
Webs of discourse: Caging human
subjects as research objects

Item Type text; Dissertation-Reproduction (electronic)

Authors Frank, Cynthia A.

Publisher The University of Arizona.

Rights Copyright © is held by the author. Digital access to this material
is made possible by the University Libraries, University of Arizona.
Further transmission, reproduction or presentation (such as
public display or performance) of protected items is prohibited
except with permission of the author.

Download date 26/05/2023 09:27:32

Link to Item http://hdl.handle.net/10150/290028

http://hdl.handle.net/10150/290028


WEBS OF DISCOURSE: 

CAGING HUMAN SUBJECTS AS RESEARCH OBJECTS 

by 

Cynthia A. Frank 

Copyright © Cynthia A. Frank 2004 

A Dissertation Submitted to the Faculty of the 

DEPARTMENT OF HIGHER EDUCATION 

In Partial Fulfillment of the Requirements 
For the Degree of 

DOCTOR OF PHILOSOPHY 

In the Graduate College 

THE UNIVERSITY OF ARIZONA 

2  0 0 4  



UMI Number: 3131598 

Copyright 2004 by 

Frank, Cynthia A. 

All rights reserved. 

INFORMATION TO USERS 

The quality of this reproduction is dependent upon the quality of the copy 

submitted. Broken or indistinct print, colored or poor quality illustrations and 

photographs, print bleed-through, substandard margins, and improper 

alignment can adversely affect reproduction. 

In the unlikely event that the author did not send a complete manuscript 

and there are missing pages, these will be noted. Also, if unauthorized 

copyright material had to be removed, a note will indicate the deletion. 

UMI 
UMI Microform 3131598 

Copyright 2004 by ProQuest Information and Learning Company. 

All rights reserved. This microform edition is protected against 

unauthorized copying under Title 17, United States Code. 

ProQuest Information and Learning Company 
300 North Zeeb Road 

P.O. Box 1346 
Ann Arbor, Ml 48106-1346 



The University of Arizona ® 
Graduate College 

As members of the Final Examination Committee, we certify we have read the 

dissertation prepared by Cynthia A. Fratik 

entitled, WEBS OF DISCOURSE: 

CAGING HUMAN SUBJECTS AS RESEARCH OBJECTS 

and recommend that it be accepted as fulfilling the dissertation requirement for the 

Degree of Doctor of Philosophy 

AI I'ML/ /Vi/ 

Sheila Slaughter 

Gary Rhoade& 
yj / / 

Jcnnitcr Croissant 

date 

date 

date 

date 

Final approval and acceptance of this dissertation is contingent upon the 
candidate's submission of the final copies of the dissertation to tlie Graduate College, 

I hereby certify that I have read this dissertation prepared under my direction 
and reeoinmend that it be accepted as fulfilling the dissertation requirement. 

fa,io4f. 
.J 

Disseilation Director; Sheila Slatghter 

A. y/r/#y 
date 



3 

Statement by Author 

This dissertation has been submitted in partial 
fiiltlllment of requirements for an advanced degree at The 
University of Arizona and is deposited in the University 
Library to be made available to borrowers under rules of the 
Library. 

Brief quotations from this dissertation are allowable 
without special permission, provided that accurate 
acknowledgment of source is made. Requests for permission 
for extended quotation from or reproduction of this 
manuscript in whole or in part may be grmited by the copyright 
holder. 

SIGNED: 
/ 



4 

Acknowledgements 

I am deeply grateful for the intellectual guidance provided by my dissertation 

committee - Sheila Slaughter, Gary Rhoades, Jennifer Croissant, Joseph Bonito, and 

Eileen Meehan. Their support, direction and encouragement kept me focused, while at 

the same time allowing me the intellectual freedom to pursue my vision. 

Special thanks to John Hall, who was always willing to listen and to Gates 

Matthew Stoner, who was always ready to explain esoteric theories. Thanks also to the 

classified staff at The University of Arizona, especially to the staff at the Division of 

Biomedical Communications. Finally, thanks must also go to all human subjects 

whose participation in research makes scientific advancement possible. 



5 

Dedication 

To my family... 

Carey, Stephanie and Jennifer 

Thanks for your unfailing support and encouragement. 

You anchored me during difficult times. 

& 

In loving memory of 

Dustin Burgess Frank 

1986-2003 



6 

Table of Contents 

List of Figures 9 

List of Tables 10 

Abstract 11 

Chapter 1 - introduction 12 

Introduction 12 
History 13 
CuiTcnt system 20 
Simimary 24 

Chapter 2 - Studying the system of liiiman subjects' protections 30 

Theoretical perspectives ,.,30 
Research questions 35 
Overall methodology 37 
Dissertation structure 40 

Chapter 3 - The Chronicle articles 43 

The Chronicle of Higher Education 43 
Operationalization 44 
How many articles? 46 
Institutional actors 50 
Who speaks? 54 

Chapter 4 - The Chronicle articles 60 

Problems 60 
Money 65 
Progress 73 
Power Differentials 79 

Solutions 82 

Chapter 5 - Government reports 85 

GAO reports 86 
IG reports 91 
National Bioethics Advisory Commission report 100 

Chapter 6 - liistitutional review board webs and maHdated change...... 110 

Introduction 110 
Metliodology 112 
Results and discussion 117 



7 

Table of Contents - continued 

Administrative leadership U 7 
Facilitative suhstnictures 122 
Institutional subsystems 124 

Conclusion 130 

Chapter 7 - Building the lattice; Use of institutional review board web sites 132 

Introduction 132 
Methodology 133 
Results and discussion 134 

Voices of authority 135 
Voices of implementation 136 
Voice of ethics 143 

IDF summary 146 
Conclusion... 148 

Chapter 8 - Framing ia public spaces 152 

Introduction 152 
The stories 154 

Jesse 154 
Ellen 158 

Themes from the stories 162 
Political economic analysis 164 
Conclusion 170 

Chapter 9 - Court cases 172 

Introduction 172 
Post hoc lawsuits 173 
Cases against insurance companies 173 
Freedom of Information Act: National security & economics 175 
The radiation cases 178 
The structure of the law 181 
Conclusion 188 

Chapter 10 - Organizations 190 

Introduction 190 
Meta-orgaiiizations 194 

Educational programs 194 
Standards and accreditation 197 

Professional organizations 202 
Ethic statements and professional standards 203 
Oral historians 206 
Association of Internet Researchers 209 



8 

Table of Contents - continued 

Conclusion 213 

Chapter 11 -Coiicliision 215 

Overview of results 215 
Implications and future directions 225 

Appendix - The rights of human subjects 233 

References ,..236 



9 

List of Figures 

Figure 1,1: The Common Rule, participating departments and agencies 17 
Figure 1.2: Oversiglit of the system of human subjects' protections 20 
Figure 1.3: Structural change within Health and Human Services 22 
Figure 3.1: Number of articles per year. 46 
Figure 3.2: Actors & articles ~ summary by year 52 
Figure 3.3: Institutional actors - percentage of articles 53 
Figure 3.4: Academic appointments of professors who speak 56 
Figure 6.1: Good graphic design 120 
Figure 6.2: Poor graphic design 121 
Figure 7.1, DaVinci's Vitruvian Man 145 
Figure 7.2, People in a flask 145 
Figure 11.1, Continuum of interests 219 



10 

List of Tables 

Table 1.1: Selected Events in the Development of the System of Hmnan Subjects 
Protections 24 
Table 3.1: Actors and descriptions 50 
Table 4.1; Problems and issues 61 
Table 5.1: Summary of the system of human subjects' protections 88 
Table 5.2: Changing environment for IRBs 92 
Table 5.3: NBAC recommendations 104 
Table 5.4: Summary of structural and functional issues 108 
Table 6.1: Document table 123 
Table 7.1: Themes of social power and responsibility 137 
Table 10.1: Organizational actions across time 192 



11 

Abstract 

The system of human subjects' protections has recently gone through many 

changes. Overtly, the structural and functional changes are justified by rhetorical 

claims of increasing protections for research subjects. Yet, change represents an 

opportunity for a restructuring of the system in ways not immediately obvious. So, 

despite rhetorical claims of increased protections for subjects, what problems are 

delineated and how is the system of human subjects' protections constituted? 

Examination of the structure md functioning of the system, utilizing a blend of 

social constructivism, science and technology theories, and power theories, as well as 

a multi-layered, multi-dimensional examination of the system of human subjects' 

protections points to multiple social actors with many different interests. Many of 

these actors claim to speak for the subjects; however the subjects themselves do not 

speak in venues where policy is decided. Many problematic aspects of the system of 

human subjects' protections are delineated; however, few of the problematic aspects 

were addressed by the recent structural and functional changes made to the system. 

Overall, the current structural and functional aspects of the system of human 

subjects' protections do not necessarily support rhetorical claims of increased 

protections for subjects. As the system came under pressure from public scrutiny, the 

adjustments which followed tended to benefit institutional interests rather than human 

subjects. 
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Chapter 1 - Introduction, 

Introduction 

Effective October 1,2000, the National Institutes of Health required education 

"on the protection of human research participants for all investigators submitting NIH 

applications for grants or proposals for contracts or receiving new or non-competing 

awards for research involving human subjects..." (Required Education..2000). This 

announcement seemed simple; just one more bureaucratic requirement. In reality 

though, the Nffi mandate is one of many recent changes made in response to a series 

of adverse events and negative publicity about the system of human subjects' 

protections. 

Overtly, the structural and functional changes in the system of human subjects' 

protections are justified by rhetorical claims of better protection for research subjects. 

Clearly, no one wants a research subject to be harmed. Are these rhetorical claims 

justified — do the changes actually increase protections for human research subjects -

or does the system serve other purposes and if so, what are those purposes? 

The system of human subjects' protections is a human system, as such, its 

structure and function has been shaped by an amalgamation of many different interest 

groups. Indeed, the system ofhuman subjects' protections is a complicated tangle of 

rules, regulations, and policies which have developed over the past forty years. Thus, 

recent changes in the system must be historically situated as well as contextually 

examined. Because a basic understanding of the history of the system is important to 
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understanding the current system, this chapter stiramarizes key historical events 

leading up to the current system. Specific research questions are then explored and 

discussed in chapter two. 

History 

The use of humans in research dates back thousands of years. "One of the 

earliest written provisions relating to tlie practice of medicine is from the Code of 

Hammurabi, written in Babylon in about 1750 b.c." (Kushe & Sanger, 1998, p. 4). The 

Code stipulates penalties for doctors who cause injury or death. Moving to more 

recent history, Lederer details human experimentation from the 1870s-1940s, 

including many ethical discussions from the era about such experimentation (1995). 

While the use of humans as subjects has a long history, the history of formally 

protecting such volunteers is a relatively recent development. The first federal 

regulations dealing with medical experimentation were not instituted until 1962, 

fifteen years after the Nuremberg trials. 

The Nuremberg Code, one of the touchstones of the ethical use of humans in 

research, was developed during the Nazi physicians' trial in 1946-1947 as a response 

to the claim that German scientists were just following world-wide research practices. 

The defense put on trial, ".. .human research practices in the United States and 

elsewhere before, during, and even after the war" (Moreno, 2001). Especially 

troublesome was the malaria experiment where in the early 1940s, 800 U.S. prisoners 

were deliberately infected with malaria to test an anti-nialaria drug (pp. 66-71). The 
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American Medical Association responded to this argument by appointing Andrew Ivy, 

a medical, professor at the University of Illinois, as its representative to the Nuremberg 

trials. 

To counter the German claim, Andrew Ivy wrote a code of ethics, claiming he 

had merely fornialized accepted practice. He then lobbied to have it accepted by the 

American Medical Association (AMA), in 1946. After Ivy's testimony in 1947, the 

Nuremberg judges placed the series of 10 points, including voluntary consent, 

avoidance of undue risk, and the right of subjects to end the experiment, into the final 

trial determination (Moreno, 2001) and it became known as the Nuremberg Code. 

While the Nuremberg Trials brouglit to light many unetliical state funded 

experiments, the first federal attempt to actually regulate the use of humans in research 

developed as a reaction to the Thalidomide tragedy. In 1962, news of numerous birth 

defects resulting from the use of Thalidomide, a drug used by pregnant women, 

horrified the public. The 1962 Kefauver-Harris amendments to the Federal Drug and 

Cosmetic Act constituted the first federal law requiring the consent of research 

subjects. 

The spirit of the law was not always followed, as evidenced by the Jewish 

Chronic Disease Hospital scandal. In 1965 live cancer cells were injected into patients 

at the Jewish Chronic Disease Hospital. The experiment was designed to determine 

whether patients, hospitalized for other diseases, could fight off cancer. The patients 

were not told that the injections were live cancer cells. The patients were not told that 

the injections were experimental, not part of standard medical treatment. After the 
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Jewish Chronic Disease Hospital experiment became public, the National Institutes of 

Health (NIH) instituted policy changes. The NJH policy changes included a 

formalized ethical review process of proposed experiments by an Institutional Review 

Board (IRB); however the review boards were not subject to federal regulation. 

Despite increasing awareness of questionable experiments, publicity seemed to 

be the way questionable studies were halted. For example, the Tuskegee syphilis study 

continued until being publicly exposed in 1972. The study, sponsored by the U.S. 

Public Health Service started in 1932, before medications were available to treat 

syphilis. The study included 400 poor, black sharecroppers who at the time of the 

experiment did not know they were research subjects; rather they were told they had 

"bad blood (Moreno, 2001, p.220)." The ensuing scandal occurred not because of the 

original study design but rather because the subjects' condition was not treated even 

after medications were publicly available. 

Revelations about the Tuskegee syphilis study were followed by the 

appointment of a Public Health Services (PHS) advisory panel, the Tuskegee Syphilis 

Study Ad Hoc Advisory Panel (1973) and the subsequent passage of the National 

Research Act in 1974. The Act required written assurances from research institutions 

and institutional reviews of research with human subjects. At this point, IRBs came 

under federal regulations (Amdur & Bankert, 2002) and IRB functioning became 

segmented into two components. 

The first component of an lEJB is the administrative component which oversees 

compliance with rules and regulations. IRB administrators have a responsibility to 
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follow federal regulations, including the development of institutional assurances, 

formal documents outlining compliance with federal regulations. The second 

component, a committee component, is composed of scientists, researchers, and 

community members who actually review research study applications. 

The National Research Act also created the National Commission for the 

Protection of Human Subjects of Biomedical and Behavioral Research (the National 

Commission), Between 1974-1978 the National Commission produced 17 reports with 

approximately 125 recommendations to the Secretary of the Department of Health, 

Education, and Welfare (McCarthy, 1998) culminating in the publication of the 

Belmont Report in 1979. 

The Belmont Report identifies three basic principles for the ethical conduct of 

research with humans: respect for persons, beneficence, and justice. This report led to 

a revision of the Department of Health and Human Services (DHHS) and the Food and 

Drug Administration (FDA) regulations in 1981, aligning their policies on informed 

consent while giving minimal attention to risk assessment (Shapiro, 2001b). Nineteen 

eighty one also saw the creation of the President's Commission for the Study of 

Ethical Problems in Medicine and Biomedical and Behavioral Research (the 

President's Commission). Ten years of work on standardization finally led to changes 

in the Code of Federal Regulations (CFR). These regulations set out the structure of 

the system now in place, by defining covered research, by outlining how reviews of 

research should occur, and by defining the structure of institutional review boards. The 

regulations became known as the Common Rule (even though the Common Rule is 
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actually a Federal policy) because they were simultaneously published and accepted 

by 16 government departments and agencies in 1991, as illustrated in Figure 1.1. 

Although many sections of the federal code apply to the use of human subjects. Title 

45, Part 46 ~ Protection of Human Subjects, is typically cited when federal law is 

referenced. 

Figure 1.1: The Common Rule, participating departments and 
Deparfmenl of Department National 
Transportalion of Commerce 

49CFRn"* iscme?" 
Nationeil Aeronautics and 

Space Administration 
i^icFRisacr . 

% V 
Agencg/ for Internationa.! 

Development , 
22CFR225'^ 

Environmental Protection 
Agency 

^lOCFRZS" 

Department 
of Agriculture 

7CFR1cr 

Department 
of Defense 
32CFR219'^ 

Federal Polity for 
tha Protection of 
Human Subjects* 
{"Common Rule") 

IS CFR'^fi Subpart A 

Department of Education 
34CFR97~ 

I 

agencies* 

Science Foundation 
45CFR69ff-

Department of Housing 
and Urban Development 

g4CFR6D'^ 

Office of Science and 
.Technology Policy 

Signataty only 

Consumer Product 
Saftey Commission 

1BCFR102B"* 

Department of Justice 
28CFR«*-

'• Department of Energy 
1QCFR7'15-^ 

1 

10 use 980 
DoDD 3218.2 
OQDD BOQO.8 
AFI 40-402 
AFI 40-403 
AR 70-25 
AR 40-30" 
SECNAVINST 3300.398" 
NMHDDNST 3300,2" 
BUMEDINST 6000.12" 
NSHSBETHINST 

5000.41A" 
USUHS in$tfucUon3201* 

34 CFR 97 Subpart D" 
34CFR98*" 
34 CFR 39" 
34CFR 350.41cr 
34 CFR 35S,3(or 

Qtttet latra.a'"' 
Orctet4B1.1"" 

Department of Health 
and Human Services 
45 CFR 46 Subpart A*^ 

Food and Dnig 
Adminslration 

laCFRSDarKlSe-

Departnnent of 
Veteran Affairs 

SBCFRIB"* 
I 

Central Intelligence 
A§enc)i 

EK8cutiv0 Order 12333" 

Social Securitjii 
Administration 
P.L103-23B"« 

30CFR17.85 
M-3, Parti, Chapiers 
9 and IS" 

Pofcy 
^ ** Statute, rsgii#.!cn, sftecto, esecutive order 
; - - • Signatotji So the Dammtsn Rule 

; Q| AddifansI human subiools' protBcHons bejiond Common Bute 

* (Adapted from: Shapiro, 2001b) 
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After acceptance of the common rale, the system of human subjects' 

protections might have sunk into bureaucratic obscurity except for a 1993 series of 

Pulitzer prize-winning articles in the Albuquerque Tribune. The articles revealed the 

existence of World War II and Cold War radiation experimentation on humans, 

experimentation which violated many of the accepted principles of the common rule 

and the Nuremberg Code. As miglit be expected, a study panel was appointed. 

President Clinton created the Advisory Committee on Human Radiation Experiments 

(ACHRE) whose mission was to study radiation experimentation during World War II 

and the Cold War. The ACHRE findings released in 1995, document 2400 military 

experiments involving hiunans and ionizing radiation, culminating in a public apology 

by President Clinton in 1995, a financial settlement by Congress in 2000, and 

nimierous lawsuits. Missing from the ACHRE documentation were any reports of the 

chemical and biological experimentation which also occurred during the same time 

frame (Moreno, 2001). The findings of the panel led to another presidential advisory 

committee, The National Bioethics Advisory Commission (NBAC), whose mission 

was to study ethical and policy issues related to the use of humans in research. 

Before the publicity surrounding the radiation experiments could settle, issues 

with the Gulf War arose. The Department of Defense (DoD) received a special FDA 

waiver during the Gulf War, allowing the DoD to use drugs on Desert Storm troops 

without their informed consent, drugs which had not been fully tested. Whether or not 

the Gulf War Syndrome subsequently suffered, by troops who received such drugs is a 

result of the DoD's actions is still an issue (Moreno, 2001). 
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Further ad verse publicity about the system of human subjects' protections 

occurred as the result of tlie publicity surrounding the citation or suspension of federal 

research studies at numerous research institutions. From October 1998 to July 2001, 

the Univei'sity of California at Los Angeles, the University of South Florida in Tampa, 

the University of Cincinnati, Duke University, the University of Illinois at Chicago, 

the University of Colorado, the University of Alabama, the University of 

Pennsylvania, Virginia Commonwealth University, the University of Oklahoma at 

Tulsa, the University of Texas at Galveston, the University of Miami, and Johns 

Hopkins University had all or part of their research programs suspended by various 

agencies of the federal government. As summarized from articles in The Chronicle of 

Higher Education, these suspensions affected over 12,000 research studies. The most 

common reason cited for the suspensions was a lack of sufficient resources to 

adequately provide for subject safety. Note that the federal actions, typically initiated 

by a complaint to an agency, then an on site inspection, seemed to be based upon 

inadequate paperwork, not on actual evidence of harm to subjects. 

Public questions about subject safety were further fueled by the deaths of Jesse 

Gelsinger (in a gene-therapy study at the University of Pennsylvania) and Ellen Roche 

(in a basic science study at Johns Hopkins University). A firestorm of public 

controversy surrounded the system of human subjects' protections, ultimately 

resulting in the current system of human subjects' protections, which is still in a state 

of flux. 
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Current system 

Figure 1.2 shows the current system of human subjects' protections graphically 

demonstrating that the system does not protect all human volunteers. 

Figure 1.2: Oversight of the system of human subjects' protections* 

FEDEr=liALLY FUNDED'X 
fi, Subject to thi= Common Rule" ' • 

FDod t Drug 
AdmWsliation 
Food, Drî , and 

Conmeiic AbI 

Informad consent 
Institutional review boards 

IRB Inspections 

Oepartmenl of 
Headth & Human 

Serviitfe® 
Puhlic Health 
Services Act 

Site visits 

16 Oepartnients 
& Agencies 

Outside FDA or federal legulalion# 
• Some in vitro fertilization clinics 
- Some weighl-tosti or diet cWcs 
• Some legsl services clinics 
- Some colleges and universities not teceiving federal funds 
- Some plT5<sician offices. »ome dental office®, end same psychotherapist offices 
- Institutions that do not ¥aluntari(!i< pledge to (oIIbw the "Cominon Rule" 
• Some corporate and industrial health, sofaty, and fitness programs 
- Some devslopers of genetic tests 

• S o m e  N a t i o n a l  Endowment for the humanities researchers 
- "Sloms N uclsar fl egulatar}! CommisaDn researchers 
- S drr» D epartment af Labor researchars 
• Some w^absites which cotet usar information 

* (Adapted from: Shapiro, 2001b) 

Senator John Glenn sponsored the Human Research Subject Protection Act of 

1S)97. The act would have required protections for all human subjects, regardless of 

fimding source. The bill died in committee, as have numerous other attempts to create 
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a national agency to oversee all research utilizing humans. Thus, if a researcher or 

institution does not receive federal funding, the regulations do not necessarily apply. If 

a researcher or institution is not studying experimental drugs or new medical devices, 

the regulations do not necessarily apply. There is no system in place to record the 

number of humans subjects involved in research. There is no system in place to record 

any subsequent "harm" to a human subject. Tliere is no system in place to systemically 

record the outcomes of IRB approved studies. These facts are in stark contrast to 

federal regulations dealing with animal subjects, v^hich are followed on a national 

level 

Figure 1.2 is primarily a national perspective, despite the mention of site visits. 

At a local level, IRBs are responsible for the implementation of federal rules, 

regulations and policies. IRB committees are typically institutional boards consisting 

mostly of scientists and researchers within an institution, although at least one 

community member is required. 

A newer development is for-profit IRBs, unaffiliated with any single research 

institution. These IRBs form committees composed of researchers drawn from 

numerous institutions and corporations. The sole mission of these companies is to 

evaluate research studies and provide approval for research studies using human 

subjects. State policies, which also play a role in the system, are not mentioned in 

Figure 1.2, nor are they examined in this study. 

While numerous regulatory and pohcy changes have occurred since the 1960s, 

of interest in this study are recent federal actions. More specifically, the events and 
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human subjects' protections in place under the supervision of the Office for Protection 

from Research Risks (OPRR) and the protections put in place by the Office for Human 

Research Protections (OHRP), the office which replaced OPRR in 2000, provide an 

anchor point for this study. 

Figure 1,3: Structural wilbiii and Hunutn Scrvkcs 

rrc~P,()UO Mnicinrc 

National Institutes 
of Health (NIH) 

Health & Human 
Se,rvices (HHS) 

Health & Human 
Services (HHS) 

Office for Human 
Research Protections 

(OHRP) 

Office for Protection 
from Research Risks 

(OPRR) 
Gary Ellis, Director 

While the figure diagrammed above seems simple, events leading up to the 

change in control are tangled and will be examined in more detail later. Highlights 

include the following facts. In a 20-month period, from October 1998 to May 2000, 

seven institutions had their federal research privileges suspended (Brainard, 2000c) 

resulting in the disruption of thousands of research studies and since 1991, nine 

research subjects have died (Milsteki, 2000). lliese events are often cited in mass 

media publications as the Justification for realignment of the agencies. 
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Additional justifications for a new office were to remove any appearance of 

impropriety- Given that the National histitiites of Healtli (NIH) are involved in 

awarding federal research grants which involve human experimentation, some media 

articles and authorities questioned whether or not the NIH could effectively supervise 

the awarding of grants at the same time it was in charge of the use of humans in 

research. By creating OHRP at a hi^er administrative level, the appearance of 

potential conflict was resolved. 

The final justification for the change was to put OHRP . .in a position to 

more effectively exercise a leadership role in the research community on issues 

relating to the protection of human subjects" (Healy, 1999) by upgrading the position 

of director of the risk-protection office to the level of senior executive service. This 

move had the interesting consequence of effecti vely barring the director of OPRR, 

Gary Ellis, from moving to OHRP since he did not have national recognition in 

scientific research (Brainard, 2000b). Gary EUis, under the direction of the Clinton 

administration, vigorously pursued a policy of regulatory compliance leading to the 

suspension of many prominent research institutions, a fact which dismayed and 

alienated the research community. 

Indeed, one complaint of research institutions about OPRR under Ellis' 

leadership was that the mass of documentation dealing with federal rules, regulations, 

and policies had grown to encompass many gray areas and confusing directives, thus 

allowing for numerous, flexible interpretations, which could come back to haunt an 

institution (Brainard, 2000c). Furthermore, the regulatory tangle simply cost too much. 



Whether or not the new office addresses the concerns of research institutions is 

left for examination in the body of this study, as is the effect of these changes on 

scientists in different disciplines. Up until 2000, human experimentation regulations 

have primarily focused on medical issues, leaving many other research avenues under 

disciplinary control. Final detemiination of compliance seems to be moving from a 

disciplinary, departmental level to the institutional level. Thus, many scientists, 

particularly social scientists, are under increasing scrutiny by local IRBs. Even if these 

changes are merely an unintended consequence of controlling medical research, the 

work of some scientists is impacted. Clearly, the system of human subjects' 

protections is in a state of flux and many different social actors are involved in this 

process. 

Summary 

The timeline below summarizes key events in the history of the system of 

human subjects' protections in the United States. The pattern of media exposure and 

publicity, followed by new panel to study the system, study reports, and regulatory 

changes is repeated throughout the history of the human subjects' protection system. 

Table 1.1: Selected Events in the Development of the System of Human Subjects Protections 

Event Year Federal Action 
Thalidomide withdrawn from the market Dmg Amendments of 1962 (P.L. 87-781). 

I after thousands of birth deformities First federal statute requiring informed consent | 
I publicized of research subjects | 
1 ! 
I Publication of Milgram's study of obedience i vfO i 
I to authority ! 
I ^ 

Newspapers describe the experiment where I World Medical Association -• Helsinki I 
I live cancer cells were injected into elderly ) ii claration j 
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paticBts at Jewish Chronic Disease Hospital 

Henry Beecher's article "Ethics and Climcal 1 ''Oft 
Research" in New England Journal of 
Medicine 

Judge Sam Steinfield's dissent in Strunk v. 
Struiik, 445 S.W, 2d 145, tlie first judicial 
suggestion that Nuremberg Code should 
influence American jurisprudence 

Washington Post reveals human radiation 
experiments, utilizing "mentally enfeebled" 
subjects at the University of Cincinnati 

The New York Times publishes details of 
the Public Health Service Tuskegee Syphilis 
experiment 

Ad Hoc Advisory Panel issues a report, 
concluding that the balancing of individual 
rights against scientific progress can no 
longer be left to the science community 

t%') 

I'>71 

197,? 

