.325 The African-American lawyer Dorothy 

Roberts, for example, provides a compelling critique of using racial and ethnic categories in 

biomedical research. That is, that “racial medicine” could “divert… attention from the structural 

causes of racial inequities toward genetic explanations and technological solutions.”326 On the other 

hand, many African American leaders support racially targeted biomedical research as a means of 

focusing public attention on prevailing health disparities.327 In the interests of democracy and equity, 

representatives of these divergent viewpoints should be given some opportunity to express them, 

and have their input given due consideration in the course of research fund allocation. As with other 

phases of the biomedical research pathway, participatory strategies can improve the quality and 

legitimacy of decisions. 

 

Below, I consider three interrelated options for regulatory reform to progress minority racial and 

ethnic group engagement in U.S. research funding decisions. 

1. Enhancing minority group member engagement in NIH council and committee decision-

making; 

2. Incorporating RIAs into decisions to fund biomedical research that meets the “substantial 

direct effects” threshold. 

3. Engaging minority group members in NIH agenda setting. 

 

Each of these reforms has the potential to enhance NIH research funding decision-making by more 

effectively engaging with members of minority racial and ethnic groups. However, they also come 

with varying financial and time costs. To the extent possible, I suggest strategies for minimizing the 
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burden of such reforms, including thresholds for the circumstances in which particular reforms 

should be required. 

Enhancing Minority Engagement in NIH Councils 

Membership of NIH advisory councils is, and is likely to remain, the most high-profile means 

through which individual members of the public, including minority racial and ethnic group 

members, can contribute to research funding decision-making. However, many critique the 

meaningfulness of such representation. Some point to council members as an educated elite with 

little nexus to most minority group members’ experiences. Others stress the power dynamics that 

may impede public members on advisory councils from expressing views, and having these views 

given due weight.  

 

Determining what, if any, legal or policy reforms to NIH advisory councils are necessary and 

desirable for the purpose of enhancing minority racial and ethnic group representation first requires 

closer consideration of two competing rationales for such membership. Both the democratic model 

and the technocratic model endorse the inclusion of members of the public on committees and 

councils, but each reaches a different conclusion regarding the necessary numbers and the qualifying 

characteristics of such members. 

Objective of Minority Group Member Inclusion 

As explained by Graham Martin, the democratic model of public participation identifies significant 

failings of participatory projects that “neglect… to engage with large swathes of the public” and 

“us[e] involvement as a means of consultation on a few narrow, predetermined areas of policy.”328 

In the context of public representation on councils, the democratic model critiques the process of 

                                                             
328 Martin, supra note 45. 



 

 

 
 Chapter Four: Research Funding 

 

  

118 

“proto-professionalization,” in which lay participants “learn about research procedures and 

principles and get used to scientific language and thinking.”329 In contrast, the technocratic model 

seeks to derive benefit from the knowledge and experience of select members of the public who 

have the capacity to “mediate between state and society.” These Martin characterizes as “particular 

individuals, who combine democratic and technocratic concerns through the qualities of reflexivity, 

motivation, communicative ability and so on”—namely, the “select few to mediate between state 

and society.”330 The democratic or technocratic models produce different outcomes in terms of 

reform. 

 

Democratic models of representation require the most widespread overhaul of NIH advisory 

councils. Putting to one side the limited availability of information on minority racial and ethnic 

group representation, the practicable size of councils is far too small to accommodate democratic 

ideals, especially given the diversity of groups that arguably could be entitled to a seat at the table 

(various AI/AN tribes, African Americans, Hispanics, Asian Americans, etc.). Furthermore, council 

members who identify with a minority racial or ethnic group have educational backgrounds and, 

likely, life experiences that are considerably removed from most group members. However, to some 

extent, these deviations from democratic representation appear necessary to fulfill NIH advisory 

council mandates. Timely review of the large number of grant applications with which councils and 

committees are tasked almost inevitably involves technical and fast-paced discussions; limiting 

discussion to the professional or “proto-professional” elite. While views differ on optimal 

committee size, representing the full spectrum of racial and ethnic groups living in the U.S. is 

unmanageable.  
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TECHNOLOGY & HUMAN VALUES 339, 346 (2007). 
330 Martin, supra note 45. (Internal citations omitted.) 



 

 
 

 
Researching Race Responsibly 

 

  

119 

 

Technocratic models of representation are better suited to explain the potential value of public 

(including minority racial and ethnic group member) participation in NIH advisory councils—

namely, to mediate between the mainstream biomedical research establishment and persons affected 

by certain research projects. The unprecedented influence of early HIV/AIDS activists is instructive 

in this regard. In his pivotal treatise on AIDS activism, Steven Epstein notes that, generally, “the 

stars of the treatment activist movement were science novices, but ones who were unusually 

articulate, self-confident, and well educated.”331 Epstein advises that, “though activists’ credibility in 

some arena (such as the media) typically reflects their capacity to monopolize the high moral ground, 

their influence on scientific procedures owes more to their knack of translation between political 

and technical languages.”332 One of the most relevant advances to have come from COPR members 

was Dr. Ted Mala’s recommendation that the NLM conduct listening circles to encourage dialogue 

with Native Americans. Consistent with the technocratic model, Dr. Mala was a former President of 

the Association of American Indian Physicians and, presumably, had experience conversing on a 

technical, as well as a tribal, level.  

Membership 

The technocratic model to which I subscribe does not concern itself with the number of 

representatives to the same extent as the democratic model. Nonetheless, it requires some minority 

representatives to mediate between mainstream research establishment, and racial and ethnic group 

member, views. Of concern, the 1998 IOM Review criticized the lack of diversity of public 

representatives on NIH advisory councils.333 Whether council diversity has improved since this time 
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is unclear. While NIH officers advise that they seek to balance ethnicity, among other factors, when 

appointing advisory council members, there presently is little available information about members’ 

racial and ethnic background. Notably, however, non-scientific members in the related context of 

IRBs are most commonly white professionals.334 A review of council membership with a view to 

assessing diversity, including racial diversity would provide valuable information for NIH policy, 

including whether Institutes and Centers need to give closer attention to the racial and ethnic 

diversity of council members.  

 

Should the findings of such a review identify under-representation of minority group members on 

NIH advisory councils, the question of appropriate legal reforms arises. Any express requirement 

for committee appointments to be of a certain race or ethnicity would impose an unconstitutional 

racial or ethnic quota under the Equal Protection Clause.335 The Supreme Court subjects the state’s 

use of racial categories to strict scrutiny—that is, that they be narrowly tailored to further compelling 

state interests336—based on concerns that “classifications based on race carry a danger of stigmatic 

harm,” with the potential to “promote notions of racial inferiority and lead to politics of racial 

hostility.”337 Most racial quotas in the contexts of jury selection and affirmative action have been 

struck down as unconstitutional.338 One case that closely resembles potential NIH council 

membership reforms concerned a county school board policy in Pittsylvania County, Virginia, which 

reserved two board vacancies for “black” community members. Despite the policy’s role in 

                                                             
334 See, eg, Emily E Anderson, A Qualitative Study of Non-affiliated, Non-scientist Institutional Review Board Members, 13 
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improving community relations between whites and blacks and encouraging black participation in 

school affairs, the U.S. District Court struck it down as violating the Equal Protection Clause.339 

 

One way to mandate racial and ethnic diversity would be to require NIH councils to include a 

“critical mass” of persons who identify with minority racial and ethnic groups—mirroring an 

educational admissions scheme upheld by the Supreme Court in Grutter v Bollinger.340 However, if 

possible, avoiding a lengthy and expensive constitutional battle altogether is preferable. Notably, the 

technocratic model of representation attributes less importance to a member’s self-identification 

with a minority racial or ethnic group than to his or her ability to translate group perspectives about 

relevant research funding proposals to other committee members. The membership requirement for 

the NACMHHD for “individuals with demonstrated expertise regarding minority health disparity 

and other health disparity issues” is compatible with this model. Given the importance of all medical 

research for minority racial and ethnic groups in the U.S., individuals with such expertise should be 

appointed for each NIH advisory council. At a minimum, however, members with expertise in 

minority health issues should be required for advisory committees and councils that frequently deal 

with research that targets racial and ethnic groups—for example, the National Advisory Council for 

Human Genome Research. 

Power Dynamics 

The preceding discussion canvassed strategies for assessing and, if necessary, increasing minority 

racial and ethnic group representation on NIH councils and committees. However, unless these 

members have the opportunity to raise their views, and have these views given due consideration, 

little of substance will be achieved. Instead, their presence will constitute mere “placation” under 
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Sherry Arnstein’s foundational ladder of citizen participation: the traditional “white” scientific elite 

will continue to hold the majority of seats, leaving the public “minority” members subject to 

burdensome power dimensions.341 

 

John Gaventa and Andrea Cornwall succinctly explain the three key manifestations of power as 

follows: 

In the first view, knowledge is a resource, used and mobilized to inform decision-making on key 
public issues—issues of who produces knowledge, or its impact on the awareness and capacity of the 
powerless are less important. In the second view, the powerful use control over the production of 
knowledge as a way of setting the public agenda, and for including or excluding certain voices and 
participants in action upon it. In response, mobilization of the relatively powerless to act upon their 
grievances and to participate in public affairs becomes the strategy … In the third dimension, the 
emphasis is more upon the ways in which production of knowledge shapes consciousness of the 

agenda in the first place …342 

 

All three of the power dimensions have potential repercussions for minority representation on NIH 

advisory councils. The difficulties raised by the first dimension of power are easily recognizable, with 

the assumption “that ‘better’ (objective, rational, highly credible) knowledge will have greater 

influence” on NIH advisory council decision-making.343 Empirical research is needed on the extent 

to which public representatives (albeit, skilled technocratic representatives) influence council 

decision-making, and strategies for promoting more extensive involvement. 

 

The Patient-Centered Outcomes Research Institute (PCORI), establishment of which was required 

under § 6301 of the Patient Protection and Affordable Care Act of 2010, provides a legislative 

model that may mitigate the effects of the first power dimension. PCORI’s establishing legislation 

includes extensive provisions regarding public input, including a requirement for the Board and 

                                                             
341 Arnstein, supra note 35, at 220. Placation is the fifth rung on Arnstein’s eight-rung ladder of citizen participation, 
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expert advisory panels to include patient and health care consumer representatives. Notably, the Act 

goes on to require the Institute to “provide support and resources to help patient and consumer 

representatives effectively participate on the Board and expert advisory panels.”344 Strategies to 

empower public members go some way towards ameliorating the first power dimension, but efforts 

directed towards scientific members are also necessary. In Chapter Seven, I recommend educating 

biomedical researchers, regulators and others on the troubled history of biomedical research 

involving minority racial and ethnic group members, along with ongoing controversies raised by the 

use of race and ethnicity in biomedical research. A strong historical grounding should highlight to 

scientific council members the importance of minority group voices in biomedical research decision-

making. 

 

The second and third power dimensions may be less tractable. The inclusion or exclusion of 

particular voices—i.e., the selection of council members—is at the discretion of the NIH Secretary, 

sometimes in collaboration with political appointees. The HRAC presents a unique exception in this 

regard, given tribal sovereignty and tribes’ strong leadership and organizational structures. In this 

context, Area Health Boards, Area Tribal Consortia, or Area Tribal Caucus may choose how their 

representatives are selected, and procedures are in place to keep tribe members informed of HRAC 

activities. However, some selection input may be feasible for other councils. Mechanisms could be 

put in place to collaborate with minority racial and ethnic group organizations about 

appointments—for example, by requiring calls for nominations or consulting with such 

organizations about shortlisted nominees. This has particular relevance for councils with dedicated 

minority group representation, such as the NACMHHD. Concerns about member selection are 
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equally applicable in the context of IRBs and FDA advisory committees, discussed in Chapters Five 

and Six respectively. 

 

Other important means of expanding the voices brought into NIH decision-making comes through 

the two options for reform canvassed below—requirements for investigators to show an RIA for 

biomedical research projects that meet the substantial direct effects threshold and activities to 

engage minority group members in setting the agenda for biomedical research funding priorities. 

Race Impact Assessments 

In Chapter Three, I advocate RIAs as an overarching feature of regulating biomedical research with 

substantial direct effects on minority racial and ethnic groups or group members. RIAs have a 

procedural, as compared with a substantive, objective. That is, the process of discussing a 

biomedical research project with affected group members and other relevant stakeholders should 

help investigators make informed and legitimate decisions. 

 

Pursuant to the model set out in Chapter Three, the NIH may request an investigator to produce an 

RIA for any biomedical research project that meets the substantial direct effects threshold (see Table 

3.1). Normally the reviewing NIH advisory council will be responsible for requesting an RIA and 

assessing its procedural acceptability. Consistent with legislation and case law in the related context 

of environmental impact statements, investigators are not required to follow any suggestions raised 

in the RIA process. However, they do need to demonstrate to the council a reasonable basis for 

dismissing any such concerns.  
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A prevailing challenge of the RIA model is ensuring that investigators and regulators recognize 

projects that meet the substantial direct effects threshold. Later chapters of this dissertation canvass 

strategies for promoting such recognition, including training and education efforts (Chapter Seven) 

and, in the context of structured groups, an onus on investigators to demonstrate that the project 

does not have substantial direct effects on the group (Chapter Five). In the specific context of 

consideration by NIH advisory councils, including on councils, a person with expertise in minority 

health issues would enhance notably recognition of substantial direct effects. Where necessary, the 

council also could seek expert advice from the HRAC or the OMH.  

 

A question that warrants further administrative and scholarly consideration is whether RIA reviews 

should tie into SRG review of an application’s compliance with the NIH inclusion guidelines and, if 

so, how. Potentially, a decision by an SRG to penalize an application for failure to comply with the 

inclusion guidelines could trigger a finding that the research has such “substantial direct effects” on 

a minority group or group members and, consequently, the investigator might be requested to 

produce an RIA.  

 

In practice, SRG penalties for non-compliance with the inclusion guidelines may not correlate with 

the RIA “substantial direct effects” threshold. For example, a project might be open to people of all 

races and ethnicities but fail to specify a plan to statistically analyse whether the intervention affects 

members of particular minority groups differently. Unless there are compelling reasons to believe 

that relevant racial or ethnic group differences exist, such a project is unlikely to have “substantial 

direct effects” on a minority group. To the contrary, facilitating diverse participant enrolment but 

analysing the results holistically will be, often, the most scientifically and ethically responsible course 
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of action.345 Yet, at other times, SRG penalization of a project for noncompliance with the inclusion 

guidelines will signal substantial direct effects. For example, the SRG may identify a project 

investigating a disease rampant in a minority group that is recruiting participants from 

overwhelmingly “white” areas or is otherwise implemented in a manner that effectively precludes 

minority participation. In these circumstances, a connection between SRG review and requests for 

an RIA would be beneficial. Essentially, the issue is empirical: to what extent do SRG penalties for 

non compliance with the inclusion guidelines correlate with the RIA substantial direct effects 

threshold? Should the proposals in my thesis be implemented, this question warrants further 

research, alongside consideration of the ongoing relevance and desirability of the inclusion 

guidelines.  

 

Provided they are made publicly available (strategies for which are set out in Chapter Seven), RIAs 

also could provide a basis for minority group lobbying based on the well-known adage “knowledge 

is power.” Attempts by the pharmaceutical company Schering-Plough to exclude African Americans 

from a Phase 2 hepatitis C study illustrate the potential for group representatives to petition for 

change.346 A coalition of disease-based advocacy groups sent a letter of protest to the FDA 

expressing “outrage” at the exclusion.347 Schering-Plough dismissed the criticism on the basis that 

African Americans would be included in subsequent Phase 3 studies.348 On the information 

available, activists’ efforts were unsuccessful, but they highlight a potentially influential strategy for 

protesting against racially or ethnically discriminatory research projects.  

                                                             
345 See discussion in Chapter Two, as well as Lisa Eckstein, Beyond Racial and Ethnic Analyses in Clinical Research: A 

Proposed Model for Institutional Review Boards, 66 FOOD AND DRUG LAW JOURNAL 243 (2011). 
346 The four phases of clinical trials are described in Chapter Seven. 
347 HEPATITIS C HARM REDUCTION PROJECT, EXCLUSION OF AFRICAN AMERICANS FROM SCHERING HEPATITIS C 

PROTEASE INHIBITOR STUDY  (April 21, 2006), 
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Agenda-Setting Beyond the NIH Campus 

While reforms have been outlined above to foster minority racial and ethnic group member 

involvement in NIH advisory councils and in specific RIA processes, these remain subject to “the 

hidden face of power,” which is “not about who wins and loses substantive debates, but about 

keeping issues and actors from getting to the table in the first place.”349 Broader strategies are 

needed to expand minority group member participation in the agenda-setting process. Given the 

role for biomedical research in addressing pervasive U.S. health disparities, and the longstanding 

relationship of mistrust that beset research involving minority racial and ethnic group members, 

group member views should be incorporated systematically into NIH agenda-setting. Expanding 

minority group member access to biomedical research decision-making also may empower currently 

silent group members by shaping their consciousness about biomedical research funding 

priorities.350 

 

Already, some NIH Institutes and Centers have instituted innovative models to engage minority 

racial and ethnic group members in decision-making, as discussed above. The NLM listening circles 

with AI/AN tribes, for example, have been touted as an exemplar of community engagement. Both 

the NIDCD and NINDS have taken steps to involve members of the public in agenda-setting 

activities. In 1995, the NIEHS launched a research initiative requiring applicants to use CBPR 

approaches, which typically include community involvement in setting research questions.351 Since 

this time, other NIH Centers and Institutes have funded CBPR projects, some of which involve the 

                                                             
349 Gaventa & Cornwall, supra note 239, at 71. Referring to the second dimension of power put forward in PETER 
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collaborative development of research questions with AI/AN tribes and other communities based 

on race and ethnicity.352 In addition, COPR provides an NIH-wide public connection. Yet more 

work is needed to incorporate participatory strategies into mainstream NIH agenda setting 

processes—in particular, minority racial and ethnic group member participation—and to ensure that 

such strategies overcome the power differences that so typically hinder such efforts.  

 

Comparative international experiences illustrate the potential for widespread public involvement in 

research agenda-setting. In the UK, certain National Health Service regions provide research 

funding only to projects demonstrating an intention to involve consumers.353 Moreover, the 

Netherlands Organization for Health Research and Development (ZonMW) has required at least 

one biomedical research consortium—Genetic Risk and Outcome of Psychosis (GROUP)—to 

involve patients in developing a research agenda as a condition of funding.354 Initially, members of 

the Board were “appalled” at the requirement to tailor their research agenda to subjective patient 

experiences. However, after patients and families shared with scientists their research priorities, they 

discovered common ground: “The lived experience of schizophrenia apparently raised the same 

generally formulate inquisitiveness regarding its aetiology as in the scientific domain.”355 

 

The privately funded Dutch Burns Foundation also has included patient voices in its research 

agenda, based on the “Dialogue Model” for patient participation, mentioned in Chapter Three as a 

potential RIA methodology.356 The Foundation held focus groups with burn survivors and 
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distributed a questionnaire, the results of which informed their research priorities. In an 

“integration” meeting, fourteen burn survivors and fifteen professionals sought to integrate the 

priorities of different stakeholder groups through dialogue and voting. While participants partly 

prioritized their “own” topics, they were willing to adjust their opinions in light of the arguments 

presented by others. For example, prior to the integration meeting, only burn survivors had 

mentioned scar itching, a topic that ended up highly prioritized by specialists also.357 

 

NIH Institutes and Centers should continue to make concerted efforts to engage a broad spectrum 

of minority racial and ethnic group members in agenda-setting activities. International experiences 

suggest a multitude of approaches for such involvement and undoubtedly more will be published as 

commitment to this area continues to grow. In combination with RIAs, these reforms could 

significantly enhance the voice of minority racial and ethnic groups and group members in 

biomedical research decision-making. It would be beneficial for NIH Centers and Institutes, in 

collaboration with COPR and OMH, to also consider when, if at all, to place obligations on funded 

researchers to involve members of the public, including minority group members, in research. This 

includes the role of CBPR in funded proposals.358  

Conclusion 

In this chapter, I have proposed three strategies that, if adopted, could engage minority racial and 

ethnic group members more effectively in research funding decision-making. First, minority racial 

and ethnic group member involvement in NIH advisory committees and councils could be 

enhanced by requiring the NIH to appoint individuals with expertise in minority health issues, and 
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Asthma and COPD Research in the Netherlands, 33 SCI PUBLIC POLICY 291 (2006). 
358 For a critique of current positioning of CBPR in NIH-funded research see Peterson & Gubrium, supra note 352. 
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to increase such members’ substantive input through education and training. Secondly, consistent 

with the broader RIA framework set out in this dissertation, the NIH should consider such 

Assessments when determining whether to grant funding to a specific research project. Finally, the 

NIH should go beyond its own campus to engage minority racial and ethnic groups in the broader 

agenda-setting process, drawing, in particular, on comparative European experiences. 

 

Seeking minority racial and ethnic group input into research funding decisions cannot provide policy 

makers with a single solution on which each and every group member agrees. However, a genuinely 

inclusive approach offers space for a plurality of views informed by minority racial and ethnic group 

experiences and sensibilities. 

 

Implementation of the reforms suggested in this chapter could go a long way towards enhancing 

minority group member participation in NIH decision-making, including in decisions to publicly 

fund biomedical research that has substantial direct effects on minority racial and ethnic groups or 

group members. However, the majority of biomedical research projects, and approximately two-

thirds of biomedical research that uses race or ethnicity as an inclusion criterion, do not receive NIH 

funding. The following chapter of this dissertation considers the key process for overseeing studies 

conducted in the U.S. prior to their commencement—namely, ethical approval by an IRB. 
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Introduction 

Robust Institutional Review Board (IRB) review may be the most important regulatory step 

for enhancing the scientific validity and ethical acceptability of research targeting minority 

racial and ethnic groups and their members. The central goal of IRB review is to promote 

the protection of research participants; a role developed in response to historical abuses, 

which all too often were perpetrated on minority racial and ethnic group members due to 

their social vulnerability. For many biomedical research projects, IRB review will be the only 
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step of the research pathway subject to regulatory oversight—namely those projects that do 

not seek public funding and are not intended to support FDA marketing approvals.359 

Chapter Five looks to the role of participatory strategies in IRB review of the ethical 

acceptability of research targeting minority groups and their members. 

 

Before assessing specific options for reform, I discuss the history of IRBs and their 

regulatory mandate, set out in 45 CFR 46 (“the Common Rule”). I suggest that the close 

historical connections between IRB review and research abuses perpetrated on minority 

group members support a proactive IRB role in preventing research harms arising from 

biomedical research targeting minority racial and ethnic groups and their members. I then 

consider the extent to which such research may breach current Common Rule criteria and, 

therefore, fall within the scope of IRB deliberations. Most clearly, IRBs are required to 

minimize research risks and ensure an acceptable risk-benefit ratio. Biomedical research 

targeting minority racial and ethnic groups and their members may harm research 

participants, other members of the group from which participants are recruited, and 

sometimes the group itself—all of which warrant consideration in the risk-benefit calculus. 

To the extent that research projects impose racial or ethnic restrictions on study enrollment, 

these may breach the Common Rule principle of fair subject selection. Finally, a valid 

informed consent process should encompass information about the research project’s risks 

and benefits to a targeted racial or ethnic group and non-participant group members. 

 

I argue that minority racial and group member participation can enhance IRB deliberations 

on each of these Common Rule criteria. Accordingly, the third section of this chapter 

considers a range of participatory strategies and assesses their respective costs and benefits. 

                                                             
359 This would include, for example, population genetic studies sponsored by industry or research 

organizations. 
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These include establishing group-specific IRBs in certain situations, expanding IRB 

membership requirements more generally to include members with expertise in minority 

health issues and in ethical decision-making, and incorporating RIAs into IRB deliberations 

on research with substantial direct effects on a minority racial or ethnic group or its 

members (the “substantial direct effects threshold”). I conclude by proposing two 

amendments to the Common Rule to increase protection for minority groups and their 

members from research-related harms: a “respect for communities” principle and criteria for 

IRBs to consider reasonably foreseeable long-range risks to identifiable groups. 

The Institutional Review Board (IRB) 

The Federal Policy for the Protection of Human Subjects or the “Common Rule” sets out 

basic provisions for research involving human subjects.360 All research involving human 

subjects that is conducted in or receives funding from a participating federal department or 

agency must comply with the Common Rule requirements, including review for ethical 

acceptability by an IRB.361 Many research institutions have agreed to apply the Common 

Rule to all human subjects research, not just those receiving public funding.362 The FDA 

imposes substantially equivalent IRB review requirements on all human subjects research 

involving drugs and devices, regardless of funding source.363  

                                                             
360 45 CFR 46. 
361 Participating agencies and departments include the Department of Agriculture (7 CFR Part 1c), 

Department of Energy (10 CFR Part 745), National Aeronautics and Space Administration (14 CFR Part 1230), 
Department of Commerce (15 CFR Part 27), Consumer Product Safety Commission (16 CFR Part 1028), 
Agency for International Development (22 CFR Part 225), Department of Housing and Urban Development 
(24 CFR Part 60), Department of Justice (28 CFR Part 46), Department of Defense (32 CFR Part 219), 
Department of Education (34 CFR Part 97), Department of Veterans Affairs (38 CFR Part 16), Environmental 
Protection Agency (40 CFR Part 26), Department of Health and Human Services (45 CFR Part 46), National 
Science Foundation (45 CFR Part 690), and  Department of Transportation (49 CFR Part 11). 

362 C. K Gunsalus et al., The Illinois White Paper: Improving the System for Protecting Human Subjects: Counteracting 
IRB “Mission Creep”, 13 QUALITATIVE INQUIRY 617 (2007). 