1075 

1077 

National Commission issues the Belmont 
Report 

The New York Times reports on the 
intentional releases of radioactive iodine 

l'J79 

1')}{() 

m\ 

NIH requires a statement of responsibilities for 
i;i>uduct of hazardous research from awardees 

Public Health Services issues a policy 
u-quiring independent review of research. 
Marked a shift away from sole reliance on 
individual researcher 

Nil [ Institutional Relations Branch becomes 
ilie Office for Protection of Research Subjects 
(OPPR). Policies call for IRBs. 

I)) [EW releases more detailed guidance in the 
"Yellow Book" 

Alt Hoc Advisory Panel formed to study the 
Tuskegee incident 

Congress enacts the National Research Act 
(P.L. 93-348), The act includes a requirement 
for written institutional assurances from 
research institutions and estabhshes the 
National Conmiission. 

Senate hearings into army-sponsored LSD 
experiments result in HHS policy on protection 
of human subjects 

Senate hearings on Health and Scientific 
research confirm that 239 populated areas had 
been contaminated with biological agents 
between 1949 and 1969. Areas included San 
Francisco, Washington, D.C., Key West, 
Minneapolis, and St. Louis. 

FDA promulgates 21 CFR 50.44 prohibiting 
the use of prisoners as subjects in clinical trials 

FDA and HHS human subject regulations 
juade substantially identical 

111 IS adopts replatioMS for research involvirig 
children 
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from the Hatiford, Washington nuclear 
facility 

I9S7 

l'W(! 

60 Minutes airs a segment on federal I "9! 
attempts to conceal evidence of human 
radiation experiments 

Albuquerque Tribune Pulitzer-prize winning I y'>.4 
series on U.S. radiation experiments 

ACHRE reports deficiencies in cun-ent I *)')5 
human protections system and on 2400 DoD 
projects itivolving humans and radiation. 

NYS Supreme Court rules (TD v NYS 
Office of Mental Health) against the state's 
policy of conducting nontherapeutic 
experiments on mentally incapacitated 
persons—including children—without 
informed consent. Justice Edward 
Greenfield ruled that parents have no 
authority to volunteer their children >; 

GAO report citing numerous deficiencies in I'Wft 
the systeiB of human subjects protections 

Cleveland Plain Dealer investigative report 
series, "Drug Trials: Do People Know the 
Truth About Experiments" 

DoD releases Volume 1 and Volume 2, 199/ 
reports on Human Radiation Experiments 

Hearings held by the NBAC, subjects testily 
about unethical research. 

I The New York times reports on U.S. 
I government sponsored placebo-controlled 
I experiment where treatment is withheld 
I from HIV infected, pregnant women in 
1 Afiica. 

Series of reports from tiie .Inspector General 1 
of HHS (IG-HHS), citing numerous 
deficiencies in the system of human subjects 
protections. 

Boston Globe (five part) series, "Doing 

Supreme Court decision in United States v, 
Stanley, 483 U.S. 669, holding that a soldier 
given LSD w/o his kno wledge could not sue 
the U.S. Army for damages. 

The FDA grants die Department of Defense a 
waiver to use unapproved drags and vaccines 
in Desert Shield. 

15 federal departments and agencies adopt the 
"Common Rule," ten years after the effort 
began. 

Presidential Advisory Committee on Human 
Radiation Experiments (ACHRE) fomied 

Creation of the National Bioethics Advisory 
Commission (NBAC) 

FDA Modernization Act gives pharmaceutical 
companies a 6 month patent exclusivity 
extension 

President Clinton issues a formal apology to 
the subjects of the Tuskegee syphilis 
experiments 
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Harm; Research on the Mentally 111" shed 
light on the nristreatinent and exploitation of 
schizophrenia patients who have been 
subjected to relapse producing procedures in 
unethical experimjeTits 

18-year-old Jesse Gelsingcr dies in a gene 
therapy experiment at the University of 
Pennsylvania, setting off a fire-storm of 
negative publicity 

IG-HHS follow-up reports claim 
deficiencies remain in the system 

The Washington Post (6 part) series, "Body 
Hunters" exposes unethical exploitation in 
experiments conducted by U.S. investigators 
in underdeveloped countries. 

27-year-oM Ellen Roche, a healthy 
volunteer, dies in a study at Johns Hopkins 
University. Her death is not pubHcized until 
all federally funded research at Johns 
Hopkins is suspended for 4 days. 

GAO follow-up reports claiming 
deficiencies remain uncorrected. 

NBAC series of reports on the system of 
human subjects protections cites numerous 
deficiencies 

Institute of Medicine (lOM) report issued, 
calling for IRB accreditation 

Seattle Times runs a series of articles 
detailing Protocol 126 at the Fred 
Hutchinson Cancer Center, emphasizing 
pemature deaths, misleading patient 
information and financial conflicts of 
interest 

Maryland Court of Appeals renders a 
landmark decision affirming "best interest 
of the individual child" as a standard for 
medical research involving children. The 
case involved exposure of babies and small 
children to lead poisoning in EPA funded 
experiment run by Johns Hopkins 
researchers 

2000 

2001 

.2()0'2 

Senate heari ngs into the death of Jesse 
Gelsinger. 

OPRR becomes the Office of Human Research 
Protection (CHRP) and NIH requires 
researcher training in the use of huraam in 
research 

Revised 45 CFR 46 Subpart B published as 
Final Rule, which amends Subpart B of 45 
CFR 46. ITiese regulations provide additional 
protections for pregnant women and himian 
fetuses involved in research. 

CHRP posts guidance on written IRB 
procedures, revises Federalwide Assurance 
(FWA) requirements and institutes a voluntary 
institutional Quality Improvement Program 
(QIP) 
Dr. Greg Koski resigns from OWR? 

The Secretary of Health and Human Service.^ 
(DHHS), pursuant to 45 CFR 46.101{i), 
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waives the applicabjlity of certain provisions 
of subpart C of 45 CFR part 46 to specific 
types of epidemiological research involving 
prisoners as subjects. 

The timeline in Table 1.1 touches on many issues still unresolved in the system 

of human subjects protections. For example, as early as 1962, the requirement of 

informed consent was formalized into law. Yet, to this day, informed consent canies 

with it many unresolved issues. The simple question of how a research subject makes 

sense of an informed consent document is complicated by the subject's knowledge of 

scientific methodology, the subject's reading comprehension level, the subject's 

cultural background and even the modality of delivering study information to the 

subject. Similarly, the definitions of a volunteer, the concept of risk, standards for 

international research outside the U.S., and accreditation are all problematic areas, 

which have been debated for years. 

Even this brief history of the system of human subjects' protections points to 

the fact that media publicity about scandalous research is to be avoided. A system 

predicated on trust can not afford public scandal which might undermine that trust. 

Indeed, a report published by the Institute of Medicine (lOM) in 2001, contained the 

phrase, "Preserving Public Trust," in the title, even though, no further mention of 

public trust in the system of human subjects' protections is made in this report. What 

is claimed in the report is that the current system of scientific research is critically 

dependent upon human volunteers since "...clinical research is a multibillion dollar 

business..." (Federman, 2001). 
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A follow-up report by the lOM in 2003 (FedeiTOan, 2003) states that the goal 

of the system is to ensure the protection of every research participant. To reach this 

goal the report addresses, authority, structure, and resource gaps, thus pointing to the 

major dilemma of the use of humans in research, which ethical perspective should take 

precedence? 

If etiiical tiieories are viewed on a continuum, an absolute rule approach 

anchors one end, while a utilitarian approach anchors the other end. The absolute mle 

approach has Kantian roots and is absolute in that it is exception-less. For example, 

harm to other humans is wrong, without exception. The utiUtarian approach evaluates 

the utility of an action, for example hami to humans may be outweighed by societal 

benefits (Kushe & Sanger, 1998). Clearly, there is no black and white resolution to 

these differing ethical approaches. The pattern in the system of human subjects' 

protections seems to be one of using structural and functional changes to address 

ethical questions. Overall, the ethical question - how can human volunteers be 

protected? - is standardized as it snakes through the system until it is implemented 

locally as a structural/functional system of compliance with federal regulations. Thus, 

refonns may not change the ultimate outcome of a system, but rather reforms in one 

area may simply lead to a balancing of the forces in another area of the system. If this 

is true, then study of any one aspect of the system might be misleading. Chapter two 

explores this concept further, including specific research questions and the 

methodology for this study. 
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Chapter 2 - Studying the system, of human subjects' protections 

Theoretical perspectives 

At the national level, the use of humans in research is typically framed 

(Goffman, 1974) as an ethical issue, creating an unassailable rationale for the 

existence of a system of human subjects' protections. Human research subjects must 

be protected. Once this premise is accepted, the next logical question is how to protect 

subjects. Numerous authors have written about informed consent, differing levels of 

risk, conflict of interest, education, international protections, and accreditation of both 

institutional IRBs and individual IRB members (e.g., King, Henderson, & Stein, 

1999; Bambaum & Byron, 2001). While these articles deal with important issues, they 

are written from a national policy level dictating either what IRBs should do (a 

normative perspective) or are case studies of local implementations (best practices). 

The system of human subjects' protections starts at the national level, with 

federal regulations and pohcies, but is ultimately implemented at a local level. Indeed 

the rationale for the existence of IRBs is that a local committee would be better able to 

assess local conditions and implement policies for a region. Thus, there are levels of 

analysis inherent in studying the system of human subjects' protections. This is not an 

unusual situation; many regulatory policies suffer from the same dilemma. However, a 

focus at either the national level or the local level must, by definition, describe only a 

piece of the process. 
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Also left imaddressed in the research is another logical question, how well does 

the system protect humans? Despite numerous calls for just such research (e.g., 

Jaggar, 1996; Brown, 1998a; Federman, 2001; and Federman, 2003) and evidence 

that the system may not be working as well as expected (e.g., Brown, 2000; Heintich, 

2001b), questions about the efficiency and effectiveness of the federal rules, 

regulations, and policies have not been addressed by researchers in a systematic, 

scientific manner. Unfortunately, the efficacy and efficiency of the system of human 

subjects' protections will not be addressed or answered by this study either, hideed, 

the real story is why these questions cannot be systematically studied. Ironically, the 

evolution of the system of human subjects' protections over the last forty years, 

especially the last five years, seems to have led to a bureaucracy which clearly 

influences the work of scientists, but which is seemingly exempt from study by the 

same scientists. There is a paucity of research on the system. From a critical 

perspective, this is a very curious situation. 

Many different theoretical frameworks could be utilized to examine the system 

ofhuman subjects' protections. From an institutional perspective, using the concept of 

institutional isomorphism (DiMaggio & Powell, 1983) one might predict that local 

IRBs will converge to similarity. An approach utilizing Sutton's & Dobbins' (1996) 

work would predict that federal mandates are implemented differently depending upon 

the interests of the professions involved. Policy issues could be examined from a 

stream perspective which states that "...for a condition to be a problem, people must 

be convinced that something should be done to change it" (Parsons, 1995). This 
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perspective uses indicators to assess the problem. Unfortunately, as mentioned above, 

indicators about problems with the system of human subjects' protections are lacking. 

At the micro-level, a critical rhetorical analysis of local communicative 

practices at IRBs, utilizing Eagly's and Chaiken's theory of Heuristic-Systematic 

Modeling (HSM) (1993) would point to various local frames of meaning. For 

example, obeying federal mandates is a heuristic which people only question, or 

systematically process, when somethmg goes wrong, such as the rejection of a 

research proposal or an unexpected research subject death. A study of public relations 

crises, using the public opinion Uterature suggests that communicative crises are 

handled by one of three responses designed to disassociate the institution from wrong 

doing (Hearit, 1995). First, denial or disputing the vahdity of the charges is a common 

tactic. Second, differentiation, arguing that the individual, not tlie institution, was 

responsible for the wrongdoing can be used. The third tactic is to admit responsibility 

but to excuse the behavior by giving an explanation. Since there have been many such 

communicative crises in the system ofhuman subjects' protections this perspective is 

valid, albeit limited. However, use of any of the micro-level perspectives implies that 

pieces of the system ofhuman subjects' protections can be studied in isolation. While 

this is a vahd, informative assumption, it ignores interactions between and among 

levels. Furthermore, there is tlie unstated assumption that the pieces of the system 

really are indicative of the whole. 

Since recent federal changes have impacted local institutions, the higher 

education organizational literature has explanatory potential. For example, Cameron 
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(2000) categorized the organizational change literature along a continuum of 

organizational theories to explain adaptation in higher education organization. 

Cameron's continuum is based upon an inverse relationship between environmental 

determinism (determinism) and managerial influence (individual agency). His 

continuum is anchored at one end by population ecology theories, claiming that 

ecosystems have environmental "niches," which can change either their size or shape, 

leading to changes in the amount of resources available to an organization or to the 

type of organizational activities supported by the enviromnent (p. 275). Thus, changes 

in the environment lead to organizational changes. The other end of Cameron's 

continuum is anchored by the symbolic action approaches, which focuses "...on 

change in symbols, interpretations and stories..." (p. 278). It concentrates on individual 

actions working in concert to create social enviromiients within an institution, thus 

accounting for the localized, cultural and historical context of individual institutions. 

The anchors on Cameron's continuum point to two problematic areas in the literature 

on organizational adaptation in postsecondary institutions. First, complex interactions 

are left out of both theories. The environment is not a unified whole, there may be 

many conflicting and confounding environmental influences. Both the social pressure 

and the political pressure contribute to the organization's environment but they may 

have conflicting effects, which may take years to fully manifest. Furthemiore, there is 

no reason to believe that both population ecology and symbolic action approaches are 

not equally valid, meaning it is necessary to follow the trail of change and adaptation. 
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Other perspectives, such as Foucault's knowledge/power concept (Faubion, 

1994), Mann's networks of power (1986), Mill's concept of the power elite (1956), 

Ellul's work on propaganda (1965), tlie applicability of political economic concepts 

(such as interlocking directorates as applied to policy development, rather than an 

economic organization), Abbot's professional jurisdiction (1988), and Gieryn's work 

(1999) on the boundaries of science from a science and technology perspective, all 

seem to have explanatory potential 

Essentially though, one strand of theories assumes that various interest groups 

act in concert to create a hegemonic atmosphere for change. Another strand of theories 

starts from the assumption that various interest groups pursue their own agenda, which 

may or may not align with the agends^ of other interest groups. Thus, an examination 

of what groups participate in the system of human subjects' protections and their 

various perspectives on human experimentation seems warranted. 

Studying the system of human subjects' protections, as opposed to studying 

pieces of the system, requires a framework which encompasses both the national and 

the local level, a framework which recognizes structural and functional aspects of the 

system, a framework which recognizes interactions between and among levels, a 

framework which recognizes evolution over time, a framework which can encompass 

various groups involved in the process and finally a framework which views the 

rhetorical distractions of the system as an important component in the evolution of the 

system. If the system actually does exist in reality as a complex interlocking tangle, 
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which evolves over time, tlien, ignoring these characteristics presents an inherently 

misleading picture of the human research subject protections. 

Systems perspectives explicitly recognize such dynamics (Galbraith, 1999). A 

systems perspective is not a simple model where inputs go into a process and outputs 

come out on the other side. Instead, a systems perspective acknowledges the fact that 

subsystems affect each other, there are iterative feedback loops, boundaries are 

permeable and there are both structural and fimctional dynamics. Unfortunately, 

despite calls to utilize this perspective (e.g., Giddens, 1984; Galbraith, 1999; Weick, 

2000) there are no concise methodologies for empirical research using the systems 

perspective. There is no bridge between the theoretical perspective and the practice of 

systems analysis. If a system can encompass everything, then nothing can be falsified. 

Thus while a systems perspective underlies this body of work, as do all the other 

theoretical perspectives mentioned above, the systems perspective is not explicitly 

utiMzed as a framework for study. Instead, given all the delineated limitations and 

constraints, a modified social constructivist perspective seems to provide the best 

structure for studying the system of human subjects' protections. 

Research questions 

Social constructivism, at a basic level, simply questions societal meanings. The 

assumption is that claims about what is considered true, what is morally correct, what 

is knowledge or even reality itself, are a social construction based upon the prevailing 

discourse of a society (Marshall, 1998). Essentially, construct! vists recognize that 
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cultural practices and norms shape meaning in a particular historical context (Geeitz, 

1973). Here again, this perspective could be problematic, since it can encompasses 

everything. However, a modified view of social constructivism as theorized in the 

science and technology literature seems to provide the necessary structure to examine 

the system of human subjects' protections. 

Bijker's theory of the Social Construction of Technology (SCOT) (1999) starts 

from an engineering perspective claiming that technology is constructed by the 

problem definitions of various social actors across time. It is my belief that the concept 

of human subjects, though not strictly a technical object, is being objectified and 

constituted as a constructed category (Bowker & Star, 1999), a convenient 

classification scheme. Furthennore that system of human subjects' protections is 

imagined by the problems defined by different interest groups based upon their 

perception of human subjects. 

Clearly, ethicists formulate one problem. If my contention is true though, then 

there must be other constructions. An examination of how human subjects are 

constituted by various interest groups will provide insight into the system of human 

subjects' protections and furthermore, may lead to insights about the 

interorganizational system surrounding human experimentation and the implications 

of that system. 

This study starts with the explicit acknowledgement that federal rales, 

regulations and policies are the result of human actions influenced by various interests, 

and that there is no "objective reality," but rather the system is subject to many 
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different interpretations and social forces - some with more power than others. Thus, 

my research questions focus on an examination of the structure and functions of the 

system of human subjects' protections primarily from a social constructivist 

perspective, although references to power, particularly Foucault's conception of power 

(Faubion, 1994) ~ that the neutrality of structures is an illusion - are woven through 

this study. 1 specifically ask the question, how is tlie system of human subjects' 

protections constituted? This question is broken down into four essential components. 

» How are human subject issues reported? 
• What regulations and policies contribute to the system of human 

subjects' protections? 
® Who are the public institutional actors and what are their interests or 

agendas? 
® How is the system of human subjects' protections reflected at a local 

level? 

Overall methodology 

The research questions above are not easily operationalized. Operationalization 

is intimately tied to methodology. Thus, a discussion of the overall methodology used 

in this study is necessary before any discussion of operationalization. Given that I am 

trying to develop a picture of the overall system, a focus on any single institution, 

policy, or case would by definition present an incomplete picture. Similarly, 

interviews or observational data, which generate, voluminous amounts of data, would 

make it difficult to see the larger patterns that are the focus of tliis study. Instead, I use 

multiple strand documentary analysis to analyze documents found in cyberspace, a 

form of cyberspace ethnography. 
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Hakken (1999) advocates using a reflexive, anthropological variait of 

ethnography to study cyberspace. He focuses primarily on listservs. f extend his 

arguments to web sites as well. Additionally, Miller and Slater argue that the Internet 

should be treated as media, which reflects physical society (2000). Thus, I focus on 

cyberspace information because the World Wide Web is a relatively new medium of 

information dissemination, a medium not yet under the control of the broadcast 

industry or any individual group, yet a medium which reflects physical space. 

Researchers know tliat when a new technology is first introduced it may be 

used by many and in many unexpected ways (Marvin, 1988). As the technology 

matures, its unique window disappears as the technology comes under the control of 

the existing power structure. It is my contention that the Web is currently a public 

space which has not yet been appropriated by the existing media power structure, that 

it is still an open frontier which might provide some insight into the rhetoric used to 

formulate the current system of human subjects' protections, by allowing access to 

organizational documents traditionally considered private or difficult to obtain, such as 

institutional policy documents and internal memos. 

Scholars have utilized documentary evidence found on the web to argue that 

cyber-activism, pluralism, and democracy is enabled by the Intemet technologies. A 

recent article by Rhoades & Rhoads (2002) points to the Web as . .an efficient way 

to gather documents.. .on publicly presented discourse..." (pp. 171-172), documents 

not otherwise easily accessible. This article, like many others (e.g., Jones, 1999; 

Sudweeks, 1998), focused on the concept that cyberspace enables social movements. 
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These researchers view the web as a unique venue for community and social action. 

Viewing cyberspace via a pluralistic, democratic framework is not tmreasonable, most 

new forms of conununication have initially been touted as beneficial to individuals 

and society. As mentioned, it takes a while for a communication medium to stabilize, 

for its use to be routimzed and normalized in ways that may or may not benefit the 

average person or society, in ways> which can be controlled by an existing power 

structure (e.g., Marvin, 1988; Mosco, 1996). 

Researchers know information technologies are indeed in the process of 

consolidation with the more traditional forms of mass media (e.g., Mosco, 1996; 

Schiller, 1999). Therefore, it is reasonable to assimie that cyberspace is indeed a form 

of mass media conmiunication currently being colonized by the power-elites, much as 

every other communication medium has been colonized in the past. The key though is 

that this process is not yet complete. If cyberspace, as a new medium of 

communication and information dissemination, is currently in a state of flux, not yet 

stabilized, not only are social movements visible, but the seeds of social 

constructivism should be visible as well. Thus, mapping documents in cyberspace 

should provide insight into the workings of the social construction of the system of 

human subjects' protections in a way unavailable via other data sources. More 

specifically, if indeed the social construction of the system of human subjects' 

protections is being debated in cyberspace, then there should be evidence of such a 

debate. 



40 

Dissertation structure 

Where should a search for information about the system of human subjects' 

protections start? Logically, one starting point is an examination of federal policies 

and regulations. However, I make the assumption that social construction of these 

policies and regulations occur prior to their passage and implementation and that 

pohcies and regulations are an outcome of the process. Furthermore, I believe an 

importaot key source is articles in The Chronicle of Higher Education. My rationale 

for selecting articles from The Chronicle of Higher Education is detailed further in 

chapter three, but ultimately rests upon the fact that The Chronicle provides broad 

coverage of higher education issues. Because I am using a mixed metliodological 

design, each chapter will further delineate the operationalization of my research 

questions and specific methodology for the section. The following is a simplified, 

high-level overview of the structure of the dissertation. 

Chapters three and four are based on The Chronicle articles. Chapter three 

focuses on categorical questions, such as how many articles were published and who 

or what seemed to prompt the article's publication? If control over the system of 

human subjects' protections is an area of escalating interest, some evidence of an 

increasing number of articles should be found. Additionally, I made the assumption 

that different prompts indicate different groups may be involved. 

Chapter four focuses on qualitative issues, specifically utilizing document 

analysis to examine the type of rhetoric in the articles. For example, did the discourse 

about humans in research change over time, and if it changed, how did it changed? 
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Utilizing close readings and categorical data, I will also examine the questions of who 

speaks in the articles and who is quoted. In other words, who are the social groups 

who speak about human subjects? 

In Chapter five, the focus is on government documents and reports, the 

national policy level I based document selection on references in The Chronicle 

articles. Numerous government documents are available online, including transcripts 

from congressional hearings, Government Accounting Office (GAO) reports, reports 

by the Inspector General (IG) of Health and Human Services (HHS) and reports from 

the Clinton appointed National Bioelliics Advisory Commission (NBAC). I 

specifically focus on problems and issues as reported in these documents. How do 

government agencies perceive the system of human subjects' regulations? 

Next, chapter six and seven, examine the local level Evidence has been 

collected at two points in time (December 2001 and July 2002) from the web sites of 

151 doctoral/research extensive institutions as determined by the Carnegie Foundation 

(2000). Here again, I have broken down the chapters. Chapter six utilizes quantitative 

data to examine local IRB structures and chapter seven utilizes qualitative analysis, 

specifically a critical discourse analysis (Fairclough, 1995) to look for ideological 

discourse formations. These chapters provide a picture of local implementation. 

Selection of data in the next three chapters was based upon references in The 

Chronicle articles leading to document collection from other web sites. Chapter eight 

examines mass media coverage of two specific cases from the perspective that the 

mass media is a disseminator of ideology. Chapter nine covers some court cases of 
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relevance to the system of human subjects' protectioBS. Chapter ten examines the 

actions of some of the major institutional actors involved in the system of human 

subjects' protections, such as the Association of American Medical Colleges, 

Association of American Universities, American Association of University Professors, 

and as well as various disciplinary organizations. 

While results and findings are presented in each chapter, chapter eleven 

summarizes all these results. It also includes a discussion of the implications of these 

results, current issues and ftiture directions. 
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Chapter 3 - The Chronicle articles 

The Chronicle of Hisher Education 

The Chronicle of Higher Education (The Chronicle), a privately held 

corporation, publishes the premier trade journal of the higher education industry. It 

reaches over half a milhon academic readers each week; its online site receives over 

40,000 hits per day from unique computers, as determined by the Internet Protocol 

(IP) addresses of site visitors (Staff, 2002). Earlier exploratory research foiind that 

Chronicle citations accounted for 56% of all citations in two years worth of faculty 

listserv discussions (Frank, 2001). Therefore, The Chronicle seems to be a source of 

general information for many in the academy. In other words, it is a fom of mass 

media publication specifically targeting postsecondary education personnel. In some 

ways The Chronicle acts as a barometer for the academy, pointing out current debates, 

and potential problems and issues. 

However, The Chronicle of Higher Education does not just reflect articles of 

interest to the academy, it is actually written in partnership with the academy. The 

Chronicle carries no editorial content. Instead, the Chronicle publishes opinions of the 

academy members via letters and opinion pieces, such as those found in the Point of 

View column. These pieces are contributed by education constituents offering "lively 

debate on issues..strictly through the belief that. .academics are a critical 

audience, composed of people trained in marshalling facts and coming to their own 

conclusions.. .(Baldwin, 1995)" Article selection then occurs not only through staff 



44 

stories, but in conjunction or partnership with the academy via the pieces published in 

the Chronicle. 

The Chronicle's online news articles date back to August 1989. Utilizing these 

articles as a primary data source bounds a time-series long enough to encompass 

recent changes in the system of human subjects' protections, as well as earlier 

accounts. A search, conducted in 2003, returned 228 articles containing the pliiuse 

"human subjects." Another 52 articles were gathered by searching on the phrases: 

research deaths, research subject death, human protections, research using humans, 

human research participants, human participants and human research. Some of these 

articles dealt with humanities subjects, not human subjects and were discarded, 

leaving 262 articles published during the period from August 1989 to January 2003. 

Operationalization 

Given the large size of this data set, there are many different possible ways to 

study the research question of how human subjects' issues are reported. The topic is 

complex and multilayered. The most promising approach for studying a source such as 

The Chronicle seems to be a mass media theory, specifically agenda setting, as 

described by McCombs and Shaw (1972). Basically, agenda setting occurs when the 

media brings a topic to public attention. The media, by the very fact of selecting 

stories for publication, emphasizes or deemphasizes certain public issues. 

The theory is typically utilized to examine mass media accounts of an issue, 

from an outside perspective. By that I mean that the media is not typically a part of the 
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academic sector. As already discussed, this is not the case with The Chrome le, where 

there exists a partnership with the academy. Extending the agenda setting theory, 

would mean that The Chronicle reflects not necessarily only its own agenda, but the 

agenda of the academy as well. It is an insider source, deliberately chosen because as a 

trade journal, it should be biased in favor of the academy. Furthermore, while agenda-

setting typically occurs in the mass media, there is no reason to believe that it does not 

occur in trade publications as well Thus, 1 utilize agenda setting theory, but 1 use it to 

examine the reporting in a trade journal, The Chronicle of Higher Education. 

Given that I am using agenda-setting to look for evidence of social 

construction, I have broken down the question, how are human subject issues reported, 

into the following operationalizations: 

• How many articles were published each year? 
• Which institutional actor dominates in each article? 
• Who is cited or paraphrased in the articles and what is their apparent 

agenda? 
• Who does not speak in the articles? 

The first question is based upon the assumption that the number of articles 

reflects importance to the academy. In other words, is the system of human subjects' 

protections becoming more or less important to the academy as reflected by an 

increasing or decreasing number of articles? The second question, about institutional 

actors, basically explores which agency or sector is the main focus of the article. 

Additionally, once the institutional actors are identified, they are examined across time 

and as a total percentage of the articles. Finally, this chapter examines who is cited or 

paraphrased, including an examination of what groups they represent and their 
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apparent agenda. As groups are drawn into the public "conversations" in. The 

Chronicle, they become part of the realm of accepted social actors. Thus, in summary, 

the media, including trade journals, selects articles for publication thus establishing 

what issues are discussed, when they are discussed and who can discuss them. The 

mere fact of article publication results is a foim of social construction. 

How many articles? 

Figure 3.1, shows the number of articles printed during each year from 1990 to 

2002. The partial years 1989 (4 months) and 2003 (1 month) are included in figure 

3.1, but not used in any calculations. The quantity of articles roughly breaks down to 

three main periods or phases. During the period from 1990-1993 an average of 5.75 

articles were published per year in The Chronicle of Higher Education. During the 

period from 1994-1998 the average was 19.6 articles per year. The 1999-2002 the 

average exploded to 36.33 articles per year, although the actual number of articles 

declined in 2001 and 2002. 

Figure 3.1: Number of articles per year 
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Figure 3.1: Number of articles published per year in The Chronicle of Higher Ed jjn j ^ote that 
partial year data is included for 1989 (4 months) and 2003 (1 month). 
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According the agenda setting thmry, the number of articles reflects increasing, 

then decreasing, interest in the topic of human subjects' protections. Whether or not 

the decreasing number of articles in 2001 and 2002 also reflects stabilization and 

closure of the topic, as described by Bijker, cannot be addressed without also looking 

at the structure of the articles. 

The Chronicle coverage of the system of human subjects' protections does not 

necessarily present a consistent picture across time. Not only have the numbers 

changed across time, but the structure of the articles during the three phases changed 

as well. Prior to 1994, the articles published in The Chronicle of Higher Education 

seemed driven by abortion politics. For example, there were articles about the use of 

human fetal tissue, use of gene therapies, mandated use of women in research studies, 

use of RU486, the lack of research money and the chilling effect of abortion politics 

on these avenues of research. The articles published during this period essentially exist 

in isolation, with no follow-up. 

For example, 1991 was the year the Common Rule was instituted and while 

there is notice of a Federal Regi ster entry, no description of the Common Rule or its 

implications for human subjects and research institutions is found. This is a curious 

lack, given that the Common Rule is the basis of the system of human subjects' 

protections. Yet, the articles do seem to be a consistent reflection of cultural themes of 

the times, including abortion politics, women's health, and minority issues. Thus, 

during the first phase, articles about the system of human subjects' protections were 
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not prompted by human subjects' issues, but rather human subjects' issues were 

secondary to other concerns. 

Given that there were 17 articles in 1994, up from the average of 5,75 in the 

prior phase, 1994 seems to be a seminal year. What events occurred in 1994 which led 

to increased coverage? Essentially, the expanded coverage seemed to be the fallout 

from a public scandal centering on a series of radiation experiments that were carried 

out in the United States during the period fi-om 1944 - 1974. The experiments, 

including numerous unethical studies, were detailed in a 925 page report by the 

Advisory Committee on Human Radiation Experiments (ACHRE), a panel appointed 

by President Clinton in 1994, Buried deeply in one later Chronicle article was the 

comment, . .the revelations two years ago in a Pulitzer Prize winning series of 

articles in The Albuquerque Tribune." (Wlieeler, 1995a). In other words, this period of 

reflection, much like that following the Tuskegee revelations, was taiggered by media 

publicity. 

During the second phase, The Chronicle articles avoided the sensationalism of 

the mass media, focusing instead on one overriding theme, whether or not such abuses 

could happen in the system which existed in 1994-1998. The structure of the articles 

also changes dramatically in 1994, While the theme of abortion politics from the first 

phase did not disappear, the articles don't necessarily exist in isolation. There are 

follow-up articles and articles about continuing issues. The system of human subjects' 

protections was now of primary importance. 



The general consensus of this period of articles was mixed. While many 

claimed the system was essentially sound, other voices were not so certain. Doubt 

about the then current system crept into the articles. During this phase, the system of 

human subjects' protections, particularly publications defending that system took 

precedence in the articles. 

Initially, the suspension of a number of research institutions during the latter 

part of the second phase was perceived to be evidence that the current system was 

working well Abuses were being caught. Indeed, no substantive changes in federal 

regulations or policies came out of the second phase. Despite numerous 

recommendations during tliis period, it is quite likely the system of human subjects' 

protections might have disappeared as a topic if not for the death of Jesse Gelsinger, 

which seemed to trigger the third phase of The Chronicle articles. 

Jesse Gelsinger died after participation in a gene therapy study. Jesse was not a 

healthy research volunteer; yet his disease was under control and his death was 

unexpected. While Jesse's death will be explored more in chapter eight, it is worth 

noting now that the mass media portrayed this event with an emphasis on emotional 

appeals. For example, Jesse was portrayed as a tragic victim, while the researchers 

were portrayed as cold and condescending. 

During the third phase, the structure of the articles became even more complex 

with numerous references to other articles and many sidebars. Once again though, The 

Chronicle articles did not reflect the sensationalism of other mass media outlets. 

However, the theme that the system did indeed have problems became more prevalent. 
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Representatives from almost every interested group, including numerous researchers, 

bioethicists, and government officials, finally conceded tliat the system of human 

subjects' protections was indeed broken. 

Research institution suspensions were now perceived as the tip of the iceberg, 

reflecting the possibility of numerous research violations and pointing to the need for 

some kind of action. Indeed, the articles published by The Chronicle of Higher 

Education during the period 1999-2003 center on two questions. What is broken? How 

can it be fixed? In a sense, recognition that the system was broken could be considered 

a fonn of stabilization, if not necessarily of closure. 

Institutional actors 

Nine high level categories of institutional actors were found. Table 3.1 lists the 

categories with explanatory descriptions of the categorization. 

Table 3.1: Actors and descriptions 

Actors Description 
DHHS While the Department of Health and Human Services 

(DHHS) is technically part of the executive branch of 
government, it is the primary agency controlling the 
system of human subjects' protections. Thus, it plays a 
prominent role in the system, triggering numerous articles, 
and warranting a separate categorization. 
The executive branch of the government encompasses 
presidential actions and policy directives issued by the 
executive branch. 
The legal category encompasses lawsuits filed against 
researchers and the academy, as well as legal judgm,ents 
resulting from lawsuits. 
The legislative branch of the government encompasses 
Congressional hearings, congressional reports, federal 
register publications, and actual legislation 

Executive Branch 

Legal 

Legislative Branch 
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Media 

Organizations 

Researchers 

State 

University 
Administrators 

The media category refers to mass media accounts. It is 
only used when the article explicitly mentions that The 
Clironicle article is commenting on a mass media account. 
Organizations refer to both organizations within the 
academy, such as professional organizations, as well as 
non-profit organizations with an interest in a given aspect 
of the system of human subjects' protections. 
Researchers, encompasses articles written by university 
researchers, both clinical researchers and social scientists. 
These articles are primarily opinion pieces and letters to 
the editor. 
State actions consist primarily of individual state actions, 
wMch may be from either the legislative or executive 
branch of the state government 
The category of university administi'ation encompasses 
articles written by administi-ators, as well as reporting on 
university actions, such as responses to an institutional 
research suspension. 

As shown in figure 3.2, the percentage of articles jfrom interested sectors 

remains relatively balanced across the years, with three exceptions, labeled 1, 2, and 3. 

The spike labeled as 1 is the DHHS category. It graphically spiked in the year 2000, 

when the DHHS finally took action and made changes to the system of human 

subjects' protections. Many of the articles during this year seemed to be reports on 

DHHS press releases about the changes. The more minor spike (2) represents the 

legislative branch in 1999. This spike appears to be the result of commentary on 

research suspensions and commentary on problems with the system of human 

subjects' protections, rather than being tied to one specific cause. The third upward 

line (3) represents researchers. Whether or not the upward trend continues as 

researchers realize how new policies affect their work is unknown. 
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Figure 3.2: Actors & articles - swmmarf by year 
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While there are some interesting sequences, such as the fact that federal actions 

typically follow media spikes, these sequences or patterns are not clear enough or 

numerous enough to claim any kind of causality. Similarly, the researcher category 

combines all scientists, both clinical scientists and social scientists. Given that the 

system of human subjects' protections affects these researchers in different ways, 

some articles precede a regulatory action, while other articles follow and comment on 

regulatory actions. University administrators typically write articles after a specific 

regulatory action, such as suspension of research at the institution. Some organizations 

write articles proscribing changes in the system of human subjects' protections, while 

other organizations write articles in defense of the system. With the major exception 

of the DHHS spike in 2000, figure 3,2 demonstrates relatively consistent numeric 

coverage of institutional actors in The Chronicle articles from 1989 to 2003. Figure 
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3.3 supports the balanced quantity of coverage of institutional actors by showing the 

total percentage of articles about the various institutional actors. 

Figure 3.3: Institutional actors ~ percentage of articles 
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Simply looking at tlie various percentage of coverage miglit lead one to believe 

that The Clironicle's coverage of the system of human subjects' protections is fairly 

balanced with slight evidence of social construction, given that the actors triggering 

articles are the actors most involved in the system. However, these figures are a 

structural breakdown, not a functional breakdown. While actors from many sectors 

consistently speak, not everyone speaks equally. The picture of balance starts to 

change as the question of who speaks is addressed. 
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Who speaks? 

Asking tbe question of who speaks immediately leads to the methodological 

problem of how to count "speech." Looking at the authorship of the articles was not 

very helpful. ITie Chronicle staff accounted for 93% of the articles during this time 

period, which does not seem like a very "lively debate" of the issues. Bioethicists 

accounted for authorship of approximately 4% of the articles, with the remaining 3% 

divided among clinical researchers, social scientists, and academic administrators. 

Similarly, utilizing a search function, each name cited in the articles was counted, 

resulting in thousands of names over the 161 month period under study. Here again, 

this method was not very helpful. 

Postsecondary institutional leaders, such as deans and presidents from the most 

prestigious educational institutions in the nation, including Harvard and Yale, were 

cited or mentioned in The Chronicle articles. Clinical practitioners, social scientists, 

bioethicists, legislators from the Senate and the House, and the President of the United 

States were cited or mentioned. Representatives of numerous nonprofit associations, 

both professional organizations, such the American Association of Medical Colleges, 

Association of American Universities, American Association of University Professors, 

as well as special interest groups such as Public Responsibility in Medicine and 

Research, Center for Science in the Public Interest, and Public Citizen speak, as do 

IRB managers and IRB committee members. At first glance, it seems as if 
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representatives of many different interest gimips are willing and able to speak in The 

Chronicle articles. 

Trying to categorize the individuals by professional status led problems as 

well. For example, many of the people cited actually have two titles (or more). An 

individual might be a professor of molecular microbiology and an associate dean, 

meaning he or she could be categorized as a spokesperson for researchers or a 

spokesperson for administration. Other individuals ran departments within the 

National Institutes of Health, meaning they could be categorized as researchers or as 

govermnent spokespeople. Given the numerous different ways to categorize just the 

speech of professors, I opted to start with a simple search on the word "professor." I 

then counted the first academic appointment listed with each professorial designation. 

Use of this method does incorporate administrators and many government scientists as 

well, since they arc typically listed by their professorial designation before any 

administrative designation. The sole exception to this method was the case where 

bioethicists are listed as both professors of medicine and professors ofbioethics. 

Given the inherent conflict in holding both positions, I opted to categorize these 

individuals separately. A summary of the academic appointments is shown in figure 

3.4. 
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Figure 3.4: Academic appointments of professors who speak 

Mixed (Medicine 
and Bioethics) 

9% 

Bioethic Centers 
7% 

All other academic 
appointments 

19% Colleges of 
Medicine 

58% 

Colleges of Law 
7% 

Note that the category "All other academic appointments" in figure 3.4 

includes all disciplines typically found in Colleges of Social Science, Humanities, Fine 

Arts, Business, Engineering, and Computer Science. Furthermore, professors holding 

appointments in History, particularly History of Medicine specialists, accounted for 

nearly 30% of this other group. Clearly, not all professorial voices are heard equally. 

Indeed, the articles are dominated by the voices of clinical professors. 

Historically, the system of human subjects' protections has had a much greater impact 

on work of clinical researchers than on the work of social scientists. Thus, in a sense, 

the dominance of medical researchers makes sense. Unfortunately, this logic leaves 

social scientists with a very small voice in a system which has been restructured to 
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affect their work as well Qualitative researchers utilizing open interviews and 

ethnographic methods, now find themselves governed by a system based upon 

quantitative methods. A few articles in 2001 started to address this issue and will be 

explored further in a later chapter. 

While the categorization scheme in Figure 3.4 accounts for many of the voices 

heard in. The Chronicle articles there are some notable exceptions which warrant 

individual delineation. Five people were quoted numerous times, yet because they are 

not listed as professors, they did not appear in that search and were not counted in 

Figure 3.4. Whether or not these citations occurred because The Chronicle authors 

contacted these individuals or whether the individuals volunteered tlieir services for 

strategic purposes is unknown. However, regardless of directionality, these individuals 

are heard from often and loudly. 

Arthur L. Caplan, a bioethicist, is never listed as a professor. Over the years, he 

was first the director of the Center for Bioethics at Minnesota and later, director of the 

Center for Bioethics at the University of Pennsylvania. Caplan's name appears as a 

cited source 68 times in The Chronicle articles. All other bioethicists are mentioned 

128 times. This means that Caplan accounted for nearly 35% of the citations from 

bioethicists. Via the skillful use of the media, Caplan is credited with nearly single-

handedly building the discipline of bioethics, at the same time he is criticized for 

turning ethical issues into soundbites (Campbell, 1999). 

Dr. David Korn, who holds administrative position with the Association of 

American Medical Colleges, typically speaks for the AAMC. While Dr. Kom only had 
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19 citations, he is mentioned here becaiise of Ms strategic use The C-hronicle venue. 

He consistently defended the system of human subjects' protections during the second 

phase of The Chronicle articles. When it became obvious that the system warranted 

changes, he was one of the most vocal advocates of voluntary accreditation, a solution 

which allows research institutions to maintain a level of control over the system, 

which will be discussed in a later chapter. 

Gary B. Ellis, director of OPPR, until 2000 and E. Greg Koski, director of 

OHRP from 2000 to 2003, represent the voice of the government. These two men 

accounted for 194 citations. Most other government voices had only a few mentions. 

Finally, Alan C. Milstein became vocal in later articles, Milstein is a lawyer 

vigorously pursuing the protection of human subjects via legal avenues. Between the 

period from 2000-2002, Milstein was cited 50 times. 

Most other individuals who speak in these articles are cited only once or twice. 

Thus, missing from the speaking role are mass media representatives and legislators. 

Also entirely missing from these dialogs is the actual voice of a human subject. Many 

claim to speak for the subjects, but the subjects themselves do not speak. Finally, 

while there were 26 mentions about pharmaceutical companies, no pharmaceutical 

company spokesperson was actually cited or quoted. 

Numbers alone are a sterile indication of interest in the topic of human 

subjects' protections. For example, the system of human subjects' protections affects 

pharmaceutical companies, yet they did not speak. There is no way of knowing 

whether their silence was due to Chronicle policies, including the fact that there is no 



pharmaceutical advertising in The Chronicle, or whether the pharmaceutical 

companies chose to work in other venues. 

Similarly, the numbers do not fully explain why the number of articles tailed 

off in 2001 and 2002. There was clear recognition in the later articles that the system 

was broken. In 2000, changes were made to the system. This might indicate that the 

topic did reach a point of stabilization and closure. Yet the concept of stabilization and 

closure requires an examination of how a problem is defined and what solutions a-e 

proposed. Tlius, the next chapter examines the problems and solutions proposed in 

The Chronicle articles, and continues the analysis of jurisdictional boundaries tliat is 

hinted at in figure 3.4. 
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Chapter 4 - The Chronicle articles 

Problems 

Bijker claims that a . .technological frame stractures the interactions among 

the actors of a relevant social group..(1999 p. 123) and furthermore that this 

paradigm is a way of seeing an artifact, such as the system of human subjects' 

protections. Bijker operationalizes the concept of a technological frame by listing tlie 

key elements, noting that the key elements may change for each case. Central to the 

teclinological frame though is a listing of problems as perceived by various social 

actors. 

Numerous problems with the system of human subjects' protections are 

described in The Chronicle of Higher Education articles from 1989-2003. Indeed, 

there are so many problems listed in the articles that correlating each problem to a 

social group is, at this point, problematic. However, two broad views dominate the 

articles. One perspective is reactive, primarily reporting on events which have already 

occurred. The reactive perspective tends to respond to a specific event, such as an 

institutional research suspension, the release of a new study, or a research subject 

death, delineating past problems. The second view is proactive, pointing to potential 

problems in the system of human subject protections'. Both views propose solutions 

and are multilayered and overlapping. For example, numerous articles range from a 

delineation of past problems to a forecast of future problems and encompass proposed 

solutions by many different social actors. 
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The major problems mentioned in The Chronicle articles are delineated in 

outline form in Table 4.1. The table shows the primary issues mentioned in The 

Chronicle articles in the right column, the left column categorizes the detail into a 

larger problem category shown on the right. 

Table 4.1; FrobleiniS! and issues 

Problems Issues 
Public Trust 1) Volunteers must trust researchers 

2) Volunteers must trust system 
3) Witliout public trust, there are no subjects 

Progi-ess 1) Impeded by paperwork 
2) Impeded by public perceptions 
3) Impeded by regulations 
4) Impeded by IRBs 
5) Impeded by informed consent 
6) VITAL to have progress, anything which slows progress is bad 

Federal 1) Cover only institutions which receive federal fimding 
regulations 2) Over 60 different federal regulations govern research on campus 

a. Costly (time and money) 
b. Difficult to maintain required paperwork 
c. Confusing regulations 
d. Confiising jurisdictions 
e. Numerous gray areas 
f. Numerous exceptions 

3) No guarantee that compliance with regulations actually 
guarantees ethical conduct 

IRBs 1) Composition of IRBs 
a. Outside membership - does not understand (lay members 

bog things down because nonscientists lack technical 
expertise 

b. Internal membership - vested interest (part of the club) v. 
does not have teclinical expertise to review 

2) Structure of the IRBs 
a. Pace of research (overworked) 
b. Complexity of research (new techiiologies) 
c. Undereducated in ethics 
d. Under fimded/unsupported by administration 
e. Unable to make sense of national studies - adverse 

events reported without context 
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Geography 

Science 

b. 
c. 

d. 

e. 
f. 

3) Other complaints 
a. Bureaucratic pencil pushers v. not following regulations 

Gatekeepers witli too much power v. academic freedom 
Too much emphasis on informed consent and risk v. 
outcomes 
Making national policy because there are no federal 
policies (primarily reproductive issues) 
Conflict of interest - where do boundaries exist? 
Focus on consent, not meaning of adverse reports 

1) Local perspective resulting in subjective inteipretation of federal 
regulations 

2) Problems defining a "target" community 
3) National standards 
4) Multi-site studies 
5) International studies 
1) Placebo studies 
2) Public knowledge of the process 
3) Withdrawal of drugs (& subsequent side effects) 
4) Expertise of scientists 
5) Ethical character of scientists 
6) Side-effects from disease v. benefits from drag/therapy 
7) IS ALWAYS GOOD 
8) Called for but not implemented, scientific research on human 

subjects' protections 
a. Outcome research 

Exit interviews 
Tracking (how many subjects, how many problems) 
Long term tracking (children of subjects) 
Because there are no reliable statistics, the system is 
judged by appearances, particularly by the media 

1) Versus private risk 
2) Nationalism (cold war justifications) 
3) IRBs are making national policy 
1) Court decision on Johns Hopkins' lead study 
2) Public does not understand (even if scientists explain) 
3) Therapeutic misconception 
4) IRB members don't understand 
5) What is informed consent? 
6) How is informed consent defined? 
1) Regulations cost 
2) HMOs won't pay for experimental treatment (thus "depriving" 

patients of latest treatments") 
3) No system to compensate subjects for damage resulting from 

b. 
c. 
d. 
e. 

Public interest 

Informed 
consent 

Money 
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participation in an experiment (subject is typically responsible) 
4) Medical colleges are losing money to private testing centers who 

are regulated only by the FDA 
5) Paying jSnders fees for subjects 
6) Payments to subjects 
7) Institutional and researcher liability 

Academic 1) "Constitutional" rights of researchers to conduct research 
freedom 2) IRBs interfere with academic freedom 

3) Freedom to pureue any line of research 
Privacy 1) Researchers need to keep infonnation private (research secrecy) 

2) Told to keep research private (industrial interests) 
3) Conflict FDA v. NIH: gene therapy adverse events, conflicting 

regulations 
4) Medical records & patient privacy 
5) Threat to free academic exchange 
6) Confidentiality -- intended to keep public in the dark? 
7) Secrecy in science carries a price in terms of distrust 

Responsibility 1) Responsibility for actions dispersed, thus not an effective norm 
for ethical a. Individual scientists 
behavior b. IRBs 

c. University culture 
d. Disciplinary culture 
e. Government 

2) Where does/should policing occur? 
Post hoc 1) Most investigations triggered by the media, complaints or 

whistleblowers; clean-up after there is a problem 
2) Post hoc responses are problematic 

Vulnerable 1) Very paternalistic perspective 
populations a. Prisoners 

b. Children and the need for parental consent 
c. Women, particularly in the child-bearing years 
d. Mentally ill, who may consent and when 

2) Minorities, not listed as vulnerable, but are underserved because 
of the difficulty of recruiting minorities partially due to 
Tuskegee 

Women's 1) Childbearing years - risky & costly (litigations) 
health 2) As subjects are underrepresented 

3) Fetal tissue research (eggs & misuse) 
4) Abortion politics & political considerations 

Education 1) More education for: 
a. Researchers 
b. IRB members 

2) More study is always good 
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3) Little discussion about educating human subjects or the general 
populace 

Advocacy 1) Advocating participation in studies 
groups a. AIDs groups 

b. Some women's groups 
c. Some minority groups 

2) Advocating different definitions of consent 
a. Mentally ill advocacy groups 
b. Children's groups 

3) Various groups pushing for certification and accreditation, 
primarily professional groups 

Clearly, table 4,1, listing problems and issues, is somewhat overwhelming. The 

simple fact is that the typical response to any perceived problem with the system of 

human subjects' protections is nearly always a call for more study. More study is the 

proposed solution to nearly every issue listed in the table. Of course, as more studies 

are done, more issues and problems are found. As a proposed solution to the issues, 

doing yet another study seems more reminiscent of Cohen and March's garbage can 

theory (2000) than it is of Bijker's concept of relevant social groups (1999). While the 

publication of a given study may result in regulatory and policy changes, more typical 

is a flash of publicity which quickly fades to obscurity. Thus, the problems and issues 

delineated in table 4.1 need further discussion and abstraction before any view of 

relevant social groups or technological frame is possible. 

Utilizing critical discourse analysis as described by Fairclough (1995), in 

particular, ideological discourse formations (IDFs), what emerged from table 4.1 and a 

close reading of The Chronicle articles are three primar>' themes. These themes are 

freely mentioned at points in the articles. What was surprising was how they were 

mentioned. Information overload was used as a tactic to hide these issues in plain 
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sight. By this I mean, the themes were explicitly mentioned, however they were 

mentioned in the context of voluminous, distracting rhetoric. Without a close reading, 

it is difficult to see one sentence in among numerous other distracting sentences. Once 

recognized and analyzed though it is obvious these three themes or IDFs underlie all 

the rhetoric about the system of human subjects' protections and they may indeed 

form the basis of social construction of this system. The three primaiy themes that 

emerged are: money, progress, and power differentials. While the issues listed in table 

4.1 may fall into one or more IDFs, indeed in many cases the IDFs clearly overlap, it 

is only by viewing each theme that the division of social actors starts to make sense. 

Money 

The first IDF is money. Money was mentioned over and over again, yet it was 

mentioned in many different ways. The most prominent statements were that 

compliance with federal regulations costs money. Indeed, one of the primary 

arguments against the system of human subjects' protections is the cost of the system. 

It costs money to run a national office such as the OHRP. Yet, approximately one 

million dollars and around 40 F.T.E.s does not seem like much to oversee federally 

funded research utilizing humans. It costs money to run the local IRBs, though exactly 

how much is unknown. 

So, while the cost of the system is explicitly mentioned in numerous articles, 

other views of money are buried, a subtle theme running throughout, that is not overtly 

emphasized. For example, the following excerpt from a 1995 article details a scandal 

at a fertility clinic located at the University of Califomia at Irvine. 
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Irvine's medical center ran the Center for Reproductive Health, a fertility clinic 
with an international reputation, headed by a celebrity doctor, Ricardo H. 
Asch. Dr. Asch is regarded as a pioneer of the technique in which a woman's 
eggs are "harvested," fertilized with her husband's sperm in a test tube, and 
reimplanted. But Dr. Asch and two colleagues, Jose P. Balmaceda and Sergio 
Stone - all three full-time faculty members at the Irvine campus - allegedly 
took eggs from women and, without their knowledge, fertilized and implanted 
them in other patients - perhaps as many as 30 others. Stealing women's eggs 
resulted in the births of at least two children to other women. In one of the 
saddest situations to come to light, a woman who has never given birth to a 
baby learned that she is the biological parent of a child bom to another woman. 

Numerous other allegations have been made against the doctors. They are 
charged with conducting research on human subjects without the required 
consent, and with prescribing an imported Argentinian fertility drug to 
stimulate tlie production of eggs ~ a drug that is not yet approved by the U.S. 
Food and Drug Administration, because of concerns that such stimulants might 
cause cancer. University-appointed auditors reported that Dr. Asch sold the 
non-approved drugs to patients at a profit to himself. He and the other doctors 
also have been charged with taking home cash they should have been tuming 
over to the university. The clinic offered large discounts to patients who paid 
in cash; fertility treatments that normally cost $10,000 were cut by $3,000 for 
cash payments. Visitors to the clinic described a waiting room where people 
had suitcases full of money, and a staff member has alleged that Dr. Asch took 
home as much as $30,000 in cash in a single day. The accused doctors deny 
any wrongdoing. 

The university claims that it did not get all of the share - 13 per cent - - that it 
should have received from the income the doctors earned from treating patients 
in the clinic. University officials now say they have tightened their rules to 
insure that all funds generated by entities using the university's name are 
properly accounted for and disbursed (Wiener, 1995). 

Typically, investigation into the clinic was triggered by a media article, 

specifically a Los Angeles Times article. The media article prompted a federal 

investigation and only then did Irvine officials respond. The list of ethical violations in 

this one example is extensive, including issues of informed consent and unlawful 

experimentation. Yet, the ethical violations are presented in a laundry list format, an 
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extensive listing, but without discussion or comment from university officials. There 

was no follow-up to this article, no mention of federal actions or consequences to the 

institution. Indeed, the most interesting fact is that the tenor of the article shifts from 

listing ethical violations to an economic discussion of how the university did not get 

its share of the funds, including a comment by university officials. There was no 

discussion as to how Irvine officials would address the deficiencies in human subjects' 

protections, but their fiscal system has been corrected. While this is an extreme 

example of human subjects' violations, it is a typical example of how money issues 

are reported in The Chronicle. 