363 21 CFR 56. 
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History 

Modern principles of research ethics typically are dated back to the Nuremberg Code, the 

guidelines set by the Nuremberg War Crimes Tribunal to prevent research atrocities such as 

those committed in Nazi Germany, discussed in more detail in Chapter Two. The Code 

mandates the voluntary consent of research subjects, including that subjects “should be so 

situated as to be able to exercise free power of choice, without the intervention of any 

element of force, fraud, deceit, duress, over-reaching, or other ulterior form of constraint or 

coercion.”364  

 

Although it has never been implemented directly, the Nuremberg Code has profoundly 

influenced U.S. research ethics law and policy. In December 1946, shortly after the 

Nuremberg trial started, the American Medical Association adopted some of the “rules” of 

medical research prepared for the Nuremberg prosecution.365 However, the response of U.S. 

physicians was underwhelming: the Code “was regarded as ‘a good code for barbarians but 

an unnecessary code for ordinary physicians.’”366 It was only after further research scandals 

that regulatory action took hold, most notably the Willowbrook study, in which mentally 

retarded children were infected deliberately with hepatitis, and the Brooklyn Jewish Chronic 

Diseases Hospital experiment, in which elderly Hospital patients were injected with live 

cancer cells. In 1966, the U.S. Surgeon General issued a policy requiring institutions 

receiving public funds review human subjects research to “assure an independent 

                                                             
364 OFFICE OF HUMAN RESEARCH PROTECTIONS, THE NUREMBERG CODE , 

HTTP://OHSR.OD.NIH.GOV/GUIDELINES/NUREMBERG.HTML. 
365 B Gordon & E Prentice, Protection of Human Subjects in the United States: A Short History, 6 J PUBLIC 

HEALTH MANAG PRACT 1 (2000). 
366 Id. at 3. 
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determination” of participant rights and welfare, adequate methods to secure informed 

consent, and the risks and potential medical benefits of the investigation.367 

 

A further surge of regulatory oversight was driven by public exposure of the Tuskegee 

Syphilis study’s exploitation of underprivileged African American men in 1972.368 In 

particular, the Tuskegee Study provided the impetus for enactment of the National Research 

Act of 1974, Title II of which established the National Commission for the Protection of 

Human Subjects for Biomedical and Behavioral Research (the National Commission). The 

National Commission was tasked with identifying “the basic ethical principles which should 

underlie the conduct of biomedical and behavioral research involving human subjects,” 

including the assessment of risk-benefit criteria and the nature of informed consent 

requirements in various research settings369—a task that resulted in the highly influential 

Belmont Report.370 The National Research Act also required any entity applying to the Public 

Health Services for human subject research funding to provide assurances that the entity had 

established an IRB to review such research in accordance with regulations promulgated by 

the Secretary.371 

 

In 1981, the HHS and FDA used the Belmont Report and other National Commission 

publications as the “foundational background” for revisions to their regulations governing 

                                                             
367 See Id. at 5. 
368 The Tuskegee Syphilis Study is described in Chapter Two. For further background, see: REVERBY, supra 

note 3. 
369 National Research Act, 42 USC 2891 93-348, §§ 201, 202 (1974). 
370 NATIONAL COMMISSION FOR THE PROTECTION OF HUMAN SUBJECTS OF BIOMEDICAL AND 

BEHAVIORAL RESEARCH, THE BELMONT REPORT: ETHICAL PRINCIPLES AND GUIDELINES FOR THE 

PROTECTION OF HUMAN SUBJECTS OF RESEARCH (1979). 
371 42 USC 2891 93-348, § 213 (1974). 
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human subject research protections.372 A decade later, fourteen other federal agencies 

adopted these regulations, resulting in the Common Rule. 

 

The above discussion evidences the pivotal role that research abuses perpetrated on 

vulnerable members of society—often members of minority racial and ethnic groups—

played in the introduction and shaping of research ethics oversight requirements in the U.S. 

Proactive efforts to prevent harms arising from biomedical research targeting minority racial 

and ethnic groups and their members follow consistently from this history. The remainder of 

this chapter is dedicated to considering the types of harm that may arise from such research 

and strategies for improving IRB recognition and consideration of these harms—in 

particular, through minority racial and ethnic group member participation in ethical 

oversight. 

Mandate 

The Belmont Report identifies broad and amorphous ethical principles upon which to ground 

research ethics review—respect for persons, beneficence and justice. These “general 

judgments…serve as a basic justification for the many particular ethical prescriptions and 

evaluations of human actions.”373 However, in making decisions whether to approve 

research projects as ethically permissible, the Common Rule—the Belmont Report’s regulatory 

incarnation—directs IRBs towards much more focused criteria, and tasks them with 

                                                             
372 DEPARTMENT OF HEALTH & HUMAN SERVICES, Federal Policy for the Protection of Human Subjects (“Common 

Rule”), HHS.GOV  (2012), http://www.hhs.gov/ohrp/humansubjects/commonrule/index.html (last visited 
November 4, 2012). 

373 National Commission for the Protection of Human Subjects of Biomedical and Behavioral Research, 
supra note 370. 
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considering “how these should be interpreted, described, and ultimately addressed in order 

for a given project to gain approval and be carried out.”374  

 

The Common Rule sets out specific criteria for IRB approval of research: 

 Risks to subjects are minimized, including through sound research design; 

 Risks to subjects are reasonable in relation to any anticipated benefits to subjects and 

the importance of the knowledge that may reasonably be expected to result; 

 Selection of subjects is equitable, taking into account the purposes of the research 

and the setting in which the research will be conducted; 

 Informed consent will be sought and documented from each prospective subject or 

the subject's legally authorized representative; 

 When appropriate, the research plan makes adequate provision for monitoring the 

data collected to ensure the safety of subjects; 

 When appropriate, there are adequate provisions to protect the privacy of subjects 

and to maintain the confidentiality of data; and 

 Additional safeguards have been included in the study to protect the rights and 

welfare of certain vulnerable subjects. 

 

None of these criteria directly address the effects of research on minority racial and ethnic 

groups and their members. However, several have particular pertinence in this regard—

namely, the requirements to minimize risks and ensure a favorable risk/benefit ratio, ensure 

the equitable selection of study subjects, and obtain subjects’ informed consent. The 

                                                             
374 L Eckenwiler, Moral Reasoning and the Review of Research Involving Human Subjects, 11 KENNEDY INST 

ETHICS J 37 (2001). 
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application of these criteria to research targeting minority groups and their members is 

discussed in more detail later in this chapter. 

Membership 

The Common Rule requires that IRBs be “sufficiently qualified through the experience and 

expertise of its members, and the diversity of the members, including consideration of race, 

gender, and cultural backgrounds and sensitivity to such issues as community attitudes, to 

promote respect for its advice and counsel in safeguarding the rights and welfare of human 

subjects.”375 The primary concerns of at least one member must be in nonscientific areas and 

at least one member must not be otherwise affiliated with the institution. Finally, IRBs that 

commonly review research involving vulnerable subjects must include persons who are 

knowledgeable about and experienced in working with such subjects.376  

 

In practice, IRB membership is more homogenous than these requirements may indicate. In 

twenty IRBs studied by Charles Lidz and his colleagues, for example, 

nonaffiliated/nonscientist members were overwhelmingly white and middle-aged, even 

though at half the sites the broader population was primarily non-European.377 Insufficiently 

diverse IRB membership was a complaint raised in one of the few legal actions that have 

been brought against IRBs. In contesting Brown University’s IRB’s denial of her request to 

amend payments to participants in a study on the socialization of Chinese immigrant 

children, Professor Jin Li claimed that the Board was noncompliant with the Common Rule 

                                                             
375 45 CFR 46.107. 
376 Id. 
377 Anderson, supra note 334; Charles W. Lidz et al., The Participation of Community Members on Institutional 

Review Boards, 7 JOURNAL OF EMPIRICAL RESEARCH ON HUMAN RESEARCH ETHICS: AN INTERNATIONAL 

JOURNAL 1 (2012). See also NATIONAL BIOETHICS ADVISORY COMMISSION, ETHICAL AND POLICY ISSUES IN 

RESEARCH INVOLVING HUMAN PARTICIPANTS (National Bioethics Advisory Commission, 2001), which raised 
concerns about the small proportion of non-affiliated and non-scientist members on IRBs, noting that while 
many IRBs have over 20 members, they often include only one or two non-affiliated and non-scientist 
members. 
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because it contained no “representation of the Chinese community, Asian community, or 

any other minority community.”378 Moreover, some evidence suggests that 

nonaffiliated/nonscientist members feel they lack influence as compared with scientific 

members.379 This is likely to limit further such members’ role in decision-making. 

Research Targeting Minority Groups and Common Rule 

Requirements 

Previously in this chapter I pointed out the close historical connection between IRBs’ roles 

and the protection of minority racial and ethnic groups and their members from research 

abuses. While this relationship is not addressed specifically in the Common Rule, several 

review criteria can be interpreted as requiring consideration of the effects of research 

projects on minority group members. These include the requirement for IRBs to minimize 

relevant research risks and ensure a favorable risk-benefit ratio, and confirm procedures for 

fair subject selection and the informed consent of research participants. Yet without 

regulatory reform IRBs may not recognize or adequately consider these issues. 

Minimizing Risk and Ensuring a Favorable Risk/Benefit Ratio 

Before approving a research proposal an IRB must first minimize the risks that study 

interventions pose to participants. The regulations do not define research risks, but the 

Institutional Review Board Guidebook (the Guidebook) issued by HHS explains that a risk is, 

                                                             
378 Li v. Brown University in Providence in the State of Rhode Island and Providence Plantations, 

Unreported (U.S. District Court, District of Rhode Island (Providence) 2012). The matter was dismissed with 
prejudice. 

379 Sohini Sengupta & Bernard Lo, The Roles and Experiences of Nonaffiliated and Non-scientist Members of 
Institutional Review Boards, 78 ACAD MED 212 (2003). 
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“The probability of harm or injury (physical, psychological, social, or economic) occurring as 

a result of participation in a research study.”380 

 

After an IRB has minimized study risks to the extent possible, it must be satisfied that the 

remaining risks to subjects are reasonable in relation to anticipated benefits, if any, to 

participants, and the importance of the knowledge that the research reasonably may be 

expected to generate.381 The Guidebook advises that, to satisfy this requirement, IRBs must 

assess whether the research design will yield useful data: “While good research design may 

not itself reduce or eradicate risks to subjects, poor or faulty research design means that the 

risks are not likely to be reasonable in relation to the benefits.”382  

 

Implicit in such a risk/benefit analysis are the ethical requirements of scientific value and 

validity.383 Ezekiel Emanuel and colleagues describe scientific value as the potential for the 

research to improve health and well-being or increase knowledge. This requirement may be 

breached, for example, by clinical research that has nongeneralizable results or a trifling 

hypothesis. In comparison, scientific validity depends on the rigor of the methodology with 

which research is conducted: is there a clear scientific objective? Has it been designed using 

accepted principles, methods and reliable practices?384 

 

                                                             
380 OFFICE FOR HUMAN RESEARCH PROTECTIONS, UNITED STATES DEPARTMENT OF HEALTH AND 

HUMAN SERVICES, IRB GUIDEBOOK available at http://www.hhs.gov/ohrp/irb/irb_guidebook.htm, 
“Risk/Benefit Analysis.” Physical harms include, for example, exposure to pain, discomfort, or injuries from 
medical procedures. Psychological harms include undesired changes in thought processes and emotion (e.g., 
episodes of depression, confusion, or hallucination resulting from drugs, feelings of stress, guilt, and loss of 
self-esteem). Social harms include embarrassment within a participant’s business or social group, loss of 
employment, or criminal prosecution caused, for example, by invasions of privacy and breaches of 
confidentiality. 

381 45 CFR §46.111(a)(2). 
382 Office for Human Research Protections, United States Department of Health and Human Services, 

supra note 380. ‘Risk/Benefit Analysis’, ‘IRB Considerations’. 
383 Id. “Considerations of Research Design.” 
384 Emanuel et al., supra note 105, at 2703. 
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The Common Rule expressly warns against IRBs considering, as a part of the risk/benefit 

analysis, possible “long-range effects of applying knowledge gained in the research.”385 The 

Guidebook clarifies that this would preclude IRBs from considering whether “information 

gained about associative memory may enable advertising companies to develop new 

techniques for encouraging arguably harmful consumer behaviors.”386 The Guidebook 

provides the further example of the public policy implications of research that seeks to find 

associations between race or gender and intelligence.387 

Application to Research Targeting Minority Racial and Ethnic Groups 

Importance of Research Knowledge 

Central to the risk/benefit calculus is the importance of the knowledge likely to result from a 

study. As discussed in Chapter Two, fierce debate surrounds the value of comparing the 

safety and effectiveness of biomedical interventions among racial and ethnic groups (“race-

based research”). On the one hand, scholars such as Troy Duster caution against searching 

for genetic differences between pre-selected racial groupings, given likely variance between 

any randomly selected human groups, and the nefarious potential for such findings to receive 

the “imprimatur of scientific legitimacy.”388 On the other hand, geneticists such as Esteban 

Burchard stress evidence of genetic differentiation among racial and ethnic groups, and 

advocate using information about race and ethnicity to investigate reasons for differences in 

disease prevalence and severity and to facilitate medical testing and treatment.389  

 

                                                             
385 45 CFR §46.111(a)(2). 
386 Office for Human Research Protections, United States Department of Health and Human Services, 

supra note 380, “Risk/Benefit Analysis,” “IRB Considerations.” 
387 Id., “Risk/Benefit Analysis,” “IRB Considerations.” 
388 Duster, supra note 171. 
389 Burchard et al., supra note 156. 
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In Chapter Two I accept that race and ethnicity can signal significant population differences 

in an intervention’s safety or efficacy and, accordingly, can trigger useful research into 

causative factors. However, given the lack of objective racial or ethnic categorizations, and 

the potential for reliance on such categories to result in social harm, race and ethnicity 

should be used in biomedical research only as a trigger to develop biologically valid 

hypotheses, be they based on genetic variation, environmental variation or an interaction 

between the two. In other words, without a valid hypothesis, race-based research may have 

insufficient importance to outweigh research risks.  

 

Issues surrounding the importance of research knowledge extend beyond contentious race-

based research. Indeed, calculations regarding the importance of all research projects are 

subjective, influenced by factors such as a person’s cultural background. Nowhere is this 

more evident than in regard to indigenous views on population genetics research. The 

Dakota woman and social scientist, Kim TallBear, writes that indigenous ways of 

understanding their origins are “based in particular histories, cultures, and landscapes.” 

Population genetics “is not going to tell me how I am related to my various Dakota tribal 

kin, the ultimate set of relations in tribal life. Nor can [it] tell me how we got here today … 

The question of how we as Dakota got to where we are has already been answered, and the 

answer is not one of genetics.”390 Moreover, the “nontribal ways of reckoning” embedded in 

population genetics can devalue indigenous meanings, which, by positing their outcomes as 

an “objective scientific good,” deny indigenous people the right to control their genomic 

resources and identity.391 Notably, the Navajo Nation has prohibited human genome testing 

                                                             
390 Kim TallBear, Narratives of Race and Indigeneity in the Genographic Project, 35 THE JOURNAL OF LAW, 

MEDICINE & ETHICS 412 (2007). 
391 Reardon & TallBear, supra note 24, at S240. 
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on tribal lands or with tribal members, for the reason that the research is unwarranted: 

“Navajos were created by Changing Woman; therefore they know where they came from.”392  

Individual Risks and Benefits 

The Common Rule’s risk/benefit calculus is based largely on an “objective and universal 

evaluation” of possible harms.393 However, as with calculations regarding a project’s 

importance, risk judgments are shaped by persons’ social and cultural identity. Unless 

identified and considered by researchers and IRBs, these cannot be minimized as required 

under the Common Rule, even when relatively easy solutions exist. 

 

Consider, for example, research conducted with Hmong Americans to assess hypertension 

care. An original survey question asked: “Do you think the following statement is true, false 

or don't know? If your parents have high blood pressure, you have a higher chance of 

getting it?” Unforeseen by study investigators, some participants perceived the question as 

“potentially threatening” and “a curse.” The question later was reworded to lessen study 

risks from participants’ perspectives.394 Another example comes from research involving the 

collection of biological tissue from AI/AN tribal members, many of who believe that bodily 

substances continue to retain the essence of the individual even after removal from the 

body.395 These beliefs underlie the Pascua Yaqui Tribe requirements that, after a research 

project is completed, “biological samples must be completely and fully returned to the 

                                                             
392 “Key Points for University Researchers When Considering a Research Project with the Navajo Nation,” 

available through UNIVERSITY OF ARIZONA NATIVE PEOPLES TECHNICAL ASSISTANCE OFFICE, TRIBAL 

CODES/PROTOCOLS PERTAINING TO RESEARCH  (2011), 
http://www.nptao.arizona.edu/research/tribalCodes.cfm (last visited April 8, 2011). The Changing Woman is 
a central component of the Navajo people creation story. 

393 Jonathan Kimmelman, Valuing Risk: The Ethical Review of Clinical Trial Safety, 14 KENNEDY INST ETHICS 

J 369 (2004). 
394 Wong et al., supra note 229. The new version read: “Do you think the following statement is true, false 

or don't know? If our parents have high blood pressure, we have a higher chance of getting it?” 
395 Rebecca Tsosie, Cultural Challenges to Biotechnology: Native American Genetic Resources and the Concept of 

Cultural Harm, 35 THE JOURNAL OF LAW, MEDICINE & ETHICS 396 (2007). 
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possession of the Tribe.”396 Chapter Seven describes the “DNA on Loan” program, which is 

one way researchers have minimized these concerns while facilitating AI/AN research 

participation.  

 

Even those risks that are consistent among racial and ethnic group members may be 

weighed differently based on group affiliations. Empirical research shows that males tend to 

rate a wide range of hazards as lower risk than women; and whites rate risks lower than do 

nonwhites. Risk perceptions varied significantly among “nonwhite” categories, including 

African American, Asian, and Hispanic.397 Differences in risk perception are likely to be 

especially acute given the longstanding mistrust of many minority racial and ethnic group 

members—in particular, African Americans—towards the mainstream medical research 

establishment. Mistrust affects, in particular, perceptions of research involving experimental 

medicines, including a frequent concern among African Americans that participants cannot 

know for sure what drug they are receiving and what negative effects it may have.398 

Group Risks and Benefits 

Risk/benefit analyses under the Common Rule were drafted in the context of minimizing 

risks to individual study participants. More recently, scholars have recognized the potential 

for research also to harm the groups from which participants are drawn. Lawrence Gostin 

made an early call for extending research protections to communities, providing the example 

of the practice of reporting HIV data broken down by race and ethnicity. Since the data is 

de-identified, it raises no privacy or confidentiality concerns for the individuals affected. 

However, he noted that the method of reporting emphasizes the disproportionate impact on 

                                                             
396 PASCUA YAQUI TRIBE, PASCUA YAQUI TRIBAL CODES  (2012), http://www.pascuayaqui-

nsn.gov/_static_pages/tribalcodes/ (last visited November 3, 2012) Title 8, Chapter 7, §170. 
397 Melissa L. Finucane et al., Gender, Race, and Perceived Risk: The “White Male” Effect, 2 HEALTH, RISK & 

SOCIETY 159 (2000). 
398 Freimuth et al., supra note 112. 
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African Americans and Hispanics, which potentially impacts on those populations’ dignity 

and self-esteem.399  

 

While, to date, dignitary group harms have not been widespread, they are not merely 

fanciful. A 2003 review investigating the inclusion of minority children in research reported 

that African American and Hispanic children were overrepresented in potentially 

stigmatizing research, including research on child abuse and neglect, HIV, psychiatric issues, 

and high-risk behaviors.400 Harriett Washington describes one such research project 

conducted by New York City’s New York State Psychiatric Institute and Columbia 

University in the 1990s on African American and Hispanic children whose brothers had 

come into contact with the probation system. The research sought to investigate a biological 

basis for violent behavior.401 In Washington’s view, “Such racial selection could stigmatize 

not only the participants but all black and Hispanic boys as ‘born criminals.’”402 

 

As set out in Chapter One, the types of harm for which a group are at risk depend on 

whether the group is structured or unstructured. In brief, structured groups (including most 

indigenous groups) have definite structures and interests that are distinct from the interests 

of their members. Research harms can come from changes in the beliefs and actions of 

group members (intra-group risks). Typically, nongroup members have difficulty recognizing 

and considering these harms. These challenges are well-illustrated by the failures of the 

headquarter Indian Health Service (IHS) IRB to predict research risks identified by specific 

                                                             
399 Lawrence O Gostin, Ethical Principles for the Conduct of Human Subject Research: Population-Based Research and 

Ethics, 19 J LAW MED ETHICS 191 (1991). 
400 Catherine Walsh & Lainie F. Ross, Are Minority Children Under- or Overrepresented in Pediatric Research?, 112 

PEDIATRICS 890 (2003). Notably, when compared with research participation generally, black children were 
overrepresented and Hispanic children were underrepresented in clinical trials, and both were underrepresented 
in therapeutic research. 

401 This is the same research critiqued in Chapter Two for its  invasive investigational approaches. 
402 WASHINGTON, supra note 111, at 271–277. 
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Native communities, including the use of population genetic research to attack tribal 

sovereignty, and the use of genetic marker research in claims about who is “Indian.”403 

Considering the difficulties of the IHS IRB in recognizing these risks, despite its “unique 

composition” and “wide range of experiences with AI/AN communities,” 404 one can well 

imagine the challenges recognition poses to IRBs without any such experience. 

 

In comparison, unstructured groups have no identity beyond that of their members. Harms 

suffered by individuals because of their group membership arise by changing the beliefs and 

actions of nongroup members (inter-group risks)—for example, stereotyping and 

discrimination.405 While these risks are not unique to any particular group, members of some 

groups weigh particular risks differently than outsiders assume.406 An interesting example 

comes from focus group discussions with Ashkenazi Jews to ascertain their fears about 

stigma and discrimination resulting from genetic research. Contrary to earlier disquiet 

expressed by some community leaders, most participants were unconcerned about 

overrepresentation in genetic studies or the potential for such studies to lead to stigma or 

discrimination. Participants generally supported doing as much genetic testing as possible to 

advance medical knowledge.407 Participants from other racial and ethnic groups may balance 

the benefits of medical research and potential group harms quite differently. 

Fair Subject Selection 

                                                             
403 Morris W. Foster et al., The Role of Community Review in Evaluating the Risks of Human Genetic Variation 

Research, 64 THE AMERICAN JOURNAL OF HUMAN GENETICS 1719 (1999). 
404 Id. 
405 Hausman, Protecting Groups from Genetic Research, supra note 82. 
406 Richard R Sharp & Morris W Foster, Involving Study Populations in the Review of Genetic Research, 28 THE 

JOURNAL OF LAW, MEDICINE & ETHICS 41, 45 (2000).  
407 Dena   S. Davis et al., Ashkenazi Jews: Overburdened and Overexposed?, 29 NEW GENETICS AND SOCIETY 

241 (2010). 
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The Common Rule requires that researchers use fair subject selection. That is, groups or 

individuals should not be excluded from the opportunity to participate in research without a 

good scientific reason or susceptibility to risk that justifies their exclusion. As explained by 

Emanuel and colleagues: “The essence of fairness in human subjects research is that 

scientific goals, considered in dynamic interaction with the potential for and distribution of 

risks and benefits, should guide the selection of subjects.”408 

 

The ethical requirement of fair subject selection has its roots in the protection of vulnerable 

populations—including, for example, prisoners and wards of the state—from predatory 

research practices. In more recent times, thinking about subject selection has shifted in 

biomedical research—in particular, clinical research—from being a burden from which 

persons should be protected, to a benefit to which persons are entitled to seek access.409 

HIV/AIDS activists, who strongly advocated giving people the right to decide for 

themselves what burdens to bear, largely were responsible for this transition.410 Research was 

positioned as the only means for persons who had exhausted all other treatment avenues to 

access an intervention with any chance of success. As one slogan went, “A Research Trial Is 

Treatment Too.”411  

 

                                                             
408 Emanuel et al., supra note 105, at 2705. 
409 One indication of this shift is litigation claiming, presently unsuccessfully, that terminally ill patients 

have a constitutional right to access experimental drugs: Abigail Alliance for Better Access to Developmental Drugs v. 
Von Eschenbach, 495 F.3d 695 (2007). See also: R J Levine, The Impact of HIV Infection on Society’s Perception of 
Clinical Trials, 4 KENNEDY INST ETHICS J 93 (1994). 

410 Leslie A. Meltzer & James F. Childress, What Is Fair Participant Selection?, THE OXFORD TEXTBOOK OF 

CLINICAL RESEARCH ETHICS 377 (Ezekiel J. Emanuel et al., 1st ed. 2008). 
411 George J Annas, Faith (Healing), Hope and Charity at the FDA: The Politics of AIDS Drug Trials, 34 

VILLANOVA LAW REV 771 (1989). 
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For some persons, clinical research provides a means of obtaining access to healthcare.412 In 

many clinical trials, the study sponsor pays for the investigational product and other research 

costs associated with the study, which can provide uninsured and under-insured persons 

with a means of accessing clinical care. Accordingly, journalists have claimed that, for the 

uninsured, “experiments have become treatments; clinical investigators are their 

specialists.”413 In at least one study, uninsured persons cited free health care as a reason for 

enrollment.414 Moreover, participation in clinical research may provide therapeutic benefits 

because of better quality care due to additional follow-up or nursing care, “Hawthorne 

effects” (changes in participants’ or health care providers’ behavior because of trial 

involvement) and placebo effects.415  

 

Justice theories clarify two facets to the requirement for fair subject selection: fair processes 

and fair outcomes. As Jon Tilburt and his colleagues explain, the fair process facet of justice 

means ensuring that persons are given the opportunity to be considered for research 

participation, including individual members of populations.416 Fair outcome requires either 

an “equal distribution of benefits and burdens” or “maximizing net public health outcomes 

of the research.”417 Subject selection is important in this regard “because how these 

                                                             
412 See, eg, T Howard Stone, The Invisible Vulnerable: The Economically and Educationally Disadvantaged Subjects of 

Clinical Research, 31 J LAW MED ETHICS 149 (2003); Barbara A. Noah, Participation of Underrepresented Minorities in 
Clinical Research, The, 29 AM. J.L. & MED. 221 (2003). 

413 Gina Kolata & Kurt Eichenwald, For the Uninsured, Drug Trials Are Health Care, THE NEW YORK TIMES 
A1 (1999). Notably, however, clinical trials typically require participants to have health insurance to cover the 
costs of associated routine care: J. F. Klamerus et al., The Impact of Insurance on Access to Cancer Clinical Trials at a 
Comprehensive Cancer Center, 16 CLINICAL CANCER RESEARCH 5997 (2010).; Jean G. Ford et al., Barriers to 
Recruiting Underrepresented Populations to Cancer Clinical Trials: A Systematic Review, 112 CANCER 228 (2008). 