Another interesting point in this article was that there was no mention of 

payment to the women for their eggs. Clearly, the women are egg producers, but they 

do not seem to be the egg owners. Indeed, not only did the women not own their own 

eggs, they paid for the privilege of donating their eggs. This is very typical coverage in 

The Chronicle articles. Payment to human subjects for their time, efforts, or the 

subsequent side-effects from their participation in studies is problematic. Numerous 

ethicists claim that such payments result in undue economic pressure to volunteer. 

Only one article explicitly addresses the issue of payment to subjects in economic 

terms rather than as an ethical dilemma. 

Although scientists have often paid the subjects of medical and psychological 
research for their participation, the practice has been controversial hi the past, 
ethicists have feared that such payments would commercialize the relationship 
between scientists and their research subjects, or turn the work into a last resort 
for the poor. 
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In an article in the July 15 issue of The New England Journal of Medicine 
titled, "What's the Price of a Research Subject? Approaches to Payment for 
Research Participation," Neal Dickert and Christine Grady say that payment of 
research subjects is already pervasive and will become increasingly necessary. 
The two ethicists suggest that national standards be set for paying research 
subjects, and outline three models. In one, a market model, supply and demand 
would determine how much research subjects were paid. The authors say the 
model, if applied, could lead to high payments for risky experiments that 
provided little benefit to research subjects. In a reimbursement model, 
scientists would pay research subjects for their expenses, including any wages 
lost for time spent participating in experiments. The amount paid to each 
research subject would vary. The authors advocate a third model, in which the 
subjects would be paid as if they were providing unskilled labor, with some 
additional payment for any medical procedures that were uncomfortable and 
possible other bonuses. The authors say they prefer paying research subjects a 
low wage, because participating in a research project usually requires little real 
work or skill Keeping wages low would also mean that the cost of research 
could be contained and that the subjects of experiments would be apt to 
support the research and not just participate for money (Wheeler, 1995b). 

Notice that the point of this article is not necessarily compensation for the 

subject but rather an exercise in reducing overall research costs. The fact that some 

volunteers have died while acting as unskilled labor is conveniently overlooked. 

Monetary inequalities are partially covered by the promotion of other benefits. 

The following excerpt from a 1997 article is typical. 

[The patient] went to the hospital's emergency room in 1983, complaining of 
mood swings and sleeplessness. Upon discovering that [the patient] had no 
medical insurance, a nurse suggested that she take part in a study to search for 
biological markers that identify patients who are responsive to 
lithium.. .(Campbell, 1997). 

This short quote actually points to two issues in the system of human subjects' 

protections. First, participation in a clinical trial is promoted as a benefit to the patient, 

overcoming the lack of health insurance. Indeed, participation in clinical trials is 

nearly always portrayed as a benefit to subjects. This stance has gone so far as to 
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promote clinical trial participation as something which patients should demand and 

furthermore this demand should include insurance coverage for clinical trials, as 

evidenced in the 1999 excerpt below. 

Third-party payers are subjected to a daily barrage of negative publicity for 
denying payment for claims for experimental interventions, no matter how 
dubious. Numerous bills winding their way through the federal and state 
legislative processes seek to allow, and indeed encourage, aggrieved 
patients/subjects to sue their insurers or H.M.O.'s for withholding payment for 
experimental interventions. (Cohen & Kapp, 1999) 

Notice how participation in clinical trials is being portrayed as something that is a 

patient's right. Discussions of payments for the treatment of side effects directly 

attributable to a study have been around for a long time, despite a lack of any progress 

in the area. A summary of the National Bioethics Advisory Commission (NBAC), 

report again called for such an action. 

Another recommendation in the draft report urges the government to establish 
a no-fault compensation system for people injured in medical research. In most 
cases, such people now have to rely on their own insurance or sue the 
institution for negligence, a difficult and time-consuming process. Such a 
system has been recommended by several other government committees, 
including one in 1973 that investigated the Tuskegee Syphilis Study.. .The 
commission draft, however, does not specify whether such compensation 
would come from universities or the govermnent (Brainard, 200Id). 

The second issue from the 1997 excerpt is the question of finders' fees. 

Whether or not the nurse received a finders' fee for referring that patient is unknown. 

Indeed the question of finders' fees and the form such fees may take are explicitly 

discussed only once, in a 1991 article. 

"We're trying to advance biomedical research, "says ...[an] associate professor 
of medicine.. .and the chief of hematology and oncology. .."If it takes finders' 
fees to get more patients into clinical research, and if the fees are proportionate 
to the service rendered, there is nothing intrinsically wrong with tliem." 
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Scientists say they have difficulty participating in large-scale studies conducted 
at many academic medical centers unless they can find patients who will 
consent to the questionnaires, tlie extra medical tests, and the uncertainty about 
side effects that the studies often entail. In addition, the payments that 
researchers receive from drug companies or the federal government for 
working on a clinical trial are sometimes related to the number of patients 
whom the researchers recruit (Staff, 2000). 

So, while the subjects may not be paid much, if anything, researchers are paid 

in numerous ways. Thus, it seems as though it is all right for a researcher to benefit 

monetarily, however the subject should not receive the same benefit. How prevalent is 

the practice of finders' fees? No one really knows. The following excerpt, once again 

triggered by a media article, is disturbing. 

Last year. The New York Times reported that pharmaceutical companies often 
pay doctors handsomely - in some cases, $1-million per year - for enrolling 
patients in studies. The results: Doctors from one field enroll their patients in 
drug trials in another field. For example, asthma specialists ran studies on 
psychiatric medications. Patients who are not appropriate candidates for a 
study have received drugs for conditions they did not have, sometimes without 
even being told that the drugs were experimental (Andrews, 2000). 

However, as the same article points out, finders' fees, are probably trivial 

compared to the monetary amounts which result from academic capitalism (Slaughter 

& Leslie, 1997) and conflict of interest issues. 

Even $1-million a year is small potatoes, though, in light of the incentives 
created for university researchers in the 1980's by the federal laws governing 
technology transfer. Before that time, research conducted at universities and 
supported by public funds belonged to the public. But the new laws give 
academic researchers intellectual-property rights; now they can, for example, 
patent a gene they discover or an invention they make, even if the entire 
enterprise has been financed by taxpayers through the National Institutes of 
Health or another federal agency. Academic researchers can form biotech 
companies or enter into joint ventures with them. Penn's James Wilson, for 
example, founded a gene- therapy company. Many university biologists have 
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become millionaires, with stock options and fees as directors of corporations 
far exceeding their uni versity salaries (Andrews, 2000), 

Specifically problematic are researchers, like James Wilson, who hold stock in 

company at the same time they investigate the company's drugs. Indeed, Wilson's 

conflict of interest was cited as a factor Jesse Gelslnger's death during a gene-therapy 

study at the University of Pennsylvania. However, while numerous articles point a 

blaming finger at faculty, university administrators seem more sheltered. Yet, it is the 

system which encourages and even demands that faculty look for-profit, as evidenced 

by the quote below. 

Universities everywhere want faculty members who can bring in money, not 
only througli research grants and contracts, but also through clinics, patents, 
hcensing agreements, and any other product of their intellectual activity from 
which administrators can take a cut (Wiener, 1995). 

While the monetary aspects of the system of human subjects' protections seem 

obviously problematic and subject to revision, such is not necessarily the case. 

Exemplifying the difficulty of implementing changes to the system are attitudes such 

as the following, "The A.A.M.C. sees no logical tie between the moral obligation to 

protect human research subjects and the source of funding for that research" (Cohen & 

Kapp, 1999). 

As mentioned in chapter three, Dr. Kom as the spokesperson for the American 

Association of Medical Colleges, consistently, continually and vocally defends 

medical colleges. His stance makes sense when conflict of interest regulations are 

examined via the perspective of a medical college. Medical college researchers 

compete for research dollars with the for-profit sector, an unintended consequcnce of 
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the Bayh-Dole Act of 1980. Anything which decreases tlie speed of university 

research, including human subjects' protections or conflict of interest policies, results 

in a decreasing possibility of being able to compete effectively. 

The increased scrutiny of corporate support comes at a time when medical 
schools are turning to the private sector more than ever before to pay for 
faculty members' research. Tlie shift is due largely to the fact that, over the past 
decade, federal ftinding has failed to keep up with the growth in biomedical 
research. Medical schools often have an enormous stake in the outcome of that 
research, since they typically share in the profits of any resulting commercial 
products. Schools that are competing for corporate dollars don't want to tie up 
requests for months while their administrators analyze the ethical implications 
of accepting the money (Mangan, 2000). 

Keep in mind also, that private corporations are subject primarily to the FDA. 

These corporations, if they accept no federal funds, are not necessarily bound by the 

same rales that academic researchers must follow. It is from this perspective - that 

medical colleges are handicapped in ways corporations are not - that Dr. Kom seems 

to view constraints on research utilizing humans. 

In essence, researcher "gain" is implied to be a part of academic freedom. The 

"gain" component of academic freedom means the financial ability to pursue any line 

of research that is of interest to the researcher. Any limits on fimding also limits the 

research projects which can be pursued, thus limiting academic freedom. This type of 

academic freedom is portrayed as necessary for scientific progress and the betterment 

of society, not as individual gain, unlike monetary benefits for subjects which seem to 

be portrayed more as merely personal gain without a higher purpose. 
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Progress 

The second IDF is progress. The rhetoric that progress is always good and 

anything which interferes with progress, particularly scientific progress, is bad, 

dominates The Chronicle articles. The concept of progress, as a rhetorical j ustification 

against nearly all changes to the system of human subjects' protections, was utilized 

again and again; indeed a word search returned 67 instances of the word. Furthermore, 

when the word was not used explicitly, it was implied. While progress is not 

necessarily a bad thing, the concept of progress in these articles, has been subtly 

corrupted. Progress, which typically implies advancement towards something better, 

as used in these articles, seems to mean the ability of researchers to follow any 

interesting line of research, preferably with little outside commentary. Anything which 

interferes with research is bad. Not once, in any article, was this concept of progress 

questioned. 

The concept of scientific progress, as an end justification, was pulled out and 

used as an argument against any type of change. An obvious example is all calls for 

any changes to informed consent, such as getting a written signature or making the 

consent forms more understandable, were countered by the argument that more 

requirements would impede scientific progress. While the explicit uses of progress are 

easy to find, progress was more subtly tied to three other themes: academic freedom, 

concepts of professionalism, and public trust. Indeed, explicit uses of the word 

progress are less problematic than the implied usages. 
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According to the articles, the progress component of academic freedom means 

that researchers should be free to follow interesting lines of research, otherwise 

progress will be blocked. The following excerpt is typical of the tone and tenor of this 

attitude. 

Neither the lack of guidelines, the mora! objections of some people to any 
embryo research, nor fears about where cloning research might lead justify 
denying researchers the ability to take this next step. Indeed, a review board or 
university that blocked such research would arguably infiinge on the academic 
frealom of the researcher who sought to do the study. Disagreements about the 
worth or dangers of the fruits of research are not a legitimate ground for 
denying faculty members the freedom to conduct research., .(Robertson, 1993). 

This quote above clearly links medical research to academic freedom and 

progress. Later articles are more subtle. What is particularly interesting about the 

quotes below is that they were generated by social scientists, in protest of having to 

follow medical standards. Yet, the concept that social science work is significantly 

different from medical studies was a subtle theme. Instead, the overt argument 

centered on academic freedom in general, with a specific protest against IRB reviews. 

which would benefit medical researchers as well as social scientists. 

Many higlier education watchdogs.. .say the conflict-of-interest policies and 
standards of disclosure that universities rely upon don't do enough to protect 
academic freedom...(Blumenstyk, 1998). 

Some researchers are calling the very existence of the supervision [by IRBs] a 
violation of academic freedom and their First Amendment rights (Brainard, 
200If). 

But there is a growing risk of harm to academic freedom and scholars' First 
Amendment rights if tlie authority of IRB's is interpreted too broadly or 
becomes too intrusive (Gunsalus, 2002). 
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By extension, we also lack a clear sense of how much weight to give academic 
freedom in deciding whether scholarly work should be subject to prior review 
by an IRB (Gunsalus, 2002). 

This line of argumentation led to various concepts of professionalism, most 

specifically to the right and/or ability of a profession to police itself. As described by 

Abbott (1988), one of the key standards of a profession is the ability to control its 

work, including self-regulation of such work. Indeed it is ttiis concept that is the 

touchstone of the arguments for self-accreditation. 

Unfortunately, self-accreditation, as used in these articles is not quite up to the 

standards of professionalism as described by Abbott. First, it is not necessarily the 

researchers who are the primary force developing these standards, rather university 

administrators play a large role. Below is a list of players in one certifying agency, an 

agency which is actively pushing for voluntary accreditation, which will be examined 

more in a later chapter. 

.. .the Association for the Accreditation of Human Research Protection 
Programs, has been developing. ..[a]...set of standards. That organization has 
been supported by university groups, including the Association of American 
Medical Colleges.. .In addition to the Association of American Medical 
Colleges, the founding organizations of the new accreditation group are the 
Association of American Universities, the Consortium of Social Science 
Associations, the Federation of American Societies for Experimental Biology, 
the National Association of State Universities and Land-Grant Colleges, the 
National Health Council, and Public Responsibility in Medicine and 
Research...[also]...the Pharmaceutical Research and Manufacturers of 
America, a trade group representing drug and bioteclinology firms, and the 
Burroughs Wellcome Fund will help finance the organization (Southwick & 
Monastersky, 2001). 

Second, administrators are not necessarily developing these accreditation 

standards to benefit researchers or human subjects. Rather the standards seem to be a 
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way to avoid federal censure, a common complaint of research institutions as tyjiified 

by the excerpt below, which once again implies that progress is impeded by oversiglit. 

However, the "hammer method " of the O.P.R,R.,.. .may not be the most 
appropriate way to encourage universities to improve their oversight of human 
subjects. He and others hold liigh hopes for a forthcoming, voluntary system 
for accrediting IR.B.'s and researchers who work with human subjects. 

"If you tell an organization that they're closing down all of their clinical 
research, that has many ramifications. And it can be a deadly blow to the 
career of a postdoctoral fellow. It has the potential to cut off people from 
protocols to get the best treatment they could get. There has got to be a 
willingness to search for less-draconian measures to encourage compliance 
(Brainard, 2000c). 

Despite the fact that such draconian measures and subsequent publicity did 

seem to have a very real impact on IRB operations, such an impact is portrayed as a 

bad thmg. 

Medical researchers have been under heavy scrutiny after a volunteer died in 
1999 at the University of Pennsylvania, and a second volunteer died at the 
Johns Hopkins University in June (Brainard, 2001a). 

Thus, the call for institutional flexibihty below seems somewhat ironic when it 

is that very flexibility which led to institutional suspensions and violations of human 

subjects' protections regulations. 

The standards were also written to give universities flexibility to choose 
specific methods of meeting them, said Maijorie Speers, the accrediting 
association's executive director. "We want to allow the field to evolve and 
develop its own best practices," she says (Brainard, 2001a). 

Similarly, the penalties for standard violations are obviously not very onerous. 

By certifying the protection of human subjects, the organization hopes to 
promote "a culture of conscience and responsibility" at institutions...tlie panel 
plans to work with, rather than punish, institutions that are not doing enough to 
protect human subjects. The group's founders said it is unlikely that the panel 
would publicly disclose an institution's shortcomings, unless an institution 
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actually lost its accreditation. Such a step would be a last resort, panel 
members said (Southwick & Monastersky, 2001). 

Thus, overall the process of accreditation is portrayed as progress in improving 

the system of human subjects' protections, despite pharmaceutical company funding 

and the lack of stringent penalties. 

In February, a nonprofit organization supported by several higher-education 
groups began offering such accreditation to research institutions on a voluntaiy 
basis. "We believe that voluntary self-regulation by the research community, 
along with oversight by an independent accrediting body, is the best strategy 
for making research as safe as it can possibly be," said Marjorie Speers, 
executive director of the Association for the Accreditation of Human Research 
Protection Programs (Southwick, 2002), 

The rationale for this perspective is simple. Progress, as defined by the 

accreditation articles, should clearly result in greater pubhc trust in the system, the 

third theme found in the progress IDF. The following excerpts from a clinical 

professor, the perspective of university administrators, and one accreditation group, 

point to the fact that the concept of public trust in the system is critical to everyone in 

the process. 

Accreditation "would assure an institution and the public that there are 
adequate safeguards in place to protcct the rights and welfare of humans 
involved in research.. ."(Andrews, 1999). 

University officials have supported the concept of voluntary accreditation as a 
way to improve protections for participants in medical research and raise the 
public's faith in such studies. That faith was shaken after a series of 
government suspensions of human-research programs and critical government 
reports over the past three years. Universities currently can receive 
accreditation for their programs that protect the welfare of animals used in 
research, but not of people - a distinction cited by critics who believe 
universities are not doing enough to protect humans (Brainard, 2001 e). 
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The founders of the group hope to improve protection of research participants 
and bolster public trust after reports of inadequate safeguards at universities in 
recent years...(Southwick & Monastersky, 2001). 

More difficult to find was any dissenting opinion. Indeed, only two excerpts 

were found, the first from a social scientist, the second from a bioethicist. 

Researchers receiving federal grants would be urged to obtain accreditation 
issued by a private, nonprofit group. To be certified, researchers would first 
have to undergo training, perhaps in an on-campus seminar or a Web-based 
tutorial, and pass a test showing mastery of the material. The move toward 
certification "seems to be a real divergence from the goal of making I.R.B.'s 
more efficient with respect to humanities and social-science research 
(Brainard, 2001 f). 

Skeptics say the accreditations and self-assessments may merely lead 
universities to do the minimum necessary to keep their programs off the radar 
screen. "What you really want is to change the way people think.. .You want 
conscience. I don't know what gets you conscience, but let's not stake it all on 
accreditation" (Brainard, 2001c). 

Indeed, one very real problem with the focus on accreditation is summarized 

below. 

Recent federal policies have emphasized the accreditation and the required 
ethical education of investigators, including Web-based tutorials and the like, 
often focusing on an overview of regulatory requirements. Those sorts of 
policies reinforce a culture of compliance (Kahn & Mastroianni, 2002). 

Thus, it seems as though researchers must comply, while administrators are 

involved in setting the standards of accreditation. This is a curious situation. The 

rhetoric of academic freedom, both the gain component and the progress component, 

indicate that many believe researchers should be free, financially and intellectually, to 

pursue interesting lines of research. Yet, I question how this conception of academic 

freedom intersects with the fact that administrators are setting accreditation standards, 

which seem to place bureaucratic constraints on researchers, especially social 
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scientists. I question whether behind the rhetoric, the issue is not one of academic 

freedom in any sense, rather simply a question of who exercises the most power. The 

question may not be whether or not research is controlled by researchers, but rather 

whether the federal government or university administrators control the research, 

pointing to the third tt)F, power differentials. 

Power Dififerentials 

The third IDF, power differentials, is rarely discussed in exphcit terms. A full 

discussion of power and its usage in these articles is beyond the scope of this work. 

However, a few inequalities and stratifications stand out and warrant further 

discussion. Particularly interesting is the fact that most of these stratifications are 

based upon expertise, not legal or economic authority, which might be expected. This 

perspective of power is subtly prevalent in numerous articles. It typically reveals itself 

in ways of speaking about things, rather than explicit statements of power. 

Stratification based upon scientific expertise is particularly interesting in two 

overlapping areas: discussions of the subjects and discussions of the local IRBs. 

The voice of the human subject is never heard in these articles, others speak for 

them. This, in and of itself, is evidence of the paternalistic attitude prevalent 

throughout the articles. For example, any discussion of informed consent, the right of 

the subject to know about the experiment and possible risks of participation, is 

typically prefaced by the implication that most subjects cannot understand the science 

involved. The example below is typical of this attitude. 
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The human-subjects panel, often known as an institutional review board, or 
IRB, usually consists of faculty members, lawyers, hospital chaplains, and 
scientists able to understand the research being reviewed (Wheeler, 1994). 

Why lawyers and hospital chaplains are able to "understand the research being 

reviewed," is never addressed in the context of the subjects. Yet, the understanding of 

science is the primary justification for local review boards, whose job it is to review 

the experiment prior to the recruitment of subjects. The subject must be protected by 

others who are more knowledgeable about science in general and the experiment in 

particular. Indeed phrases such as the following rippled through numerous articles, 

"[The IRBs].. .job is to protect the rights and welfare of research subjects" (Robertson, 

1993). 

Thus, in the context of human subjects' the IRBs are always portrayed as 

defenders, protecting subjects and watching out for the subjects, although it is 

interesting to note that the "rights and welfare" of human subjects is never explicitly 

discussed. Rather it is more of a touchstone phrase to seemingly engender confidence 

in the system or public trust that the IRBs are capable and willing to protect the 

interests of the subjects. 

However, confidence in the IRBs capabilities may be misplaced. The expertise 

of the IRBs is not always accepted. Indeed, as the following claim makes clear, there 

are people in the academy who believe that IRBs do not have the scientific knowledge 

necessary to evaluate experiments. 

.. .some researchers.. .say clinical research has become so specialized that 
I.R.B. members - especially the community and medical-student 
representatives - lack sufficient expertise to adequately evaluate risks posed 
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by research proposals. "All over the U.S., you have amateurs reviewing 
professionally done clinical research..."(B^nard, 2000a). 

These doubts are only raised when the context of the article is discussing the 

limitations that IRBs impose on researchers, never when the topic is protection of 

subjects. So on one hand, subjects should accept the capabilities of the IRBs, and trost 

in the system. Meanwhile, in the background, researchei's make claims that IRBs are 

not capable of understanding some of the experiments they judge. While it is 

understandable that medical researchers might make such claims, they are not the only 

scientists doing so. New technologies provide challenges for IRB members as well. 

For example, a 1999 article made the following claim: 

The growth of research on the Internet has outpaced the efforts of researchers -
- and advocates for the ethical treatment of research participants - to 
understand the implications of this new methodology and to develop guidelines 
for its responsible use (Hamilton, 1999). 

Getting cyberspace projects approved by IRBs had gotten so bad by 2001 that 

one association. The Association of Internet Researchers, released a draft of an ethics 

report specifically designed to be used by cyberspace researchers in arguments to 

IRBs. 

.. .[Jones] is worried that institutional review boards, the groups that oversee 
research ethics on many campuses, are being too tough on Internet researchers. 
"IRB's are not allowing Internet research to happen because they're so 
concerned.. .They're really erring on the side of caution" (Young, 2001). 

The message of the report being that IRB members do not understand the 

technologies, do not understand the implications of use of the technologies, and 

generally do not understand the ethical issues involved in cyberspace research, which 

is primarily conducted by social scientists. 
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IRB members do defend themselves at points in the aiticles; however they are 

not heard from very often, and when heard, their defense claims seem weak. Thus, the 

power differentials indicated by the bureaucratic position of IRBs warrants further 

study in a later chapter. 

Solutions 

Bijker claims that in order to understand a technological artifact a reseai-cher 

must understand the definitions of working. In this case, what does a working system 

of human subjects' protections really mean? How do diffei-ent groups define 

' Vorking?" hi The Chronicle articles, no one group ever explicitly defines what 

working means. Instead, there are mmierous calls for more studies, each study adding 

to the complexity of the existing system until today, the system has reached a point 

where deficiencies are hidden in plain sight, lost among numerous rhetorical 

arguments which further obscure any real attempt to actually protect subjects from 

harm; a form of obfuscation in the guise of clarity. 

Bijker also recommends looking at the solutions proposed by relevant social 

groups to determine a definition of what "working" means in relation to a 

technological artifact. The first problem is to find the relevant social group. What is a 

relevant social group? Clearly there are disciplinary differences among researchers. 

Examination of The Chronicle articles leads to the inescapable conclusion that 

categorization by social group is extremely problematic when dealing with the system 

of human subjects' protections. For example, the category of university professor can 

roughly be divided into three interest groups. First, the professional standing of 
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bioethicists is dependent upon an ethical perspective of hnnian research. Second, 

climcal scientists are dependent upon the availability of research subjects. A third 

section of university professors are typically silent, neither making their professional 

reputations by using human subjects, nor by protecting human subjects. Notice that 

this division leaves out professors who also play a role in university administration, 

IRBs, or government agencies, further complicating their roles. 

Thus, for analytical purposes, the speakers in The Chronicle articles divide into 

roughly two camps, regardless of what social position is held by the speaker. First are 

those who act as advocates for subjects and are typically found outside the system, 

such as the mass media, advocacy groups, and lawyers. Second are those who use 

subjects to further their work in some manner. The second group is the one which is 

found most often in The Chronicle articles. The first voice, the advocates, seems weak 

and distant though not without power. "Working" to these groups seems to consist 

solely of openness, the ability of the system to bring problems to public awareness and 

to generate discussion. 

Within the second group, those who use human subjects, the reverse seems 

true, contentious issues should never be brought to public awareness. The system 

"works" when there is no public discussion. Admittedly, such discussion should be 

absent because no such issues exist, but overt tactics of distraction and rhetorical 

argument are equally valid if necessary. Thus, in some respects, there seems to be an 

implicit alliance among clinical researchers, university administrators, and IRB 
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directors, which aligns in many respects with the interests of the pharmaceutical 

industry. 

The problems listed in table 4.1 are well known by regulatory agencies. As 

already meationed, one of the federal responses to public criticisms is to order a study 

of the problem. The U.S. government has produced numerous such studies. This is not 

surprising given that the government is in the position of spinning public relations so 

as not to offend powerful interests, but at the same time doing damage control to close 

off even more public relation disasters. So, rather than continuing the discussion of 

relevant social actors, an extremely tangled category, it is worthwhile looking at some 

of the various government reports. 



85 

Chapter 5 - Government reports 

Problems with the system of human subjects' protections have been 

documented and numerous solutions have been proposed. Given that the federal 

government has the authority and pow^er to correct problems, it seems as though 

problems delineated in government reports would be addressed. Such is not 

necessarily the case, as a closer examination of some of the reports reveals. 

The authors of The Chronicle articles rely heavily on numerous government 

investigations, studies, and reports as sources to discuss various issues and solutions. 

However, eight reports produced by three different government agencies account for 

nearly all of the federal government report citations in The Chronicle articles. Indeed 

these reports are also cited in Congressional hearings and by government 

representatives. The reports form a solid basis for examining what the federal 

government knows about the system of human subjects' protections. 

The eight reports used in this chapter are: The United States General 

Accounting Office (GAO) reports, published in 1996 and 2001; the four Department 

of Health and Human Services (DHHS) Office of Inspector General (GIG) reports, 

published in 1998 and one report from 2000; and finally the National Bioethics 

Advisory Commission (NBAC) report published in 2001. 

The GAO prepares specific reports as requested by Congress. The mission of 

GIG is to audit and evaluate the integrity of departmental programs, as well as the 

health and welfare of beneficiaries served by those programs (Brown, 1998a, p.2). The 
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NBAC was established by Executive Order 12975, signed by President Clinton in 

1995 (Shapiro, 2001b, p.2). These eight reports represent a spectrum of government 

interests, as well as being heavily quoted and paraphrased in The Chronicle articles, 

thus it is worthwhile asking how the system of human subjects' protections is 

portrayed in tliese reports. 