414 See, eg, Larry Gorkin, Clinical Trial Enrollers Vs. Nonenrollers: The Cardiac Arrhythmia Suppression Trial 
(CAST) Recruitment and Enrollment Assessment in Clinical Trials (REACT) Project, 17 CONTROLLED CLINICAL 

TRIALS 46 (1996). 
415 D A Braunholtz et al., Are Randomized Clinical Trials Good for Us (in the Short Term)? Evidence for a “Trial 

Effect”, 54 J CLIN EPIDEMIOL 217 (2001). 
416 Jon Tilburt et al., Applying Justice in Clinical Trials for Diverse Populations, 4 CLINICAL TRIALS 264 (2007). 
417 Id. 
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questions are described, or framed, will influence how the question is ultimately answered 

and how those results are interpreted.”418  

Application to Research Targeting Minority Racial and Ethnic Groups 

The nonexclusion of minority racial and ethnic groups and group members in research—the 

essence of fair and equitable subject selection—often has been parsed as a fair outcome 

argument. Fair outcome arguments were especially influential in the introduction of the NIH 

Revitalization Act of 1993 and associated NIH Policy and Guidelines on the Inclusion of Women 

and Minorities as Subjects in Clinical Research (NIH Inclusion Guidelines), which require 

intramural and extramural scientists to include women and members of minority groups in 

NIH-supported research. Congressional reports recommended that the Bill be passed to 

“ensure that advances in medicine and public health that result from NIH activities benefit 

all Americans, regardless of gender or race.”419  

 

Given the scientific and ethical perils of searching for racial and ethnic differences, however, 

fair process arguments provide a firmer grounding for nonexclusion of minority groups and 

group members. While there is no “right to research participation” per se, group members—

including racial and ethnic group members—should not arbitrarily be denied access to 

potential benefits from clinical trial participation.420 This is especially important given the 

social stratification that pervades the U.S. along racial and ethnic lines. Given the high 

proportion of minority persons without health insurance, for example, the opportunity to 

                                                             
418 Id., 266. 
419 H.R. DOC. NO. 103-28 (1993). 
420 Christine Pace et al., Enrolling the Uninsured in Clinical Trials: An Ethical Perspective, 31 CRITICAL CARE 

MEDICINE S121 (2003). 



  
 Chapter Five: Ethical Oversight  

 

  

150 

 

participate in clinical research should be available as a means of accessing health care and 

other therapeutic benefits.421 

 

Offering members of minority racial and ethnic groups the opportunity to participate in 

research also is consistent with requirements under the Equal Protection Clause and various 

federal and state legislative measures. Under the Equal Protection Clause, the government 

must not allocate societal benefits or burdens on the basis of race, other than where the 

disparate treatment is narrowly tailored to achieve a compelling governmental interest.422 

This is likely to include racial and ethnic restrictions of subject enrollment into some 

biomedical research. The Supreme Court has accepted very few government interests as 

validating a racial classification;423 however, grouping individuals by racial categories in 

research might be permissible if “the extant evidence of racial differences is sufficiently 

strong to justify further study and the categories used are properly tailored to study those 

differences.”424  

 

Two federal law provisions also operate consistently with racial and ethnic inclusiveness in 

biomedical research. 42 USC § 1981 prohibits race discrimination with respect to contracts 

involving public or private parties. At least theoretically, this could extend to contracts for 

research participation.425 Additionally, Title VI of the Civil Rights Act of 1964 prohibits race 

                                                             
421 More than one-quarter of Hispanic persons were uninsured at the time of the January through March 

2011 National Health Interview Survey. Blacks, Asians and person of multiple races all were uninsured at 
higher rates than whites: ROBIN A. COHEN & MICHAEL E. MARTINEZ, HEALTH INSURANCE COVERAGE: 
EARLY RELEASE OF ESTIMATES FROM THE NATIONAL HEALTH INTERVIEW SURVEY, JANUARY–MARCH 2011 
(National Center for Health Statistics, September 2011). 

422 ERWIN CHEMERINSKY, CONSTITUTIONAL LAW chap. 7 (2001). See, for further discussion, the 
foundational case in equal protection jurisprudence Brown v. Board of Education, 347 U.S. 483 (1954). 

423 Erik Lillquist & Charles Sullivan, The Law and Genetics of Racial Profiling in Medicine, 39 HARVARD CIVIL 

RIGHTS-CIVIL LIBERTIES LAW REVIEW 391, 443 (2004). 
424 Regents of the University of California v. Bakke, 438 U.S. 265 (1978), Justice Powell (in obiter). 
425 It is unclear, however, whether a contractual relationship exists between a researcher and a clinical trial 

subject. In Ericka Grimes v. Kennedy Krieger Institute, Inc., 366 Md. 29 (2001)., the Court held that an 
informed consent form for nontherapeutic research could, in some circumstances, create a contract. The Court 
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discrimination regarding an "intended beneficiary of, an applicant for, or a participant in a 

federally funded program.”426 Finally, the majority of states have enacted civil rights statutes 

that proscribe making a distinction on the basis of race in connection with goods or services 

offered in a place of public accommodation.427 These laws all enforce a presumption of racial 

and ethnic inclusiveness, which should be breached only with compelling reasons. 

Informed Consent 

Most commentators point to the informed consent of research subjects as the central aspect 

of IRB review, though its defining ethical justifications have varied over time. During the 

early history of concern about research subjects, consent requirements were mainly intended 

to minimize the likelihood of tangible research harms by disclosing information about 

potential risks. However, since the 1970s—stemming, in particular, from the work of the 

National Commission428—informed consent requirements principally have been promoted 

as a means to instill participant understanding and thereby promote autonomous choice.429 

Ezekiel Emanuel and his colleagues define the modern purpose of informed consent as 

being “to ensure that individuals control whether or not they enroll in clinical research and 

participate only when the research is consistent with their values, interests, and 

preferences.”430 

 

                                                                                                                                                                                     
did not determine whether informed consent in a clinical context could generate contractual obligations. 
Limited or no contractual relationship exists between a research participant and the sponsor company: Suthers 
v. Amgen Inc., 441 F. Supp. 2d 478 (2006).; Abney and Others v. Amgen Inc, 443 F.3d 540 (2006).  

426 Vuciecevic v. MacNeal Memorial Hospital, 572 F. Supp. 1424 (1983). 
427 See discussion in Sharona Hoffman, “Racially-tailored” Medicine Unraveled, 55 AM UNIV LAW REV 395 

(2005). 
428 See discussion in Erika Blacksher & Jonathan D. Moreno, A History of Informed Consent in Clinical 

Research, THE OXFORD TEXTBOOK OF CLINICAL RESEARCH ETHICS 591 (Ezekiel J Emanuel et al., 2008). 
429 TOM L BEAUCHAMP & JAMES F CHILDRESS, PRINCIPLES OF BIOMEDICAL ETHICS 118 (6th ed. 2008). 
430 Emanuel et al., supra note 105. 
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The National Commission identified three necessary conditions for informed consent, which 

remain central to modern informed consent analyses: the provision of adequate information 

to a research subject (or other relevant decision-maker), comprehension of the information, 

and voluntary participation. In a detailed set of informed consent provisions, the Common 

Rule requires that research subjects be provided with information on, among other matters: 

 the purposes of the research and what it involves; 

 any reasonably foreseeable risks to the subject; and 

 any reasonably likely benefits to the subject or others.431 

Application to Research Targeting Minority Racial and Ethnic Groups 

How can the racial and ethnic affiliations of potential research subjects affect informed 

consent considerations? First, prevailing group attitudes and beliefs may influence a person’s 

understanding of a research project and the quality of any resulting consent to participate. 

Secondly, potential harms to a group with which a person identifies may influence his or her 

decision to participate in research. Finally, in limited situations, the implications of research 

for groups, above and beyond group members, may warrant strategies for obtaining the 

informed consent of group leaders. 

Influence on Individual Understanding of Research 

Bioethicists Neal Dickert and Jeremy Sugarman opine, “If we take seriously the notion that 

individuals’ narratives are constructed as a part of and by the cultures and communities 

within which they exist … understanding cultures and communities seems integral to 

understanding individuals and, ultimately, to facilitating their autonomy.”432  

 

                                                             
431 45 CFR §46.116. 
432 Neal W Dickert & Jeremy Sugarman, Community Consultation: Not the Problem-An Important Part of the 

Solution, 6 AM J BIOETH 26, 26 (2006). 
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Consider, for example, the relevance of cultural memories among African Americans for the 

blood substitute PolyHeme study in Durham, North Carolina. Karla Holloway recounts the 

strong emotions still tied to the historical denial of treatment to African Americans by 

Durham hospitals. The narrative surrounding denial of treatment remains tied to rumors that 

the victims include Dr. Charles Drew, the African American surgeon who developed a way 

for storing blood plasma.433 In light of this background, a study substituting “fake” for “real” 

blood understandably stirred strong emotions in the locale. Had researchers recognized and 

accounted for such narratives, community members might have been able to evaluate more 

deeply the study’s potential consistency with their values, interests and preferences. 

Respect for Persons’ Group Affiliations 

As noted in the preceding discussion of study risks and benefits, some research poses risks 

and benefits for groups that are above and beyond the individual matters typically 

emphasized in the informed consent process. For informed consent to serve its purpose of 

ensuring participation only when the research is consistent with a person’s values, interests, 

and preferences, he or she must be aware of potential risks and benefits to a group with 

which he or she identifies.  

 

The 1,000 Genomes Project provides a good example of how information about group risks 

and benefits could be conveyed. The Project seeks to establish a detailed catalogue of human 

genetic variation by sequencing the genomes of more than 1,000 participants from specific 

ethnic groups. The consent form notes that the samples will include the name of the ethnic 

group from which the sample was sourced and, in future studies, researchers may correlate 

disease predisposition with genetic variants that occur more frequently in persons from that 

                                                             
433 Karla F C Holloway, Accidental Communities: Race, Emergency Medicine, and the Problem of Polyheme, 6 AM J 

BIOETH 7, 11 (2006). 
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group. Researchers commit to making sure that “the ethnic or geographic identity of your 

community is described as carefully as possible,” but advise that they “cannot completely 

control how this information is described in publications that others write.”434 

 

Interestingly, the importance ascribed to group risks and benefits has been shown to vary 

according to a potential participant’s racial and ethnic affiliation. In a study assessing 

willingness to donate biological samples for future genetic studies, 83% of self-identified 

black participants, as compared with only 56% of self-identified white participants, reported 

that a big or moderate part of their willingness to donate was helping researchers learn about 

diseases that might affect people of the same race or ethnicity. On the flip side, 64% of 

black, as compared with 34% of white respondents reported a reduced willingness to donate 

due to concerns about findings contributing to racial or ethnic discrimination.435 Dismissing 

too quickly the relevance of potential group benefits and harms could indicate cultural bias 

on behalf of researchers and IRBs. 

Respect for Socially Definable Groups 

Beyond promoting respect for individual group members by recognizing their affiliations, which 

has formed the crux of the above discussion, is the desirability of promoting respect for 

groups in certain situations. Eric Juengst opines, for example, in the context of population 

genetic research: “To the extent that research … can impose risks on all the members of a 

socially definable group, they have a collective interest in how the research proceeds.”436 

 

                                                             
434 Available through; 1,000 Genomes, About the 1,000 Genomes Project , 

http://www.1000genomes.org/about (last visited May 18, 2012). 
435 A.J. Goldenberg et al., Patient Perspectives on Group Benefits and Harms in Genetic Research, PUBLIC HEALTH 

GENOMICS (2010). 
436 Eric T Juengst, FACE Facts: Why Human Genetics Will Always Provoke Bioethics, 32 THE JOURNAL OF LAW, 

MEDICINE & ETHICS 267, 272 (2007). 
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Scholars and policy-makers have grappled with strategies to promote respect for socially 

definable groups. Much of the early thinking in this regard drew parallels with informed 

consent principles and, accordingly, advocated seeking consent from group leaders. Growing 

international consensus recognizes the role for consent from the leaders of indigenous and 

other highly structured groups.437 However, seemingly intractable challenges face the broader 

application of group consent requirements. In particular, if consent is to be obtained, there 

must be group leaders who are empowered to give such consent. Many groups, such as 

African Americans, Ashkenazi Jews and so forth, have no such political structure.438 

Options for Reform 

Previous sections of this chapter have canvassed the effects of biomedical research on 

minority groups and their members, and their relationship with the Common Rule criteria 

that IRBs assess in determining a research project’s ethical acceptability. Despite close 

connections, IRBs currently are not well placed to recognize and accord weight to a research 

project’s effects on minority racial and ethnic groups and group members. Consistently with 

the rationales for public participation set out in Chapter One of this dissertation, 

participatory strategies can improve the quality of IRB deliberations by improving Boards’ 

understanding of potential research effects. Moreover, by marking a decision as being “of 

the people,” participatory strategies can increase the decision’s legitimacy and show respect 

for social and cultural structures within participants’ communities.439 

 

                                                             
437 Bette Jacobs et al., Bridging the Divide Between Genomic Science and Indigenous Peoples, 38 THE JOURNAL OF 

LAW, MEDICINE & ETHICS 684 (2010). 
438 C Weijer, Protecting Communities in Research: Philosophical and Pragmatic Challenges, 8 CAMB Q HEALTHC 

ETHICS 501, 509 (1999). 
439 Sharp & Foster, Involving Study Populations in the Review of Genetic Research, supra note 406, at 42. 
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The remaining sections of this chapter explore strategies to engage minority racial and ethnic 

groups and group members in ethics review bodies in a manner that is constructive and non-

tokenistic. At the same time, I appreciate the costs of such strategies to investigators and 

IRB members, and consider ways of ameliorating their burdens. 

Promoting Minority Participation in Ethical Oversight 

IRB members’ personal histories and social positions will shape their views on the potential 

effects of biomedical research projects on minority racial and ethnic groups and their 

members”440 As Lisa Eckenwiler points out, given our “socially situated nature,” demands to 

imagine the perspectives of others without reference to our own are unrealistic.441 Involving 

minority group members in the ethics review process therefore is an important part of 

ensuring the potential effects of research on a minority racial or ethnic group or its members 

are given adequate consideration. While few are likely to criticize the broad goal of minority 

participation in IRB review, how this can best be achieved is an open question. 

Group-specific Research Ethics Review 

A somewhat radical reform to ensure the competence of ethics review bodies to review 

research targeting racial and ethnic groups is the creation of group-specific boards, which 

would review research protocols in lieu of, or in addition to, local IRBs. The IHS, for 

example, has established IRBs to oversee research conducted in its facilities. In most IHS 

IRBs, more than half the committee members are AI/AN individuals.442  

 

                                                             
440 Eckenwiler, supra note 374, at 46. 
441 Id. at 47. 
442 Indian Health Service, IHS Research Program , 

http://www.ihs.gov/Research/index.cfm?module=hrpp_about; (last visited May 18, 2012).; PUNEET CHAWLA 

SAHOTA, RESEARCH REGULATION IN AMERICAN INDIAN/ALASKA NATIVE COMMUNITIES: POLICY AND 

PRACTICE CONSIDERATIONS (2009). 
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Some Tribes also have established their own IRBs, which may work in conjunction with or 

instead of review by an IHS IRB.443 For example, the Navajo Nation Human Research 

Review Board, established under the Navajo Nation Code, reviews all research proposals 

that will occur within the Nation’s territorial jurisdiction, notwithstanding any other IRB 

approvals.444 The Research Review Board also functions as the Navajo Area IHS IRB. The 

Research Code seeks to ensure that “All persons within the territorial jurisdiction of the 

Navajo nation are free from unreasonable, harmful, intrusive, ill-conceived or otherwise 

offensive research and investigation procedures.”445 The Ho-Chunk Nation Tribal Research 

Code establishes the Ho-Chunk Nation IRB, and provides for procedures by which the IRB 

will grant permission to conduct research on Nation Territory.446 

 

The American Indian Law Center advises Tribes to consider closely whether to establish a 

federally recognized IRB or some other research review body, noting that: 

an IRB … is a specific body organized under federal regulations … and exercising delegated 
federal power in accordance with those regulations, as compared with a tribal regulatory process 
utilizing inherent tribal sovereignty in accordance with tribal law. An IRB, for example, is not 
empowered by the regulations to consider the long-term social impact of research in deciding 
whether to grant approval, while tribally-based regulation would likely take the long-range impact 
on the tribe heavily into account.447 
 

The Pascua Yaqui Tribe Research Review Committee illustrates the scope for research 

review processes outside federally recognized IRBs. Under the Tribe’s research protection 

ordinance, the Research Review Committee must examine all research proposals conducted 

within the Reservation. Among other criteria, the Committee is required to consider whether 

                                                             
443 For listing and links, see UNIVERSITY OF ARIZONA NATIVE PEOPLES TECHNICAL ASSISTANCE OFFICE, 

supra note 392. 
444 Navajo Nation Human Research Code, N.N.C.§ 3256. 
445 Navajo Nation Human Research Code, N.N.C., § 3253. 
446 Ho-Chunk Nation Code, HCC§ 3. 
447 American Indian Law Center, Model Tribal Research Code, § 4 (1999). 
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the research is “of immediate benefit to the Tribal community.”448 Researchers are asked to 

assess to assess “any risks of deleterious impact on the cultural, social, economic or political 

well-being of the Tribe or Tribal members.”449  

 

Internationally, human research ethics committees (HRECs) specific to indigenous groups 

also have been established in Australian states and territories. In the state of New South 

Wales (NSW), the Aboriginal Health and Medical Research Council (AH&MRC) HREC 

assesses all research proposals affecting the health and wellbeing of indigenous people and 

communities in NSW. This includes projects where the experience of indigenous people is 

an explicit focus of the research, data collection is directed at indigenous people, indigenous 

people as a group will be examined in the results, the information will impact on an 

indigenous community or indigenous health funds are a source of funding. The HREC 

includes representatives from its umbrella organization—the AH&MRC—local indigenous 

health organizations, indigenous elders, lay representatives of the Aboriginal community, and 

professional and scientific members.450 Similarly functioning indigenous HRECs operate in 

the states of South Australia and Western Australia.451 

 

Group-specific ethics review bodies have some clear benefits. In particular, a preponderance 

of group members on the IRB should ensure deliberations are grounded in a clear 

understanding of the individuals and groups affected by the research. Moreover, such bodies 

                                                             
448 PASCUA YAQUI TRIBE, supra note 396, section 60(A)(2). 
449 Id.,  sec. 80(6). 
450 ABORIGINAL HEALTH AND MEDICAL RESEARCH COUNCIL OF NSW, Ethics and Research, ETHICS AND 

RESEARCH  (February 22, 2011), http://www.ahmrc.org.au/Ethics%20and%20Research.htm (last visited May 
3, 2011). 

451 Aboriginal Health Council of South Australia, Research & Ethics , http://www.ahcsa.org.au/research-
ethics-old/ (last visited May 18, 2012).; Aboriginal Health Division, Department of Health Western Australia, 
Ethics Committee , http://www.aboriginal.health.wa.gov.au/ethics/index.cfm (last visited May 18, 2012). 
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provide the potential for more targeted ethics review to recognize group values, including 

the opportunity to modify the criteria on which applications are reviewed.452 

 

However, establishing group-specific review bodies for many racial and ethnic groups would 

be prodigiously difficult. Often, what outsiders perceive to be a “community” instead 

comprises “a very heterogeneous group of people with multiple interrelated axes of 

difference.”453 Some of these chasms were highlighted in Dena Davis’ focus group 

discussions with Ashkenazi Jews about the risks arising from genetic research. Group 

members “had no interest in being represented by others, be they clergy, doctors, or 

communal leaders.” Even in structured groups, group-specific review mechanisms can 

oversimplify complex power relationships.454 Consider, for example, “the inviolate and 

unfettered nature of the Aboriginal community” asserted by members of the centralized 

HREC tasked with reviewing research involving Australian Aborigines. Yet for many 

Aboriginal people, such review serves to “undermin[e] local community determination and 

decision-making.”455 How much more challenging would it be to establish a specific review 

bodies for racial and ethnic groups as geographically and culturally dispersed as African 

Americans or Hispanics? 

 

Further, to the extent that the review operates in addition to, rather than instead of, local 

IRB review, it may add considerable administrative burden, leading to researcher avoidance 

practices. Anecdotal evidence suggests, for instance, that to avoid tribal IRB scrutiny, 

                                                             
452 Kathleen Cranley Glass & Joseph Kaufert, Research Ethics Review and Aboriginal Community Values: Can the 

Two Be Reconciled?, 2 JOURNAL OF EMPIRICAL RESEARCH ON HUMAN RESEARCH ETHICS 25, 28–29 (2007). 
453 Cornwall & Jewkes, supra note 60. 
454 Christine Adams, Ethics, Power and Politics in Aboriginal Research, 3 ASIA PACIFIC JOURNAL OF 

ANTHROPOLOGY 44 (2002). 
455 Id. 
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researchers often recruit American Indian participants from facilities outside tribal lands.456 

In sum, group-specific review bodies are likely to be desirable only for highly cohesive 

communities, with strong cultural beliefs relevant to health and medical research. Otherwise, 

more flexible options are preferable. 

Expanding IRB Membership 

As noted above, U.S. IRBs lack diversity of membership. This absence becomes especially 

noticeable when U.S. requirements are compared with international standards. The Canadian 

Tri-Council Policy Statement: Ethical Conduct for Research Involving Humans (Tri-Council Policy) 

requires “the number of community members [to] be commensurate with the size of an 

REB and [to] increase as the size of an REB increases.”457 In the U.K., at least one third of 

the total membership must be lay members; and at least half of these must not be, and never 

have been, health care professionals or other persons involved with the conduct of clinical 

research or health service delivery.458 Denmark requires each ethics committee to have at 

least one more lay member than expert members.459  

 

Canada and Australia also have instituted membership requirements pertaining to knowledge 

of ethical decision-making. The Canadian Tri-Council Policy requires a member 

knowledgeable in ethics to “have sufficient knowledge to guide an REB in identifying and 

addressing ethics issues.” The Australian National Statement on Ethical Conduct in Human 

Research (National Statement) requires, in addition to the inclusion of a member who is 

knowledgeable in ethical decision-making, that at least one member perform a pastoral care 

                                                             
456 Sharp & Foster, Involving Study Populations in the Review of Genetic Research, supra note 406. 
457 CANADIAN INSTITUTES OF HEALTH RESEARCH ET AL., TRI-COUNCIL POLICY STATEMENT: ETHICAL 

CONDUCT FOR RESEARCH INVOLVING HUMANS ¶ 6.4 (December 2010). 
458 The Medicines for Human Use (Clinical Trials) Regulations 2004 (U.K.), sch 2 45(a)(b). 
459 R. Hernandez et al., Harmonisation of Ethics Committees’ Practice in 10 European Countries, 35 J MED ETHICS 

696 (2009). 
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role in a community, for example, as an Aboriginal elder or a minister of religion.460 In 

Portugal all ethics committee members must have a reasonable knowledge of fundamental 

principles in bioethics.461 

 

Chapter Four recommends that the NIH advisory councils include individuals with 

demonstrated expertise regarding minority health disparity and other health disparity issues. 

By virtue of the same reasoning and qualifications (such as the need to overcome pervasive 

power dynamics), IRBs that review projects targeting racial and ethnic groups should include 

a member knowledgeable in minority group issues. Review of research involving prisoners—

for which at least one IRB member must be a prisoner or prisoner representative—provides 

a U.S. precedent for such an approach.462 

 

Requiring an IRB to have a member with expertise regarding minority health disparity and 

other health disparity issues recognizes the diversity of health and social experiences in the 

stratified U.S. environment, and promotes the legitimacy of IRB decisions. A minority group 

representative should have a heightened sensitivity to inter-group risks—for example, the 

potential for research results to lead to discrimination or stigmatization. Intra-group risks, 

however, will require a more specialized knowledge than can be provided by one or several 

minority group representatives—for example, the potential for population genetic research 

to disrupt ancestry beliefs of an AI/AN tribe, or a protocol to feed into Hmong American 

superstitions. In addition, since members of certain minority groups will accord different 

                                                             
460 AUSTRALIAN GOVERNMENT NATIONAL HEALTH AND MEDICAL RESEARCH COUNCIL, NATIONAL 

STATEMENT ON ETHICAL CONDUCT IN HUMAN RESEARCH (2007)., 5.1.3 
461 Adam Hedgecoe et al., Research Ethics Committees in Europe: Implementing the Directive, Respecting Diversity, 32 

J MED ETHICS 483 (2006). 
462 45 CFR 46 Subpart C specifically addresses IRB review of research involving prisoners. In particular, it 

requires “At least one member of the Board shall be a prisoner, or a prisoner representative with appropriate 
background and experience to serve in that capacity:” 45 CFR 46.304. 
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weight to various inter-group risks, IRB deliberations still would benefit from specialized 

information. Accordingly, the RIA process, discussed below, will be integral to the 

functionality of the minority group representative’s role. 

 

IRBs also may derive benefit from a requirement that one or more members be 

knowledgeable about ethical decision-making, such as a philosopher trained in ethics. In 

particular, this member could help others understand any decision-making biases that may 

be obstructing them from giving due consideration to minority perspectives. A classically 

trained ethicist also could assist in circumventing the power dynamics that may otherwise 

limit the effectiveness of the minority group representative. The introduction of a new 

ethical principle of “respect for communities,” considered below, would give further weight 

to minority perspectives. 

Race Impact Assessments 

Chapter Three sets out my proposal for RIAs as a regulatory tool to assist in determining the 

acceptability of biomedical research projects that have substantial direct effects on minority 

racial or ethnic groups or their members (the “substantial direct effects threshold”). I task 

investigators with the principal responsibility of undertaking RIAs, primarily through 

discussions with affected groups and group members, and for deciding how to 

accommodate any elicited views. At various steps along the biomedical research pathway, 

regulatory bodies—including IRBs—are empowered to direct an investigator to perform an 

RIA for research they consider to meet the substantial direct effects threshold. 
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Figure 5.4: Incorporating RIAs into IRB Review 

 

Table 5.1, above, illustrates my proposed process through which RIAs feed into IRB 

deliberations. First, IRBs must determine whether a biomedical research project meets the 

“substantial direct effects” threshold so as to warrant production of an RIA. The IRB 

member with expertise in minority health issues, as well as the member with expertise in 

ethical decision-making, recommended above, will be instrumental in this determination. 

However, for reasons discussed earlier in this chapter, certain risks—typically intra-group 

risks to structured groups—may not be recognizable without more specialized knowledge. 

Accordingly, when research targets structured groups, investigators should satisfy a greater 

onus to justify why, in their view, the substantial direct effects threshold is not met. This 

could include, for example, approval from any group-specific ethics review body. For groups 

Study submi ed to IRB

RIA made available
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IRB determines whether
the study meets the
substan al direct effects
threshold. Inves gator
may refute, eg through

applicable guidelines



  
 Chapter Five: Ethical Oversight  

 

  

164 

 

without such a body, researchers may obtain a resolution from the Tribal Council.463 

Research guidelines, development of which is recommended in Chapter Seven, will further 

help researchers and IRBs to understand the effects of certain kinds of research on a 

structured group.  

 

Secondly, IRBs must determine how any RIA produced by an investigator should inform its 

deliberations. In the main, the RIA requirement is procedural rather than substantive in 

nature, based on the premise that investigators are best placed to understand the research 

proposal and possibilities for modification. To this end, the RIA process seeks to facilitate 

dialogue between investigators and study populations affected by a given research project, 

thereby promoting respect for the social and cultural structures in place within communities. 