GAO reports 

The 1996 GAO report (Jaggar, 1996) starts with a breakdown of the structure 

of the system of human subjects' protections. At the federal level, the report examines 

OPRR and FDA oversight. At the local level IRBs are examined. 

In 1996, OPRR (which no longer exists) was primarily responsible for 

overseeing insurances. Assurances are contract-like agreements where institutions 

receiving federal funds agree to comply with federal ethical conduct standards. The 

initial assurance covered a period of three years, with five year renewal periods. There 

were three types of assurances: single project assurances (for a single study); multiple 

project assurances (covering institutions involved in multiple studies); and cooperative 

assurances (covering multiple institutions involved in one study), fa 1995 there were 

3063 active single project assurances (overseen by 3 staff members); 451 active 

multiple project assurances (overseen by a retired physician on a volunteer, part-time 

basis) and 1,333 active cooperative project assurances (overseen primarily by the 3 

same staff members who review single project assurances). The GAO report: daim.s 

that assurances serve as one of the "system's chief preventative measures (Jaggar, 
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1996 , p.7)." Yet, approval of an assurance . .involves no site visits by OPRR to tlie 

institution; rather negotiations are handled tlirough correspondence and telephone calls 

v^ith institution officials (p. 8)." Furthermore, the 1997 report by the OIG mentions 

that only 1 site visit occurred between April 1997 and May 1998 (Brown, 2000). 

According to the GAO, from 1990 to 1995 OPRJR made 15 site visits as "part of 202 

compliance investigations it completed {Jaggar, 1996, p. 19)," 

Approximately 1200 IRBs oversee drug research which falls under FDA 

purview. The FDA does conduct more site inspections than OPRR and allocates more 

staff as well Unfortunately, the FDA's inspection of IRBs focus primarily on written 

documentation, such as the minutes of the IRB meetings, written operating 

procedures, and other documentation about continuing review and IRB membership. 

FDA inspectors rarely talk to human subjects given that many inspections take place 

long after studies have been completed. 

A primarily impetus for an inspection is the submission of a new drug 

application (NDA) to the FDA by a pharmaceutical manufacturer. The inspection then 

focuses on the integrity of the study data, not the protection of human subjects. This is 

particularly disturbing when data from the OIG is examined in conjunction with the 

GAO report. A 1998 OIG report contains fiscal year 1997 FDA inspection data. A 

total of 194 inspections were carried out. One hundred and fifty five problems 

requiring action were found, a rate of 80%. Furthermore, 60% of the problems 

involved consent form deficiencies or continuing review deficiencies (Brown, 1998b, 

p. B-3). Clearly, inspections, even just paperwork inspections, do find problems. 
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Typical of the tone of the GAO report is the following statement, "Most of the 

violations tlte FDA identifies...are relatively minor. From 1977 to 1995, about one-

half of tlie violations related to the adequacy of the informed consent forms (Jaggar, 

1996, p. 14)." This is a curious sentiment, given that informed consent is one of the 

basic pillars of the system of human subjects' protections. However, consistent with 

the tone of The Chronicle articles from 1996, the GAO report admits tliat no system of 

prevention is foolproof but then goes on to cite evidence of noncompliance, including 

allegations of misconduct, as proof that the system is working, that violations are 

being found. 

Moving to the local level is problematic. "No data exist on the exact number of 

IRBs in the country, but estimates range from 3000 to 5000 (Jaggar, 1996, p.6)." 

Similarly, "IRB reviews generally do not involve direct observation of the research 

study or of the process in which a subject's consent is obtained.. .(Jaggar, 1996, p. 

11)." Additionally, the GAO found issues with IRB funding, the sheer volume of 

studies needing review, homogenous memberships of the committees, and a lack of 

expertise. 

The following table is a brief summary of the structural system of human 

systems protections and some of the most problematic areas as found by the 1996 

GAO report. 

Table S.I: Summary of tlie sysitein of liuman sMbjects' protections 

Agent Prevention Enforcement Problematic factors 
OPRR • Assurances • Investigates • Lack of funding 

• Education allegations of • Few actual site 
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* Written guidelines noncompliance reviews 
• Can restrict 

institutional research 
FDA e Reviews subject • Monitors IRBs • Stresses 

protections before • Drug and device procedural 
permitting drug researchers compliance 
studies • Can impose penalties • Protection of the 

• Education (typically restrictions consumer rather 
on the researcher) than the subject 

IRBs • Examine • Lack of funding 
researchers' plans • Complexity of 
prior to the study research 

• Continuing • Lack of 
reviews representative 

membership 
• Multisite trials 

No mention was made of local IRB enforcement powers. One would assume 

that an IRB can require changes in a study, not approve a study, or terminate a study. 

However, to terminate a study, IRB needs information from researchers, or complaints 

about violations. Somehow, it is doubtful that a researcher who is violating a human 

subject directive is likely to voluntarily tell the IRB about it or indeed even necessarily 

recognize that such a violation is occurring. 

Equally problematic is the fact that enforcement at the federal level, relies on 

local oversight. There is a disconnect among preventative efforts and regulation. For 

example, the FDA has the greatest power to punish researchers or institutions but it is 

primarily dependent upon IRBs and researchers to document violations. OPRR sets 

guidelines, but then rarely follows up unless there is a major publicized problem. Even 

then, OPRR does not seem to have the authority to punish researchers, only research 

institutions. Ironically, use of this authority seemed to be a factor in the demise of 
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OPRR and the subsequent creation of the Office of Human Research Protections 

(OHRP), as mentioned in chapter one. 

The title of the GAO's 2001 report includes the phrase "Concerns Remain," 

neatly summarizing the findings of the report (Heinrich, 2001a). The overall tenor of 

the report is that little has been done, leaving the impression that many of the changes 

taking place at the time were designed to give tlie appearance "doing something," 

rather than seriously addressing the deficiencies noted in the prior GAO report. 

HHS is strengthening protections of human subjects by "enhancing the 

visibility of its human subjects protection activities" (Heinrich, 2001a, p. 1), primarily 

by creating the OHRP in June 2000. Note though that funding, staffing, duties and 

responsibilities did not substantively change. However, the mechanism of assurances 

was changed and the process was stieamlined, to reduce the paperwork burden 

(Heinricli, 2001a, p. 5-6). OHRP also increased not-for-cause site visits from zero to 

10 in 2000. Remember though that there are 3000 to 5000 IRBs, thus 10 site visits 

does not seem overly large. One new concern was the financial relationships existing 

among institutions, researchers and sponsors. This is not surprising since such a 

relationship appeared to be a factor in the death of Jesse Gelsinger which will be 

explored in a later chapter. 

Also cited in the report is the move towards accreditation ".. .geared toward 

evaluating IRB effectiveness [since] little is known about how well IRBs are 

accomplishing their mission to protect human subjects..(Heinrich, 2001a, p.9). Not 



mentioned in the GAO report is the imfortunate fact that accreditation relies on self-

reported data, not necessarily on empirical studies. 

Also touted are the educational efforts and indeed this may be the one area 

where real changes are occuiTing. For example, researchers at many doctoral/research 

extensive institutions must now take a test in order to conduct studies involving 

human subjects. However, it is well known in the healtli communication field that 

education does not necessarily change either attitudes or behaviors (e.g., Street, Gold, 

& Manning, 1997; Crano & Burgoon, 2002). Thus, the educational efforts may or may 

not have the desired effect. Since these educational efforts are not being measured, 

their effect is unknown. Passing a multiple choice test does not automatically translate 

to ethical behavior. Educational efforts do however provide the illusion of doing 

something. The report also cites the problematic pace of change, which as is typical, is 

more glacial than substantive. The lack of funding which affects federal staffing levels 

and site visits mean that gaps still exist in the system of human subjects' protections. 

IG reports 

In 1998, the OIG released a series of four reports. The reports focus primarily 

on the local level, specifically institutional review boards (IRBs). The first report 

examines existing issues. The second report examines the continuing review function 

of IRBs. The third report looks at independent review boards, those not affiliated with 

an institution. The fourth report looks at promising approaches implemented by a few 

select IRBs. 
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The first report, "Institutional Review Boards: A Time for Reforai" is the most 

detailed. Its conclusion is that. .the long-established system for protecting human 

research subjects has vulnerabilities that threaten its effectiveness (Brown, 1998a, p. 

i)." The report lists the following table, which delineates the factors jeopardizing the 

effectiveness of IRBs: 

Table 5.2: Changing environment for IRBs* 

CHANGE EXPLANATION KEY IMPLICATIONS FOR tRBs 
Expansion of 
Managed Care 

New Types of 
Research 

Emphasis on cost control 
and competition. Squeeze 
on research support for 
academic health centers. 

Increased 
Commerciali
zation of 
research 

Proliferation of 
Multi-Center 
trials 

Heightened industry role 
in sponsoring research. 
Sponsor emphasis on 
rapid product 
development 

ProUferation of trials 
spread across hundreds 
of sites, even across the 
world. 

Advances in Biomedical 
research in. the areas of 
gene testing and gene 
therapy; increased 
research on mental health 
issues. 

Pressures to accommodate research 
sponsors who can provide research-
related revenues for the parent 
institution. 
Increased difficulty in obtaining staff 
and other resources. 
More pressure on staff physicians to 
generate income, widi less time 
available for voluntary commitments 
to IRBs. 
Institutional and sponsor pressures 
for quick reviews. 
Sponsor shopping for customer-
focused IRBs. 
Added complexity on issues 
involving liability, academic 
freedom, and patient disclosure. 
Diminished influence of "local" 
review. 
Flood of adverse-event reports to 
review. 
Lack of access to significant 
information concerning status of 
ongoing research. 
Need for new, highly specialized 
areas of expertise. 
Emergence of thorny ethical issues 
involving informed consent and 
appropriate research. 
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• Increased importance of having 
noiiinstitutional board members. 

Increased Intensified efforts to 
Number of obtain government 
Proposals funding and to develop 

• Significant increase in workloads. 
• Without sufficient increases in staff 

and/or efficiency, less time is 
available to review initial protocols 
and to conduct continuing reviews of 
approved research. 

new products. 

Rise of Patient Increased consumer 
Consumerism demand for access to 

research. 

® Presents major challenges in: 
o Ensuring equitable recruitment of 

subjects. 
o Ascertaining local attitudes and 

values. 
o Maintaining distinctions between 

therapy and research. 
* Adapted from HHS-OIG, 1998a, p. 5 

The report makes a series of recommendations designed to address the issues 

listed in table 5.2. 

1. Greater IRB flexibility (lessen procedural requirements) 
2.  Greater IRB accountability (performance evaluations) 
3. Greater IRB access to information about multi-site studies and FDA 

actions against investigators 
4. More education for researchers and IRB committee members 
5. Eliminate conflict of interest problems by: 

a. Moving IRBs out of the institutional research office 
b. Prohibiting equity owners from participating in the IRB review 

c. Requiring more non-scientific and non-institutional IRB members 
6. Provide IRJBs with more resources 
7. Reengineer federal oversight to include more on-site inspections 
8. Require IRB registration 

The overall tone of the report is a shift in emphasis from preventative, 

procedural requirements to outcome measurements. The call for more resources and 

more education is a common one, found in nearly every discussion of the system, of 

human subjects' protections. More problematic is the call for more federal oversight, 

process 
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while at the same time calling for more IRB flexibility. In some respects they are 

conflicting constraints, in other respects tliese recommendations represent a subtle 

change in emphasis: outcomes and effectiveness versus paperwork compliance. 

Interestingly, while there is mention of IRB flexibility, there is little mention of 

increasing IRB authority. What can or does an IRB do to a researcher who does not 

follow the rules? This area is entirely unexplored. While disciplinary action is possible 

at the federal level, somehow it seems unlikely that an IRB would report the 

researcher to the FDA for disciplinary action if it means that the institution might be 

penalized as well. During the late 1990s, many of the institutional suspensions by 

OPRR were the result of initial FDA researcher investigations. The system is . .a 

permeable shield, with no strong framework to ensure that the subjects' interests take 

precedence over institutional ones (Brown, 1998a, p. 17)." 

This report points out that the obvious, that the number of human subjects 

under IRB jurisdiction is unknown, as is the number or injuries or adverse events. 

More unusual for the time is the explicit linkage with commercial financing of clinical 

research. According to this report, clinical research is an important revenue source for 

most academic health centers. Twenty five percent of the operating budget at 

academic health centers derives from research activities. Commercial sponsorship 

accounts for as much as 50% of research funding. Thus, academic health centers 

receive approximately 12.5% of their operating budget from corporations. It is in the 

interest of academic health centers to keep their corporate sponsors happy given that 

these sponsors can and will go elsewhere if their needs are not met, thus explaining 
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Dr. Kom's and the A AMC's staunch defense of the system as mentioned in chapter 

three. 

The second report "Institutional Review Boards: Their role in reviewing 

approved research" is about the IRBs' continuing review function (Brown, 1998d). 

Continuing review is the annual review of multi-year projects, to ensure that human 

subject protections are still being followed. Tlie OIG report claims that continuing 

review is a critical necessity in the system of human subjects' protections because; 

1. Limits of informed consent - subjects develop unrealistic expectations 
about both the potential benefits and risks associated with participation 

2. Infomied consent documents serve . .to protect the institutions and 
sponsors rather than the human subjects..because they are written in 
legal terms not necessarily understandable by subjects. 

3. Blurring of the lines between research and treatment, leading to a 
"therapeutic misconception" where subjects may believe they are receiving 
treatment rather than participating in an experiment 

4. Changing research environment, where the proportion of industry 
sponsored research has increased and the culture is increasingly shaped by 
the realities of the marketplace 

5. "Protocol creep" wherein the number of subjects, the dosages, or some 
other aspect of research changes after initial approval 

The essence of the report is that there is minimal substantive review of the 

annual reports and that it is typically a paperwork review. Research sites are rarely 

visited. Human subjects are rarely interviewed. According to the report, continuing 

review is limited by the same factors which limit the initial review of research: 

1. Heiglitened workload pressure 
2. Limited useful feedback on multi-site trials 
3. Limited feedback on FDA actions against investigators 
4. Limited IRB expertise 
5. Limited non-scientific and non-institutional input 
6. The trust factor 
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As mentioned previously, public trust in the system of human subjects' 

protections is necessary so that a supply of subjects is maintained. In this case though, 

the issue of trust is between researchers and IRBs. The OIG report claims tliat the IRB 

process is . .rooted in trust,.." thereby making substantive continuing review suspect 

since the IRB's primary job is to ensure protections upfront, not to serve as a 

"watchdog" (Brown, 1998d, p. ii). "Tlie trust that exists is a strength of tlie system. 

Any erosion in it could, indeed, threaten human-subject protections" (p. 12). This 

means that any continuing review beyond a paperwork review could be viewed as a 

"watchdog" activity implying a lack of trust. Unfortunately, the reality may be that a 

researcher is simply unaware of applicable regulations, which seemed to be the case in 

the death of Ellen Roche as will be discussed in a later chapter. 

Also problematic are adverse-event reports (AERs). Sponsors and investigators 

are required to report to IRBs any adverse event. Unfortunately, large scale, multi-site 

trials often result in massive amounts of data that IRBs are not equipped to analyze. 

Thus, while the IRBs may have all the necessary information for making a 

determination, the information is worthless due to its volume. This fact creates the 

interesting effect of hiding valuable information by burying it within a large volume of 

information. 

The OIG report also claims that federal oversight of IRBs provides little basis 

for determining the effectiveness of IRB continuing review of approved research. The 

OPRR focuses on upfront assurances with few on-sight assessments. The FDA focuses 
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on inspections that stress procedural compliance, not IRB effectiveness. According to 

the report, problems with not assessing effectiveness include: 

1. Inhibits IRB capacity to identify and address situations were unacceptable 
risks emerge 

2. Inhibits KB capacity to identify research results which prove to be too 
favorable to continue testing, instead warranting immediate 
implementation 

3. Inhibits IRB capacity to identify protocols which stray beyond approved 
limits 

4. Inhibits 1KB capacity to ensure that subjects have sufficient understanding 
of the risks they may incur in the research process 

Buried in an appendix to the report on continuing review is a minimal review 

of advertising used to recruit human subjects (Brown, 1998d). An ongoing problem 

with any research involving human subjects is the recruitment of enough subjects for a 

vahd study. Contributing to the need for subjects are large-scale multi-site studies. 

According to this report, researchers and sponsors have increasingly turned to 

marketing techniques to recruit subjects. Over the last 20 years advertising for subjects 

has increased tremendously. The OIG concludes that even tliough the experimental 

nature of the study is mentioned, the accompanying language strongly implies that the 

procedure is a treatment, that there are numerous benefits, or that the study was an 

opportunity the person should not miss. For example, one ad reads "DO YOU HAVE 

ASTHMA? If you qualify..(Brown, 1998d ,p. C-2). Furthermore, the risks to the 

individuals are rarely mentioned in these ads. Thus, the ads contribute to and 

encourage the therapeutic misconception that some subjects hold. 

The third OIG report, "Institutional Review Boards: The Emergence of 

Independent Boards" concerns review boards which are not affiliated with a nonprofit 
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institution, such as a research university (Brown, 1998c). Instead independent review 

boards are typically for-profit entities. Little is known about these entities, although 

their committees seem to be composed of researchers from numerous academic 

institutions. There does not seem to be any rales about universities developing their 

own for-profit IRBs. Indeed, it seems as though universities could develop for-profit 

IRBs, much like they would develop any other spin-off company. This is still an 

emerging area which might warrant fliture follow-up when more is known. 

According to the report, central to the marketing success of for-profit IRBs is 

the fact that such a board can make quick decisions. A typical research protocol 

review may take eleven days rather than the thirty-seven days required at an academic 

health center. Missing from the OIG report is any mention of cost or who pays. One of 

the central problems with a typical IRB is the lack of funding. Yet, utilizing a for-

profit IRB must cost money. So why is it acceptable to pay one entity and not the 

other? 

The OIG report continues by listing its concerns with for-profit IRBs: 

1. Not local review boards 
2. May be subject to conflict of interest - if the sponsor is not pleased they 

will lose business 
3. IRB shopping becomes a real concern as sponsors and researchers can go 

to multiple entities to receive approval. 

The final 1998 OIG report "Institutional Review Boards: Prooiising 

Approaches" is a laundry list of changes that have worked for some IRBs (Brown, 

1998b). These include: 

1. Managing the workload by creating specialty IRBs or multiple DRBs 
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2. Providing education for researchers 
3. Outsourcing the continuing review function to for-profit IRBs 
4. Providing education for IRB members 
5. Broadening the expertise of the IRB by commimity outreach 
6. Self-evaluations 

Interestingly, every one of these promising approaches requires monetaiy 

resources, something every report has mentioned as problematic. Additionally, the 

self-reporting functions focus on "customer-service." Is the researcher happy with the 

IRB? The question of whether or not human subjects are adequately served is not 

addressed. 

In 2000, the Office of Inspector General issued a follow-up report to the 1998 

reports (Brown, 2000). In "Protecting Human Research Subjects: Status of 

Recommendations," the OIG did not re-examine the system, instead the report starts 

from prior recommendations. Essentially, with the exception of some educational 

activities (including the October 2000 NIH requirement for training), there has been 

no follow-up on the recommendations. The OIG report specifically cites the fact there 

has been no action taken on conflict of interest and IRB workload pressures. Similarly, 

re-engineering the federal oversight system to emphasize accountability and 

effectiveness has been ignored. The 2000 report does emphasize the fact that OPRR's 

demise and the creation of OHRP is a good thing, despite the fact that substantively, 

little has changed. 

The report cites the fact that on-site inspections have increased. Between June 

1998 and March 2000,10 on-site inspections were conducted by OPRR. While the 

report does not mention why these particular institutions were chosen, The Chronicle 
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articles mention in a few cases, that the on site inspections occun*ed because a federal 

agency received a complaint of research impropriety. Disturbing is the feet that 7 

institutions were required to suspend some or all of their federally funded research. 

Clearly, on-site inspections work, yet the rate of such inspections is so small as to be 

somewhat irrelevant. The OIG claims though that such visible suspension is creating a 

"sentinel effect" (leading more research institutions to re-evaluate tlieir procedures) 

based upon the fact that numerous medical journals and newspapers gave prominent 

attention to OPRR's enforcement actions. Yet, this appai'ently effective means of 

enforcement has all but stopped under OHRP. Essentially, tlie report concludes that 

few of the 1998 recommended reforms have been enacted. Historically, this fact is not 

surprising and is indeed a common response to any problem in the system of human 

subjects' protections. 

National Bioethics Advisory Commission report 

The National Bioethics Advisory Commission (NBAC) was appointed in 1995 

by President Clinton after the Advisory Committee on Human Radiation Experiments 

found questionable research practices (Wheeler, 1995a). The committee is best noted 

for the breadth and scope of its many reports. During its lifespan, the National 

Bioethics Advisory Commission produced numerous reports. Of interest here is the 

three section report, published in 2001, comprised of a summary (Shapiro, 2001a), 

volume I (Shapiro, 2001b), and volume II (Shapiro, 2001c) - nearly 800 pages 

examining every aspect of the system of human subjects' protections. 
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Despite the voluminous amount of material, the Commission had few insiglits 

which had not already been covered elsewhere. They too pointed out that IRBs need 

more resources, more expertise, conflict of interest policies and more monitoring 

capabilities. The commission also pointed out the need for outcome research and more 

federal oversight. They included a call for a national office to oversee all IRBs and 

human subjects, since no one in the current system imows exactly how many IRBs 

exist in the United States or how many humans are the subjects of experimentation. 

The NB AC report discussed the changing nature of research, a fact already pointed out 

by all the GAO and IG reports. However, NBAC members used this fact to call for a 

dynamic regulatory structure, with the flexibility to address change. 

The NBAC is not the first presidential commission to examine the system of 

human subjects' protections. The National Commission for the Protection of Human 

Subjects of Biomedical and Behavioral Research operated from 1974 to 1978, issuing 

10 reports including the well-known Belmont report. The President's Commission for 

the Study of Ethical Problems in Medicine and Biomedical and Behavioral Research, 

which existed from 1980 to 1983, produced 11 reports (Walker, 1996). Unfortunately 

though, the NBAC had no regulatory powers and apparently little credibility with the 

Bush administration since President Bush allowed the commission's mandate to expire 

in October 2001. 

The commission made a valiant attempt to detail the federal system in effect 

during the 1999 fiscal year. The NBAC report includes a table of agency budget data, 

claiming a total of over $10 billion on research which utilizes human subjects 



(Shapiro, 2001c, p. J-23). This data is not complete, though, because the CIA claimed 

the dollar amount it spends is classified. Similarly incomplete are the figures on "in-

house" research done by federal agencies; the number of federal employees dedicated 

to protecting human subjects and the budgets for such work. Figures for the local level 

are missing entirely. 

Limited information is available concerning the human and financial resources 
that federal agencies, other sponsors, and research institutions dedicate to 
oversight. In fact, the only information NBAC could obtain in this regard was 
for the federal agencies.. .Thus, the information presented.. .is an incomplete 
picture of the current resources used to support the oversight system (Shapiro, 
2001b, p. 131). 

The commission report also details the fact that, 14 agencies have additional 

regulations, policies, or procedures relevant to human subjects' protections. In many 

respects, the Common Rule has become a baseline subject to many extensions and 

qualifications by each agency. This complaint was often voiced in The Chronicle 

articles. The federal system portrayed in the tables and appendixes to the report is one 

of overwhelmingly tangled complexity, where even those involved in the system may 

not understand the system in its entirety. Essentially, the system has reached a point of 

where even an 18 member committee with good access to federal agencies could not 

document all the complexities in numerous reports. 

One of the primary problems with the system is ".. .insufficient or nonexistent 

empirical evidence,.(Shapiro, 2001a, p. 17). This was a theme throughout this 

report. 
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This report has raised many questions about ethical issues that could not be 
answered because of insufficient or nonexistent empirical evidence (Shapiro, 
2001b,p. 133). 

The NBAC used the lack of empirical evidence as one of the primary reasons 

for calling for one federal agency to oversee all research involving human subjects, 

regardless of the source of funding. As one committee member wrote, 

Ironically, every guinea pig - and cat, dog, rabbit, hamster, and monkey -
used in research is protected by federal law, whether the research is supported 
by public or private funds. We have oversight committees to minimize 
unnecessary use and abuse of the animals, and we know precisely how many 
of them are used, how they are treated, and how many have been 
injured.. .Americans shouldn't fear being treated like guinea pigs in research. 
They should clamor to be treated as well (Charo, 1999). 

Despite the efforts of the NBAC, it was widely criticized in The Chronicle. 

particularly as various reports were issued. Two criticisms are specifically interesting. 

The first criticism was that the commission members primarily came from the 

academy. The second criticism was that the commission had no power to enact its 

suggestions 

The reasons for the panel's relative lack of influence are complex. Some 
observers blame a lack of support from the Clinton administration, noting that 
the commission had been given no power to enact its suggestions. They also 
suggest that the panel - most of whose members came from academe - -
hobbled itself by proposing politically unrealistic recommendations (Brainard, 
2001b). 

Notice, that political considerations take precedence over ethical issues. The 

criticisms, while true, are somewhat misleading. According to the reports by the 

NBAC, 12 of the 18 committee members have academic appointments. Eight of those 

12 are affiliated with the health sciences, primarily with appointments in academic 
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medicine. Also on the committee are representatives from three bio-tech companies, 

three lawyers, and one philosopher. One economist is the only rq)resentative from the 

social sciences. Rounding out the committee is a rehgious studies professor and a 

representative from the Hastings Center, a nonprofit ethics organization. A look at the 

membership of the committee, particularly the heavy representation of the interests of 

academic medical centers, the recommendations that came out of the commission are 

somewhat surprising. A summary of the recommendations is detailed below; 

Table S3: NBAC recomniendations 

Category Recommendation 
Scope and structure of 
the oversight system 

Education, certification 
and accreditation 

1. Protect all hmnan subjects regardless of ftmding 
2. Create a single, independent federal office to lead and 

coordinate the oversight system 
3. Create a single-set of unified, comprehensive federal 

regulations 
4. Federal policy should identify research activities that 

are not subject to oversight and outline a procedure for 
determining whether a particular study is or is not 
covered 

5. Risk and review should be more closely coordinated, 
including special, supplementary review bodies for 
research that involves novel or controversial ethical 
issues 

1. More education for everyone involved in the process 
2. Enhance research ethics education 
3. Require IRB member certification 
4. Accredit IRBs 
5. Reduce unnecessary paperwork burden 
6. Institutions should develop internal monitoring 

mechanisms 
7. Conflict of interest guidelines and policies should be 

developed by the federal government 
8. Sponsors and institutions should develop policies to 

monitor and manage conflict of interest issues 
9. IRB members should have relevant expertise and 

experience 
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10 

Guidance for Assessing 1. 
Risks and Potential 
Benefits 

2. 

3. 

Emphasizing the 1. 
informed consent 
process 

2. 

3. 

4. 

Monitoring of ongoing 1. 
research 

2. 

3. 

4. 

5. 

6. 

Need for resources 1. 

At least 25% of IRB members should be unaffiliated 
with the institution, representing the perspectives of 
participants. 
An analysis or the risks and potential benefits should be 
applied to all types of covered research and each 
component should be evaluated separately 
Federal policy should distinguish between research 
studies that pose minimal risk and those that pose more 
tlian minimal risk 
Federal policy should promote the inclusion of all 
segments of society 
Federal policy should emphasize the process of 
informed consent rather than the fonn of its 
documentation 
Federal policy should permit IRBs to waive informed 
consent under certain conditions 
Federal policy should permit investigators to use other 
means of documenting and verifying informed consent 
rather than just paper documentation 
Federal policy should develop mechanisms to enable 
investigators and institutions to reduce threats to 
privacy and confidentiality 
Federal policy should describe how sponsors, 
institutions, and investigators monitor ongoing research 
Federal policy should describe requirements for 
continuing IRB review of ongoing research 
Federal policy should clarify when changes in research 
design or context require review and new approvals 
The federal government should create a uniform system 
for reporting and evaluating adverse-events, especially 
in multi-site research 
Federal policy should permit central or lead IRB review 
for multi-site studies 
The federal government should study the issue of 
research-related injuries to determine if there is a need 
for a compensation program. 
The proposed oversight system should have adequate 
resources to ensure its effectiveness and ultimate 
success in protecting research participants 

* (Adapted from: Shapiro, 2001a) 
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Many of these recommendations are not new. Many were first proposed by the 

National Commission and have surfaced again and again. Following the historical 

pattern established in chapter one though, few of these recommendations have been 

implemented. A call for a study in response to adverse media publicity does not 

necessarily result in substantial changes, tadeed, a statement by one committee 

member lends credence to the garbage can tactic described by Cohen and March 

(2000, p. 25). 

"I don't really get the sense that there was any part of the Washington 
establishment that looked to us for help in their own work, except as a place to 
catch hot potatoes" (Brainaxl, 2001b). 

Where the commission reports significantly differ from other reports is in the 

fact that commission members actually insisted that all subjects should be protected by 

the system. They also insisted on a national system to compensate volunteers who 

have been harmed while participating as a research subject. "It may be argued that 

regardless of the magnitude of the problem, the costs of research injuries should never 

be borne by participants. If individuals are injured by research participation, those who 

benefit from the research (e.g., institutions and sponsors) bear some obligation to 

compensate those who risked and suffered injury on their behalf (Shapiro, 2001a, p. 

17). Moreno, one of the NBAC committee members, makes a stronger case, quoting a 

1969 article by Beecher, "It is unreasonable to expect that the society which profits 

actually and potentially should not share in the responsibility for what was done 

(Shapiro, 2001c, p. 1-11)." Unfortunately, the final summary of recommendations is 

not as strongly worded, stating merely that: 
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The federal government should study the issue of research-related injuries to 
determine if tbere is a need for a compensation program (Shapiro, 2001a, p. 
17). 

Strong rhetoric, such as that above, in the body of the report, was then is 

softened in the final recommendations. This fact elicited claims that the commission 

did not go far enough, regardless of the fact that the commission had no power to 

enact any of its recommendations. 

Such an exception reflects problems with the panel's entire report, said Peter 
Lurie, deputy director of the Health Research Group, part of Public Citizen, the 
nonprofit activist organization founded by Ralph Nader. 'In each point where a 
potentially useful recommendation is made, the commission turns around and 
slashes open a loophole... '(Southwick, 2001). 

Other disturbing rhetoric exists in the NBAC reports, such as the following: 

"Research is an ever-evolving enterprise (Shapiro, 2001b, p. 134)." The word 

enterprise, used quite often in this report, is more evocative of a business than a 

research institution. Use of the word enterprise implies that the protection of 

businesses, not the protection of subjects, is an underlying, if implicit theme of the 

study. 

Similarly, a call for lessening the "burden" by distributing the "roles and 

responsibilities among more parties in the oversight system (Shapiro, 2001b, p. 134)," 

while at the same time calling for one federal agency with larger powers sends 

contradictory messages. Such potentially contradictory goals are especially noticeable 

when the committee calls for improved protections for vulnerable populations by 

making provisions to include more vulnerable populations in research studies. The 

imphcit message is that vulnerable populations (children, prisoners, and mentally ill 
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patients) and their interests are not protected if they cannot participate in research 

studies. 

Overall, the eight reports discussed in this chapter are in agreement that the 

system of human subjects' protections has problems. All the reports start with a 

delineation of the system of the time. All the reports contain some history of the 

system ofhuman subjects' protections. All the reports give the impression that 

someone is 'hatching" the system and that something is being done to protect human 

subjects. Yet, close readings delineates the fact that the very structure and functioning 

of the existing system precludes or hinders protections. Setting aside the ethics of the 

use of humans in research, these reports point to structural and functional problems, 

shown in table 5.4. These problems create an opening where abuses and violations 

may occur. 

Table 5.4; Summary of structural and functional issues 

Level Problem 
Federal and 
national level 

• No unified federal oversight 
• Not all subjects are covered 
• No one knows how many IRBs exist 
• No one knows how many subjects there are 
• No one knows about outcomes - how many subjects are harmed, 

how many aren't? 
• Current federal oversight relies primarily on voluntary 

participation 
• Current federal enforcement relies primarily on investigation of 

complaints 
Local level • Location of IRB within research offices 

• Lack of funding support for local IRBs 
• IRBs have local authority only, leading to: 

o Inconsistencies in multi-site authority - allowing 
pharmaceutical companies to establish multi-site research 
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which circumvents local IRB authority 
o Lack of consistent oversight of international research 

• IRB membership 
o IRB members are typically part of the professional 

community they evaluate 
o IRB members are volunteers with other responsibilities 
o IRB members may not have the expertise to review some 

protocols 
• IRBs lack the resources to conduct outcome evaluation or to 

monitor subject recruitment. 
• Timing pressures 

o Financing of studies requires quick approval 
o Lack of time for initial review due to volume 

® Lack of consistent university and researcher conflict of interest 
policies 

Given the fact that every report emphasizes that local IRBs are a keystone in 

the frontline of protecting human subjects, it is worthwhile to now turn to the local 

IRBs, particularly asking how local IRBs deal with some of these well delineated 

issues. 
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Chapter 6 - Institutional review board webs and mandated 
change 

Introduction 

Some perspective on local implementation by the institutional review boards 

(IRBs) is critical to understanding the system of human subjects' protections. Every 

document and discussion analyzed to this point claims that IRBs are an essential 

component in the protection of hiunan research subjects. There is a general acceptance 

of the basic premise that human subjects must be protected, yet critical examination of 

IRBs is problematic. IRB functioning is perceived as a local implementation subject to 

individual variation. However, if the structure and the functioning of IRBs is essential 

to the system, reflecting the use or working of the system, then it is important to 

critically examine the structure and functioning of those IRBs. 

IRBs have existed in one form or another since the 1970s. As has already been 

discussed, there are problems with the system. The mass of federal rules, regulations, 

and policies has grown to encompass include many gray areas and confusing 

directives, allowing for numerous, flexible interpretations. In 2000, a new office, the 

Office for Human Research Protections (OHRP), was created to address some of the 

confusion in prior system. Clearly, the system of human subjects' protections, 

especially local institutional review boards, is in a state of flux. Given the rapidity of 

the changes taking place, it is worthwhile to question how IRBs are implementing the 

new rules, regulations and policies, and what kind of conclusions might be drawn from 

such implementations. 
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In particular, it is the structure and fimctioniog of the IRBs that is of interest. 

While numerous researchers have studied organizational change, including 

institutional isomorphism as described by DiMaggio & Powell (1983) and Sutton's & 

Dobbins' (1996) work on implementation of federal mandates the most useful theory 

to pursue the question of how IRBs are structured and what functions they perform, 

seems to be the tlieory of mandated academic change. 

The theory of mandated academic change is based upon implementation of 

federal mandates in higher education institutions. Newcombe and Conrad (1981), 

claim such implementation has four stages; I) infusion; 2) preparation and policy 

formation; 3) trial and translation; and 4) policy execution (p. 559). Of particular 

interest is step seven of stage one: articulation and communication of the institutional 

interpretation of the requirements of the mandate (p. 560) through the use of 

institutional IRB web sites. 

The theory additionally describes four categories of variables: 1) 

administrative leadership; 2) facilitative substructures; 3) institutional subsystems; and 

4) governmental intervention (pp. 562-563). Newcombe and Conrad use these 

variables as a measure of successM implementation of federal mandates. Here the 

variables are used as a baseline for examining the structure and functioning of the 

institutional IRBs to derive an indicator of institutional power. In this case, 

institutional power is defined as having the resources, structure and functional 

capability to fulfill the IRB mission of protecting human research subjects. 
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Methodolog}} 

Only doctoral/extensive research universities are examined here. The Carnegie 

Classification of 2000 lists 151 such institutions (Carnegie Classification of 

Institutions of Higher Education, 2000). These institutions conduct the bulk of federal 

research, which amounted to approximately $17.5 billion in 2001 (Kelly, 2002). There 

is no way of telling how much of this money involved studies using human subjects 

though because no national office oversees the use of all human subjects. 

Because changes across institutions, as well as within institutions, are 

examined an internal, yet publicly available data source was used, that of the 

institutional IRB web sites. The methodology of utilizing web sites as a data source is 

in its infancy and subject to many problematic aspects. While numerous 

communication researchers have developed methodologies and perspectives to study 

computer-mediated communication (CMC), such as bulletin boards, chat rooms, email 

and listservs, (e.g., Jones, 1999; Mann & Stewart, 2000), institutional web sites are a 

form of organizational communication that is understudied. Miller and Slater claim 

that the Internet should be treated as media "...continuous with and embedded in other 

social spaces, that they happen within mundane social structures and relations..." 

(Miller & Slater, 2000, page 5). Thus, the web sites in this study are viewed as a fonn 

of organizational communication, reflecting the underlying structure and functioning 

of the institutional IRB, albeit in a possibly distorted fiishion discussed more below. 

At the least, an organizational web site is the only form of publicly available internal 

and external organizational communication. 
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Framing the variables of interest, in light of the fact the data sources are web 

sites, requires some explanations. Administrative leadership, "administrative support 

for implementation of the m andate" (Newcombe & Conrad, 1981, p. 562), was rated 

in three ways. First, where is the IRB located in the institutional hierarchy? Does the 

IRB have direct access to the President or Chancellor? The assumption is that tlie 

higher the location within the institutional hierarchy, the more power the IRB can 

exercise. Second, is there an institutional look to the web pages and does this look 

extend from the IRB home page to its supervising office? A "look" is defined as a 

consistent graphic design. Web design is an expensive process. So, the assumption is 

that an IRB with good graphic design has access to more institutional resources than 

an IRB with poor design. This assumption may or may not be warranted. It may 

simply be that the IRB has a talented student working in the office. However, for the 

sake of this study and because no work has been done on the interplay between access 

to institutional resources and web site design, the assumption remains that better web 

sites reflect more access to scarce resources. Based upon the author's seven plus years 

of web site production, this measure consists of a combination of illustrations used on 

the site, graphic elements used on the site, and layout of the site, both graphic and text 

evaluated on a good/bad scale. 

Finally, the ease of finding the web site from the institutional home page was 

rated. To do this consistently across institutions, I utilized the Google toolbar 

(available at: www.google.com). The Google toolbar, installed on a browser, allows 

the user to use one search engine on any site. I used the terms "institutional review 

http://www.google.com
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board," "human subjects," and "ethics" to search each institutiooal site. The 

assumption here is that the "easier" a site is to find, the more important the site is to 

the institution. The rating is not just the number of hits. Instead, it is a combination of 

the number of hits, the time taken to actually find the IRB web from the search results. 

For example, a search generating a thousand hits is rated high if the first two or three 

results led directly to the IRB site; it is rated low if the hits lead off in many directions 

and finding the IRB was difficult. Once again, this may or may not be a valid 

measurement, but it does at the least give a relative rating across institutions. 

Facilitative substructures, "...perform mechanistic support services..." 

(Newcombe & Conrad, 1981, p. 562). What support structures are available through 

the institutional IRB web site? Specifically, four categorical functions are examined. 

First, are the submission forms available online? Second, can forms be electronically 

submitted? Third, are researchers able to electronically check the progress of their 

submissions? Fourth, are educational services available, specifically is training onhne? 

Once again, the substructures delineated above are not without cost. Online 

fxmctionality requires programming skills beyond what the average amateur web 

designer possesses and once again, the functionality delineated above is a reflection of 

access to institutional resources. 

Additionally, the information management of the site was rated. To obtain this 

rating, principles of infomation architecture including the categorization of 

information, navigation structures, grouping elements, the structure of outside links, 

and evidence of cognitive overload were used. Finally, the concept of information 
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architecture was expanded to include content, specifically evidence of informing or 

teaching on the sites. Are researchers told why they need to follow certain procedures 

or educated as to the importance of the procedures? 

While institutional subsystems can be defined in many ways, the subsystem of 

interest is the actual committee reviewing proposals. The committees consist of 

members from many areas of the academy as well as at least one community member. 

Unfortunately, access to the actual work of the committees is extremely limited. The 

federal government has the right to review transcripts while the general public may or 

may not have that ability. Thus, this study focuses on the number of IRB committees 

in an institution, the number of people on each committee, the number of meetings per 

year, and the number of proposals reviewed during a year. The assumption is that the 

number of proposals reviewed by each committee member is a reflection of 

institutional support for the system. Given that most committee members take time out 

of their research to serve on the institutional review boards, there is a cost to each 

review. 

The final variable in the theory of mandated academic change is governmental 

intervention. "Effective implementation of a federal mandate is frequently contingent 

upon an intervention that creates a climate in which change is perceived by influential 

leaders as being important..." (p. 563). After the first mandate, governmental 

intervention typically occurs during the later stages of implementation, in an effort to 

mesh actual implementation with the mandate, and thus would fall outside the scope 
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of this study. However, in this case, many federal intei*ventions occurred right after the 

initial mandates, not at the later stages of implementation. 

Two federal actions in particular warrant an examination of the sites across 

time. The first action was the self-study developed by OHRP, 2002). The study asks 

research institutions numerous questions about their IRBs. Unfortujiately, the results 

of self-study have been specifically excluded under the Freedom of Information Act 

and are thus inaccessible. The second federal action was an NIH RFA entitled the 

Human Subjects Research Enhancements Program (NIH, 2002), which essentially 

awards up to $250,000 to pay for implementation of federal mandates. Thus, federal 

intervention did not stop after the first mandate, but is still continuing. 

Given continuing federal actions, the web sites were examined at two points in 

time. Seven months passed between the first data collection in December 2001 and the 

second data collection in July 2002, The assumption is that seven months is an etemity 

in Internet time and that some reflection of federal interventions might be visible in 

the web sites in this time frame. If so, how many sites changed and qualitatively, what 

types of changes occurred on the sites? 

Newcombe and Conrad (1981) would use the resulting data as a measure of the 

likelihood of the success implementing a federal mandate in academia. Their story 

stops here. However, the variables delineated under the theory of mandated academic 

change individually paint just one image of the structure and functioning of tlie IRBs. 

Extending the theory just a little, by viewing these individual factors in their totality, 

provides an indicator of institutional power of the IRBs. The assumption is that the 



117 

institutional power of an IRB, including access to institutional resources and 

institutional support, is a measure of how successful the IRB might be in 

accomplishing their stated mission of protecting human subjects. 

Results and discussion 

Aclniinlstratlw leadership 

Institutional hierarchy is a measure of the organizational reporting structure of 

an IRB. Where is the IRB located within an institution? Who does the IRB report to? 

How "far" away is access to the office of the President or Chancellor of the 

institution? Institutional hierarchy is measured by use of an organizational chart. Level 

one is the office of the President or Chancellor. Wliile, theoretically an IRB could be 

located at tliis level and able to function without any organizational constraints, dearly 

this is not practical. The second level, places tlie IRB directly below the office of the 

President or Chancellor. The third level places an intermediary office between the IRB 

and the executive office. In the fourth level the IRB is low in the chain of command, 

with two or more intermediary offices between the IRB and the leader of the 

institution. 

Sixty-six institutions were at the third level in their institutional hierarchy. The 

typical pattern was for the IRB to be located directly under the vice-president of 

research, who then reports to the president or chancellor of the institution. Sixty-two 

institutions were at the fourth level in their institution. The typical pattern at this level 

was for the IRB to be located in an office of compliance, which was then located 

under the vice-president of research. Notice that 84.77% of IRBs answer to the 
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research office either directly or through another office, something that every 

document and discussion points out as creating the potential for conflict of interest if 

fiscal loyalty is to the unit charged with increasing research fiinding. Indeed, Prentice, 

Mann & Gordon (2002) state that while 

. .Federal regulations do not address the reporting structures of the IRB.. .tlie 
important thing is that the IRB reporting structure must be organized so that no 
real or perceived conflict of interest compromises IRB ftinction or 
credibility.. .it is our recommendation that the IRB be administratively 
independent from offices that have any direct responsibility for the recruitment 
of research to tlie institutions" (Prentice, Mann, & Gordon, 2002, p. 34). 

So while the hierarchical location of IRBs was functional in that IRB work is directly 

tied to research, their location is problematic because research offices are typically 

evaluated on the amoiuit of research brought into an institution, not on the ethics of 

approved studies. Only 4 of the 151 institutions appeared to answer directly to the 

office of the president. 

Additionally, the offices of compUance, which oversaw 41% of the IRBs, 

typically implemented other federal research compliance issues as well. This means 

that animal care, biosafety, radiation safety, rDNA (recombinant DNA or gene 

therapy) and other governmental compliance issues are all overseen by the same 

institutional office. Compliance is portrayed as a legal issue, not as an ethical or moral 

issue. 

While 84.77% of the IRBs answered to a research office, only 73.5% of the 

IRB sites had a home page that reflected the same look and feci as their institutional 

parent. Delving into the site revealed that this institutional support did not extend 

much beyond the home page. Only 31,8% of the internal pages of the IRB sites 
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reflected the same design throughout both the IRB site and the parent site. This fact 

seems to indicate that while the hierarchical parent acknowledges the unit as a child, 

tlie child's web is not financially supported. Other units belonging to the research or 

compliance office typically maintained a consistent look throughout. Specifically, 

based upon the graphic design of their web sites, technology transfer offices and 

funding sources, clearly "belonged" to their parent sites. 

Simply because the graphic design of IRB web site diffwed from its 

hierarchical parent does not mean, a lack of institutional resources. However, this 

difference combined with the poor design of many of the sites did indicate units that 

do not have the resources to design and implement a professional site. Only 28% of 

the sites had good graphic designs; designs which lead the eyes comfortably through 

the web page. The other sites included obvious graphic design errors, such as poor use 

of white space, poor use of illustrations, vibrating colors, bad design elements, or lack 

of focus. Basic graphic design mistakes indicate someone lacking formal graphic 

design training created the site. 

While it is difficult to reproduce sample images of these sites in static black 

and white, the two images below (figure 6.1 and figure 6.2) are representative of a 

good graphic design and a poor design. Figure 6.1 demonstrates a balanced use of 

form, shape and white space. The viewer's eye travels from the header to the images 

to the menu is a seamless flow. The menu is easily distinguished from other graphic 

elements. In figure 6.2 the eye is drawn to the weighted left side and it is difficuU to 

move the eyes to the text menu. Accentuating the bad design is the use of white space 
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as the eye travels across the page, yet there was no white space between the middle 

vertical box and the human/animal text box. Vertical white space stops the eye. While 

not visible on this sample, the actual colors used did not go well together, including 

inappropriate use of red (which draws the eye) and a blue/aqua mix which simply did 

not match, further confusing the viewer's perceptions. 

Figure 6.1: Good graphic desigti 
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Figure 6.2; Poor grapWc design 
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Sixty-two percent of the sites were moderately difficult to find. Indeed, only 3 

searches led directly to the IRB. All of the other institutions required not only 

numerous searches, but scanning of online directories and phonebooks as well. The 

sites were not impossible to find, but neither were they easy to find. Interestingly, not 

one search on "ethics" led to an IRB site. This is consistent with the fact that only 13 

institutions had easily accessible links to ethics organizations and that only 13.2% 

prominently mention ethics at all. These statistics are interesting given the mission of 

over 60% of the IRBs is to . .protect the rights and welfare of human research 
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subjects..Yet, in December 2001 only two of these IRBs listed those rights, by July 

2002 the number had increased to four. 

Facilitatiw substructures 

Sixty-four percent of the webs have online forms. However, these forms were 

often in portable document format (pdf) and some IRBs required the researcher to 

purchase the full version of Adobe Acrobat to fill in the forms. Other IRBs allowed 

the researchers to print the forms and type or handwrite the infomation required. 

Similarly, some IRBs had manuals of up to twenty-six pages delineating how the 

application should be formatted, including margin and line spacing and the submission 

of up to sixteen copies of the application. While such requirements might make review 

easier, they clearly create a burden for researchers, a burden, which does not 

necessarily contribute to the ethical use of human subjects. The best sites had online 

forms in many formats, including Microsoft Word, Corel WordPerfect, or rich text 

format (rtf), which can be used by any word processing program. 

Only 2,65% of the institutions were technologically capable of online form 

submission; only 1.32% allowed researchers to track the progress of their applications. 

These findings correlate with the fact that information management on these sites 

tended to be poor. Indeed 18 of tlie sites simply had long lists of up to 54 links, with 

no supporting text at all. Many sites demonstrated poor categorization of information 

and confusing, circular navigation structures were common. In many cases, it was 

surprisingly difficult to find information. It was not uncommon to spend upwards of 

an hour on each site simply trying to find the variables of interest for this paper. Given 
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tbis fact, one has to wonder how an institution's researchers are actually utilizing one 

of these sites. The better sites were reviewed in ten minutes. However, only 20.5% of 

tlie sites had a good rating, indicating once again, the lack of professional expertise in 

designing the sites. 

In December 2001, few sites had online training. By July 2002,60.93% had 

online training, however the online training was typically the NJH module, (available 

at vsww.nih.gov), not a program specific to the institution. Here again, this is 

consistent with the finding that only 15% of the sites either gave explanations or 

instructiom. The vast majority of sites simply informed researchers that they were 

either responsible for knowing or should familiarize themselves with the information 

contained in the multiple documents. Table 6.1 indicates the document name, a 

description of the document, the number of institutions with hyperlinks to the 

documents and the page count as measured by printed web pages. 

Table 6.1; Document tabic 

Name Description Institutions Page Count 
Frequently Asked The quality of FAQs varied. Some 46 10-28 
Questions (FAQ) institutional FAQs focused on 

procedural issues, others hnked to 
the FAQ at the OHRP site 

Multiple Project Legal contract between the federal 70 20-26 
Assurance (MPA) government and the institution, 

delineating responsibilities of the 
institution to remain in compliance 
with federal laws. 

Belmont Report Report developed by The National 
Commission for the Protection of 
Human Subjects of Biomedical 
and Behavior Research (1979). 

64 23 

Nuremberg Code Code developed for tlie 17 10 
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Nuremberg Trials (1949) 
Declaration of Statement on medical research 16 8 
Helsinki (2000) developed by 
Federal Code - Code applicable to studies which 76 66 
Title 45 Part 46 fall under the purview of the 

Department of Health and Human 
Services (DHHS) 

Federal Code - Code applicable to studies which 35 48 
Title 21 Parts 50 & fall under the purview of the Food 
56 and Drug Administration (FDA) 
Institutional Policy 26 15-56 

State policy documents were included on some sites as well, although the state 

documents were not included in this study. Given that the documents in table 6.1 

represent 192-265 pages of dense materials, how many researchers actually read these 

documents is questionable. Only 8% of the IRBs synthesized the information in these 

documents and presented the information in a coherent, organized fashion, including 

the history and rationale behind certain requirements. 

Institutional subsystems 

Two models of the committee system seem to predominate. At some 

institutions, the research unit provided administrative and technical support to an 

independent committee. This is the minority structure. At most institutions the IRB 

director also functioned as the committee chair and clearly provided direction to and 

management of the actual committee charged with reviewing proposals. 

The average number of committees in an institution was 1.81. However, only 

129 institutions actually listed the number of IRB committees at their institution. 

Sixty-eight institutions listed the number of meetings per year, with the average being 

14. Committee members were even less likely to be mentioned. Only 55 institutions 
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had a full listing of their membership. The average number of committee members 

based on tliese numbers was 13.16. Federal law requires "...that an IRB include at 

least one scientist, one nonscientist, and one person not affiliated with the 

institution..(Aradur & Bankert, 2002, p, 96). Without exception, the outside 

members of these committees were clergy, lawyers, or medical doctors. Clergy and 

lawyers typically filled the roles of nonscientist as well No site listed an outside 

member without professional affiliations. 

Even fewer sites listed the number of proposals received; indeed only 3 sites 

contained such listings. Based on the three sites, the average number per year of non-

expedited proposals which required full committee review was 377. Such a small 

sample causes this number to be suspect. However, looking at the federal funding 

these institutions receive, the numbers seem consistent when compared to other 

institutions whose research funding and proposal numbers are public. For example, 

Johns Hopkins, who receives more federal dollars for research than other academic 

institutions, had 950 non-expedited proposals in 2000. 

Since Hopkins gets more federal dollars for research than other institutions, it 

is reasonable to assume they have more proposals as well. Based on the numbers 

found at the sites, it means that 31.4 proposals are considered at each meeting. 

Documentation on committee procedures was extremely difficult to find, however 

here again, two models seem to predominate. In the first model, each committee 

member reads each proposal before the meeting. In the second model, one committee 

member has responsibility for reading a proposal in-depth and leading the discussion 



126 

during the meeting, while the other committee members were directed to just skim the 

material. The length of time to read and assimilate a proposal or to familiarize oneself 

with a proposal is unknown given that proposals for clinical studies can range up to 

forty pages. 

Many of the sites changed from December 2001 to July 2002. Most of the 

changes were not substantive. The most common change was the addition of a link to 

the NIH online training module. However. 21.85% of the sites did have substantive 

changes, including the entire redesign of the site, revision of the local IRB system, or 

clarification of available information. These changes, combined with the fact that most 

of these sites changed to reflect an institutional look, indicate that the institutional 

review boards at these institutions now had access to more organizational resources. 

Given the increase in federal scrutiny and oversight, including discussions triggered 

by research institution suspensions, it is not surprising that institutions might pay more 

attention to their IRBs. 

Scattered among the 151 institutional review board sites are some other 

interesting indicators of future directions, although these directions have not yet 

solidified. Most of the sites clearly delineated the different types of review. Exempt 

research does not require any type of IRB approval. Expedited review requires one 

reviewer, such as the IRB chair. Continuing review is a yearly re-examination of the 

research project. Non-expedited review requires a hearing by the full IRB committee. 

So researchers are fully informed about the different types of review. Lacking was 



1.27 

information about how researchers could appeal a decision or the consequences of 

noncompliance with IRB directives. 

Conflict of interest declarations were required by only a few IRBs, despite 

continuing federal interest in such declarations. Exploration of this area is beyond the 

scope of this study. However, the essence of the issue is whether or not IRBs should 

be responsible for determining if a financial conflict of interests exists and whether or 

not the conflict impacts research design. This is an evolving area of responsibility and 

authority which as yet has no clear direction. 

No ERB site mentioned how the community interest requirement could be 

satisfied for international research, either. Here again the topic warrants more study, 

yet is too complex to include here. The essence of this issue is vaguely reminiscent of 

Tuskegee, where known treatments are withheld from third world subjects because the 

countries do not have economic access to the treatments. For example, one Johns 

Hopkins study in Uganda observed H.I.V. infected individuals but did not offer 

treatment, which was available before the study ended (Staff, July 7,2000). The 

justification for this action was that the country in question would never be able to 

afford current treatments and studies of alternative, cheaper treatments were needed. 