This is consistent with Sharp and Foster’s conception of the role of community review: 

If a participating community is concerned about how a research proposal could potentially 
disrupt existing social arrangements, then this is something that ought to be taken into 
consideration in the review of the research. However, this does not imply that these 
concerns should be overriding, or that they should be accepted at face value. Recognizing 
such collective concerns does not require us to extend a “veto” power to study populations. 
A community may voice concerns about a research proposal that upon closer inspection 
turn out to be misguided. Similarly, a community may overstate the risks of the research.464 

 

Despite this broad investigator deference, some issues raised in the RIA process may bear 

directly on Common Rule criteria. Consider, for example, the research involving Hmong 

Americans discussed earlier in this chapter, the survey instrument for which was drafted in a 

way that some participants perceived as threatening. Should an investigator decide to retain 

the original wording, an IRB would be entitled—indeed, required—to factor into the study 

risks potential emotional harm.465 Or consider how an RIA for a population genetic research 

study involving Ashkenazi Jews may elicit concerns from group leaders about the potential 

                                                             
463 See, eg, Philip A Fisher & Thomas J Ball, Tribal Participatory Research: Mechanisms of a Collaborative Model, 

32 AM J COMMUNITY PSYCHOL 207 (2003). 
464 Sharp & Foster, Involving Study Populations in the Review of Genetic Research, supra note 406, at 46. 
465 Wong et al., supra note 229. 
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for study results to lead to stigmatization. To promote respect for potential participants’ 

group affiliations, an IRB should consider the place for noting such concerns in the 

informed consent form. Each participant then could decide for himself or herself the weight 

to accord to group leaders’ concerns. None of this should add to the regulatory burden on 

investigators: all feed into issues that IRBs have been tasked with considering under the 

Common Rule. An RIA simply allows IRBs to consider the issues in a more informed 

manner. 

 

Notably absent from this scheme are risks from the “long-range effects of applying 

knowledge gained in the research,” which the Common Rule precludes from IRB 

consideration. Below, I consider whether this proscription remains viable. 

Additional Reforms to Common Rule Principles 

The final section of this chapter argues that ethical oversight of research targeting minority 

racial and ethnic groups and their members will benefit from two amendments to the 

Common Rule. These relate to the enactment of a “respect for communities” requirement, 

and permitting IRBs to consider, as a part of their deliberations, certain long-range research 

effects. 

A “Respect for Communities” Principle 

Bioethicist Charles Weijer has proposed the creation of a new ethical principle of “respect 

for communities.” He argues that such a principle is warranted to deal with situations in 

which the interests of the community conflict with the interests of community members; and 

to accord moral status to the community, thereby promoting serious consideration of the 

community’s wishes and interests. Loosely understood, “the principle of respect for 
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communities confers upon the researcher an obligation to respect the values of the 

community in research and, wherever possible, to protect the community from harm.”466  

 

Respect for communities has been incorporated into several research ethics guidelines. The 

2010 Canadian research ethics guidelines, contained within the Tri-Council Policy Statement, 

make reference to respect for communities under the heading “Concepts of Risks and 

Potential Benefits:” 

In assessing risks and potential benefits for specific populations, researchers and [Research 
Ethics Boards (REBs)] should understand the role of the culture, values and beliefs of the 
populations to be studied. In this regard REBs may consult ad hoc advisors as needed. … 
Researchers shall demonstrate to their REBs that they have a reasonable understanding of 
the culture, values and beliefs of the population to be studied, and the likely effects of their 
research upon them.467 

 

The Australian National Statement lists “respect” as one of the overarching values of ethical 

review of human subjects research. It goes on to explain that a value of respect requires 

“having due regard for the welfare, beliefs, perceptions, customs and cultural heritage, both 

individual and collective, of those involved in research.”468 

 

In light of the above, a “respect for communities” principle could considerably enhance the 

application of the framework outlined in this chapter for engaging minority racial and ethnic 

groups and group members in research ethics review. In particular, it imposes a prima facie 

duty on researchers and IRBs to take seriously views put forward by group members, 

including in RIAs. In other words, “the adoption of a ‘respect for communities’ principle 

signals a new relationship between community and researcher, one of partnership in the 

                                                             
466 Weijer, Protecting Communities in Research: Philosophical and Pragmatic Challenges, supra note 438, at 506. 
467 Canadian Institutes of Health Research et al., supra note 457, at 24. 
468 AUSTRALIAN GOVERNMENT NATIONAL HEALTH AND MEDICAL RESEARCH COUNCIL, NATIONAL 

STATEMENT ON ETHICAL CONDUCT IN HUMAN RESEARCH 13 (2007). Emphasis added. 
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scientific enterprise.”469 While the potential for tokenism in the implementation of 

participatory strategies can never be obviated completely, formulating a discrete principle 

lends important moral weight to group views. The Tri-Council Policy Statement provides a 

useful starting point for substantiating such a principle. 

Long-range Risks and Benefits 

A number of the risks and benefits that research raises for minority racial and ethnic groups 

and their members fall within the umbrella of “long-range effects of applying knowledge 

gained in the research.” Accordingly, it is pertinent to consider the rationale for proscribing 

IRBs from considering such risks more closely, with a view to determining the regulations’ 

ongoing justifiability.  

 

The strongest argument in favor of the proscription is the inherent unsuitability of local 

IRBs to make judgments that are speculative and “essentially political” in nature.470 A related 

concern is the potential for such IRB speculation to result in the preclusion of “well-

designed and important research.”471 Yet the proscription raises some practical and 

theoretical concerns. At least some evidence suggests that—despite the regulations—IRBs 

are taking the social sensitivity of proposed research projects into account. In one of the very 

few available empirical studies (now close to thirty years old), Ceci and colleagues reported 

that IRBs were twice as likely to reject socially sensitive protocols as equivalently designed 

nonsensitive protocols, suggesting that members’ personal values are influencing the review 

                                                             
469 Charles Weijer, Community Consent for Genetic Research, ELS (2001). 
470 Gray, supra note 460., 4. See also Alan Fleischman et al., Dealing With the Long-Term Social Implications of 

Research, 11 THE AMERICAN JOURNAL OF BIOETHICS 5 (2011).; Daniel M Hausman, Third-Party Risks in Research: 
Should IRBs Address Them?, 29 IRB 1 (2007). 

471 Fleischman et al., supra note 470.  
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process, despite the provision.472 Supporting this mission creep, the longstanding Chair of a 

University of Chicago IRB suggested the Board’s role included, among other things, 

“forestall[ing] the public image problems and protect[ing] the institution’s reputation by 

weeding out politically sensitive studies before they are approved.”473  

 

More theoretically, John Lunstroth, among others, argues that IRBs should be permitted to 

account for long-range social and political impacts, because restricting such consideration 

puts “a metaphorical thumb on the benefit side of the [risk/benefit analysis] scale, inasmuch 

as the risk side of the scale would be artificially lightened by removal of a risk factor.”474 

 

Some other research ethics guidelines task reviewing bodies with considering the long-term 

and social risks of research. Most explicitly, the Council for International Organizations of 

Medical Sciences (CIOMS)—established by the WHO and UNESCO—provides under the 

subheading “Risks to Groups of Persons” that: 

Research in certain fields, … 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. 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.475 

 

                                                             
472 Stephen J. Ceci et al., Human Subjects Review, Personal Values, and the Regulation of Social Science Research., 40 

AMERICAN PSYCHOLOGIST 994 (1985). 
473 Jonathan Moss, If Institutional Review Boards Were Declared Unconstitutional, They Would Have to Be Reinvented, 

101 NW. U. L. REV. 801, 804 (2007). 
474 John Lunstroth, The Role of Controversial Research in the IRB’s Risk/Benefit Analysis, 11 THE AMERICAN 

JOURNAL OF BIOETHICS 14 (2011). See also Inmaculada de Melo-Martín, IRBs and The Long-Term Social 
Implications of Research, 11 THE AMERICAN JOURNAL OF BIOETHICS 22 (2011).; Frazier Benya, The Need for 
Topically Focused Efforts to Deal with the Long-Term Social Implications of Research, 11 THE AMERICAN JOURNAL OF 

BIOETHICS 19 (2011).; David Wasserman, Challenges in a Divided Assessment of the Social Benefits and Risks of 
Research, 11 THE AMERICAN JOURNAL OF BIOETHICS 12 (2011). 

475 COUNCIL FOR INTERNATIONAL ORGANIZATIONS OF MEDICAL SCIENCES & WORLD HEALTH 

ORGANIZATION, INTERNATIONAL ETHICAL GUIDELINES FOR BIOMEDICAL RESEARCH INVOLVING HUMAN 

SUBJECTS 49 (2002). 
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The Canadian Tri-Council Policy Statement specifies that research may present risks that 

“involve the interests of communities, societies or other defined groups.” In the context of 

indigenous research, the policy requires “consideration of participants and prospective 

participants in their physical, social, economic and cultural environments, where applicable, 

as well as concern for the community to which participants belong.”476 The Council of 

Europe Guide for Research Ethics Committee Members requires research ethics committees to 

evaluate research proposals “from the standpoint of the ethical implications of the research 

conduct, foreseeable research outcomes, and potential consequences of research results for society.”477 

In the specific context of genetic research, The Australian National Statement directs 

researchers to consider “the potential psychological, social and cultural significance of their 

research,” including the “risk that the research may be misrepresented or misused in ways 

that lead to prejudice, disrespect or other harm to participants or communities.”478 

 

In my view, the proscription on IRB consideration of any long-range effects of research is 

overly broad; in particular, when it comes to risks and benefits that may affect minority racial 

and ethnic groups and group members. To the extent that the current regulations prevent 

IRBs from considering reasonably foreseeable long-range risks to identifiable groups they are out-of-

step with modern notions of research risks and benefits. While IRBs should avoid undue 

speculation and political judgments about the acceptability of research, many long-range 

risks pose no such concerns. Allowing IRBs to consider reasonably foreseeable long-range 

risks to identifiable groups also is consistent with research ethics guidelines that apply 

internationally and in other countries. 

 

                                                             
476 Canadian Institutes of Health Research et al., supra note 457, at 109. 
477 Council of Europe, Guide for Research Ethics Committee Members (2011). Emphasis added. 
478 Australian Government National Health and Medical Research Council, supra note 468, paragraph 3.5.4. 
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Two examples serve to highlight the potential application of such a reform. First, the NZ 

“warrior gene” scandal discussed in Chapter One, in which scientists reported that a genetic 

variant in a region previously associated with behavioral disorders was overrepresented in 

Māori males.479 From the outset, the potential for the results of this research to stigmatize 

Māori as a group, including by feeding into present stigma regarding a tendency towards 

violence, was reasonably foreseeable. Especially given the practices of a sensationalist media, 

such harm appears no more speculative than many other matters routinely incorporated into 

the risk/benefit calculus (for example, the risk that participants may experience social 

harms). This can be compared with the far more political judgment that the use of funds for 

a given research project would lessen funding available for other, potentially more sought-

after, research. Any such outcome is far from foreseeable, and such considerations fall 

outside the scope of IRB purview. Further work is warranted to better delineate the types of 

long-range harms that IRBs should take into account in the risk/benefit calculus. 

Conclusion 

Modern principles of research ethics are intricately tied to research harms historically 

inflicted on minority racial and ethnic group members because of their social vulnerability. 

Still today, minority racial and ethnic group status may affect a potential participant’s 

assessment of research benefits and harms, and the information he or she requires to 

consent to participate in a project. Accordingly, engaging minority racial and ethnic groups 

and their members in IRB review is integral to ensuring a project’s ethical acceptability. 

These issues are especially acute for research projects that target expressly minority racial or 

ethnic groups or group members. While the Common Rule requires membership diversity, 

                                                             
479 AAP, supra note 18. 
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including racial and ethnic diversity, more should be done to ensure robust minority group 

member participation in IRB review processes. 

  

This chapter assesses several options for reform in this regard. First, establishing group-

specific IRBs as is already the case, for example, in a number of AI/AN tribes. I suggest that 

group-specific IRBs may play an important role for highly cohesive communities, with 

strong cultural beliefs relevant to health and medical research. For groups that lack such 

cohesiveness, expanding the membership requirements of IRBs more generally is a 

preferable goal. This includes members with expertise in minority health issues, and in 

ethical decision-making. I further consider strategies for incorporating RIAs into the IRB 

review process. I maintain the broad schema of procedural RIA review set out in Chapter 

Three with the important modification as regards issues raised in the RIA process that bear 

directly on Common Rule principles—for example, identification of research risks. Pursuant 

to their mandate of protecting research subjects, IRBs should incorporate such issues into 

their review of ethical acceptability. The effectiveness of each of these strategies could be 

enhanced by two Common Rule amendments: instituting a “respect for communities” 

principle, and allowing IRBs to consider certain long-range risks to identifiable groups. 

 

 

 

 

 

 

 

 



  
 Chapter Five: Ethical Oversight  

 

  

172 

 

 



 

 

 
Researching Race Responsibly 

 

  

173 

Chapter Six: Marketing Drugs and Devices 
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Introduction 

Preceding chapters have explained the scientific and ethical difficulties that beset the use of 

race and ethnicity as variables in biomedical research. These challenges are exacerbated when 

data assessing race or ethnicity at the population level is extrapolated to individuals, 

especially given the multiracial and multiethnic backgrounds of the vast majority of persons 

in the U.S. But in June 2005, the FDA made worldwide history by approving the heart 

failure drug BiDil for use only in self-identified African Americans. Other drugs and devices 

refer to a patient’s race or ethnicity as a relevant criterion for best-practice usage—for 
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example, to calculate a drug’s starting dose, or determine the need for a pharmacogenetic test 

prior to initial administration. While uptake of reforms set out earlier in this dissertation 

should lessen the likelihood that sponsors will seek to rely on race or ethnicity when 

applying to the FDA for marketing approval (for example, by requiring consideration of 

variables such as study participants’ socioeconomic status that may account for disparities 

more convincingly than racial or ethnic variables), they are unlikely to prevent such 

eventualities altogether. Accordingly, this chapter proposes reforms to the pathway for race-

related product marketing approvals.  

 

First, I consider the requisite steps for FDA drug and device marketing approvals, and the 

prevalence of race-related product marketing. I go on to set out possible strategies for 

improving FDA race-related product marketing deliberations. Consistent with this 

dissertation’s hypothesis, I look to participatory strategies as a means of promoting 

scientifically valid and ethically robust decision-making. In the FDA context, proposed 

engagement strategies focus on advisory committee processes, including requirements to 

convene advisory committees for all race-related product marketing decisions, expand 

advisory committee membership, and better promote relevant committee meetings among 

affected group members. I further suggest that advisory committee participation in isolation 

is unlikely to address sufficiently the high stakes involved in race-related product marketing. 

Accordingly, I propose setting boundaries for permissible product marketing decision-

making: for example, prohibiting the use of race or ethnicity as a requirement for access, or 

requiring strict scrutiny of any race-related product marketing decisions.480 

                                                             
480 Some scholars have suggested that certain decisions to enroll participants in certain government-

funded clinical trials would be subject to strict scrutiny by virtue of the Equal Protection Clause: Lillquist & 
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I use the events leading up to BiDil’s race-specific approval throughout the chapter to 

illustrate current FDA race-related product marketing decision-making, and to assess the 

potential effectiveness of proposed reforms. Notably, leaders of African American 

representative organizations played a significant role in supporting BiDil’s development and 

ultimate approval. On the one hand, their involvement is a positive reversal of a history of 

exclusion from medical research, allowing representatives to campaign for broader research 

access rights and to raise awareness of ongoing health disparities. On the other hand, in their 

quest for recognition, representatives may have lost sight of the longer-term affects of 

transforming race from a social and political category to a biological disease marker. To this 

end, I stress the need for FDA officials and other stakeholders to take steps to educate 

minority group members on the multifaceted costs and benefits of incorporating race and 

ethnicity in product marketing decisions. 

FDA Product Marketing Approvals 

Drugs 

For more than fifty years, the FDA has been tasked with ensuring the safety and efficacy of 

prescription drugs. By requiring drug manufacturers to assemble evidence showing the safety 

and efficacy of their products, the FDA plays a dominant role in determining whether new 

                                                                                                                                                                                     
Sullivan, supra note 423. This has not been the subject of specific judicial attention nor does it appear to be 
current practice. 
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drugs work as claimed.481 The agency carries out this role through two regulatory approval 

mechanisms: investigational new drug (IND) applications and new drug applications (NDA). 

 

In order to market a new drug, a sponsor must obtain FDA approval of a NDA. Engaging 

in interstate commerce with any drug for which the FDA has not issued such an approval is 

prohibited under section 505(a) of the Food, Drug, and Cosmetic Act of 1938 (FD&C Act). 

An IND allows a sponsor to undertake clinical trials in order to demonstrate that the drug is 

safe and effective—a process that usually will require shipment of the drug in interstate 

commerce. To secure an IND, sponsors must comply with two sets of requirements. First, 

they must show evidence of the ethical acceptability of all studies on which the approval is 

based, principally satisfied by IRB approval. Secondly, they must demonstrate that the 

studies are scientifically acceptable, and will produce useful evidence of the drug’s safety and 

effectiveness.482  

 

Drug sponsors interact frequently with FDA officials throughout the IND process. 

Commonly, sponsors will seek an understanding with the FDA before they commence the 

IND stage about the types of studies that the Administration will require for drug 

approval.483 A meeting also takes place at the end of Phase II studies, to obtain FDA 

commitment to Phase III study design and trial endpoints.484 Throughout the clinical trial 

process, sponsors submit annual reports to the FDA advising on study enrollment (broken 

                                                             
481 See Richard A. Merrill, The Architecture of Government Regulation of Medical Products, 82 VIRGINIA LAW 

REVIEW 1753, 1776 (1996). “New drug” is defined in § 321(p) of the Food, Drug, and Cosmetic Act of 1938. 
In brief, it means any drug the composition of which is not generally recognized as safe and effective for use 
under the proposed labeling conditions. 

482 Id. at 1778. 
483 Id. at 1848. 
484 Alberto Grignolo, FDA Advisory Committees, FDA REGULATORY AFFAIRS: A GUIDE FOR PRESCRIPTION 

DRUGS, MEDICAL DEVICES, AND BIOLOGICS 109 (David M. Mantus & Douglas Pisano, 2008). 
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down by racial and ethnic group), any available study information such as adverse events, 

and the investigational plan for the following year. Professor of Law Richard Merrill asserts 

that “In sum … FDA exercises effectively unchallengeable authority to dictate the number 

and kinds of studies required to support approval and nearly unreviewable discretion to 

interpret the results.”485 

 

 

 

 

 

 

 

 

 

 

 

NDAs provide the basis for FDA decisions on granting permission to market a drug, and 

the scope of marketing approval. They provide information on the drug’s safety and 

effectiveness for its proposed uses, the appropriateness of proposed labeling, and the 

integrity of manufacturing methods.486 Pursuant to 21 CFR 201.57, if evidence is available to 

support the safety and effectiveness of a drug only in select subgroups of the larger 

population with a disease, the labeling must describe the evidence and identify tests needed 

for patient selection or monitoring. The FDA has the discretion to seek advice from an 

                                                             
485 Merrill, supra note 481, at 1782. 
486 The required content for NDAs is set out in 21 CFR 314. 

Figure 6.5: The four clinical trial phases 
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advisory committee about drug marketing decisions, a process that is discussed in more 

detail later in this chapter. 

 

The FDA’s regulatory responsibilities extend beyond the initial granting of drug marketing 

approval. The Administration has jurisdiction over prescription drug advertising and 

promotion. In particular, any information must be truthful, fairly balanced and fully 

disclosed.487 The Secretary may review, and make recommendations about, statements in any 

drug television advertisement, including those addressing the drugs efficacy as it relates to 

specific population groups like racial and ethnic minorities.488 

Devices 

Medical devices are regulated very differently from drugs, and regulation of different types of 

devices varies based on risk: 

 Class I is the lowest risk category for a device. Class I devices are subject only to 

general controls. With most of these devices, the sponsor is under no premarket 

notification obligation to the FDA.489 

 Class II is the moderate-risk category for a device. In addition to the general controls 

applying to Class I devices, Class II devices are subject to FDA review through 

premarket clearance procedures under § 510(k) of the FD&C Act (the 510(k) 

process). The 510(k) process seeks to demonstrate that the device to be marketed is 

                                                             
487 21 C.F.R. 202.1. 
488 21 U.S.C. 353(b). 
489 FOOD AND DRUG ADMINISTRATION, MEDICAL DEVICE EXEMPTIONS 510(K) AND GMP 

REQUIREMENTS  (July 16, 2012), http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpcd/315.cfm (last 
visited July 16, 2012). 
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substantially equivalent to a device already legally marketed that is not subject to 

Premarket Approval (PMA). 

 Class III is the highest risk category for a device. Class III devices (and Class II 

devices that fail to meet the 510(k) process) are subject to more rigorous FDA 

review requirements—the PMA process. This includes the submission of clinical 

data to support claims regarding the device’s safety and effectiveness for its intended 

use. If a device presents unusual issues regarding safety and effectiveness, the FDA 

may seek advisory committee review. 

 

In the context of genetic tests, the regulatory position is more complex still. Genetic tests, as 

with all in-vitro diagnostic products, can enter the market in two ways. One is through the 

development of a commercial test kit, which is distributed to and used by multiple 

laboratories. The FDA exercises regulatory authority over these products. Alternatively, a 

laboratory may develop a test for use only by that laboratory (laboratory-developed tests 

(LDTs), or “home-brew” tests). Although the FDA has the authority to regulate LDTs, the 

agency historically has not, due to the belief that the tests are low-risk diagnostic tools. The 

rise of genetic tests, especially direct-to-consumer genetic tests, fundamentally has changed 

this landscape. In 2010, the FDA notified a number of companies marketing direct-to-

consumer genetic tests that their products required clearance or approval prior to 

marketing.490  

                                                             
490 JEFFREY SHUREN, STATEMENT BEFORE THE SUBCOMMITTEE ON OVERSIGHT AND INVESTIGATIONS 

COMMITTEE ON ENERGY AND COMMERCE U.S. HOUSE OF REPRESENTATIVES: DIRECT-TO-CONSUMER 

GENETIC TESTING AND THE CONSEQUENCES TO THE PUBLIC  (July 22, 2010), 
http://www.fda.gov/NewsEvents/Testimony/ucm219925.htm (last visited July 15, 2012). 
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Race-Related Product Marketing 

Racial and ethnic classifications are entrenched in FDA drug- and device-marketing 

requirements. Drug-marketing requirements are most specific in this regard. Sponsors must 

enroll minority racial and ethnic group members in clinical trials, and specify enrolled 

participants’ race and ethnicity in their IND annual report, along with age and gender.491 

Sponsors must summarize the drug’s safety and effectiveness in any NDA application, 

according to trial participants’ race, age, and gender, and advise of any necessary dose 

modifications.492 The Administration also has issued Guidance for Industry: Collection of Race and 

Ethnicity Data in Clinical Trials, which proposes a standardized approach for collecting and 

reporting information based on the OMB categories for race and ethnicity.493 In the context 

of medical devices, the FDA encourages, but does not require, the collection of racial and 

ethnic data.  

 

Sometimes, the FDA is tasked with “race-related product marketing decisions.” This 

umbrella term includes, for example, decisions whether to: 

 approve a drug or device for specific racial or ethnic group members;  

 differentiate a drug or device use based on a patient’s race or ethnicity; or 

 precondition a drug or device use on a pharmacogenetic test for specific racial or 

ethnic group members.  

 

                                                             
491 21 CFR 312.33(a)(2). 
492 21 CFR 314.50 (d)(5)(v) and (vi)(a). 
493 Food and Drug Administration, Guidance for Industry: Collection of Race and Ethnicity Data in Clinical Trials, 

supra note 79. 
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Each of these decisions has the potential to impose substantial direct effects on minority 

racial and ethnic groups and group members (the substantial direct effects threshold), 

advocated in Chapter Three as the threshold for producing an RIA. 

Drugs 

BiDil is by far the best-known race-related drug marketing approval. The events leading to 

BiDil’s approval, and the subsequent media and academic controversy, are recounted in 

Chapter One. While BiDil remains the only drug approved for use solely in one racial group, 

some product labels refer to race or ethnicity to inform physician decision-making. The 

“Dosage and Administration” section of the label for the cholesterol-lowering drug Crestor 

(rovustatin), for example, recommends a lower starting dose for “Asian” patients than for 

other races and ethnicities,494 as does the label for Coumadin (warfarin).495 Tacrolimus, used 

to prevent the rejection of transplanted organs, is recommended at higher doses for “black” 

patients as compared with other patients.496 In a retrospective review of product labeling for 

new molecular entities approved between January 1, 1995 and December 31, 1999, fifteen of 

the 185 product labels contained statements about differences in effectiveness and safety 

related to race or ethnicity.497 

 

                                                             
494 FOOD AND DRUG ADMINISTRATION, CRESTOR (rosuvastatin Calcium) Tablets, DRUGS@FDA  

(February 28, 2012), http://www.accessdata.fda.gov/drugsatfda_docs/label/2012/021366Orig1s024Lbl.pdf 
(last visited July 17, 2012). 

495 Food and Drug Administration, COUMADIN®TABLETS (Warfarin Sodium Tablets, USP) 
Crystalline; COUMADIN® FOR INJECTION (Warfarin Sodium for Injection, USP) , 
http://www.accessdata.fda.gov/drugsatfda_docs/label/2010/009218s108lbl.pdf (last visited July 12, 2012). 

496 FOOD AND DRUG ADMINISTRATION, Tacrolimus Capsules, DRUGS@FDA  (August 10, 2009), 
http://www.accessdata.fda.gov/drugsatfda_docs/label/2009/065461s000lbl.pdf (last visited July 17, 2012). 

497 B. Evelyn et al., Participation of Racial/Ethnic Groups in Clinical Trials and Race-Related Labeling: A Review of 
New Molecular Entities Approved 1995-1999., 93 J NATL MED ASSOC 18S (2001). 
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A targeted search of ClinicalTrials.Gov identified sixty-four race-based clinical drug trials 

and a further four interventional studies investigating nutritional supplements (namely, 

Vitamin D).498 It is foreseeable that these could lead to further race-related drug labeling. For 

example, various studies have shown that African American and Latino patients have lower 

treatment responses to hepatitis drugs; others suggest higher response rates in Asian 

patients.499 The reason for such differences remains elusive. Seven of the identified clinical 

drug trials were investigating the safety and efficacy of new and approved hepatitis 

treatments in persons of specific races and ethnicities.500 

 

Study Name Sponsor Enrollment 
Criteria 

A Study of Early Immunologic Response in Asian 
Patients With Chronic Hepatitis B, Treated With Pegasys 
(Peginterferon Alfa-2a [40KD]), Nucleoside Analogues, 
or Both 

Hoffmann-La Roche Southeast 
and/or East 
Asian 

BMS-790052 Plus Peg-Interferon Alfa-2a and Ribavirin in 
Treatment-Naive Black/African-Americans, Latinos and 
White/Caucasians With Hepatitis C 

Bristol-Myers Squibb African 
American, 
Latino or 
Caucasian 

Open Label Study to Evaluate the Safety, Efficacy, Viral 
Kinetics, Genetic, Epigenetic, and Proteomic Expression 
of Weekly Peginterferon Alpha 2a and Ribavirin Therapy 
for Chronic Hepatitis C in Latino Subjects With and 
Without HIV Co-infection 

National Institute of 
Allergy and 
Infectious Diseases 

White Latino 

Long-term Study on Anti-HBV Effect of Tenofovir and 
Resistance Surveillance in Asian-American Adult Patients 

Medical Procare 
PLLC 

Asian American 

Safety and Efficacy of Boceprevir in Asia Pacific 
Participants With Chronic Hepatitis C Genotype 1 
(P07063) 

Merck Korean 

                                                             
498 Appendix A. 
499 A. J. Muir et al., Hepatitis C Treatment Among Racial and Ethnic Groups in the IDEAL Trial, 18 JOURNAL OF 

VIRAL HEPATITIS e134 (2011). See also Sharif Missiha et al., Impact of Asian Race on Response to Combination 
Therapy With Peginterferon Alfa-2a and Ribavirin in Chronic Hepatitis C, 102 THE AMERICAN JOURNAL OF 

GASTROENTEROLOGY 2181 (2007); Maribel Rodriguez-Torres et al., Peginterferon Alfa-2a and Ribavirin in Latino 
and Non-Latino Whites with Hepatitis C, 360 NEW ENGLAND JOURNAL OF MEDICINE 257 (2009); Hari S. 
Conjeevaram et al., Peginterferon and Ribavirin Treatment in African American and Caucasian American Patients With 
Hepatitis C Genotype 1, 131 GASTROENTEROLOGY 470 (2006). 

500 For full results, see Appendix A. 
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Study of DEB025/Alisporivir Plus Pegylated Interferon 
alfa2a, and Ribavirin and Boceprevir Plus Pegylated 
Interferon alfa2a, and Ribavirin in African American 
Chronic Hepatitis C Genotype 1 Patients That Have 
Never Received Treatment for Their Hepatitis C 

Novartis 
Pharmaceuticals 

African 
American 

Response to Pegylated Interferon and Ribavirin in 
Chinese Patients With Chronic Hepatitis C Genotypes 1 
Versus 2/3 Versus 6 

Sun Yat-Sen 
University 

Chinese 

 

The rise of pharmacogenomics in drug development may trigger further race-related 

labeling, well illustrated by carbamazepine, an anticonvulsant that in some persons causes 

Stevens–Johnson syndrome (SJS)—a life-threatening skin condition. A genetic variant, 

HLA-B*1502, was found in Han Chinese but not European patients who suffered from 

carbamazepine-induced SJS.  In 2007, the FDA amended the carbamazepine label to 

recommend that “most patients of Asian ancestry” be tested for the allele prior to 

commencing treatment.501  Consistently with this labelling, insurance companies Blue Cross 

Blue Shield and Aetna cover genetic testing for HLA-B*1502 only for “patients with Asian 

ancestry.”502 Neither policy specifies who determines whether a claimant is “Asian” for the 

purposes of reimbursement or the manner of making such a determination. 

Devices 

Racial and ethnic classifications are ingrained in several marketed devices. Consider, for 

example, osteoporosis risk assessment tools developed by the WHO, which—in the U.S.—

make predictions based on the input of one of four ethnicities—Caucasian, black, Hispanic, 

                                                             
501 FOOD AND DRUG ADMINISTRATION, Information for Healthcare Professionals: Dangerous or Even Fatal Skin 

Reactions - Carbamazepine, supra note 63. 
502 BCBSM, GENETIC TESTING FOR HLA-B 1502 BEFORE INITIATING CARBAMAZEPINE THERAPY  

(January 1, 2011), www.bcbsm.com/mprApp/MedicalPolicyDocument?fileId=2025274 (last visited June 12, 
2013); Aetna, Clinical Policy Bulletin: Pharmacogenetic and Pharmacodynamic Testing , 
http://www.aetna.com/cpb/medical/data/700_799/0715.html (last visited June 12, 2012). 
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or Asian.503 In 2008, Hologic, Inc. received FDA clearance to incorporate the WHO’s risk 

calculator into its bone densitometer systems.504 Consistent with the challenges of race-

related medicine raised throughout this dissertation, Mary Megyesi and her colleagues have 

criticized the reliability of using race and ethnicity to assess fracture risk: 

 FRAX tells the clinician that a 67-year old Caucasian woman weighing 90 kg and 170 cm tall, 
with no additional osteoporosis risk factors, has an 8.7% 10-year risk of a major osteoporotic 
fracture and a 1.2% risk of a hip fracture. For a black woman of the same age, height, and 
weight, the calculated 10-year risks are 3.9% and 0.5%, respectively. Given these marked 
differences, clinicians again might wonder how certain they can be that the women from 
whom the standards were derived are relatively similar to their own patients.505 

 

Additionally, the marketing for a number of genetic tests emphasizes race or ethnicity. 

DNATraits launched the Ashkenazi Jews Genetic Disease Panel in 2008, marketed as “the 

most comprehensive panel of tests for the Jewish population of Ashkenazi descent.”506 On 

July 19, 2010 the FDA sent a warning letter to the company, advising that the company had 

failed to seek FDA approval for marketing.507 The company’s website no longer includes 

publicly available information on the test suggesting it is not presently available, but 

equivalent screening panels are available to patients through medical professionals.508 Given 

                                                             
503 World Health Organization Collaborating Centre for Metabolic Bone Diseases, Welcome to FRAX , 

http://www.shef.ac.uk/FRAX/ (last visited July 17, 2012). 
504 HOLOGIC, Hologic Receives FDA Clearance to Incorporate World Health Organization 10-Year Fracture Risk 

Assessment into Its Bone Densitometer Systems, NEWS RELEASES  (September 8, 2008), 
http://investors.hologic.com/index.php?s=43&item=428 (last visited July 17, 2012). 

505 Megyesi et al., supra note 166. For further discussion of the practical difficulties such tests raise, see 
Banks, supra note 186. 

506 Press release, available through TRACING THE TRIBE: THE JEWISH GENEALOGY BLOG, DNATRAITS: 
JEWISH GENETIC PANEL PRICE BREAK  (April 12, 2008), 
http://tracingthetribe.blogspot.com/2008/04/dnatraits-jewish-genetic-panel-price.html (last visited July 17, 
2012). 

507 Food and Drug Administration, Letters to Manufacturers Concerning Genetic Tests , 
http://www.fda.gov/MedicalDevices/ProductsandMedicalProcedures/InVitroDiagnostics/ucm219582.htm 
(last visited July 17, 2012). 

508 See, eg, Emory Genetics Laboratory, Ashkenazi Jewish Carrier Screening Panel , 
http://genetics.emory.edu/egl/featuredtests/index.php/1781 (last visited July 17, 2012). 
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ongoing population genetic research, racially targeted genetic screening panels may 

proliferate in the future.509 

 

A number of race-based genetic studies identified on ClinicalTrials.Gov have the potential to 

inform future race-based diagnostic devices: 

 Effect of Race/Ethnicity and Genes on Acetaminophen Pharmacokinetics: 

This study seeks to understand the influence of genes and race on acetaminophen 

disposition, including genes that may predispose individuals to a higher risk of 

hepatotoxicity. It will correlate drug elimination with specified polymorphisms in 

Caucasians and African Americans. 

 Pharmacogenetics of Nicotine Metabolism in African-Americans: This study is 

enrolling African American smokers based on the hypothesis that African Americans 

smoke for positive reinforcement from nicotine, while Caucasians smoke for 

negative reinforcement—that is, to avoid withdrawal. It seeks to link these patterns 

to genetic variation, with associated differences in responses to pharmacologic 

interventions. 

 Frequency of EGFR Mutations in Latinos/Hispanics With Non-Small Cell 

Lung Cancer: This study will investigate the frequency of Epidermal Growth Factor 

Receptor mutations in Hispanics diagnosed with non-small cell lung cancer to 

develop more personalized care options.510 

                                                             
509 In 2008, for example, a patent was filed for a genetic test “analyzing a biological sample from an 

African American woman for presence of a polymorphism or mutation associated with breast cancer.” 
Recounted in DOROTHY E ROBERTS, FATAL INVENTION: HOW SCIENCE, POLITICS, AND BIG BUSINESS RE-
CREATE RACE IN THE TWENTY-FIRST CENTURY 191 (2011). 

510 Appendix A. 
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FDA Advisory Committees 

FDA advisory committees provide an avenue for regulatory reform. The advisory committee 

system commenced in the 1970s to provide technical assistance related to drugs, biologics 

and medical devices. It also sought to lend credibility to the Administration’s decisions and 

provide a forum for public discussion of controversial issues.511 As at July 2012, the FDA 

has 35 standing advisory committees.512 Eighteen of these service the Center for Drug 

Evaluation and Research (CDER), predominantly constituted to review new drug 

applications. The Medical Devices Advisory Committee—made up of 18 separate panels—

reviews the safety and efficacy of new devices. 

Operation 

Pursuant to 21 CFR 14.5(a), the FDA uses advisory committees to “conduct public hearings 

on matters of importance that come before FDA, to review the issues involved, and to 

provide advice and recommendations to the Commissioner.” 

 

The drug approval process incorporates advisory committees as follows. After an NDA is 

filed, FDA reviewers assess whether the supporting documents evidence adequate safety and 

effectiveness for the drug’s proposed use. The FDA may decide to seek an opinion from the 

relevant advisory committee.513 Investigational drugs that pose significant benefits or safety 

concerns or are “the subject of major scientific or public controversy” are prioritized for 

                                                             
511 RICHARD A. RETTIG ET AL., FOOD AND DRUG ADMINISTRATION ADVISORY COMMITTEES (Institute 

of Medicine, 1992), available at http://www.nap.edu/openbook.php?isbn=0309048370., 37. 
512 21 CFR 14.100. 
513 21 CFR 14.171(a). 
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referral.514 Provisions inserted through the Food and Drug Administration Amendments of 

2007 stipulate that the FDA must refer for review to an advisory committee all new chemical 

entities—that is, a drug no active ingredient of which previously has been approved—unless 

the Secretary concludes that referral is unnecessary.515 Empirical evidence has confirmed that 

the advisory committee system is most frequently employed in reviewing products or topics 

that are novel or controversial, or when the FDA and a sponsor company cannot reach 

agreement on a particular issue.516 The FDA is not bound to follow a committee’s 

recommendations, though committee support tends to increase the probability of FDA 

approval and expedite the approval process.517 

 

In regard to medical devices, the FDA has broad discretion to refer a PMA to an advisory 

panel. Applicants also may request advisory panel review.518 The FDA has advised that it 

seeks to “eliminate unnecessary panel involvement in the evaluation of PMAs,” explaining 

its use of advisory panels as follows: 

 In general, all PMAs for the first-of-a-kind device should be taken before the appropriate 
advisory panel for review and recommendation.  As soon as division management believes 
that (1) the pertinent issues in determining the safety and effectiveness for the type of 
medical device are understood and (2) they have developed the ability to address those 
issues, future PMAs for devices of that type should not be taken before an advisory panel 
unless a particular application presents an issue that can best be addressed through panel 
review.519 

 

                                                             
514 21 CFR  14.171(b). 
515 21 CFR 355(s). 
516 Christina A. McCarthy & David M. Mantus, FDA Advisory Committees, FDA REGULATORY AFFAIRS: A 

GUIDE FOR PRESCRIPTION DRUGS, MEDICAL DEVICES, AND BIOLOGICS 397, 412 (David M. Mantus & 
Douglas Pisano, 2008). 

517 Stéphane Lavertu & David L. Weimer, Federal Advisory Committees, Policy Expertise, and the Approval of 
Drugs and Medical Devices at the FDA, 21 J PUBLIC ADM RES THEORY 211 (2011). 

518 Federal Food, Drug, and Cosmetic Act § 515(c)(3)(B) (codified as 21 U.S.C. 360e(c)(3)(B)). 
519 FOOD AND DRUG ADMINISTRATION, PANEL REVIEW OF PREMARKET APPROVAL APPLICATIONS  

(May 3, 1991), 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm081363.htm 
(last visited July 17, 2012). 
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Drug and device advisory committee meetings generally are open to the public. Regulations 

stipulate that advisory committee meetings have four portions: open public hearing, open 

committee discussion, closed presentation of data, and closed committee deliberations. At 

least sixty minutes of each advisory committee meeting must be allotted for public comment. 

The FDA provides questions for the committee to consider, directing discussion toward the 

areas about which it is most interested in gaining feedback.520 

Membership 

Drug and device advisory committee membership reflects the committees’ technical 

scientific focus. Section 505(n)(3) of the FD&C Act sets out membership requirements for 

drug advisory committees, including “members who are qualified by training and experience 

to evaluate the safety and effectiveness of the drugs to be referred to the panel and who, to 

the extent feasible, possess skill and experience in the development, manufacture or 

utilization of such drugs.” The Act also provides for the appointment of qualified 

representatives of consumer and industry issues. Each CDER committee charter provides: 

 The core of voting members may include one technically qualified member, selected by the 
Commissioner or designee, who is identified with consumer interests and is recommended 
by either a consortium of consumer-oriented organizations or other interested persons. In 
addition to the voting members, the Committee may include one non-voting member who is 
identified with industry interest.521 

 

Medical device advisory panel membership also is predominantly technical. Section 513(b)(2) 

of the FD&C Act requires panels to “consist of members with adequately diversified 

expertise in fields such as clinical and administrative medicine, engineering, biological and 

                                                             
520 Sara Schulman et al., Which Factors Shape and Limit the Role of the Center for Drug Evaluation and Research’s 

Advisory Committees?, 36 DRUG INFORMATION JOURNAL 281, 285 (2002). 
521 The number of consumer and industry representatives are increased proportionally on the 

Pharmaceutical Science and Clinical Pharmacology Advisory Committee to account for the Committee’s larger 
core membership. 
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physical sciences, and other related professions.” In addition, each panel includes as 

nonvoting members representatives of consumer interests and the device manufacturing 

industry.522 

 

FDA advisory committees operate in accordance with the Federal Advisory Committee Act 

of 1972 (FACA), which requires that membership be “fairly balanced in terms of the points 

of view represented.”523 However, this requirement appears to be subsidiary to the 

importance of sourcing high-quality, independent, technical advice. The IOM committee 

tasked with assessing FDA advisory committees emphasized the importance of committee 

members being “acknowledged experts in some technical or scientific field that is relevant to 

the purview of the specific advisory committee.”524 In its view, the FACA “diversity” goals 

“are not incompatible with the criterion of scientific and technical competence but reflect 

legitimate policy objectives of a pluralistic society that are designed to ensure a range of 

viewpoints on what are seldom purely technical issues.”525  

 

In addition to standing committee members, the FDA may select temporary advisory 

committee members who serve for a specific advisory committee to provide additional 

expertise or to ensure the presence of a quorum of members. FDA review divisions 

                                                             
522 See also the advisory committee charter: FOOD AND DRUG ADMINISTRATION, CHARTER MEDICAL 

DEVICES ADVISORY COMMITTEE  (April 29, 2010), 
http://www.fda.gov/AdvisoryCommittees/CommitteesMeetingMaterials/MedicalDevices/MedicalDevicesAd
visoryCommittee/ucm124098.htm (last visited July 17, 2012). 

523 Federal Advisory Committee Act § 5(b)(2) (U.S.C . Title 5, Appendix). See Chapter Four for further 
discussion on FACA requirements. 

524 Rettig et al., supra note 511, at 38. 
525 Id. at 4. 
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(comprised of officials from the relevant therapeutic area) select individuals to serve as 

temporary members.526 

Case Study: BiDil Advisory Committee Meeting 

The Cardiovascular and Renal Drugs Advisory Committee met on June 16, 2005 to consider 

whether to recommend that the FDA approve BiDil for use in self-identified African 

Americans. This meeting illustrates the strengths and shortcomings of FDA advisory 

committees as a forum for engaging minority group members, including the extent to which 

public views influenced subsequent committee deliberations.527  

 

The open public hearing portion of the meeting that led to BiDil’s approval included 

statements from a number of African American representatives. The CEO of the American 

Association of Black Cardiologists (which co-sponsored the trial) spoke in its favor,528 as did 

the Chair of the Congressional Black Caucus529 and a representative from the National 

Minority Health Foundation.530 The National Association for the Advancement of Colored 

People (NAACP) National Health Director proclaimed “anything short of approval of BiDil 

for the use cannot be justified.”531 Two clinical trial participants also spoke up in favor of 

approval.  

                                                             
526 GOVERNMENT ACCOUNTABILITY OFFICE, FDA ADVISORY COMMITTEES: PROCESS FOR RECRUITING 

MEMBERS AND EVALUATING POTENTIAL CONFLICTS OF INTEREST (GAO-08–640, September 2008). 
527 Notably, no advisory committees have been held for other race-related marketing decisions—for 

example, the 2005 recommendation that “Asian-Americans” take a reduced starting dose of rovustatin, and the 
2007 labeling revision of carbamazepine to recommend pharmacogenetic testing for “Asians.” This is 
consistent with the legislature’s emphasis on convening advisory committees for new drugs, but not necessarily 
for amending the labeling of approved drugs. 

528 CARDIOVASCULAR AND RENAL DRUGS ADVISORY COMMITTEE, MEETING TRANSCRIPT: JUNE 16, 2005  
(June 2005), http://www.fda.gov/ohrms/dockets/ac/05/transcripts/2005-4145T2.pdf (last visited June 12, 
2012). 

529 Id. at 209. 
530 Id. at 214. 
531 Id. at 258. 
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Despite the ethical issues raised in many public comments, the advisory committee’s follow-

up questions to the sponsor principally were technical in nature. Michael Laufert 

summarizes, “when the discussion turned to examine the ethical question of whether or not 

to approve a medicine with a race-based label, the members discussed only the applicability 

of the data set at hand, not the potential for discrimination and prejudice.”532 However, 

some members attached importance to the importance of rectifying health disparities, and 

portrayed BiDil as a step towards this goal. Committee Chair, cardiologist Steven Nissen, for 

example, referred to the public health consequences of insufficient research in minority 

populations.533 Nissen noted the need to “overcompensate” for some African Americans’ 

distrust of health care professionals.534 Dr Cunningham, the consumer representative, 

advocated the need “to continue to do all we can to address disparity in healthcare.” If 

African American representatives had spoken against BiDil at the public hearing, their views 

may have tempered or even reversed this line of reasoning. 

Options for Reform 

The following section of this chapter proposes options for reforming race-related product 

marketing decisions. I start by suggesting the FDA promulgate—in consultation with 

minority racial and ethnic group members—guidelines on permissible race-related product 

marketing decisions. A guidance document of this nature will provide much-needed clarity 

for applicants, advisory committees, and FDA officers, along with the opportunity for 

                                                             
532 Michael Laufert, Race and Population-Based Medicine: Drug Development and Distributive Justice, 21 GEO. J. 

LEGAL ETHICS 859, 876 (2008). 
533 CARDIOVASCULAR AND RENAL DRUGS ADVISORY COMMITTEE, supra note 528, at 302–308. 
534 Id. at 309. 
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important public debate. I go on to consider the role for minority racial and ethnic group 

member engagement in individual product marketing decisions, in particular, through 

advisory committees processes. I suggest several changes to facilitate more consistent and 

informed public deliberations on race-related product marketing decisions within the existing 

FDA advisory committee framework. These include a requirement to convene advisory 

committees for race-related decisions, recruit additional technically qualified minority group 

advisory committee members, and implement educational initiatives for advisory committee 

members and potentially affected minority group members. 

Establishing Boundaries for Permissible Product Marketing Decisions 

The FDA would benefit from promulgating a guidance document on race-related product 

marketing and labeling decisions. Precedent in this regard can be drawn from FDA’s 

Guidance for Industry on Botanical Drug Products, which applies different regulatory policies from 

those that apply to synthetic and other highly purified or chemically modified drugs. The 

guidance document does not establish legally enforceable responsibilities; rather, it describes 

the FDA’s current thinking on a topic.535 

 

Formulating the parameters of such a guidance document is beyond the scope of this 

dissertation. As a starting point, however, several commentators suggest applying a strict 

scrutiny standard to race-related product marketing decisions,536 a standard that also would 

be consistent with constitutional requirements arguably applicable to certain race-based 

                                                             
535 FOOD AND DRUG ADMINISTRATION, GUIDANCE FOR INDUSTRY ON BOTANICAL DRUG PRODUCTS 

(2004). 
536 Obasogie, Beyond Best Practices, supra note 14; David E Winickoff & Osagie K Obasogie, Race-specific 

Drugs: Regulatory Trends and Public Policy, 29 TRENDS PHARMACOL. SCI 277 (2008); Dorothy E. Roberts, Legal 
Constraints on the Use of Race in Biomedical Research: Toward a Social Justice Framework, 34 J LAW MED ETHICS 526 
(2006). 
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clinical trials.537 Alternatively, the FDA could advise that—given the inherent uncertainties 

of translating population-level data to the individual level—race and ethnicity may only be 

used in product labeling to guide physicians on possible safety and efficacy issues, rather 

than as definitive criteria for marketing or insurance coverage. BiDil’s product label could 

have stated, for example, that “efficacy appears to be greater in persons who self-identify as 

African American than in those who self-identify as Caucasian.” Similarly, carbamazepine 

labels could advise “patients should be screened for the presence of HLA-B*1502 when 

clinically indicated, including, but not limited to, patients who report ancestry in genetically 

at-risk populations.” Any FDA guidance document also could set out requirements for 

applicants for race-related product marketing or labeling changes to produce an RIA, 

discussed further below. 

 

Another policy concern that warrants mention is the potential that sponsors will actively 

seek to develop a product solely for one group—for example, for the purposes of 

establishing a commercial niche. Robert Temple, Acting Director of the Office of Drug 

Evaluation, explained at the FDA advisory committee meeting tasked with reviewing BiDil 

that the FDA is “uncomfortable” about a sponsor setting out to develop a drug only for a 

specific population without a clear rationale, but lacks a firm policy to deal with this 

situation.538 The proposed guidance document provides an opportunity for the FDA, in 

consultation with affected group members, to determine the evidence a sponsor company 

must provide to justify excluding racial or ethnic groups from their drug-development 

pathway. 

                                                             
537 Lillquist & Sullivan, supra note 423. 
538 CARDIOVASCULAR AND RENAL DRUGS ADVISORY COMMITTEE, supra note 528. 
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Handled appropriately, deliberative development of such a policy also could afford 

important opportunities for public debate on issues at the heart of race-related product 

marketing. Ensuring that the deliberative group represents the range of pertinent viewpoints 

and has access to the relevant expertise will enhance the guidance document’s political 

legitimacy.539 Accordingly, participants should include minority racial and ethnic group 

members, clinicians, lawyers, philosophers, anthropologists, professionals from other 

relevant disciplines, and interested members of the public. The deliberative process also 

must reflect “public reason:” that is, reason that is “divorced from any particular 

comprehensive religious or philosophic viewpoint,” which can provide “a framework for 

policy-making on morally controversial issues that is neutral and that fosters mutually 

respectful political deliberation.”540 The FDA could take steps to establish such an 

environment, through responsible participant selection and facilitation by a neutral mediator. 

Role for Minority Group Engagement 

The hypothesis underpinning this dissertation is that engaging minority racial and ethnic 

groups and their members in the regulation of biomedical research can improve the scientific 

validity and ethical acceptability of decisions. Yet, participatory theorists question the extent 

to which public participation should feature in knowledge-based decisions—which FDA 

product marketing decisions epitomize.541 This can be compared with, for example, NIH 

funding and IRB approval, which are more overtly value-laden. In what ways can minority 

                                                             
539 See requirements for deliberative regulatory processes set out in Leonard M. Fleck, Can We Trust 

“Democratic Deliberation”?, 37 HASTINGS CENTER REPORT 22, 24 (2007). 
540 Id. at 25. 
541 Gene Rowe & Lynn J. Frewer, Public Participation Methods: A Framework for Evaluation, 25 SCIENCE, 

TECHNOLOGY & HUMAN VALUES 3 (2000). 
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group member involvement contribute to FDA decision-making, and how can such 

involvement be structured so as to limit the risk of tokenism? 

 

First, qualified group members could play a valuable role in technical FDA decision-making 

by exposing the complex scientific assumptions on which race-related product marketing 

relies—discussed in detail in Chapter Two. Analogies in this regard can be drawn with the 

contribution of AIDS activists’ personal experience and knowledge to clinical drug 

research.542 Steven Epstein explains that the “grounded knowledge” of activists, as the 

research subjects’ representatives or as subjects themselves, provided activists with 

“probably a better feel for what a workable trial was than the investigators.” Illustrative was 

activists’ knowledge that research participants commonly breached randomized study 

designs by mixing various participants’ study treatments to ensure that each participant got at 

least some of the active ingredient.543 In a similar vein, grounded knowledge of minority 

group demographics and cultures would likely enhance deliberations on the safety and 

efficacy of race-related drugs and devices. For example, an Asian-American representative 

could illuminate the different backgrounds of persons with ancestry in Thailand, as 

compared with China, and its implications for labeling references to “Asians.” Or, an 

African American representative could discuss the temporally fluid nature of self-

identification, and the challenges of using race for drug marketing. 

 

Moreover, many potential benefits of minority racial and ethnic group member participation 

in race-related FDA decision-making stem from the policy implications of such decisions, 

                                                             
542 Martin, supra note 45. See also Kleinman et al., supra note 49. 
543 EPSTEIN, IMPURE SCIENCE, supra note 50, at 251. 
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rather than their scientific merits. Group members are more likely to be sensitive, for 

example, to the potential (or lack thereof) for new drugs or devices to improve health 

disparities, the insurance implications of race-related labeling restrictions, and so forth.  

 

Critics may argue that the technical nature of product marketing and labeling decisions 

precludes such overtly political discussion. On this conception, minority group members’ 

roles should focus on the technical aspects of race-related product approvals and labeling. 

Yet policy considerations already permeate FDA and advisory committee deliberations. 

Policy-centered arguments—namely, the need to address health disparities—were front and 

center of African American representations during the BiDil public hearing, and were raised 

a number of times by advisory committee members in support of BiDil’s race-based 

approval. During controversial advisory committee deliberations on over-the-counter 

availability of the emergency contraception “Plan B,” the committee reportedly “spent most 

of their time during the hearings considering several complex social, behavioral, and ethical 

issues … associated with over-the-counter availability of emergency contraception.”544 The 

proposed benefits of Plan B “were as much social, behavioral, and ethical as they were 

clinical.”545 Finally, providing a public forum for controversial issues was a key rationale for 

establishing the FDA advisory committee system, suggesting Congressional intent for the 

FDA to hear and give weight to public views. 