Most sites had plenty of information available on the use of well known 

vulnerable populations, such as children, the mentally ill, and prisoners. The treatment 

of women as research subjects was more problematic. Sometimes women were 

included as part of the vulnerable population and sometimes they weren't. Once again, 

this topic warrants further study. Should women be treated as vulnerable due to the 
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possibility of pregnancy or do women deserve to have access to drugs that have 

actually been tested on women? Many arguments can and have been made for both 

portrayals. The portrayal of students was similarly conflicted. Are students researchers 

or vulnerable subjects? It would seem logical that students at research institutions may 

play either role, yet few sites acknowledged this fact. Students were typically 

portrayed as either subject or researcher, not both. 

Only a couple of IRB sites contained infomiation about the move to certify 

both IRBs and committee members. Accreditation will be discussed further in a later 

chapter essentially though accreditation is a move supported by the OHRP and 

directed by the Association for the Accreditation of Human Research Protection 

Programs, Inc. (AAHRPP). The AAHRPP is a non-profit orgmization created by the 

Association of American Medical Colleges, the Association of American Universities, 

the Consortium of Social Science Associations, the Federation of American Societies 

for Experimental Biology, the National Association of State Universities and Land 

Grant Colleges, the National Health Council and the Public Responsibility in 

Medicine and Research group. While few IRBs or members are currently certified, 

certillcation is typically an indicator of a profession attempting to gain more influence 

and power or more likely in this case, professions trying to maintain power through 

self-policing actions. Alternatively, the FDA is considering professional IRB 

organizations, unaffiliated with any one institution. Indeed, one institution in this 

study has already outsourced IRB work to such a for-profit corporation whose 

financial backing is unknown. 
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The implicit assumption rumiing through most of the sites is that compliance 

with federal regulations actually does protect human research subjects. One hundred 

and twenty-three sites out of one hundred and fi fty-one sites (81.45%) emphasized the 

word compliance, pointing to legal compliance with federal regulations. Either they 

were physically located in an office of compHance or their mission statement 

explicitly claims they must ensure, assure, or insure that the institution is compliant 

with federal law. However, few of the sites actually have information useful to hum,an 

subjects or the means for subjects to ask questions or register complaints. 

As previously mentioned, only four of the sites delineated the rights of subjects 

and only two of those had clearly delineated sections for use by subjects. This is a 

curious fact since education of research subjects is a prevalent theme throughout many 

sources. Logically, it would seem that one source of education could be IRB web sites. 

Yet, the sites were not used to educate subjects. None of the sites had an expedited 

method for subjects to ask questions or file complaints. Furthermore, one of those two 

sites for use by subjects clearly targeted the recruitment of subjects for research. In 

other words, the site was less informative and more persuasive, trying to convince 

users to join studies. 

As a result of the above findings, it seems as though the institutional power of 

the institutional review boards, while currently weak, has not yet stabilized. The 

visibility and stature of IRBs seems to be increasing as a direct result of federal 

interventions. In other words, while institutional administrators might not want to give 

resources to IRBs, as evidenced by the first review of the sites, they are concerned 
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about recent federal actions. This finding correlates with an Inspector General report 

which claims that institutional suspensions are creating a sentinel effect, by citing a 

few institutions, many other institutions are reviewing their IRBs. Unfortunately 

though it is equally obvious that institutional review boards owe legal responsibility to 

tlie federal government and fiscal responsibility to institutional research office; there is 

little evidence of responsibility to human subjects. Other than typical research 

institution policies and procedures, there does not seem to be any formalized way to 

enforce the human subjects' rales and regulations. IRBs have the responsibility of 

overseeing researchers, without the authority to sanction researchers for hiunan subject 

violations. Not only does structural authority seem to be lacking, but few of the IRBs 

currently evidence any ability to influence the cultural environment of the institution 

as a whole, to provide cultural leadership in the area of human research subject 

protections or ethical mentorship. 

Conclusion 

This chapter focused on institutional power from the perspective of structural 

and functional support from the institution, having the resources to actually protect 

research subjects. The results are mixed and unstable. The evidence from the web sites 

would lead to a low indicator of institutional power. Thus, the IRBs, which federal 

reports considered to be an essential component in the protection of human research 

subjects, may or may not have the structural authority to actually enforce such 

protection. However, authority or power does not necessarily flow from just structural 



and functional aspects alone. Given that the focus of the sites is on paperwork 

compliance, not necessarily ethical treatment of subjects, raises other questions. Thus, 

the mixed results found in this chapter might be clarified by viewing institutional IRB 

web sites from a different perspective, utilizing a different methodology, as is done in 

the next chapter. 
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Chapter 7 - Building the lattice: Use of institutional review 
board web sites 

Introduction 

The federal reports discussed in chapter five emphasize the importance of local 

IRB implementation of the federal rules and regulations in the system of human 

subjects' protections. Chapter six explored the structure of IRBs as demonstrated via 

institutional webs. According to their web sites, the stated mission of most of the 151-

doctoral/research extensive institutions (Carnegie Classification of Institutions of 

Higher Education, 2000) is to protect the rights and welfare of human subjects used 

in research. Yet at the same time over 81% of the IRB web sites prominently display 

the word compliance. The implicit assumption seems to be that compliance with 

federal regulations will actually ensure, assure, or insure that humans used in research 

are protected. Given that the structural and functional aspects of IRB web sites 

described in the last chapter also led to mixed results as to institutional power, further 

examination of the local IRBs seems warranted. Structural and functional analysis is 

not the only method of examining the IRB web sites for insight into local 

implementations. 

A Foucaultian analysis comparing and contrasting the rationality of local IRBs 

with the results and use demonstrated by a rhetorical analysis of the sites provides a 

different methodology for examining local implementation of the system of human 

subjects' protections. Foucault claims institutions have a 
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rationality, or aim, that is the ends it has in view and the means it possesses 
for attaining tliose ends...Second, there is the question of results. Obviously, 
the results very rarely coincide with the aim: thus, the objective...has not been 
achieved. Now, when the result doesn't coincide with the aim, there are several 
possibilities: either one implements reforms, or one uses those results for 
something that wasn't envisioned at the start, but can very well have a direction 
and utility. This is what can be called the M5e„.(Faubion, 1994, pp. 385-386) 

IRBs fit Foucault's definition of the rationality of a system. The stated purpose 

for IRBs is the protection of human subjects. Viewed this way, IRBs are simply one 

more example of a growing bureaucracy, creating more work for others in the 

academy (Zemsky, Massy, & Wegner, 1990). Given that human subjects may not 

actually be protected by this system though indicates that IRBs may serve other 

purposes, leading to the question, what is the "use" of local institutional review 

boards? 

Methodology 

Once again, web sites are utilized as the data source for this chapter. While the 

web sites were not the first choice of a data source for this chapter, there is httle open 

access to local IRB records thus an examination of the "use" of IRBs utilizing otlier 

sources is problematic. 

The study of the specific question, the "use" of IRBs, starts with a critical 

discourse analysis of the web sites. Fairclough (1995) claims that ideological 

discourse formations (IDFs) point to the inseparability of ways of talking and ways of 

seeing (p. 40). He focused on ideological norms within an institution. This chapter 

extends his work to view one unit across institutions. Fairclough claims . .bits of 



discourse are analyzed with little or no attention to their places in their institutional 

matrices" (p. 49). Thus, the discourses from institutional review boards are not simply 

local manifestations of ideology but instead represent a national ideology made visible 

by viewing the commonalities across the webs. If this is true, then there should be 

evidence of IDFs. While it might seem strange to credit IRBs with ideological power, 

givai that local units show little evidence of institutional power, Fairclough cautions 

that the . .group which has ideological and discoursal power in an institution may or 

may not be clearly status-marked" (p. 41). The IRBs seem to have ideological power 

simply because no other institutional unit talks about human subjects. Thus by default, 

despite limited institutional power, the IRBs set the tone for discussions of research 

utilizing human subjects. As Fairclough argues, "It is when the dominance of an IDF 

is unchallenged to all intents and purposes that the norms of the IDF will become most 

naturalized and most opaque.. .subjects are typically unaware of the subject positions 

they occupy" (p. 42). So, if discourse cumulatively contributes to the reproduction of 

macro structures, as Fairclough claims, what, if any, IDFs are present in the 

institutional IRB web sites and how do these IDFs feed into the macro structure, or 

Foucault's concept of use? 

Results and discussion 

The exploration these questions start by using grounded theory concepts 

(Strauss & Corbin, 1998), specifically, by reading the home pages of the 151 sites. 

After the first read through, themes and common vocabulary were grouped, including 
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graphic representations found on the sites. Given that the IRB web sites are multi-

semiotic texts, most combined graphics and words (no web site included audio or 

video texts), so an examination of graphic representations, as well as text, was 

warranted. 

Voices of authority 

The first theme to emerge was th,e word compliance, discussed above. This led 

to the question of compliance with what? The word compliance implies a yielding, a 

submissiveness to authority, leading to the question of whose authority? Legally, IRB 

authority comes from the federal government. Yet, this fact was not necessarily 

reflected on the webs; indeed, the results on the webs were mixed. So, the answer to 

the question, whose authority, became the "voice of authority" IDF. The "voice of 

authority" is simply defined as the institution from whence the IRBs gain the power to 

enforce human subjects' protection compliance. 

Every web site claimed one of six sources of authority. Surprisingly, despite 

legahties, the federal government was claimed as the source of authority in only 25% 

of the webs. Other webs claimed institutional authority, structural authority, IRB 

authority, unknown authority, or multiple sources of authority. The following 

utterances are typical examples of the different authorities. 

1) "In accordance with federal regulations.. 

2) "University policy requires.. 

3) "The Office of the Vice Provost for Research mandates.. 

4) "The Institutional Review Board requires.. 
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5) "This web site is designed to give you all the materials.. 

6) "Federal laws, state policy, and institutional policy necessitate,. 

In the "voice of authority" IDF, there is no consensus as to where power comes 

from. There is no room for discussion of implementation. Authority is al ways 

portrayed as absolute. The message is clear; researchers need to comply, leading to the 

question, how is compliance gained? 

Voices of implementation 

Implementation basically refers to the rhetoric used to gain researcher 

compliance with the local IRB rules. While authority is rendered as a one-dimensional 

categorization, implementation seemed to move along multiple separable continuums. 

Two dominant continuums impact faculty work. Specifically, implementation could be 

viewed from a responsibility perspective or from a technical perspective. 

From a responsibility perspective why should a researcher comply with IRB 

procedures? Ultimately, the federal law requires comphance. Yet, this was not the 

only justification given for researcher compliance. The justifications for compliance 

best align with social power as described by French and Raven (Eagly & Chaiken, 

1993). They claim there are six bases of social power, power that influencing agents 

can hold over others. Social power can be categorized as reward, referring to an 

agent's ability to deliver rewards; coercive, referring to an agent's ability to deliver 

punishment; legitimate, where the agent has legal authority, thus lessening the need 

for direct surveillance by the agent; referent, where power comes from a feeling of 

oneness and a desire for identity; expert power refers to the perception that the agent 



has some superior knowledge or expertise; and infortnational power, which derives 

solely from the information communicated by the source (p. 634). Raven and French 

further claim these concepts represent different types of social relationships between 

the targets and agents of influence (p. 634-5). The number of sample comments in 

table 7.1 is representative of the proportion of sites using each type of power. 

Table 7.1: Themes of social power and responsibility 

Theme Example 
Reward 

Coercive 

Legitimate 

Referent 

1. 

2. 

1. 

2. 

3. 

4. 

1. 

2. 
1. 

2. 

Researchers who familiarize themselves with the policies and 
procedures on this website prior to submission of human 
subject studies will benefit by minimizing or eliminating the 
revisions required for review before a study can begin. 
By submitting a proposal.. .investigators safeguard themselves 
and their work. 
The University's willingness to defend researchers in litigation 
may depend on strict adherence to policies and procedures 
regarding IRB approval. 
Infractions of the regulations could have very serious 
consequences: not only could grant or contract support be 
withdrawn from a single offending project, but the host 
institution could lose all federal funding. Consequently, the 
University takes the protection of human subjects very 
seriously... 
Investigators who don't work through [the IRB] will, if 
challenged concerning their methodology or use of research 
participants, have to meet the challenge alone... 
Other major Universities have had entire research programs 
shut down for failure to follow regulations and faculty and 
students can receive administrative sanctions. 
Government regulations stipulate that when using 
humans.. .investigators must observe rules mandating 
responsible conduct in research. 
Failure to comply., .constitutes a breach of federal regulations 
The University regards any infringement of these policies and 
procedures as a serious breach of professional standards. 
Every researcher is ultimately responsible for the ethical 
conduct ofhis or her research. 
It is the responsibility of each human-subjects researchcr to 
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know and comply witli the review procedures of the IRB. 
4. University relies on the good judgment of its faculty 

Expert The Committee recognizes that the federal regulations and our 
interpretations of the regulations can be daunting to an investigator 
on first encounter. The Committee will,. .explain our 
procedures.. .to secure compliance with a minimum of delay or 
disruption of research. 

Informational In recent months there has been a marked increase in aggressive 
federal efforts to audit imiversity research efforts across the nation, 
focusing especially on the compliance of universities with federal 
regulations - You may have read of the many universities that have 
had their funded research halted by the government for failure to 
adhere to federal guidelines ~ Given...significant increase in 
regulatory activity... 

Few sites explicitly lay claim to the legitimate legal authority they have. Even 

fewer IRBs claimed expert power despite the fact they are indeed experts on 

compliance. Few IRBs utilized informational strategies either. This is consistent with 

the poor information design of many of the sites. Referent power, encompassing calls 

to professional standards and norms was prevalent, if fragmented. 

The calls to referent power are consistent with an academic environment, 

where faculties are considered professionals. Academic power may be exercised 

through shared governance of the university community and researchers typically 

claim power over their own work. What is interesting though is that statements in the 

referent IDF are not consistent as to identity group. Statement 1 is a call to 

professional standards; statement 2 is a call to ethical norms; statement 3 refers to 

research norms; and statement 4 calls on institutional culture. Thus while there is 

implicit acknowledgement of research norms and faculty culture, the 

aclmowledgement is fragmented and not consistent across institutions. Viewed in 
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isolation, this fragmentation is not unexpected given the shared governance model, the 

independence of faculty work, and the many different roles researchers fill. 

What is problematic is when this fragmented view of referent power is 

juxtaposed with the most common forms of social power, reward and coercion. These 

two categories showed a consistent portrayal of power based on the behavioral 

approach of reward and punishment. For example, the reward of quicker reviews in 

the first reward sample statement could be interpreted as an implicit threat. Follow the 

procedures or risk delays. However, to reward or coerce, it is necessary to know about 

behavior. Extremely troubling is the fact that behavioral approaches require 

surveillance or examination, and the "development of sophisticated procedures for 

documentation and classification" (Baert, 1998), p. 126). Following this theme led to 

the question of how researchers are required to comply with the rules or how they are 

surveilled. 

Surveillance is best viewed from a technical perspective. How does a 

researcher comply with IRB procedures? If the IRBs are the enforcers and researchers 

must comply with the rules, what are the rules? Exactly what is the procedure each 

researcher must comply with? Overall, instructions for complying were authoritarian 

and bureaucratic in tone. For example, authoritative phrases such as "...you will..." 

were found on 77% of the sites. This rhetoric reinforces the concept that researchers 

need to follow the rules, which were often bureaucratic rather than practical 

The best example of a bureaucratic rule is that nearly every web site used 

Adobe's portable document format (.pdf) to distribute forms. Only one site mentioned 
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problems with pdfs. Their use as forms requires the purchase of a separate software 

program and that file sizes are very large, requiring a relatively new computer system. 

The forms are "fillable" but cannot be saved "filled" with just the free Adobe Acrobat 

software available through the above link. In order to save them with the information 

completed in them, Adobe Acrobat, version 5, tor both PC and Macintosh computers 

must be purchased and installed on your computer. According to one web site, the 

software is available at UR Computer Sales for $59. 

Without such a purchase, the researcher must print the form and fill it in by 

hand or typewriter. Thus, without the full software package, the researcher has no 

electronic access to his documentation. Particularly ironic were the sites that 

distributed forms as pdfs, yet required that the forms be typed, not printed and filled in 

by hand. Typewriters are still available on most campuses, but they are not common. 

Only a few sites provided forms in multiple formats, such as Microsoft Word 

documents or rich text formats which work with any word processing program. Thus, 

the use of forms in pdf format normalizes everyday faculty work practices in a way 

which accustoms faculty to following bureaucratic rules witliout necessarily adding to 

researchers' understanding of the system of human subjects' protections. 

Document formatting did not stop with the type of document. Numerous other 

rules and regulations were found across the sites. Some common examples are listed 

below: 
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1. All consent/assent documents approved after June 2000 will be marked 

with an IRB approval stamp showing approval/expiration dates. PROVIDE 

A MINIMUM ONE INCH MARGIN AT THE TOP RIGHT HAND 

CORNER OF FRONT PAGE FOR STAMP 

2. The original plus 13 copies of the entire protocol (plus three copies of any 

external protocol) must be received by the IRB staff by the 5th and 20th in 

order to place the protocol on the agenda for the following month. 

The first example is a common call for specific fonnatting. The second 

example points to the number of proposals to be provided and the time requirements 

common in most IRBs. IRB approval is a time-consuming process, as the following 

statement makes clear; 

Investigators planning to conduct research with human subjects should allow at 
least two months for the review process, since the Committee may request 
revisions or additional information before granting final approval. Most 
revisions are reviewed at the next Committee meeting; however, serious issues 
may take more than one additional meeting to be resolved. 

Neither formatting margins nor allowing time for the review process directly 

supports the protection of human subjects. Rather requirements such as this encourage 

researchers to simply follow the rules. No mention is made of the fact that the rules 

might be confusing. Only 15% of the sites gave clear explanations as to why their 

rules were important and how to follow the rules. Statements such as the one below 

were common. 

For all studies, please submit TWENTY-THREE (original + 22) copies of the 
IRB Application Form, Consent Form, and Protocol/Summary (stapled 
together); THREE copies of the Company Protocol/Grant application; THREE 
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copies of the Investigational Brochure if applicable; and FOUR copies of the 
Investigational Drag Data FOOT if applicable, to the KB office Send nine 
copies of this form (including one copy with original inked signatures) and 
nine copies of all relevant materials (consent forms, questionnaires, 
instruments, drug information summary, data collection forms, debriefing 
statement, advertisements, etc.) to the Human Subjects Division....Do not leave 
blanks. Attach one copy of each research proposal, and/or one copy of the 
protocol and investigator's brochure for clinical trials. Students should attach 
one copy of thesis or dissertation proposals.. .We will not accept handwritten 
and/or incomplete forms. (Use 10 point type or larger throughout application.) 
The contents of this application and attachments will be kept confidential 
within the limits of the law. 

Similarly, the vast majority of sites simply informed researchers that they were 

either responsible for knowing or should familiarize themselves with the information 

contained in multiple documents. The following statement is a typical example. 

The researcher must have read and agreed to conduct research in accordance 
with three documents. (Belmont, MP A, Federal Code) Each researcher must 
sign and file with the Division of Research Compliance a statement of 
Investigator Responsibilities to acknowledge that she or he has read the 
documents listed above. 

Some sites had clear links to the documents mentioned above. Other sites 

buried the links or had no hyperlinks to the documents. Only 8% of the IRBs 

synthesized the information in these documents and presented the information in a 

coherent, organized fashion, including the historical rationale behind certain 

requirements. The most commonly referenced documents and the associated page 

count has already been detailed table 6.1. State policy documents were included on 

some sites as well, although the state documents were not included in this study. 

Given that these documents are dense materials not particularly applicable to social 

science researchers, I question how many researchers actually read these documents. 
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Thus, a researcher is encouraged to follow the rules without clear explanations of how 

the rules fit into protecting human subjects within a particular disciplinary perspective. 

If lived experience helps create social structure and culture, then the themes in 

the voice of implementation IDFs are problematic. Professional power of the faculty is 

recognized, but overwhelmed by the behavioral power of the IRBs, thus encouraging 

rule following and discouraging intelligent reflection about human subject issues. 

From a social psychological perspective, we know that public compliance does not 

automatically lead to private acceptance (Eagly & Chaiken, 1993, pp. 632-633). 

Specifically, "change may sometimes be confined to a superficial level of public 

responding and may not reflect change in the underlying evaluative tendency that 

constitutes the attitude" (p. 634). This means tliat there is no evidence that the lattice 

being built will actually encourage ethical attitudes about human experimentation. 

Instead, the lived experience of everyday life points to behavioral training of 

researchers. The rules are more important than the results. The web sites of the IRBs 

point to researcher compliance, not education or understanding about the system of 

human subjects' protections. This claim is further supported by a search for an ethics 

IDF. 

Voice of ethics 

There was little evidence of an ethics IDF, While 13.25% of the sites 

prominently mention the word ethics, only 8.6% of the sites contained links to ethics 

organizations such as Public Responsibility in Medicine and Research (PRIM&R) or 

Applied Research Ethics National Association (ARENA). Only 4.6% of the sites 
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referenced the ethics statements of national organizations, such as the American 

Medical Association (AMA), tlie American Psychological Association (APA), or the 

American Sociological Association (ASA). Only two sites had listservs where 

researchers could discuss ethical questions. Even more problematic is the portrayal of 

human subjects on the sites. 

As previously stated, only four sites explicitly listed the rights of hum an 

subjects although protection of those riglits was the stated mission of most IRBs. Only 

two of these sites had clearly delineated sections for use by subjects. Furthermore, one 

of those two sites clearly targeted the recruitment of subjects for research. In other 

words, the site was less informative and more persuasive, trying to convince users to 

join studies. This approach is consistent with the fact that humans were implicitly 

objectified in many ways on most sites. 

Objectification occurred structurally as well as graphically. For example, most 

IRBs are structurally located with the offices ofbiosafety, radiation safety, animal 

care, and recombinant DNA studies. The message sent is clearly one of compliance 

with federal rules, not concern for human beings. Graphics found on various sites 

reinforced the implicit message that humans are objects of study. DaVinci's Vitruvian 

man was the most common representation of humans. This piece of art combines a 

scientific flavor with a crucifixion theme, perhaps implying that man should be 

sacrificed for the common good. 
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Figure 7.1; Da Vinci's Vitruvian Man 

However, the most telling representation of human subjects is shown below. 

Figure 7.2: People in a flask 

Explicitly placing humans, seemingly professional humans, in a flask, sends 

multiple messages. First, it depersonalizes humans since only silhouettes are used. No 

face or expression is visible. Second, it implies that it is acceptable to put humans in a 

"glass jar" as a metaphor for studying humans. Third, tlie humans are isolated from 

their environment, contained and thus easier to study. If indeed the protection of 
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humans is of primary importance to the system of human subject protections, this 

illustration is an incredibly tasteless, though possibly accurate, representation of 

humans in the system of human subjects protections. 

Thus, overall the ethical IDFs of most IRB web sites could use some work. 

Clearly, ethics is not of primary importance, despite textual words to the conti-ary. The 

evidence or results simply does not support ethical treatment of humans as a primary 

issue. This statement is entirely consistent with Foucault's claim that use may differ 

from rationality. 

IDF summary 

The three IDFs examined in this paper (voices of authority, voices of 

implementation, and ethical voices) provide little evidence of support for the 

rationality claimed by the IRBs. Instead, the results point to a bureaucratic mindset 

encouraging behavioral changes without regard to attitude. What then is the usel The 

use is tied to the question of why an administrative lattice (Zemsky ct al., 1990) is 

built. The administrative lattice refers to the fact that each . .new federal program 

carries with it substantial monitoring requirements that often lead to the establishment 

of new internal bureaucracies whose principal function is to create more work for 

others" (p.2). In this case, it would seem that the use of the IRBs may be the protection 

of the institution and the system of human subjects' protections, not necessarily the 

protection of human subjects. 
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Wfiile Fairclougli discusses IDFs as if they were a unified whole, these results 

were mixed. There were common discourses, however the actual representation 

varied. These variations could be dismissed as local implementations, which is a 

viable explanation. However, the IDFs found on the web sites may also be a 

demonstration of a lattice in the building stage and that is the primary reason the webs 

ai-e not yet consistent. There is some evidence for this position given that a review of 

the webs conducted seven months apart shows that 21.85% of the sites had substantive 

changes, resulting in a closer convergence. Furtliermore, I argue that not only are local 

administrative lattices being built, but also a national ideology about human subjects is 

emerging from this process. 

Herman and Chomsky (1988) describe a propaganda model of the mass media. 

"The mass media serve as a system for communicating messages and symbols.. .it is 

their function to...inform...and inculcate individuals with the values, beliefs and 

codes of behavior that will integrate them into the institutional structures of larger 

society. In a world of concentrated wealth and major conflicts of class interest, to 

fulfill this role requires systematic propaganda" (p. xii). While there is no hegemonic 

ownership of the webs in this study, there are clearly common interests. 

Doctoral/research extensive institutions thrive on the prestige of their research, 

thus controlling such research is monetarily and possibly symbolically important. 

Resolving the dilemma of faculty control of research programs is an administrative 

problem not found in other bureaucratic institutions. If researchers control their 

research programs how can such programs be administratively managed? While 
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numerous national factors play into research control, it seems as though the local 

implementations of the IRBs, as evidenced via their web sites, point to one avenue of 

greater administrative management of the research process. 

Bravemmn (1974) claims that the . .breakdown of a complex process into 

simple tasks that are performed by workers whose knowledge is virtually nil, whose 

so-called training is brief, and who may thereby be treated as interchangeable parts" 

(p. 318) leads to the cheapening of labor power. Ttie formality of the documentation 

required by IRBs and the explicit rule following required, combined with the 

discipline and reward model, encourages faculty to follow the rules with little thought 

as to the consequences of such everyday actions, resulting in "the habituation of the 

worker" to conditions of work (p. 96). 

The implications for faculty work are clear. IRB requirements are simply one 

more encroachment into the conditions of faculty labor. While the requirements may 

not be onerous, their repetitious nature erodes one area of faculty control over their 

own work. Traditionally, control of work is one of the defining characteristics of 

professional work. Similarly, such requirements condition faculty to follow localized 

rules without thought or reflection under the guise of a common ideology, that of the 

protection of human subjects. 

Conclusion 

Given the evidence in this chapter, if the dominant mission of most IRBs is the 

"...protection of the rights and welfare of human research subjects..." it is then 
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necessary to assume that compliance with federal regulations actually does protect 

human research subjects. Since it is difficult to see for example, how one-inch margin 

and lO-point type, contribute to the protection of subjects, this assumption does not 

necessarily seem warranted. Instead, the results imply the convergence of three 

themes: co-optation, academic capitalism and managed professionals. 

Media coverage of human subjects' issues exploded as the result of two 

deaths. Jesse Gelsinger died during a 1999 University of Pennsylvania study. Ellen 

Roche died during a 2001 study at Johns Hopkins. Bill Frist, Chairman of the Senate 

Subcommittee on Public Health, explicitly mentions the publicity surrounding Jesse's 

death, implying that the publicity is problematic given the . .high financial interests 

at stake" (Gene Therapy: Is There Oversight for Patient Safety? Opening Statement, 

2000). This particular hearing resulted in many new rules and procedures. I argue 

these rules and procedures have the same effect Winner noticed in science and 

technology studies. 

What some of us in STS saw as a bold new intellectual enterprise aimed at 
challenging prevailing notions about the workings of science and technology 
was understood by science administrators as a way to blunt or co-opt signs of 
discontent that had recently erupted in American society. The role of STS 
scholarship was, in effect, to help defuse public anger by transforming 
disruptive protests into tame academic pursuits. (Winner, 2001,246) 

In other words, the new human subjects' protections had the effect of blunting 

public opinion by co-opting the academy and giving the appearance of actually doing 

something. 
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Effectively implementing human subject's protections is problematic for the 

financial reasons mentioned by Frist. In some ways IRBs are an. unintended 

consequence of the 1980 Bayh-Dole Act. As the profit motive and profit seeking 

behaviors enter the academy (Slaughter & Leslie, 1997), the perception of possible 

conflict of interest, real conflict of interest and the potential for human harm all 

increase. An article in The Boston Globe claims . .every day a [drug] trial is delayed 

costs an estimated $1.3 million in direct and lost opportunity costs..." (Aoki, 2002). 