Promoting Minority Group Engagement 

                                                             
544 Frank Davidoff, Sex, Politics, and Morality at the FDA: Reflections on the Plan B Decision, 36 HASTINGS 

CENTER REPORT 20 (2006). 
545 Id. 
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This raises the question of the structural changes necessary to support technical- and policy-

level input from minority racial and ethnic group members on FDA decision-making. Below, 

I look to RIAs and advisory committee meetings as avenues for such engagement.  

RIAs 

Chapter Three discusses in detail the role of RIAs as a regulatory tool to assist in deciding 

the acceptability of biomedical research projects that meet the substantial direct effects 

threshold. In accordance with the framework set out in that chapter, the FDA must direct an 

applicant to show evidence of an RIA for any study being used to support a race-related 

product marketing approval. The requirement to produce an RIA could be included in the 

FDA guidance document recommended above. 

 

In accordance with the proposed RIA framework more generally, FDA review of RIAs is 

predominantly procedural in nature: the objective is to ensure investigator engagement with 

those effected by their research, not to prescribe the outcome of that engagement. Since 

FDA marketing approval comes late in the medical research pathway, the NIH or reviewing 

IRB already will have requested an RIA for most domestic studies seeking to support race-

related marketing approval or labeling. For foreign studies, in comparison, the FDA will 

likely be the first time an RIA is requested.546 A search of ClinicalTrials.Gov identified close 

to thirty race-based biomedical studies being conducted outside the U.S., which, at least 

theoretically, could form the basis of future FDA race-related product marketing.547 

Importantly, the design of many of these studies is “saturated with race from the beginning,” 

                                                             
546 Under 21 CFR 312.120(c)(1), FDA will accept a foreign clinical study. The study must, at a minimum, 

conform to the ethical principles set out in the Declaration of Helsinki. 
547 Appendix A. These include, for example, “A 24-week Study of Fluticasone Furoate/Vilanterol 

Inhalation Powder in Subjects of Asian Ancestry With COPD” and “Study of PTPN22 C1858T Polymorphism 
in Children and Adolescents of Greek Origin With T1DM.” 
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as Ian Whitmarsh, a Professor of Medical Anthropology at the University of California, San 

Francisco describes genetic research in Barbados.548 In other words, the studies are 

conducted on the basis of the foreign population’s perceived relationship with another, 

typically U.S., population. 

 

Beyond RIAs’ procedural role, some issues raised during the RIA process could provide 

useful background to FDA deliberations. For example, a situation in which RIA participants 

suggest that a study adopted an arbitrary or otherwise inappropriate racial definition could 

give context to an investigator’s decision to amend the study’s eligibility criteria. In 

comparison, an investigator’s decision not to amend the study’s eligibility criteria in 

accordance with RIA suggestions could warrant additional discussion of the practicality of 

relying on the study definition of race or ethnicity in product marketing. 

Advisory Committee Meetings 

A Requirement to Convene 

The advisory committee system already in place provides ready opportunities for minority 

racial and ethnic group member participation, but further steps are necessary to ensure 

consistent and meaningful participation. A threshold step is ensuring that the FDA convenes 

advisory committees for all race-related product-marketing decisions. Convening advisory 

committees in such situations is consistent with federal regulations, which prioritize meetings 

for matters that are “the subject of major scientific or public controversy.”549 

 

                                                             
548 Ian Whitmarsh, Hyperdiagnostics: Postcolonial Utopics of Race-Based Biomedicine, 28 MEDICAL 

ANTHROPOLOGY 285, 296 (2009). 
549 21 CFR  14.171(b). 
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A related question is whether the FDA also should play a role in earlier stages of drug or 

device development—for example, at the time an applicant seeks an IND to initiate race-

related clinical trials.550 In my view, the value that a requirement for investigators to convene 

an advisory committee meeting at the IND phase or otherwise review an RIA would add is 

unclear in light of other reforms proposed in this dissertation. In particular, investigators 

undertaking biomedical research that meets the substantial direct effects threshold should 

produce an RIA to the reviewing NIH advisory committee and/or IRB. As a matter of best 

practice, however, FDA officials meeting with sponsors at the study design phase would be 

well placed to direct their attention towards the RIA requirements set out in Chapter Three. 

Assessing the Competence of Advisory Committees for Race-Related Decisions 

Current FDA drug and device advisory committees are constituted on the basis of scientific 

expertise. Nevertheless, as discussed above, decisions about race-related product approvals 

and labeling changes have unavoidable ethical and policy dimensions. Unlike, for example, 

their NIH equivalents, FDA advisory committees do not include lay members. Nor, until 

recently, has the FDA had the express objective of balancing the race and ethnicity of 

committee members. This raises the question of whether FDA advisory committees are 

adequate to advise the Administration on these decisions.  

 

On the basis of concerns about the expertise of presently constituted advisory committees, 

Michael Laufert proposes the establishment of a “Population-Based Medicine Advisory 

Committee,” which would advise the FDA on the safety and efficacy of drugs developed 

specifically for racial, ethnic, or other population groups. Laufert suggests that members 

                                                             
550 See, eg, Laufert, supra note 532, at 878. 
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include persons knowledgeable in “ethics, bioethics, public relations, public health, 

epidemiology, and medical, behavioral, and biological sciences.”551 A dedicated advisory 

committee would be well placed to deal with the multidisciplinary considerations raised by 

race-related product marketing. Yet it raises corresponding concerns of bureaucracy and 

cost. Presumably, decisions also would have to pass through the advisory committee relevant 

to the products clinical discipline (BiDil, for example, would require consideration by the 

Cardiovascular and Renal Drugs Advisory Committee as well as the newly established 

Population-Based Medicine Advisory Committee). Constraints on the boundaries of 

permissible race-related marketing and labeling decisions—as recommended in the 

aforementioned hypothetical guidance document—also inform and lessen the stakes of 

advisory committee review.  

 

Accordingly, I consider a preferable option to be modifying the membership of presently 

constituted advisory committees. As well as minimizing additional regulatory cost and 

burden, having a system-wide approach may assist in promoting a broader understanding of 

race-related product marketing issues among physicians and regulators. As explored below, 

several changes would facilitate advisory committee appreciation of the challenges of using 

race and ethnicity in product marketing. 

 

First, those responsible for advisory committee appointments could make concerted efforts 

to recruit technically qualified minority racial and ethnic group members. The rationale for 

such a change echoes reasons set out in Chapters Four and Five, which advocate greater 

diversity on NIH advisory committees and IRBs, respectively. Consistently with the 

                                                             
551 Id. 
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technocratic model of representation, minority group representatives could mediate between 

group member concerns raised in RIAs and public hearings, and technically focused 

committee deliberations.552 This should increase decision-making quality and legitimacy. 

More broadly, racial and ethnic diversity may benefit the general risk assessment role of 

FDA advisory committees. Risk perception is increasingly recognized as a socio-politically 

mediated activity, with risks normally judged lower by men than by women and by white 

people than by people of color. Pertinently, white males seem more trusting of technological 

hazards and less concerned about potentially stigmatizing outcomes than other persons: 

central issues for FDA decision making.553 The recently established FDA Office of Minority 

Health is recruiting for various advisory committees “senior health professionals (scientists, 

academicians and practitioners) who have expertise working in underserved communities 

and understand the complexity of health disparities.”554 

 

Should membership also be expanded to include, for example, expertise in ethics and 

bioethics? Such a change is superficially attractive given the complexity of race-related 

product marketing decisions. However, closer scrutiny of the role of these members is 

warranted. Supporters of philosophers’ roles in public decision-making point to their 

capacity to identify and clarify conceptual issues underpinning moral decisions.555 Yet other 

commentators dispute comprehensively the practical benefits of involving philosophers 

                                                             
552 Technocratic, as compared with democratic, representation is explained in Chapter Four. 
553 Finucane et al., supra note 397. 
554 Office of Minority Health, Food and Drug Administration, Enhancing Diversity on FDA Advisory 

Committees , http://www.fda.gov/ForConsumers/ByAudience/MinorityHealth/ucm264686.htm (last visited 
July 17, 2012). 

555 Tom L Beauchamp, Ethics and Experts. 4. What Philosophers Can Offer, 12 HASTINGS CENT REP 13 
(1982); Richard W. Momeyer, Philosophers and the Public Policy Process: Inside, Outside, or Nowhere at All?, 15 J MED 

PHILOS 391 (1990); Hallvard Lillehammer, Who Needs Bioethicists?, 35 STUDIES IN HISTORY AND PHILOSOPHY 

OF SCIENCE 131 (2004). 
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directly in any public policy bodies, given the potential for philosophical reasoning to 

support multiple conflicting views.556 Moreover, if the facts on which people are making 

ethical decisions “include only such non-moral facts as the medical data, or the likely 

psychological and social consequences of the application of given technologies, then it is 

hard to see any distinct role for bioethicists.”557  

 

Including ethicist members for every FDA advisory committee meeting appears unnecessary. 

Most committee discussions will focus on technical issues without the need for considered 

ethical deliberation. However, meetings convened to consider a race-based product 

marketing application are steeped in ethical quandaries, for which a trained ethicist would aid 

recognition and assessment. A suitable balance would be including an ethicist as a temporary 

voting member or consultant for those meetings convened for the purpose of reviewing a 

race-related product marketing application. 

Overcoming Power Dimensions 

Existing advisory committee processes provide the opportunity for minority group members 

to participate in FDA decision-making. Yet, without further measures, power dimensions 

can reduce these opportunities to tokenism. As discussed in Chapter Four, the first 

dimension of power involves the use of superior resources by a more powerful party to 

reward or punish behavior of those with fewer resources. The second dimension of power 

involves the ability to determine who participates in decision-making and what issues are 

debated, including the omission of certain matters from focus group agendas and minutes. 

                                                             
556 Alan J. Weisbard, The Role of Philosophers in the Public Policy Process: A View from the President’s Commission, 

97 ETHICS 776 (1987); Cheryl N. Noble, Ethics and Experts, 12 HASTINGS CENT REP 7 (1982). 
557 Lillehammer, supra note 555, at 141. 
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The third power dimension involves the ability of the relatively powerful to disseminate 

myths and ideology that act to shape the desires and interests of the relatively powerless.558 

Each of these dimensions features in advisory committee decision-making. 

 

NitroMed, for example, exploited the first and third power dimension in garnering extensive 

support for BiDil from African American interest and activist groups. First, it rewarded 

African American representative groups for supporting BiDil’s approval. NitroMed entered 

into a strategic partnership with the NAACP, for example, to implement measures to narrow 

health disparities. To this end, NitroMed promised the NAACP a three-year, $1.5 million 

infrastructure grant. In return, the NAACP promoted BiDil in black communities.559 

NitroMed launched a patient assistance program called NitroMed Cares, which aimed to 

lower health care disparities by providing BiDil free of charge to low-income patients 

without health insurance coverage.560 NitroMed also made payments to other black 

organizations that promoted BiDil, including paying the Association of Black Cardiologists 

$200,000 for its role in organizing the clinical trial.561  

 

By all accounts, NitroMed also worked hard to disseminate favorable myths and ideologies 

about BiDil among African American groups: namely, its importance in addressing health 

disparities. This constitutes the third power dimension. Dorothy Roberts notes that, to some 

African Americans, BiDil represented the first tangible recognition of their particular health 

                                                             
558 See, eg, Culley & Hughey, supra note 342., which describes the influence of political power on 

ostensibly participatory processes in their case study of a hazardous waste dispute in the city of Sugar Creek, 
Missouri. 

559 ROBERTS, FATAL INVENTION, supra note 509, at 180–184. 
560 Britt M. Rusert & Charmaine D. M. Royal, Grassroots Marketing in a Global Era: More Lessons from BiDil, 

39 THE JOURNAL OF LAW, MEDICINE & ETHICS 79 (2011). 
561 ROBERTS, FATAL INVENTION, supra note 509, at 180–184. 
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needs and the first sign of progress in addressing them: “The organizations supporting BiDil 

were interested in getting the new therapy to the hundreds of thousands of blacks suffering 

from heart failure. They were not focused on the drug having a racial label.”562 On this view, 

“the urgent crisis of African American heart disease must take precedence over political 

objections to the use of race as a biomedical category.”563 

 

FDA officials also influence minority group member participation through the second 

dimension of power. While any interested member of the public may attend advisory 

committee meetings and, in that way, gain a “seat at the table,” ensuring influential 

participation is more challenging. FDA officials have the ability to determine what issues are 

debated: most notably, by framing meeting agendas—including the questions on which 

committee members should focus—and by drafting meeting minutes. The questions posed 

to the advisory committee deliberating on BiDil’s approval, for example, were almost 

universally technical. The first four related to statistical significance, the following three the 

clinical implications of combination drugs. Only the final set of questions looked to the race-

specific population group for which approval was being sought, and none of these questions 

sought to provoke discussion of the ethical or policy aspects.564 In addition, the FDA has 

discretion to oppose an advisory committee’s recommendation. While such action is rare, 

“Plan B” shows FDA’s willingness to diverge from an advisory committee 

recommendation.565  

 

                                                             
562 Id. at 181–182. 
563 Id. at 184. 
564 CARDIOVASCULAR AND RENAL DRUGS ADVISORY COMMITTEE, supra note 528. 
565 See discussion in Davidoff, supra note 544. 
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Overcoming power dimensions defies straightforward legal and policy solutions, especially in 

the context of product development for traditionally disenfranchised populations. Sponsor 

companies have the right—and, indeed, should be encouraged—to collaborate with 

organizations representing a future patient population, and to undertake philanthropic 

measures directed towards underserved communities. On the other hand, sponsors are 

prohibited from advertising an unapproved drug, or an unproved indication of a drug.566 

Courts have construed advertising broadly to include, for example, distributing to physicians 

scientific articles that serve to “emphasize a desirable quality” about the product.567 At least 

theoretically, advertising may extend to some community engagement activities: for example, 

NitroMed’s grant to the NAACP in return for NAACP promotion of BiDil in African 

American communities. Further research and guidance is needed to disentangle the lines 

between philanthropic endeavors, community engagement, and unwarranted promotion of 

unapproved drug indications. 

 

Additionally, academics, government officials, and activists should take steps to expand the 

information available to minority group members about pending race-related product 

marketing decisions. At least some commentators have raised concerns that, in the BiDil 

context, African American representatives focused on goals of access and inclusion, while 

ignoring the scientific and ethical failings of marketing BiDil to a single racial group. As 

noted above, African American representatives universally endorsed BiDil during advisory 

committee deliberations, including its proposed race-specific registration. In contrast, several 

academics spoke out strongly against it, including on the basis that it could reinforce 

                                                             
566 21 C.F.R. 202.1. 
567 Washington Legal Foundation v. Henney, 13 F.Supp.2d 51, at 64. 
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biological notions of race and further perpetuate discrimination and stigmatization. Various 

theories have been put forward to explain the support of African American representatives, 

including intimations that it was “bought” by NitroMed’s financial support of organizations 

such as the NAACP.568 Regardless of the veracity of this explanation, the legitimacy of 

representative decision-making will be enhanced by the availability of comprehensive 

information from a multitude of perspectives. Drug sponsors have a clear financial incentive 

for promoting the product to affected group members. Accordingly, academics, government 

officials and activists should take responsibility for leveling the information playing field. 

 

Organizing and running such informational initiatives will be challenging. Yet the task is 

achievable, evidenced by analogous activities seeking to engage African American and Latino 

groups in population-genetics policy.569 The deliberative methods discussed in Chapter 

Three, for example, involve the identification of suitable partner CBOs, participant 

recruitment, development of relevant educational materials, and independent facilitator 

training. Other participatory strategies, which are likely to be developed and refined in the 

future, should be embraced as they are empirically tested and found favorable. 

Conclusion 

Race-related product marketing decisions come with high stakes. Most overtly, references to 

race or ethnicity on drug labels will shape the persons who have access to a drug or device 

within its approved indication, available insurance coverage, and physician prescribing 

                                                             
568 See, eg, Jonathan Kahn, Race, Pharmacogenomics, and Marketing: Putting BiDil in Context, 6 THE AMERICAN 

JOURNAL OF BIOETHICS W1 (2006).; ROBERTS, FATAL INVENTION, supra note 509., 183. 
569 Bonham et al., supra note 248. 
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patterns. Less blatantly, but equally pertinently, government sanctioning of racial and ethnic 

distinctions in product marketing approvals perpetuates biological racial notions. 

 

Chapters Four and Five recommend reforms that should lessen the likelihood of racial and 

ethnic references in drug and device marketing applications, including promoting researcher 

consideration of potentially confounding variables such as socio-economic status. Yet the 

prevalence of racial and ethnic assessments in biomedical research, along with the marketing 

advantages arising from niche racial and ethnic markets, suggest applications for race-related 

product marketing will continue, at least in the short term. Dealing with these applications 

requires a multi-pronged regulatory approach. 

 

Setting permissible race-related product marketing boundaries is an important preliminary 

regulatory step. For example, guidelines may prohibit registering a drug or device only for 

one racial or ethnic group, or (more likely) require strict scrutiny of any such decision. 

Guideline development offers an opportunity for deliberative democracy, including the 

engagement of members of minority racial and ethnic groups, clinicians, philosophers, 

bioethicists, anthropologists and interested members of the public. 

 

Within the confines of the above-mentioned guidelines, FDA decision-making processes 

also could benefit from the greater involvement of affected minority racial and ethnic groups 

and group members. Advisory committee meetings, which have the express legislative 

purpose of providing a public forum for controversial issues, provide a clear avenue for such 

engagement. To this end, I advocate that the FDA convene advisory committee meetings for 

all race-related product-marketing decisions. In addition, the FDA should actively recruit 
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technically qualified minority group members for advisory committees and, where relevant, 

classically trained ethicists. While retaining the technical focus of committee deliberations, 

expanding membership in this way should increase a committee’s decision-making 

legitimacy. Further, the FDA should take steps to encourage minority racial and ethnic group 

members to participate in the public hearing component of relevant advisory committee 

meetings.  

 

Facilitating meaningful minority group member participation will require government 

officials, academics, and activists to educate potentially affected group members on the 

trade-offs inherent in race-related product marketing decisions. Otherwise, participatory 

strategies have the potential to descend into tokenism, overshadowed by the financial 

resources of sponsor companies seeking to promote a race-related approval, and the interest 

of FDA officials in limiting deliberations to discrete, technically-focused issues, as compared 

with broad-ranging policy considerations. Further, race-related product marketing 

decisions—and the race-related biomedical research that precedes any such application—are 

closely interconnected to a myriad of commercial and practical considerations. Sponsor 

companies may rely on race and ethnicity as a hook for patent monopoly rights—a matter of 

intense controversy in the BiDil approval narrative. Sponsor companies and researchers craft 

racial and ethnic definitions based on those set out in national censuses, along with any 

scientific journal publication standards. The broader milieu associated with race-based 

medicine, and its implications for implementing the reforms advocated in this dissertation, is 

the subject of the concluding chapter of this dissertation. 
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Introduction 

Reforms set out in earlier chapters of my dissertation show the potential for the mainstream 

U.S. biomedical research pathway to engage constructively with minority racial and ethnic 

groups and group members. Realizing this goal, however, requires considerable efforts on 

behalf of regulators, researchers, minority group leaders, and many others.  

 

Many of my dissertation’s suggested reforms are situated within new areas of knowledge. 

This includes conducting effective participatory strategies with a broad spectrum of minority 

racial and ethnic group members, and the potential scientific and ethical risks of using racial 

and ethnic categorizations in biomedical research. Accordingly, developing and making 

accessible a sound knowledge base is crucial for constructive implementation. I propose the 
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establishment of a publicly available registry of RIAs. Such a registry provides a platform for 

widespread information sharing, and hastens the speed with which successful participatory 

innovations can spread among researchers. The value of an RIA registry would be enhanced 

further were investigators required to include detailed information about their strategies for 

undertaking RIAs and an evaluation of these strategies, including their procedural 

acceptability and contribution towards research design and outcomes. 

 

Beyond a sound knowledge base, medical researchers, minority group members and other 

affected persons must be committed to lessening the effects of biomedical research on 

minority racial and ethnic groups and their members. To this end, biomedical researchers 

must be educated about the potential scientific and ethical harms of relying on race and 

ethnicity in biomedical research, and the alternatives to such an approach. Research policies 

issued by minority groups and group members can be a rich source of knowledge in this 

regard, which is well illustrated by the “DNA On Loan” initiative in Canada. Moreover, for 

minority group members to engage fully in RIAs and other participatory initiatives, they 

require education on biomedical research practices generally and, in particular, the scientific 

and ethical implications of incorporating race and ethnicity in biomedical research. The BiDil 

chronicle shows the complexities of providing group members with balanced and impartial 

information, particularly in the power-laden context of commercial drug development. 

 

Further, implementation of participatory strategies, especially RIAs, imposes financial and 

time costs on investigators and others. To ensure the ongoing viability of beneficial research, 

government agencies must search for ways of alleviating new regulatory burdens. 
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The final section of this chapter explores broader considerations in the implementation of 

the reforms proposed in this dissertation. In particular, I outline a further two reasons why 

researchers and sponsors may include racial and ethnic categories in biomedical research: as 

a means of gaining patent protection and to comply with foreign drug regulatory 

requirements. Further research on these areas is warranted for a holistic understanding of the 

factors motivating the use of race and ethnicity in biomedical research. 

Implementation Gaps 

Building a Knowledge Base 

Implementation Methods 

Effective participatory strategies require “maximizing the relevant information … from the 

maximum number of relevant sources and transferring this efficiently to the appropriate 

receivers.”570 Effectiveness is compromised if suboptimal information is received, 

information is lost or distorted in the transfer process, or the receiver processes the 

information inappropriately.571 Gene Rowe and Lynn Frewer note also the importance of 

participatory strategies having public legitimacy, advising: 

If a procedure is effectively constituted but perceived by the public to be in some sense 
unfair or undemocratic, then the procedure may fail in alleviating public concerns. On the 
other hand, if a procedure and its recommendations are accepted by the public but the 
ultimate decision is attained in an ineffective manner, then its implementation could prove 
objectively damaging for sponsors and public.”572 

 

                                                             
570 Gene Rowe, A Typology of Public Engagement Mechanisms, 30 SCIENCE, TECHNOLOGY & HUMAN VALUES 

251 (2005). 
571 Id. 
572 Rowe & Frewer, supra note 541, at 11. 
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Much work remains in determining how RIAs and other participatory reforms can be 

designed and implemented to best satisfy these goals. The first set of procedural questions 

surrounds methods of approaching and recruiting minority groups and their members. 

Sometimes, avenues for initial contact will be clear-cut. In structured groups such as AI/AN 

tribes, for example, the recognized political authority tends to be the first point of contact.573 

However, unstructured groups present much greater challenges. Many communities “have 

no front door through which all researchers must enter,” leading to the potential for “forum 

shopping”—that is, where researchers having been turned down by one community group 

search for another that is more accommodating.574 Additional procedural concerns relate to 

optimal strategies for conducting public participation. In other words, by what means can 

engagement with minority group members and others lead to high quality and legitimate 

decisions? Approaches that operate effectively in a given context will need modification for 

different minority racial and ethnic groups, and different types of research. These nuances 

remain largely unknown and will be integral for the effective implementation of this 

dissertation’s proposed reforms. 

 

In the main, best practices will develop incrementally as researchers gain experience with 

RIAs and related endeavors. Robust evaluations of RIA processes are central to establishing 

this progression. Researchers should evaluate, for example, an RIA’s acceptability among 

stakeholders and its effect on research design and outcomes. When considered alongside 

information about the minority group that was engaged, the condition under investigation, 

                                                             
573 In very limited circumstances, this may not be adequate: for example, research tied to spousal abuse in 

situations in which a group with a male-dominated leadership seeks to silence the voices of women within the 
group: see Charles Weijer & Ezekiel J. Emanuel, Protecting Communities in Biomedical Research, 289 SCIENCE 1142 
(2000). 

574 Silka et al., supra note 190, at 5. 
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and other study variables, such evaluations should allow researchers to learn about and 

finesse participatory approaches. 

 

The CBPR literature provides another important reference point for information about best-

practice public participation activities. As foreshadowed in Chapter One, biomedical 

researchers have been slow to embrace CBPR approaches,575 which can appear contradictory 

to the hypothesis driven nature of such research.576 Yet CBPR experiences offer some 

important lessons to researchers seeking to implement RIAs. Perhaps most importantly, 

CBPR stresses the importance of building trust among group members and avoiding 

tokenism—a much-needed basis for RIA legitimacy and effectiveness. 

 

Consider, for example, Steven Epstein’s recount of the “cynical half-measures” used by 

some researchers to promote trust: mistakes that superficial RIA efforts could replicate. For 

example, one young physician who was asked to be a study co-investigator ultimately 

concluded that her role was that of a “black face” to display at community forums. Another 

researcher at the Latino Health Institute was asked to help recruit Latino participants, but 

when he queried what the study was about was told, “I don’t have time to get into all that. I 

just need your help arranging a meeting with your people.”577 

 

                                                             
575 For example, concerns researchers and others expressed about incorporating CBPR principles into 

cancer clinical trials: Sarena D Seifer et al., Applying Community-Based Participatory Research Principles and Approaches 
in Clinical Trials: Forging a New Model for Cancer Clinical Research, 4 PROG COMMUNITY HEALTH PARTNERSH 37 
(2010). 

576 Laura Arbour & Doris Cook, DNA on Loan: Issues to Consider When Carrying Out Genetic Research with 
Aboriginal Families and Communities, 9 COMMUNITY GENETICS 153 (2006). 

577 Steven Epstein, The Rise of `Recruitmentology’ Clinical Research, Racial Knowledge, and the Politics of Inclusion and 
Difference, 38 SOCIAL STUDIES OF SCIENCE 801, 816–817 (2008). 
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Relevant CBPR guidance can help avoid such consequences. CBPR emphasizes, for 

example, the capacity for partners to discuss issues “openly and respectfully” through a 

“colearning and reflexive process that addresses the needs of the intended beneficiaries and 

builds on the strengths of nonacademic partners.”578 The CBPR literature also highlights 

possible “exclusion mechanisms” whereby the perspectives of community members “are not 

taken up in the decision-making process because of actions taken by members of other 

stakeholder groups or the process facilitator.”579 For example, a participatory process may be 

set in a location that is difficult for stakeholders to access or that makes them feel 

uncomfortable. Facilitators may grant certain stakeholders less speaking time, attention or 

respect, and experts may use jargon that stakeholders cannot understand.580 

 

As biomedical researchers become more familiar with CBPR and its associated benefits, they 

may choose to incorporate longer-term collaborations into RIA processes. Growing 

institutional commitment and support for participatory research approaches in biomedical 

research are likely to hasten this convergence.581 Notably, in November 2007, UNAIDS 

issued the first edition of Good Participatory Practice Guidelines for Biomedical HIV Prevention 

Trials, which advises study funders and others on methods for effectively engaging with 

                                                             
578 Margaret Cargo & Shawna L. Mercer, The Value and Challenges of Participatory Research: Strengthening Its 

Practice, 29 ANNUAL REVIEW OF PUBLIC HEALTH 325, 334–335 (2008). 
579 Elberse et al., supra note 214, at 227. 
580 Elberse et al., supra note 214. For an interesting example of developing voice in the context of persons 

with intellectual disabilities, see C. J Nierse & T. A Abma, Developing Voice and Empowerment: The First Step 
Towards a Broad Consultation in Research Agenda Setting, 55 JOURNAL OF INTELLECTUAL DISABILITY RESEARCH 
411 (2011). 

581 See generally Shawna L. Mercer & Lawrence G. Green, Federal Funding and Support for Participatory 

Research in Public Health and Health Care, COMMUNITY-BASED PARTICIPATORY RESEARCH FOR HEALTH : FROM 

PROCESS TO OUTCOMES 399 (Meredith Minkler & Nina Wallerstein, 2nd ed. ed. 2008). Federal funds for 
participatory research have been granted through programs such as the Clinical and Translational Science 
Awards program, the National Institute of Environmental Health Sciences and various other NIH institutes, 
the CDC’s Public Health Practice Program Office and the AHRQ. 
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stakeholders in the design and conduct of biomedical HIV prevention trials.582 Current 

difficulties recruiting research participants in a timely manner is providing further impetus to 

the application of CBPR approaches to biomedical research in the U.S. and other developed 

countries.583 

RIA Registry 

Effective implementation relies on a shared understanding of participatory requirements 

among biomedical researchers, regulators and affected groups and group members. 

Inconsistent approaches can lead to frustration on the part of researchers who seek to 

comply with the regulations but are uncertain how best to do so, and undue duplication of 

effort among those tasked with developing and judging the adequacy of participatory 

strategies. 

 

Implementation experience with the waiver of consent for research conducted in emergency 

settings (RES) provides an instructive parallel in this regard. Pursuant to 21 CFR 50.24, 

researchers may seek a waiver of the requirement to obtain the informed consent of study 

participants for certain RES projects.584 Before approving a waiver of consent for RES, an 

IRB must find and document additional protections of the rights and welfare of subjects, 

including, at a minimum, community consultation and public disclosure requirements. 

Researchers have identified ambiguities about how best to implement these requirements, 

                                                             
582 UNAIDS, GOOD PARTICIPATORY PRACTICE: GUIDELINES FOR BIOMEDICAL HIV PREVENTION 

TRIALS  (2011), 
http://www.unaids.org/en/media/unaids/contentassets/documents/unaidspublication/2011/JC1853_GPP_
Guidelines_2011_en.pdf (last visited August 15, 2012). 

583 For example, Victoria D Weisfeld et al., Public Engagement and Clinical Trials: New Models and Disruptive 
Technologies: Workshop Summary (National Academies Press, 2012). 

584 This provision applies to all research regulated by the FDA. Similar requirements may apply to non-
FDA regulated research based on a waiver of applicability of sections of the DHHS regulations at 45 CFR 46: 
Department of Health and Human Services, OPRR Reports: Informed Consent Requirements in Emergency Research 
(1996). 
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and inconsistencies in IRB approaches concerning the adequacy of various consultation 

activities. To increase certainty in this regard, they advocate public availability of information 

such as community consultation methodologies used by researchers and any issues raised by 

reviewing IRBs.585  

 

Analogously, widespread information accessibility will be crucial to successful 

implementation of RIAs and other participatory reforms proposed in this dissertation. For 

one, readily available precedent provides certainty for medical researchers and regulators 

seeking to comply with novel requirements in this rapidly changing area. Additionally, 

sharing successful and less-successful strategies for undertaking RIAs and other participatory 

activities can promote a speedy resolution of any implementation roadblocks. Ultimately, 

such experiences may feed into agency development of best practice guidelines. An 

overlapping benefit of improving the information environment is providing minority racial 

and ethnic group members with access to information about research projects that may 

affect them and, accordingly, facilitating their efforts to participate in RIA proceedings or 

otherwise petition for change. 

 

Were an RIA registry established, what information should be included and what would be 

the best platform for dissemination? Most evidently, the registry could include basic 

information on the research project, including the name of the study, the study sponsor, the 

targeted disease, and the minority racial or ethnic group or group members on which the 

project has substantial direct effects. To satisfy its educative function, the registry could 

incorporate information on the RIA proceedings associated with the project, including the 

                                                             
585 Eckstein, Engaging Racial and Ethnic Groups in the Regulation of Research: Lessons from Research in Emergency 

Settings, supra note 212. 
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number of participants, recruitment methods, the participatory strategy adopted, any 

protocol changes resulting from RIA proceedings, and, as recommended above, an 

evaluation of its strengths and weaknesses.  

 

The ubiquitous ClinicalTrials.Gov, run by the NLM, provides an obvious platform for the 

RIA registry. As set out in Chapter One, among other incentives to register studies, the FDA 

Amendments Act of 2007 requires most trials of drugs and devices subject to FDA 

regulation to be registered on ClinicalTrials.Gov.586 Yet despite its prominence, 

ClinicalTrials.Gov is not an ideal vehicle through which to convey information about 

biomedical research affecting minority racial and ethnic groups. For one, its scope is 

somewhat narrow. Principally, this website targets interventional clinical trials, which do not 

include population genetic studies and other types of biomedical research. Further, there is 

no legislative requirement for sponsors to include information on early-phase clinical trials 

(although some include these studies voluntarily or to satisfy ICMJE requirements). The 

non-intuitive nature of the ClinicalTrials.Gov interface is problematic also, especially when it 

comes to sharing information with non-scientists, including many minority racial and ethnic 

group members. Given these concerns, a new stand-alone site appears preferable.587 

Additionally, given cultural and economic barriers to the Internet in certain minority racial 

and ethnic groups, non-electronic access will be important.588 

                                                             
586 Food and Drug Administration Amendments Act § 801, codified as 42 U.S.C. 282(j)(5)(B). 
587 As an illustrative example, the Australian Cancer Trials website was launched in 2010 following many 

years of consumer groups campaigning for such a site. It contains a search portal for clinical trials (information 
about which is exported automatically from ClinicalTrials.Gov and an Australian-specific trials registry) and 
information about clinical trials and trial participation. The site has been designed with an emphasis on 
consumer-friendliness, including through the provision of lay summaries of included trials commissioned from 
a medical writer. Rachel Dear et al., Consumer Input into Research: The Australian Cancer Trials Website, 9 HEALTH 

RESEARCH POLICY AND SYSTEMS 1 (2011). 
588 Racial or ethnic differences remain a pervasive element of the U.S. digital divide. There is wide variation 

in usage within Hispanic groups based on nationality. Native Americans residing in urban areas have Internet 
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Education 

The scheme set out in this dissertation places substantial demands on researchers, 

government officials, minority group members and others. Satisfying these roles requires 

considerable motivation on the part of those persons to improve the conduct of biomedical 

research affecting minority racial and ethnic groups, along with education on how to bring 

about such change. 

 

To some extent, RIAs and other participatory strategies discussed in earlier chapters serve an 

educative function. Mutual deliberations on specific research projects can lead researchers 

and regulators to consider new alternatives and perspectives, and to empathize with minority 

viewpoints.589 Also, they also can increase the likelihood that minority member preferences 

about the relationship between race and ethnicity, and biomedical research are “informed, 

enlightened, and authentic.”590 Empirical studies in the context of environmental case 

studies,591 and nanotechnology and human enhancements, have supported the potential for 

participatory processes to achieve this goal.592 However, for researchers, minority group 

members and others to enter into deliberative discussions with openness, clarity, and 

sensitivity, all those involved require a baseline level of education. Achieving this baseline is 

the subject of the following section of this chapter. 

                                                                                                                                                                                     
usage roughly equal to the national average, but rates for those living on reservations are much lower. Barney 
Warf, Contemporary Digital Divides in the United States, TIJDSCHRIFT VOOR ECONOMISCHE EN SOCIALE 

GEOGRAFIE Online only (2012). For a discussion of Amish and Mennonite resistance to the Internet, see 
Donald B. Kraybill, Plain Reservations: Amish and Mennonite Views of Media and Computers, 13 JOURNAL OF MASS 

MEDIA ETHICS 99 (1998). 
589 See, for discussion, Michael X. Delli Carpini et al., Public Deliberation, Discursive Participation, and Citizen 

Engagement: A Review of the Empirical Literature, 7 ANNU. REV. POLIT. SCI. 315 (2004). 
590 BENJAMIN I. PAGE, WHO DELIBERATES?: MASS MEDIA IN MODERN DEMOCRACY 1 (1996). 
591 BEIERLE & CAYFORD, supra note 48, at 31. 
592 Michael D. Cobb, Creating Informed Public Opinion: Citizen Deliberation About Nanotechnologies for Human 

Enhancements, 13 J NANOPART RES 1533 (2011). 
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Researchers 

Minority Group Research Policies 

Successful implementation of the reforms set out in this dissertation require biomedical 

researchers to recognize and give adequate weight to circumstances that may lead research to 

pose substantial direct effects on a minority racial and ethnic group and its members. For 

example, Joan McGregor decries the perceived triviality of some culturally specific risks to 

outsiders, illustrated by a professor named in the Havasupai lawsuit who characterized the 

community’s complaints as “hysterical.”593 McGregor’s argument is consistent with Sara 

Goering and her colleagues’ claims that the institutional framework for research fails to 

understand and appreciate the impact of a history of discrimination and trauma.594 In sum, a 

researcher must “recognize that his or her belief, as well as the methods of inquiry, goals, 

and objectives of the research, may not be reflective of the beliefs of the community, and 

therefore, must be respectful of the differences.”595 

 

For the reasons set out in Chapter Five, recognizing substantial direct effects is especially 

problematic in the context of structured groups, which are susceptible to risks that are 

different in kind as well as intensity to those that apply in the context of unstructured 

groups. By informing researchers and others about the potential effects of certain kinds of 

research on them, members of structured groups can stimulate constructive dialogue and 

change. 

                                                             
593 Joan L McGregor, Population Genomics and Research Ethics with Socially Identifable Groups, 35 J LAW MED 

ETHICS 356, 365 (2007). 
594 Goering et al., supra note 216. 
595 Arbour & Cook, supra note 576, at 155. 
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Case Study: DNA On Loan—Building Understanding of Group Harms 

The “DNA on Loan” initiative, developed in the context of Canadian First Nation tribes, 

illustrates the mutually beneficial compromises that may result from researchers recognizing 

the reasons behind AI/AN misgivings about certain research and taking action to minimize 

potential harms. Here, the concerns surround the taking of biological materials.  

 

For AI/AN tribes, as with many aboriginal groups, human biological samples have spiritual 

significance. In the words of Dr. Frank Dukapoo, an AI geneticist: “To us, any part of 

ourselves is sacred. Scientists say it’s just DNA. For an Indian, it’s not just DNA, it’s part of 

a person, it is sacred, with deep religious significance. It is part of the essence of a person.”596 

In another study, an AN interviewee provided the following views on biobanking research: 

“When a person dies, … the body is elevated into something special. … And if you have 

specimens out there, it should be located in a place where it’s very sacred, and special people 

can only be allowed to go in and have access to those specimens.”597 Yet the potential that 

AI/AN tribal members will find some uses of de-identified samples offensive will be foreign 

to many biomedical researchers.598 Without closer understanding of the reasons for their 

concerns, AI/AN groups that decline to participate in research projects may be stereotyped 

simply as “antiscientific.”599 

 

                                                             
596 Cited in Id. 
597 Vanessa Hiratsuka et al., Views of Biobanking Research Among Alaska Native People: The Role of Community 

Context, 6 PROGRESS IN COMMUNITY HEALTH PARTNERSHIPS 131 (2012). 
598 Arbour & Cook, supra note 576, at 155. 
599 Goering et al., supra note 216. 
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In brief, under “DNA on Loan,” a researcher becomes the steward of tribal biological 

materials, holding them for the purposes of research to which subjects and communities 

have consented. As the initiative’s original proponents explain, “unless otherwise stipulated, 

all blood and tissues accepted for research in aboriginal communities must be considered the 

continued property of the donor/community, that is ‘on loan’ to the researcher.”600 

 

From the realms of academia, “DNA on Loan” has entered the mainstream Canadian 

research lexicon. Article 13 of the Canadian Institutes for Health Research (CIHR) Guidelines 

for Health Research Involving Aboriginal People invoked the concept specifically, advising that 

“biological samples should be considered ‘on loan’ to the researcher unless otherwise 

specified in the research agreement.”601 The latest version of the Tri-Council Policy—the 

joint research ethics policy of CIHR, the Natural Sciences and Engineering Research Council 

of Canada, and the Social Sciences and Humanities Research Council of Canada—requires 

researchers, as a part of broader community engagement requirements, to “address and 

specify in the research agreement the rights and proprietary interests of individuals and 

communities, to the extent such exist, in human biological materials and associated data to 

be collected, stored and used in the course of the research.”602 The Policy goes on to note 

that efforts to “maintain control over, and access to, data and human biological materials 

collected for research” are “in accordance with Aboriginal world views about ‘full 

                                                             
600 Arbour & Cook, supra note 576, at 155. 
601 CANADIAN INSTITUTES OF HEALTH RESEARCH, GUIDELINES FOR HEALTH RESEARCH INVOLVING 

ABORIGINAL PEOPLE  (2011), http://www.cihr-irsc.gc.ca/e/29134.html (last visited August 15, 2012). Article 
13. 

602 Canadian Institutes of Health Research et al., supra note 457. Article 9.19. 
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embodiment,’ in which every part and product of the human body is sacred and cannot be 

alienated.”603 

Developing and publishing research policies setting out group views on biomedical research 

practices provides one means through which structured groups can improve recognition and 

appreciation of such risks by researchers and regulators. The ready availability of such 

publications would work synergistically with recommendations in Chapter Five that 

researchers seeking approval for biomedical research involving structured groups must either 

produce an RIA or evidence that the project would not have “substantial direct effects” on 

the group—for example, through a recognized group leader’s letter or an officially endorsed 

research policy. Already, many AI/AN tribes have developed research policies that have 

potentially educative functions.604 

 

While structured groups such as AI/AN tribes undoubtedly have the capacity to develop 

and publish authoritative research policies, to what extent can and should unstructured groups 

develop such policies? Members of unstructured groups frequently have diverse health-care 

values and mores, and may object strenuously to a small contingency of the group speaking 

on their behalf. For example, in surveys and discussion groups Ashkenazi Jews were hesitant 

about the use of a “gatekeeper” model for genetic research targeting their community. The 

researchers advised that participants wished to be able to decide for themselves whether to 

participate in a research project: “they had no interest in being represented by others, be they 

clergy, doctors, or communal leaders.”605  

                                                             
603 Id. Article 9.19. 
604 UNIVERSITY OF ARIZONA NATIVE PEOPLES TECHNICAL ASSISTANCE OFFICE, supra note 392. 
605 Davis et al., supra note 407. 



 

 

 

 
Researching Race Responsibly 

 

  

223 

 

With that caveat in mind, certain subsets of unstructured groups—bound by locality, 

organizational affiliation, religious adherence, or some other tie—may decide to develop and 

disseminate policies expressing their views on biomedical research. For example, a 

Community Coalition Board established to represent the predominantly African American 

partners of a preventative research center developed a set of ten community values to guide 

the center’s research. One of the more confronting was a repudiation of the testing of 

reproductive or other medical procedures on “people of color,” given the history of 

misuse.606 The Research Initiative Working Group of Lawrence, Massachusetts (a 

community characterized by largely Spanish speaking residents, high levels of poverty, and 

limited access to jobs and resources) created a set of guidance documents for research 

partnerships. Questions for research partnerships include, for example, provisions for 

benefit sharing, opportunities for mutual education, and roles in data analysis.607 

 

Individual policies developed by subsets of unstructured groups lack the generalizability of 

those promulgated by structured groups. However, to the extent that certain themes are 

evident in a number of policies—for example, concerns about testing reproductive 

procedures—these may point to a greater likelihood of “substantial direct effects” when 

research touches on these matters and, accordingly, the need for an RIA. 

                                                             
606 Daniel S Blumenthal, A Community Coalition Board Creates a Set of Values for Community-based Research, 3 

PREV CHRONIC DIS A16 (2006). 
607 Silka et al., supra note 190. 
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Building Commitment 

Research policies can provide biomedical researchers and others with information about 

minority group views on biomedical research and its attendant risks, but successful 

implementation also requires researcher commitment to mitigating these concerns. 

Unfortunately, many researchers presently eschew responsibility for critical reflection on the 

use of race and ethnicity in their research projects.608 

 

Interviews with geneticists working on the editorial boards of highly cited journals, for 

example, revealed a willingness to delegate concerns about racial and ethnic classifications to 

others, such as anthropologists and other human scientists. The authors advised, “This 

stance would … seem to leave geneticists free to continue their work without having to 

concern themselves unduly with classificatory problems outside of their control.”609 

Similarly, Linda Hunt and Mary Megyesi interviewed genetic researchers who routinely use 

racial and ethnic variables in their research. Although none viewed the categories as fully 

adequate or satisfactory, they continued to defend their use as a “convenient and efficient 

proxy variable.”610 

 

Interestingly, however, when researchers were asked to reflect on their own racial and ethnic 

background, contradictions became readily apparent. For example, one geneticist advised 

that he was born in Mozambique but had grandparents from Cape Verde and Portugal and, 

                                                             
608 See, eg, Smart et al., supra note 75., which notes geneticists’ widespread adoption of bureaucratic racial 

and ethnic classifications, with limited attention to their scientific acuity or ethical repercussions. 
609 Simon M. Outram & George T. H. Ellison, Anthropological Insights into the Use of Race/Ethnicity to Explore 

Genetic Contributions to Disparities in Health, 38 JOURNAL OF BIOSOCIAL SCIENCE 83, 89 (2006). 
610 Linda M. Hunt & Mary S. Megyesi, Genes, Race and Research Ethics: Who’s Minding the Store?, 34 JOURNAL 

OF MEDICAL ETHICS 495 (2008). 
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further, “if you go back a few generations, I’ve got people from all over the place.” For this 

reason, the race or ethnicity with which he identifies varies: 

 I usually go for “Other,” or something. But if I say “Other” then someone might look at me 
and say, “You’re not ‘Other, ’ you’re ‘White.’” I don’t know. At some point, I thought 
maybe I should put myself as “Hispanic.” But then, if you look at the definition of 
“Hispanic” it says “Spanish, South American, Mexican.” It's got a long list, but it doesn’t 
include Mozambique or Portugal, and so I think—“No, I don’t really want to say I’m 
Spanish,” so…. Then I think, “Well I have the one grandparent—I could go for that. But on 
the other hand I was born in Mozambique, so…611 

 

The seemingly entrenched “double-think” among researchers—that is, the veracity of 

bureaucratic racial and ethnic classifications as they apply to research subjects but not to 

themselves—suggests the need for widespread education and critical reflection. Interactions 

with concerned minority group members through the RIA process will go some way towards 

establishing a culture of critical thinking. Relevant tertiary school curricula and textbooks 

also provide credible avenues for intervention. Lundy Braun suggests that a medical school 

course on race could cover “geographical variations in specific allele frequencies for genes 

linked to particular disease processes, as well as the cultural practices, historical trends, and 

environmental conditions that favor their prevalence or not.”612 In this way, students would 

gain a better understanding of the differences between using race as a population concept 

and applying it to individual patients. 

 

At present, educational materials fail to address the complex interactions between biomedical 

outcomes and race and ethnicity. For example, in a review of eighteen anatomy textbooks 

                                                             
611 Hunt & Megyesi, The Ambiguous Meanings of the Racial/Ethnic Categories Routinely Used in Human Genetics 

Research, supra note 71. 
612 Lundy Braun et al., Racial Categories in Medical Practice: How Useful Are They?, 4 PLOS MED e271 (2007). 
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commonly used in universities and medical schools only four of the books dealt with human 

ancestral variation. The authors classified all of them as “rather superficial in content and 

outdated.”613 One textbook included a figure that purported to present the “principal races 

of humans,” being “Mongoloid, Caucaisoid, Negroid, people of the Indian subcontinent, 

Capoid and Australoid.”614  

 

Medical schools and liberal arts colleges have made fledgling attempts to develop courses 

and training modules on the vexed relationship between race and biology.615 Such a task, 

however, has proved difficult. In reviewing his experience teaching medical school students 

about “race” with a team of social scientists, Warwick Anderson noted the barriers to 

anthropologists and historians being perceived as clinically relevant. 

Too often we end up just occupying the “anti-science” slot or the “politically-correct” slot, 
no matter how subtle and sympathetic our actual engagement with science may be. Our 
institutional marginality and alienation can make whatever we say sound dubious. How much 
more discredited we are when “real scientists” are heard to say something different 
elsewhere in the curriculum.616 

 

Minority Racial and Ethnic Group Members 

Given the extent of disagreement among “expert” scientists about the potential role for race 

and ethnicity in biomedical research, how can minority racial and ethnic group members 

contribute constructively to decisions about particular research projects? This question feeds 

into a broader argument some raise against public participation in technical decision-making 

                                                             
613 Goran Štrkalj & Veli Solyali, Human Biological Variation in Anatomy Textbooks: The Role of Ancestry, 4 

STUDIES ON ETHNO-MEDICINE 157 (2010). 
614 Id. 
615 Warwick Anderson, Teaching `Race’ at Medical School: Social Scientists on the Margin, 38 SOCIAL STUDIES OF 

SCIENCE 785 (2008); GRINNELL COLLEGE, 2012 SPRING VARIABLE TOPIC AND SPECIAL TOPIC COURSE 

DESCRIPTIONS  (2012), http://web.grinnell.edu/registrar/schedules/Descriptions%20SP12.pdf (last visited 
August 15, 2012). 

616 Anderson, Teaching `Race’ at Medical School: Social Scientists on the Margin, supra note 615, at 788. 
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based on doubts about public understanding of the nature of science—the so-called “deficit 

model.”617 As Thomas Dietz and Paul Stern summarize the concern, public opinions might 

be “trivial, overprotective of certain interests or values, or lead to actions that are inefficient 

or disproportional to the threat or problem.”618  

 

Evidence—in particular, in the context of environmental decision-making—suggests that 

members of the public can improve the quality of technical decision-making.619 This bodes 

well for RIAs and other participatory strategies suggested in my dissertation. Clearly, 

however, an understanding of basic biomedical research concepts will strengthen minority 

group member input. More particular understanding of the use of race and ethnicity in 

biomedical research, including its scientific and ethical conundrums, is also essential. 

 

Some ongoing initiatives provide an instructive starting point in this regard. The Parkinson’s 

Disease Foundation (PDF), for example, offers a three-day learning institute to prepare 

persons with Parkinson’s disease for participation in the biomedical research pathway.620 In 

June 2012, PDF expanded its offerings to include an online research advocacy course.621 The 

curriculum includes sessions on the clinical research process, bioethics, current Parkinson’s 

disease research, informed consent, and avenues for course graduates to act as community 

                                                             
617 Carpini et al., supra note 589. 
618 DIETZ & STERN, supra note 41, at 64. 
619 Beierle, The Quality of Stakeholder-Based Decisions, supra note 48.; Broerse et al., supra note 356. 
620 Weisfeld et al., supra note 583., 25. See also PARKINSON’S DISEASE FOUNDATION, PARKINSON’S 

ADVOCATES IN RESEARCH  (2012), http://www.pdf.org/pair (last visited August 15, 2012). 
621 PARKINSON’S DISEASE FOUNDATION, The Parkinson’s Disease Foundation Announces the Addition of an 

Online Course to Its Signature Research Advocacy Training Program, PDF PRESS RELEASES AND STATEMENTS  (March 
29, 2012), http://www.pdf.org/en/media_pr/release/pr_1333113394 (last visited August 15, 2012). 
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advocates.622 In a different vein, the Mayo Clinic, in collaboration with the Center for 

Applied Ethics at the University of British Columbia, has published a booklet aimed at local 

residents to stimulate discussion on the Mayo Clinic’s biobank plans.623 The booklet 

describes in plain English what biobanks are and their scientific potential. It goes on to 

address perspectives from AI/AN tribes, disabled groups, and various religions, along with 

the costs and benefits of using race in biobanks.624 

 

While educational strategies such as these will be essential in promoting informed 

participation, ongoing critical examination of their adequacy and objectivity is warranted 

also. Julia Abelson, among other commentators, has linked concerns about the public’s 

ability to judge the adequacy and quality of information with the risk of participants being 

unduly influenced or undermined: deliberation may contribute to an informed public, but 

the question is “informed by whom and what?”625  

 

In her book Fatal Invention, African American lawyer Dorothy Roberts recounts her 

experience at a 2006 MIT conference on race-based medicines, at which she stated that there 

was no consensus among African Americans on their benefits. Juan Cofield, the New 

England branch President of the NAACP objected from the audience, “There is consensus 

supporting BiDil. The NAACP supports it, the Association of Black Cardiologists supports 

                                                             
622 PARKINSON’S DISEASE FOUNDATION, SAMPLE CURRICULUM  (2012), 

http://www.pdf.org/en/pair_curriculum (last visited August 15, 2012). 
623 MAYO CLINIC BIOETHICS RESEARCH PROGRAM, DNA BIOBANKING IN OLMSTED COUNTY: A 

DELIBERATIVE COMMUNITY ENGAGEMENT  (2012), http://biobank.mayo.edu/upload/booklet.pdf (last 
visited August 15, 2012). 

624 Id. 
625 Julia Abelson et al., Deliberations About Deliberative Methods: Issues in the Design and Evaluation of Public 

Participation Processes, 57 SOC SCI MED 239 (2003). 
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it, and the Black Congressional Caucus supports it.”626 Cofield then accused Roberts of 

“jeopardizing the lives of black people.”627 Of course, disagreement, in and of itself, is not 

problematic. Race-based medicine is a controversial issue on which people may reasonably 

disagree. The question is the basis for Cofield’s exacting views, and those of his 

contemporaries. Roberts goes on to discuss the close working and financial relationship 

between BiDil’s sponsor company, NitroMed, and several “black” organizations.628 A fair 

question, therefore, is the extent to which NitroMed’s commercially situated views on race-

based medicine molded the views of the organizations with which it collaborated.  

 

Ensuring balanced and impartial information sources for minority racial and ethnic group 

members is a daunting task. A first step is collaborative information development, as 

demonstrated by the Mayo Clinic biobanking information brochure. These should be made 

available to RIA participants and more broadly through the RIA registry proposed above. 

Open and constructive public dialogue is crucial, including as mediated by the mainstream 

media. The lack of information on the controversies associated with race-based medicine in 

many media reports on the controversy surrounding BiDil’s race-specific approval suggests 

room for improvement in this regard.629  

                                                             
626 ROBERTS, FATAL INVENTION, supra note 509, at 184. (Emphasis in original). 
627 Id. 
628 Id. at 184–185. 
629 See Timothy Caulfield & Simrat Harry, Popular Representations of Race: The News Coverage of BiDil, 36 THE 

JOURNAL OF LAW, MEDICINE & ETHICS 485 (2008) which reported that a slight majority of newspaper articles 
that reported on BiDil’s approval failed to mention the controversies surrounding the biology of race, leaving 
readers to consider its meaning for themselves. 
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Funding Strategies 

Chapter Three anticipated the financial and opportunity costs likely associated with RIA 

requirements. Given the already exorbitant cost of biomedical research, additional expenses 

from the reforms proposed in this dissertation could prevent researchers and sponsors from 

pursuing potentially beneficial research.630 In the related context of RES, commentators have 

advised that some studies have not been conducted due to the financial and logistical 

burdens of consultation requirements.631 Cost burdens also have impeded the 

implementation of CBPR projects.632 This raises questions about the need for targeted 

funding avenues for RIAs and other participatory strategies for biomedical research projects 

that have substantial direct effects on minority racial and ethnic groups and their members. 

 

In large part, a person’s views on the role for public funding will reflect his or her broader 

perspectives on the utility of racial and ethnic categories in biomedical research. For those 

who see reliance on race and ethnicity as a constructive step in the pathways towards 

personalized medicine, targeted funding of any additional regulatory requirements (such as 

those proposed in this dissertation) would likely be seen as integral to ensure ongoing 

research. Conversely, those who criticize any use of race or ethnicity in biomedical research 

may celebrate the increased cost imposed by additional regulatory requirements. I suggest a 

third approach: leveraging the costs associated with participatory strategies as a quality-

                                                             
630 Estimates of the average cost of drug development published in the past ten years range from $207 

million to $883.6 million. Published estimates of the cost of drug development have increased eight-fold from 
the 1960s to the 1990s and 2000s: Steve Morgan et al., The Cost of Drug Development: A Systematic Review, 100 
HEALTH POLICY 4 (2011). 

631 Neal. Dickert & Jeremy. Sugarman, Getting the Ethics Right Regarding Research in the Emergency Setting: 
Lessons from the PolyHeme Study, 17 KENNEDY INSTITUTE OF ETHICS JOURNAL 153, 160 (2007). (Internal 
citations omitted). See also Jill M. Baren & Michelle H. Biros, The Research on Community Consultation: An 
Annotated Bibliography, 14 ACADEMIC EMERGENCY MEDICINE 346 (2007). 

632 Parker et al., supra note 211; Brenner & Manice, supra note 211. 
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control measure for research with substantial direct effects on minority racial and ethnic 

groups and their members. 

 

Although the details need far greater attention if implemented, in broad strokes such a 

scheme could operate as follows:  

 An investigator seeking to conduct a biomedical study that meets the “substantial 

direct effects” threshold could apply for funds to cover RIA processes and other 

participatory strategies.  

 The funding body would assess the merits of the application, including its potential 

effects on minority groups and group members.  

 Investigators whose projects are not funded may rethink their studies so that they 

operate in a race-neutral way.  

 

Clearly, some shortcomings remain. Investigators involved with well-funded but 

inappropriately designed studies may proceed regardless of additional funding; while 

investigators seeking to initiate poorly funded but meritorious studies may give up 

altogether. Yet strategically designed RIA funding policies have the potential to facilitate the 

overarching goal of this dissertation: to improve the scientific robustness and ethical 

acceptability of racial and ethnic categories in biomedical research. 

The Broader Research Landscape 

The reforms suggested in this dissertation could go a long way towards increasing the ethical 

and scientific integrity of research targeting minority racial and ethnic groups or group 
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members. Yet the use of race and ethnicity in U.S. biomedical research is motivated, too, by 

broader commercial and regulatory factors. Commercial viability, including the availability of 

patent monopolies, will shape the products that enter into research and development. The 

incorporation of race and ethnicity into patent applications can be a means of extending the 

life of a product’s patent monopoly rights, or a means of defending against future assertions 

of overly broad drafting. Additionally, biomedical research and development is increasingly a 

global endeavor and, therefore, shaped by regulations in the countries in which studies will 

be conducted as well as those intended as a commercial market. While detailed analyses of 

these issues goes beyond the scope of this dissertation, their prominence in decision-making 

about research and development merits some discussion and suggestions for future research. 

Patents 

BiDil’s race-specific patent—that is, claiming monopoly rights over use of the combination 

drug for treatment of heart failure in African Americans—garnered much attention as an 

instrumental factor in the events leading to its race-specific registration. By reinventing the 

drug as “race-specific,” the inventor, Jay Cohn, was able to extend substantially his 

intellectual property monopoly rights on the drug combination.633 BiDil is by no means a 

one-off. Jonathan Kahn recently has reported that the U.S. and other jurisdictions are 

granting race-related patents at a growing rate.634  

 

How can this growth in race-related patents be explained? Beyond extending the life of 

expiring monopoly rights, as per the BiDil scenario, race and ethnicity can provide a 

                                                             
633 Cohn was the owner of a race-neutral patent over the same drug combination that expired in 2007. The 

revised race-specific patent confers intellectual property protection until 2020. Jonathan Kahn, Beyond BiDil: The 
Expanding Embrace of Race in Biomedical Research and Product Development, 3 ST LOUIS UNIVERSITY JOURNAL OF 

HEALTH LAW AND POLICY 61 (2009). See also Kahn, Race in a Bottle: Scientific American, supra note 173. 
634 Jonathan Kahn, Patenting Race, 24 NATURE BIOTECHNOLOGY 1349 (2006). 
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defensive tool to protect a patent against future invalidity challenges. Illustrative in this 

regard is the conversion of Myriad Genetics’ patent over certain breast cancer predisposition 

mutations to an “Ashkenazi Jewish” patent in the European Union. Although most 

jurisdictions initially accepted the broad and controversial patents,635 the threat of opposition 

proceedings in the European Union resulted in a significant narrowing.636 In its amended 

form, the patent covered only a single mutation in “Ashkenazi Jewish women”—the ethnic 

group on which most research had focused.637 Gert Matthijs of the Belgian Society of 

Human Genetics explains the inequitable commercial consequences as follows: 

Women coming to be tested for breast cancer will have to be asked whether they are 
Ashkenazi Jewish or not. If they are, the healthcare providers will only be able to offer the 
test if they paid a license, or they will have to send the women’s samples abroad. Women 
who are not Ashkenazi Jewish—or who just don’t know that they have Ashkenazi Jewish 
ancestors—will be entitled to a test which is free.638  

 

Jonathan Kahn articulates another reason for the inclusion of race and ethnicity in patent 

claims: requests from patent examiners.639 In one instance, an examiner rejected a patent 

claiming a method of screening “a human individual” for genetic predisposition to allergic 

hypersensitivity reactions because the studies had been conducted only in “Caucasians” and 

                                                             
635 In the U.S., the patents have come under scrutiny in Association for Molecular Pathology et al v. United States 

PTO et al 653 F.3d 1329 and related cases. Similar litigation has been launched in the Federal Court of Australia: 
Louise Hall, Patient Advocates Test Law on Human Gene Patents, Sydney Morning Herald , 
http://www.smh.com.au/technology/sci-tech/patient-advocates-test-law-on-human-gene-patents-20120220-
1tjo7.html (last visited August 15, 2012). 

636 Myriad Genetics, Chromosome 13-linked Breast Cancer Susceptibility Gene BRCA2 (2005) EP 785216. Within 
nine months of the European Patent Office granting a patent, a member of the public may file an opposition 
on the grounds that the subject-matter of the patent is not patentable, the invention is not disclosed in such a 
way that a person skilled in the art could carry it out, or that the patent's subject-matter extends beyond the 
content of the application. EUROPEAN PATENT OFFICE, Oppositions, APPLYING FOR A PATENT  (February 19, 
2012), http://www.epo.org/applying/european/oppositions.html (last visited August 15, 2012). 

637 Alison Abbott, Europe Pares Down Double Patents on Breast-Cancer Gene, 433 NATURE 344 (2005). See 
discussion of this case in MATTHEW RIMMER, INTELLECTUAL PROPERTY AND BIOTECHNOLOGY 196–199 
(2008); Jordan K. Paradise, Lessons Form the European Union: The Need for a Post-Grant Mechanism for Third-Party 
Challenge to U.S. Patents, 7 MINN. J.L. SCI. & TECH. 315 (2005). 

638 European Society of Human Genetics, EPO Upholds Limited Patent on BRCA2 Gene: Singling Out an Ethnic 
Group Is a “Dangerous Precedent” Says European Society of Human Genetics (2005). 

639 Jonathan Kahn, Mandating Race: How the USPTO Is Forcing Race into Biotech Patents, 29 NATURE 

BIOTECHNOLOGY 401 (2011). 
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“Asians.” Instead of applying monopoly rights simply to “humans,” the examiner limited the 

claim to those racial groups on which research had been conducted. An almost identical 

scenario played out in relation to a patent claim for a prostate cancer predisposition gene, 

which an examiner rejected on the basis that the mutation was unlikely to be significant in all 

racial populations. In both instances, the Board of Patent Appeals and Interferences (BPAI) 

reversed the examiner’s decision.640 

 

Detailed consideration of potential reforms to the patent system to address race-related 

claims is beyond the scope of this dissertation. As a starting point, however, patent 

examiners and applicants require education and training on the appropriate use of race and 

ethnicity in biomedical patent claims. Importantly, for an applicant to seek BPAI corrections 

to examiner-driven racial or ethnic limitations in patent claims, they must continue through 

an arduous appeals process. Kahn justifiably asks “How many applicants simply accede to 

the examiners’ demands and incorporate racial categories into their patents to avoid the long, 

drawn-out process of appeal?”641 In Chapter Six, I recommend that the FDA develop, 

through deliberative processes, a guidance document on the inclusion of race and ethnicity 

in product marketing applications. Foreseeably, the U.S. Patent and Trademark Office (U.S. 

PTO) could develop an equivalent document for use by examiners and applicants, including 

providing applicants with more certain grounds on which to appeal to the BPAI an 

examiner’s requests for inclusion of race-related limitations.  

 

                                                             
640 Id. The BPAI, on the written appeal of an applicant, reviews adverse decisions of examiners upon 

patent applications. Each appeal is heard by at least three members of the Board: 35 U.S.C. §6. 
641 Id. 
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Furthermore, future scholarly attention is warranted also for strategies for expanding the 

scope for interested parties (including members of affected minority groups) to object to 

patent claims, including those that limit monopoly rights to use only by minority racial or 

ethnic group members. Notably, the America Invents Act of 2011 implements an inter partes 

review procedure, which allows any person to file a petition with the U.S. PTO for patent 

review.642 Theoretically, affected group members could challenge a patent’s validity under the 

Declaratory Judgment Act of 1934, the strategy adopted in ongoing U.S. litigation 

challenging Myriad’s patents over breast cancer predisposition genes.643 In both courses of 

action, however, the claim must breach a condition of patentability—that is, patentable 

subject matter, novelty and non-obviousness. In and of itself, restricting a claim to a specific 

racial or ethnic group does not appear to impinge on these requirements. 

Foreign Drug Regulatory Requirements 

Much of the scholarship on the use of race and ethnicity in biomedical research has focused 

on African American enrollment, and to a lesser degree, Hispanics and AI/AN tribes. While 

African Americans were the most common racial or ethnic group identified in race-based 

biomedical studies on ClinicalTrials.Gov, a relatively large number sought to enroll Japanese 

or other Asian subjects. Many of these had quite specific characteristics, including: a clinical 

drug intervention, often early-phase; industry sponsorship; and highly detailed racial or 

ethnic definitions.644 Janssen Research & Development, for example, sponsored one Phase I 

trial that enrolled ninety-four Japanese and Caucasian men to assess the safety and 

                                                             
642 Enacted as 35 U.S.C. § 311. Previously, unlike jurisdictions such as the European Union, the U.S. did 

not have “opposition proceedings,” under which a third party could oppose the grant of a patent. 
643 Association for Molecular Pathology et al v. United States PTO et al 653 F.3d 1329. 
644 Chapter Seven provides explanations of the various clinical drug trial phases, from Phase I (early stage) 

trials through to Phase IV (post-marketing approval) studies. 
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pharmacokinetics of a new drug. To be eligible, those who identified as Japanese were 

required to:  

 be of Japanese descent; 

 have resided outside of Japan for no more than five years; 

 have Japanese parents, and maternal and paternal grandparents; and 

 have a valid Japanese passport. 

 

Interestingly, the only definitional requirement for Caucasian participants was having 

Caucasian parents.645 Table 7.1 provides an illustrative list of these trials. Further information 

is available in Appendix A. 

 

                                                             
645 ClinicalTrials.Gov, A Study of the Safety and Pharmacokinetics of JNJ-38518168 in Japanese and 

Caucasian Male Participants and the Effect of JNJ-38518168 on the Blood Levels of Midazolam 
(NCT01442532) , http://clinicaltrials.gov/ct2/results?term=NCT01442532 (last visited August 17, 2012). 
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Table 7.1: Industry-Sponsored Clinical Drug Trials Enrolling “Asians” 

 
Title Sponsor Study Location Phase Definition CTN 

A 24-week Study of Fluticasone 
Furoate/Vilanterol Inhalation 
Powder in Subjects of Asian 
Ancestry With COPD 

GlaxoSmithKline USA, China  Phase 3 Asian ancestry NCT01376245 

A Study of Early Immunologic 
Response in Asian Patients With 
Chronic Hepatitis B, Treated With 
Pegasys (Peginterferon Alfa-2a 
(40KD)), Nucleoside Analogues, or 
Both 

Hoffmann-La Roche USA, New 
Zealand, 
Singapore, Taiwan 

Phase 1 Southeast and/or East Asian origin NCT00962871 

A Study of LY2484595 in Healthy 
Subjects 

Eli Lilly and Company 
 

USA Phase 1 A first-generation Japanese subject is 
Japanese and was born in Japan and 
whose parents and grandparents are 
Japanese and were born in Japan. A 
first-generation Chinese subject is 
Chinese and was born in China 
(mainland or Taiwan) and whose 
parents and grandparents are Chinese 
and were born in China 

NCT01450098 

Comparison of Brivanib and Best 
Supportive Care to Placebo for 
Treatment of Liver Cancer for Asian 
Subjects Who Have Failed Sorafenib 
Treatment (BRISK-APS) 

Bristol-Myers Squibb China, Korea, 
Singapore, Taiwan 

Phase 3 Asian ethnicity NCT01108705 

Japanese Bridging Study Conducted 
in the United States 

Bristol-Myers Squibb USA Phase 1 Subject born in Japan, has not lived 
outside of Japan >10 years, maternal 
and paternal Japanese ancestry 

NCT00947245 

Pharmacodynamic and 
Pharmacokinetic Study of E3710 
Following Oral Administration to 
Healthy, Male, Japanese Subjects 

Eisai Inc. 
 

USA Phase 1 Born in Japan of Japanese parents and 
Japanese grandparents, have lived < 5 
years outside of Japan and not changed 
their life style or habits while living 
outside of Japan. 

NCT01390714 

Pharmacokinetic Study of Single and 
Repeated Dose of Roflumilast 500 
µg in Healthy Chinese Subjects 

Nycomed 
 

China Phase 1 Chinese ethnic origin NCT01354782 
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Pharmacokinetics and 
Pharmacodynamics, Efficacy and 
Safety of Omalizumab in Japanese 
Children (6 - 15 Years) 

Novartis 
Pharmaceuticals 

Japan Phase 3 Japanese NCT01155700 

Pharmacokinetics of Ridaforolimus 
in Chinese Participants (MK-8669-
059) 

Merck China Phase 1 Chinese descent with all 4 biological 
grandparents born in China of Chinese 
descent 

NCT01380184 

Phase 1 Study to Evaluate the PK, 
Safety, Tolerability of BIIB023 in 
Chinese, Japanese, and Caucasian 
Healthy Volunteers 

Biogen Idec 
 

Australia, China Phase 1 N/A NCT01407406 

Safety and Efficacy of Boceprevir in 
Asia Pacific Participants With 
Chronic Hepatitis C Genotype 1 
(P07063) 

Merck Korea Phase 3 “Local” ancestral descent NCT01390844 

A Pharmacokinetic Study of 
RO4917523 in Healthy Japanese and 
Caucasian Subjects 

Hoffmann-La Roche USA Phase 1 Japanese subjects must have Japanese 
parents and grandparents who were 
born in Japan. Caucasian subjects must 
have 4 Caucasian grandparents 

NCT01368926 

A Study of Lebrikizumab in Healthy 
Japanese and Caucasian Volunteers 

Genentech USA Phase 1 Caucasian, Japanese, or non-Japanese 
subjects. Caucasian or non-Japanese 
subjects will have no parents or 
grandparents of Japanese descent; 
Japanese subjects must be first, second 
or third generation 

NCT01423318 

A Study of the Safety and 
Pharmacokinetics of JNJ-38518168 
in Japanese and Caucasian Male 
Participants and the Effect of JNJ-
38518168 on the Blood Levels of 
Midazolam 

Janssen Research & 
Development 

USA Phase 1 Of Japanese descent who has resided 
outside of Japan < 5 years and whose 
parents and grandparents are Japanese. 
Japanese participants must have a valid 
Japanese passport. A non-Hispanic 
Caucasian participant who has 
Caucasian parents as determined by 
participant's verbal report. 

NCT01442532 

Phase 1 Study to Evaluate the PK, 
Safety, and Tolerability of BG00012 
in Chinese, Japanese, and Caucasian 
Healthy Volunteers (109HV108) 

Biogen Idec Australia, China Phase 1  Chinese and Japanese subjects must 
have all grandparents of Chinese or 
Japanese origin; have lived outside of 
China or Japan for < 5 years; not have 
significantly changed diet since leaving 
their country of origin. 

NCT01453426 
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The studies listed in Table 7.1 are remarkable for their specificity: no other race-based 

studies have anything like their level of definitional detail. How can we best understand this 

trend? Here, some background is germane.  

 

Historically, Japan did not accept clinical data drawn from studies that took place outside the 

country. Almost always, Japan’s drug regulatory authority, the Pharmaceuticals and Medical 

Devices Agency (PMDA), asked manufacturers to repeat their testing with Japanese 

subjects.646 The International Conference on Harmonization of Technical Requirements for 

Registration of Pharmaceuticals for Human Use (ICH) guidance document E5 Ethnic Factors 

in the Acceptability of Foreign Clinical Data (ICH E5), issued in 1998, somewhat streamlined the 

international drug approval process.647 In brief, ICH E5 provides that if clinical and non-

clinical data developed in one region satisfy the requirements for drug approval in another, 

but there is a general concern about possible ethnic differences between the regions, then 

one bridging study should be sufficient to extrapolate the data to the new region.648 Sandy 

Gupta explains the three-step process as follows: 

The first step is assessment of completeness of clinical trial data package of the medicine and 
if clinical trial data package is found to be complete then second step is to assess the 
product’s sensitivity to ethnic factors and third and final step is to judge the requirement of 
bridging study (if needed) based on the medicine’s sensitivity to ethnic factors and on the 
likelihood that extrinsic ethnic factors could affect the medicine’s safety, efficacy, and dose-
response.649  

                                                             
646 Wen‐ Hua Kuo, Understanding Race at the Frontier of Pharmaceutical Regulation: An Analysis of the Racial 

Difference Debate at the ICH, 36 THE JOURNAL OF LAW, MEDICINE & ETHICS 498 (2008). 
647 ICH comprises drug regulatory authorities and pharmaceutical industry stakeholders in Europe, Japan 

and the U.S., with the aim of harmonizing scientific and technical aspects of drug registration: INTERNATIONAL 

CONFERENCE ON HARMONISATION OF TECHNICAL REQUIREMENTS FOR REGISTRATION OF 

PHARMACEUTICALS FOR HUMAN USE, ICH OFFICIAL WEB SITE  (2012), http://www.ich.org/ (last visited 
August 15, 2012). 

648 FOOD AND DRUG ADMINISTRATION, GUIDANCE FOR INDUSTRY: E5 - ETHNIC FACTORS IN THE 

ACCEPTABILITY OF  FOREIGN CLINICAL DATA  (September 2006), 
http://www.fda.gov/downloads/.../Guidances/ucm129323.pdf (last visited July 27, 2012). 

649 Sandeep Kumar Gupta, Implications of ICH-E5: Assessment of Drug’s Sensitivity to Ethnic Factors and Necessity 
of a Bridging Study for Global Drug Development, 2 PERSPECT CLIN RES 121 (2011). 
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A national regulatory authority has discretion to determine for itself what ethnic differences 

mean and whether a bridging study is needed.650 Notably, the PMDA has exercised its 

authority to ask “almost all” producers to provide local clinical data for review and rejected 

those studies that aimed to generate Japanese clinical data only to complement the 

application package.651  

 

The PMDA imposes strict requirements on clinical data generated from studies conducted 

outside of Japan on Japanese subjects. Typically, it does not recognize data based on subjects 

from other Asian states as a substitute for that based on Japanese subjects, nor does it 

automatically count Japanese persons living overseas as “Japanese subjects.”652 Employees of 

one contract research organization have advised, “In order for a subject to be described as 

an eligible Japanese subject, both of the volunteer’s parents and all grandparents must be 

Japanese. The volunteer must have been born in Japan, have a valid Japanese passport and 

must not have lived outside Japan for more than five years.”653 These requirements are 

strikingly consistent with many of the definitions in studies identified on 

ClinicalTrials.Gov.654 Moreover, the identified studies suggest that China is adopting similar 

requirements to Japan to decide who qualifies as Chinese. 

 

                                                             
650 FOOD AND DRUG ADMINISTRATION, Guidance for Industry: E5 - Ethnic Factors in the Acceptability of  Foreign 

Clinical Data, supra note 648.; Wen-Hua Kuo, Bridging Studies in Japan and Taiwan: A Dynamic Evolution in Regulating 
Ethnic Differences, 43 DRUG INFORMATION JOURNAL 3. 

651 Kuo, Bridging Studies in Japan and Taiwan, supra note 650. 
652 Id., based on a question and answer document issued by the Japanese Ministry of Health, Labor and 

Workforce. 
653 Keith Berelowitz & Jorg Taubel, Early Phase Japanese Bridging Studies; Their Global Significance and What to 

Look for When Selecting a Suitable Contract Research Organisation to Conduct These Studies, 22 CR FOCUS (2011). 
654 Appendix A and Table 7.1. 
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Given the PDMA’s long-standing prerequisites for “Japanese” subjects, and indications that 

China is adopting similar requirements, some biomedical research projects are likely to retain 

racial and ethnic categorizations—if only to distinguish these groups from a baseline 

(typically “Caucasian”) comparator. To date, few links have been drawn between reliance on 

race and ethnicity in U.S. domestic biomedical research, and racial and ethnic categorizations 

fuelled by today’s global pharmaceutical landscape.  

 

While this dissertation is not the place to embark on a critique of requests for national-

specific clinical trials, several rationales are apparent. First, the issue at the heart of this 

dissertation: the potential for population-level genetic differences to affect a drug’s safety or 

efficacy. Notably, about one-third of the new drugs approved in Japan between 2003 and 

2005 have a different recommended standard dosage than in the U.S. and European Union, 

which may reflect such population-level differences.655 Yet the reason for differences in 

recommended dosages could stem also from a second explanation for national-specific 

clinical trials: contrasting cultural perceptions of risk. Kae Nakashima and other Japanese 

researchers compare the U.S. approach of achieving “optimal effectiveness with an 

acceptable level of adverse events” with the Japanese position “favoring moderate safety and 

moderate efficacy.”656 A third argument for national-specific clinical trials, at least in the 

Japanese context, is cultural conceptions of “minzoku.” In comparison to Western 

presumptions of the essential arbitrariness of race and ethnicity, Japanese start from a 

premise of relevant national differences.657 Minzoku includes all qualifications of being 

                                                             
655 K. Ichimaru et al., Effective Global Drug Development Strategy for Obtaining Regulatory Approval in Japan in the 

Context of Ethnicity-Related Drug Response Factors, 87 CLINICAL PHARMACOLOGY & THERAPEUTICS 362 (2010). 
656 K Nakashima et al., Approaches to Japanese Dose Evaluation in Global Drug Development: Factors That Generate 

Different Dosages Between Japan and the United States, 90 CLIN. PHARMACOL. THER. 836 (2011). 
657 Kuo, Understanding Race at the Frontier of Pharmaceutical Regulation, supra note 646. 
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Japanese including, for example, “holding Japanese citizenship, following Japanese etiquette, 

speaking Japanese, having Japanese bodily characteristics, having been born in Japan, 

understanding traditional Japanese stories, naniwabushi, living in Japan, eating sashimi, and 

other Japanese traits.”658 Not coincidentally, these align closely with PDMA requirements for 

“Japanese” clinical trial participants. Further work is warranted on the role for race and 

ethnicity in global drug regulatory environments. 

Conclusion 

My dissertation seeks to bridge the gap between scientists, social scientists, and affected 

minority racial and ethnic group members in understanding the costs and benefits of using 

racial and ethnic categorizations in biomedical research. I look to participatory strategies—

most notably, RIA processes—to open up communicative spaces and thereby facilitate 

constructive dialogue on scientifically and ethically acceptable research practices. Yet there 

are many challenges to overcome in order to implement such reforms. 

 

The RIA and impact assessments more generally are emerging concepts, best practices for 

which remain relatively opaque. Failure to provide researchers and regulators with clear 

direction on the methods for undertaking an RIA could result in considerable 

implementation difficulties. Trialing and evaluating a range of implementation methods, 

including drawing on CBPR experiences, provides a first step in this regard. CBPR 

practitioners have experience collaborating with minority group members on research 

projects, including an understanding of the steps necessary to build trust and possible 

                                                             
658 Id. 
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collaborative pitfalls. To facilitate information sharing among researchers, regulators and 

other affected persons on best-practice implementation, I propose the establishment of a 

publicly accessible registry of RIAs and associated information. 

 

The knowledge and commitment of the parties involved in RIAs and other participatory 

strategies proposed in this dissertation is crucial for their effective implementation. This, in 

turn, will depend on the success of targeted education efforts, including in relevant tertiary 

curricula and among minority racial and ethnic group members. The mainstream media also 

will play a key role in prompting public dialogue on the relationship between biomedical 

outcomes and race and ethnicity. 

 

Finally, evaluating the likely impact of my dissertation’s proposals obliges reflection on the 

multifaceted reasons why investigators and sponsors include racial and ethnic categories in 

biomedical research. Commercial incentives, including the availability of patent monopolies, 

and demands of foreign drug regulatory agencies, are both instrumental in this regard. 

Comprehensively reforming the implications of biomedical research on minority racial and 

ethnic groups and their members will require going beyond standard domestic research 

regulation to also encompass broader commercial and regulatory motivators. 
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