Thus, at least some corporations, universities and researchers clearly benefit from 

maintenance of the current system. 

Research subject deaths and institutional research suspensions cost money and 

cause problems for the system. As one pharmaceutical representative claims, "Patients 

are our business.. .we wouldn't be anywhere without the patients who volunteer for 

these trials.,.If patients lose faith in the system meant to protect them...they will shy 

away from clinical trials. And this is a risk the industry simply cannot afford to take" 

(Aoki, 2002). IRBs may be intended to mediate this perception, a public relations 

solution designed to keep the money flowing but doing very little to protect human 

subjects in an ethical manner. 

What IRBs are doing though is managing the conditions of work for a segment 

of workers typically perceived as independent. Rhoades claims that "Managerial 

efforts threaten faculty even in the most prestigious sectors of higher education" 

(Rhoades, 1998, p. 3). The findings in this chapter are consistent with his claim. While 

the rules and procedures for human subjects' approvals gradually change, faculty are 
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indoctrinated and further trained to follow the rules or suffer the consequences. Thus, 

while researchers have the power to bring in the money via research grants, they seem 

at the same time, managed and contained. 

Institutional IRBs are only one part of the system of human subjects' 

protections, Yet every document and discussion about the system recognizes that they 

are a critical piece. IRBs are the front-line for the system of human, subjects' 

protections. While lattice building is typically viewed at a local, institutional level, 

lattice building as the result of federal mandates may carry with it national ideology. 

Unfortunately, such a process is subtle, easily overlooked, and difficult to visualize 

tlirough typical research methodologies. Therefore, given the importance of the media 

in ideological dissemination, the apparent importance of the media in triggering 

changes in the system, and the fact that there is little empirical evidence about how 

well the system actually works, the next chapter examines coverage of two media 

stories providing an in depth look at what happens when the system does go wrong. 
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Chapter 8 - Framing in, public spaces 

Introduction 

Jesse Gelsinger died on September 17,1999 at the University of Pennsylvania; 

Ellen Roche died on Jime 2,2001 at Johns Hopkins; both deaths were unexpected. 

They were not the only recent deaths to occur during university research studies. 

Unmentioned in many accounts is the 1991 death of Tony LaMadrid at UCLA, the 

1993 death of Kathryn Hamilton at the University of Washington, and the 1996 death 

of Nicole Wan at the University of Rochester, Few web documents are available about 

the earlier deaths; even the online archives of the Washington Post and New York 

Times only contain brief references. The same cannot be said for the Gelsinger and 

Roche deaths. Voluminous documents are available on numerous institutional web 

sites regarding these two deaths. Given that these deaths bracket many of the recent 

changes in the institutional review board (IRB) system and are often cited as rationales 

for changes in the system, unlike earlier deaths, their public portrayal is of interest. 

Once again data collection has been confined to collection of publicly available 

web documentation posted on various institutional sites, because the uses of 

institutional web sites, as a form of previously unavailable mass communication, are 

not yet homogenized. Historically, any new form of communication is touted as 

beneficial to society and takes a while to stabilize, for its use to be routinized and 

normalized in ways that may or may not benefit the average person (Mar\i,n, 1988) or 

society. 



153 

However, unlike the mass media, the web is a source, not only of external 

communication, but internal organizational communication as well. Internal 

documents (memos, policies, and procedures) have always been difficult to collect, 

but such documents are numerous on many organizational webs. This allows the 

researcher a unique opportimity to view how incidents are portrayed, not only for 

external consumption, but internal consumption as well. Indeed the original focus was 

to view postsecondary institutional uses of IRB webs, fully expecting many 

similarities in structure (DiMaggio & Powell, 1983). During data gathering though it 

soon became obvious that the deaths of Jesse Geisinger and Ellen Roche were initially 

portrayed very differently, indeed so startling were the differences that they cannot be 

ignored. Why was one incident portrayed through the individuals involved, while the 

other was portrayed from an institutional perspective despite the fact they both 

included the elements of relatively healthy subjects, medical research, informed 

consent, unexpected deaths, researcher mistakes, and institutional errors? To explore 

this question, requires the concept of framing. 

Framing, according to Goffman (1974), is the "organization of experience, the 

way we subjectively view the world, a schemata of interpretation" (p. 21). Goffinan 

claims two broad categories of primary frameworks, natural and social. The social is 

of primary interest here, since the system of human subjects' protections encompasses 

issues of federal regulations, institutional policies, and professional cultures. Of 

specific interest in this case is the work of Watkins (2001). Watkins extends 

Goffman's work on framing by claiming that a frame analysis of mass media accounts 



of the Million Man March goes beyond agenda-setting (McCombs & Shaw, 1972) to 

demonstrate how the mass media not only decides what receives media attention, but 

also how the issue is discussed and presented to the public. An explicit assumption is 

made that institutional web sites are a fonn of mass media communication, which then 

leads to the question of how the deaths of Gelsinger and Roche were framed across 

institutional sectors, specifically government sites, institutional sites, and typical mass 

media sites. Themes are then pulled from the two stories and analyzed utilizmg a 

political economic perspective. 

The stories 

Jesse 

Jesse Gelsinger died in 1999 after participation in a gene therapy study. While 

Jesse was not a healthy research volunteer, his disease was under control and his death 

was unexpected. Jesse suffered from ornithine transcarbamylase deficiency (OTC). He 

processed protein at a rate of about 6% while a normal rate is 100%. Jesse agreed to 

participate in the study to help others suffering from the same disease. Gene therapy is 

experimental and complex. Essentially, it is an attempt to combat genetic diseases 

through injections designed to change genetic structure. A full description of this 

process would take hundreds of pages, so it is not surprising that all accounts of 

Jesse's death demote the science to a few sentences, just as I have done. 

Of particular interest is the fact this story is always portrayed or framed in the 

same manner, with an emphasis on emotional appeals and individual claims. Jesse is 

portrayed as a tragic victim. He knew he would not benefit from this clinical study; he 
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participated to help others with the disease. Indeed at least one newspaper indexes 

Jesse's story under the term "youth hero" (Miller, 1999b). James Wilson, Director of 

Penn's Institute for Human Gene Therapy stated, . .we join [family and friends] in 

recognizing and honoring the bravery and altruism of this young man in choosing to 

help advance our knowledge of genetic disease by participating in tliis trial" (Therapy, 

2000) 

Paul Gelsinger, Jesse's father, is the wronged figure fighting for justice for his 

son and society. Initially, Paul Gelsinger supported the researchers involved in his 

son's death. Gelsinger . .immediately authorized his son's autopsy in order to help 

researchers" (Miller, 1999a). However, as details of his son's death were revealed and 

Paul Gelsinger realized how researchers deceived him, his attitude towards the 

researchers changed. In a letter to the University of Pennsylvania student newspaper, 

Paul Gelsinger details the revelations: "In early November, I discovered that the 

monkeys had died.. .in late November that some patients had had elevated liver 

enzymes.. .The harshest truth came in December when 1 discovered that the efficacy 

that had been represented to me and thus to Jesse, in July 1999 had never existed...It 

was a that point that 1 broke off contact with Perm and sought legal counsel" 

(Gelsinger, 2000). Indeed his congressional testimony explicitly states, "As a result of 

Jesse's death many important issues regarding gene therapy have come to light. The 

number and lack of proper reporting of adverse events associated with gene therapy, 

the secretive nature of gene therapy research, and the motivations behind the race for 
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results are what trouble me most.. .we caiinot allow what happened to Jesse to happen 

again" (Gelsinger, 2000). 

Wilson and other researchers are portrayed as cold and condescending. Paul 

Gelsinger claims a leading gene therapy researcher called Jesse's death a "pothole" on 

the path of scientific progress (Gelsinger, 2000). The University of Pennsylvania 

student paper claims "Wilson.. .in pursuit of one of medicine's Holy Grails.. .oversaw 

what are alleged to be numerous acts of recklessness.. .Wilson and his team have 

proven themselves unfit to work on human subjects" (Editorial, 2000). FDA 

documents state, "Based on information obtained during the inspection, we have 

determined that you [Wilson] have failed to fiilfill the obligations as the sponsor of 

studies with investigational products, and violated regulations governing the proper 

conduct of clinical studies involving investigational new drugs..." (Masiello, 2000). 

Information on the University of Pennsylvania site is limited to four 

documents. One document includes links to favorable news accounts of the incident 

and the science behind the incident. The links are focused on issues of gene therapy 

research; critical news accounts are ignored. The Danforth Committee Report by an 

external review committee is not on the site. However, the University of Pennsylvania 

response to the Danforth report is available. This response contains the claim that 

Jesse's underlying genetic defect made it".. .difficult for him to handle the stress of 

immune activation" (Therapy, 2000). The thread throughout this response is that 

Jesse's condition contributed to his death, while simultaneously blaming the FDA for 

not responding to earlier notifications by researchers about gene therapy problems. In 
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no instance does the University of Pennsylvania accqpt any culpability in Jesse's 

death. Instead, the tenor of the documents is that while there were problems, the 

problems were not the fault of the institution. 

The lack of information on the University of Pennsylvania's site is not 

surprising given that tlie university is implicated, along with Wilson, in a money-

making scheme. Nearly entirely hidden is the fact that both the institution and 

researcher were beneficiaries not only of corporate funding, but also of tlie future 

profits of successful experimentation. However, since Jesse's story is framed through 

the individuals involved perhaps it is not surprising that corporate complicity is buried, 

mentioned in passing in only a few newspaper accounts. Indeed, the most detailed 

source of infomiation about Genovo, Inc., the corporation involved (since purchased 

by Targeted Genetics), was in the Gelsinger lawsuit (Milstein, 2000). The lawsuit 

claims that Dr. Wilson was tlie founder of Genovo and controlled up to 30% of 

Genovo stock. Furthermore Genovo provided Wilson's group with over four million 

dollars for a period of five years. In lieu of up-front payments to the university, the 

university received a 5% equity ownership, many university employees were Genovo 

shareholders and numerous license agreements included milestone payments and 

royalties on product sales. Successful experimentation held the promise of financial 

gain for many individuals, Genovo, and the university. 

So, why did Jesse die? This question may never have a satisfactory answer. 

Jesse died after receiving an injection, but multiple sources warn against confusing 

temporal events with causal mechanisms. There were problems with the animal 
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studies, problems that were never rqjorted. Other human side effects were 

underreported as well Jesse's ammonia level was too high; he never should have been 

allowed to participate according to Wilson's own protocol. Yet, Jesse received an 

extremely high dose. There were clearly errors at every step of the study. So, despite 

the fact that mechanisms existed to protect Jesse, those mechanisms were undermined 

and ignored. Thus, it is ironic that tlie Congressional Hearing held on February 2,2000 

calls for yet more laws. Laws already existed to protect Jesse; the laws were ignored. 

Ellen 

The second fatality occurred in 2001 at Johns Hopkins University. Ellen 

Roche's family gave no public statements. Indeed initial criticisms by The Baltimore 

Sun included the fact that Hopkins reported the death approximately 10 days after it 

occurred and did not release the name of the research subject (Siegel & Sugg, 2001). 

Unlike Jesse's story, Ellen's story is framed within an institutional 

environment. Early on, Dr. Edward Miller, CEO of Johns Hopkins Medicine, told 

reporters, "We accept full institutional responsibility for her death." Indeed initial 

press releases detail the institutional response to the death: ".. .tragic death.. .deep 

regret.. .the need to respect the wishes of the family.. .prompt notification of federal 

agencies.. .participation of the Institutional Review Board in the investigation of the 

death..." and perhaps the most telling statement, ..it is important to note that 

serious, unexpected adverse events in research studies involving normal healthy 

individuals are extraordinarily rare, and deaths even rarer.. .the last death of a research 

volunteer not related to underlying disease occurred in a diabetic patient more than 15 



years ago..(Rodgers, 2001b). The prestige of Hopkins research is invoked in many 

of the institutional responses. 

The Johns Hopkins' Office of Communication and Public Affairs created a 

web site with access to all documentation relating to Ellen's death. The internal review 

committee rqjort, external review committee report, internal memos to researchers, as 

well as background information are all freely available on tliis web site. Hundreds of 

pages of documentation exist on this site, all of which initially claim openness about 

the incident and institutional prestige. This is not an unexpected claim given that Johns 

Hopkins is the number one recipient of federal research dollars, which in fiscal 1999 

was $770 million. The second recipient, the Uni versity of Washington, only received 

S368 million (Staff, 2001). Thus, if federal research dollars are a measure of 

excellence, Hopkins' clearly excels. 

As the investigation proceeded though, there was evidence of tension. Copies 

of critical reports from Federal Drug Administration (FDA) (Shaffer & Miller, 2001) 

reviewing the incident, as well as copies of critical reports from the Office of Human 

Research Protection (OHRP) (McNeilly & Carome, 2001) document problems, 

including a total of 950IRB non-expedited applications a year, an extremely large 

volume for the size of the IRB. Institutional replies to the FDA and OHRP are 

available on the Hopkins' web site. Although Hopkins' response to these critiques was 

delayed because ".. .faculty and leaders at Hopkins are welcoming President Bush to 

the campus late today..(Rodgers, 2001b), officials denied that short cuts were taken. 
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claiming instead tliat the IRB members were capable of handling such a workload 

(Rodgers, 2001a). 

Tlie Baltimore Sun archives, which ai'e not linked from the Hopkins' site, also 

point to institutional framing. At first, The Baltimore Sm interviewed Ellen's friends 

to try and personalize the issue (Bor & Cohn, 2001). This line quickly fell out of 

public view since Ellen's family would not talk. Stories then began to call attention to 

the fact that Roche was an employee at Hopkins and institutional culture encouraged 

employees to volunteer for studies. The stories implied that people at Hopkins knew 

there might be problems, and that the incident fell within one of the FDA's gray areas 

on use of drugs. Experimental drags require FDA approval. The d.rug used in Ellen's 

case had FDA approval for human use, but not approval for the manner in which it 

was given. Hopkins, the FDA, and federal oversight of human research subject 

protections were all implicated in Roche's death according to The Baltimore Sun. 

The portrayal of the Ellen's death was initially contested, although framed in 

an institutional environment. However, later documents demonstrate that all three 

sectors, the press, the govemment, and the institution solidified their portrayal of 

human subject protections. The timing of consensus might be telling. On July 19, 

2001, the OHRP suspended all federally supported medical research projects involving 

human subjects at Hopkins. At this point, Roche's story went national. Ellen's death 

was nearly ignored; it was the suspension of research at Johns Hopkins that became 

the story. 
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Hopkins' first response to the suspension was . Johns Hopkins believes [the 

suspension] to be an unwarranted, unnecessary, paralyzing and precipitous action.. 

(Rodgers, 2001a). Even The Baltimore Sun claimed,. .a blanket suspension of 

human studies by the Office for Human Research Protections was overzealous and 

overreaching.,(Editorial, 2001). By July 22,2001, research had been reinstated and 

Hopkins now claimed, "Our discussions with OHRP have been substantive and 

ongoing" (Dang, 2001) and that officials jfrom Hopkins and OHRP are working 

together. The party line, including Baltimore Sun accounts, was that the system had a 

few glitches and institutional cooperation between federal agencies and research 

institutions would ensure that the revised system of review at Hopkins would protect 

human research subjects. 

So, why did Ellen die? As with Jesse, this question may never have a 

satisfactory answer. Ellen was involved in a basic science experiment, which was not 

controversial like gene therapy. She inhaled a drug meant to challenge normal 

breathing. The drug had never been approved as an inhalant. The drug had been pulled 

from the pharmaceutical distribution in 1972 because better drugs were available. 

Indeed, the drug came from a chemical company and was meant for laboratory 

experimentation, not human experimentation. 

Ellen was the third subject in the study. The first subject showed signs of 

distress, but those symptoms were never reported to the IRB, as required by federal 

regulations. There is no way of knowing whether or not Ellen felt compelled to 

volunteer for the study. There is no way of knowing whether or not the drug 
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exacerbated a pre-existing condition or if it caused the condition. The causal 

mechanism is once again unknown, despite the disturbing sequence of events leading 

to her death. Had the law been followed, Ellen migiit not have died. 

Themes from the stories 

Certain themes ran through accounts about these two deaths. Gene therapy 

while experimental is always viewed as a measure of medical progress and progress is 

always good, despite ghtches along the way. It is a story of personalities, perhaps not 

unexpected given the complexity of the science involved. Conflict of interest is 

mentioned, but not pursued. Accounts of the Hopkins death emphasize institutional 

culture and prestige, myths strongly associated with postsecondary education in the 

United States. Overworked IRBs and confusion at federal agencies are portrayed as 

structural barriers to fully protecting human subjects. Extremely disturbing is the fact 

that both accounts call for structural changes and increased oversight, conveniently 

ignoring the fact that the then existing laws would have protected both Ellen and Jesse, 

if only the laws and procedures had been followed. More laws, which can be ignored 

by institutions and researchers, will not lead to the protection of human research 

subjects, so why are these stories portrayed this way? 

The framing of these incidents might be dismissed due to different information 

sources. Jolms Hopkins maintained an institutional site and The Baltimore Sun is an 

established newspaper. The University of Pennsylvania had few documents and the 

student paper does not have the credibility of a for-profit paper, not to mention that the 
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Gelsinger lawsuit might or might not be unbiased source of infonnation and that 

federal documents, other than congressional testimony, were not easily accessible. 

Thus, the differences in data sources might clearly be one explanation of tlie 

differences. Differences might also be dismissed by the claim that Hopkins had a 

better communication office than the University of Pennsylvania or that Hopkins 

learned from the Gelsinger incident. 

However, I believe these explanations trivialize the events. While temporally 

relative accounts of these two deaths are fascinating, it is disturbing how newer 

accounts are converging on the portrayal of die events. Initial accounts of Jesse's 

death only briefly touched on aspects of public trust. Hopkins' accounts clearly focus 

on issues of public trust, the public belief that the system of human subjects in 

research will actually protect the subjects. Thus, later accounts converge on a theme of 

public trust in the system. As public accounts converge, it is my contention that there 

is the possibility that an information environment is being created. 

Sanders (1992) claims that belief is necessary before action can occur; 

specifically he discusses the creation of information environments. While he focused 

on the role of the mass communication process in producing upheavals in Eastern 

Europe, the Soviet Union, and China I believe a similar process is occurring regarding 

changes in federal regulations of the human subject protections system. The 

information environment surrounding the system of human subjects protections not 

only changed across the two-year period, but may also be converging into a uniform 

portrayal of problems with the system of human subjects' protections as a problem of 
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public trust. Evidence found on the web demonstrates that this infonnation 

environment is created not just by the media industry but other institutional sectors as 

well Furthermore, I believe this convergence signals a trend best analyzed from a 

political economic perspective. 

Political economic analysis 

Political economists typically . .analyze media in terms of ownership, 

relations of production, and institutional structures" (Meehan, 2000, p. 72). 

Organizational web sites across sectors do not fit neatly into this schema. However, I 

believe a political economic perspective, specifically questions about who is the 

audience and who provides the labor, point to possible answers. Ultimately, Jesse and 

Ellen died because procedures and guidelines already in place were ignored, 

misunderstood, or deliberately flouted. So my questions are who benefits from 

changing the system of human subjects protections and why frame the issue as one of 

public trust? 

Going back to the congressional hearing, which occurred after Jesse's death, 

provides some insight. Bill Frist, Chainnan of the Senate Subcommittee on Public 

Health, claims that after the publicity surrounding Jesse's death the,. .NIH received 

652 unreported serious adverse events,. .our oversight system is failing." Researchers 

doing gene therapy studies at that time were required to report adverse events to both 

the NIH and the FDA. The Congressional hearing revealed that many researchers 

opted to report adverse events to the FDA, who guaranteed confidentiality, and not to 
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the NIH, who wouldn't guarantee confidentiality. Thus, after Jesse's death, 

researchers inundated the NIH with reports which had not been filed previously. 

Despite this glaring disregard for the rales, Frist excuses researchers by mentioning 

tlie . .high financial interests at stake" and at the same time he discusses tlie . .noble 

attempt of doctors and scientists to pass along the benefits of this brand new scientific 

field..(Protecting Human Subjects in Research: Are Current Safeguards 

Adequate?, 2002). In the sane hearing, Paul Gelsinger explicitly mentions that he 

heard,. .pharmaceutical companies state that everything is fine the way it 

is.. .{Gelsinger Statement, 2000)" Indeed, it did seem as thou^ there were enougli 

laws, so why not just tighten enforcement, why call for changing the system, a move 

many pharmaceutical companies initially lobbied against? 

The 2001 publication of the report, "Preserving Public Trust; Accreditation and 

Human Research Participant Protection Programs" by the Institute of Medicine 

(Federman, 2001) was one response to the adverse publicity of the period. The report 

starts by explicitly stating, "The complex system that sustains research is ultimately 

premised on trust - trust in the people and organizations that conduct research" 

(Federman, 2001, p. vii). This report illustrates a change in framing that plays into a 

political economic analysis. Two pages are devoted to a discussion of whether the 

word subject or participant should be used to designate those who volunteer for studies 

(pp. 32-34). The authors claim the word subject is the legal designation meant to 

categorize and objectify those who volunteer for studies. Subject maintains indications 

of the power imbalance in medical research. However, the Institute opts to use the 



166 

word participant because it reinforces . .the aspiration to involve participants more 

directly in research and its oversight" (p. 34). Thus volunteers become laborers in 

medical research. 

Not only are the subjects laborers, they are generally unpaid laborers. 

Extensive rules and regulations, under the guise of protecting volunteers from undue 

coercion, prevent researchers and institutions from significant reimbursement for time, 

medical expenses as a result of side effects of the test, or any other major expenditure. 

The theme is that volunteers should participate for the betterment of society; ignoring 

the fact many institutions and researchers are in a position to profit from human 

subject experimentation. 

Testimony of Charles Johnson, on behalf of the Biotechnology Industry 

Organization before the Senate Committee on Health, Education, Labor and Pensions 

{Committee on Health, Education, Labor, and Pensions Hearing on Protecting 

Human Subjects in Research: Are Current Safeguards Adequate?, 2002) makes many 

interesting statements, which tie into the view of subjects as laborers. ".. .participants 

in research are volunteers, meaning that we must do all we can to ensure that they 

have the utmost confidence that they will be protected." Notice he does not state that 

subjects must be protected, merely that they have confidence they will be protected. 

He continues, . .reform of the existing system is not only necessary and desirable, 

but appears inevitable. In hght of this, BIO companies have spent considerable time 

evaluating the existing system of research oversight," identifying several key issues 

including, "A strong and persistent perception that the presence of private money in 
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the health care setting creates conflicts of interest in researchers that may affect results 

and the quality of care provided to research participants." Once again, perception is a 

problem. He concludes, "We must take steps to maintain public confidence." 

Cheryl MatMas, an R.N. also testified at this hearing {Committee on Health, 

Education. Labor, and Pensions Hearing on Protecting Human Subjects in Research: 

Are Current  Safeguards Adequate?,  2002) .  Par t icular ly  te l l ing is  her  s ta tement , .  . job 

performance is predominately gauged on the number of participants enrolled and not 

necessarily on the quality of these data. I believe the pressure on the research staff to 

meet enrollment quotas puts the infonned consent process in jeopardy" (2002). No 

major media outlet pursued this statement. 

Indeed, an account in the business section of The Boston Globe (Aoki, 2002) 

summarizes the real problem with human subjects, "The 1999 case [Gelsinger] 

shocked the public and the research community, and along with a handful of other 

highly publicized deaths in clinical trials, it cast grave doubt on the ability of the 

existing system to protect patients." The author then claims it is surprising that the 

pharmaceutical industry is calling for tougher rules despite including the following 

quote, "Patients are our business.. .we wouldn't be anywhere without the patients who 

volunteer for these trials.. .If patients lose faith in the system meant to protect 

them.. .they will shy away from clinical trials. And this is a risk the industry simply 

cannot afford to take." Aren't the volunteers the ones taking the risks? 

Many accounts of the system of human subject protections utilize an ethical 

perspective. Clearly ethics are involved, but the emphasis on ethics and restoring 
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subject faitli in the system overlooks the monetary trail of medical research. It is a trail 

that is well hidden. 

So well hidden is the money trail that the following must be considered 

speculative. Jesse's story, framed as an individual tragedy, caught the public attention. 

A congressional hearing was called to soothe the situation, a public distraction if you 

will. Two years later, with the exception of The Baltimore S un, the media essentially 

ignored Ellen's death until research was suspended at Johns Hopkins. Note that while 

the study Ellen participated in did not utilize phamaceutical money, her death and the 

subsequent suspension of research at Johns Hopkins' clearly impacted the 

pharmaceutical industry. 

According to The Boston Globe.".. .every day a [drug] trial is delayed costs an 

estimated $1.3 million in direct and lost opportunity costs..(Aoki, 2002). The 

suspension of federal research at Hopkins included FDA drug studies sponsored by 

phannaceutical companies, yet nowhere on the web is there a record of any response 

by a pharmaceutical company. Clearly the suspension cost them money, why no 

reaction or was it that the reaction occurred out of the media spotlight? I find it suspect 

that relations between Hopkins and the agencies of the federal government were 

clearly contentious until the story went so very public. At that point, the framing 

shifted among all sectors, Hopkins, the press, and the government, created a united 

front claiming that everyone was now working together and that the system of human 

subjects' protections could be trusted. 
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According to the Phamtaceutical Industry Primer published by PhRMA, an 

industry trade group, in 2000 pharmaceutical companies spent $25.7 billion for 

research and development of new drugs (PhRM A, 2001). How much of the research 

money goes to universities and researchers? There is no easy answer to this question. 

Approximately 6-7% of university research fiinding comes from industry (Craig, 

2002). However, there is no breakdown of which industries. Furthermore, this figure 

probably does not account for industry and federal partnerships, where the money 

comes from the government, but benefits accrue to industry. The primer also mentions 

the $15.7 billion spent on marketing. How much of the maiteting money goes to 

media advertising? However much it might be it is likely that it is enough to buy a 

large amount of influence, since advertising does affect mass media program content 

(Andersen, 1995). CorpWatch claims that. .the combined worth of the world's top 

five drug companies is twice the combined GDP of all sub-Saharan Africa..." and that 

. .nearly 70% of its unprecedented $24.4 m campaign war chest [was spent] on the 

Repubhcans..." in the 2000 elections (Borger, 2001). Lots of money is going to 

academia, the mass media sector, and politicians. So, while there is no direct evidence 

that the pharmaceutical companies were involved in the shift in framing that seemed to 

occur, they clearly benefit jfrom encouraging public trust. 

hideed, one of the direct outcomes of the congressional hearings was the 

creation of the ClinicalTrials.gov website. "The U.S. National Institutes of Health, 

through its 'National Library of Medicine, has developed ClinicalTrials.gov to provide 

patients, family members and members of the public current information about clinical 
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research studies.,. Cbeck often for regular updates to ClinicalTnals.gov" 

(Goveniment, 2001). The web site recruits human subjects utilising such enticements 

as the following; "Who can participate in a clinical trial?" making it seem as though 

clinical trials are an opportunity not to be missed. 

From a political economic perspective, I believe the initial differences in 

framing and ultimate convergence on the theme of public trust are critical to the 

pharmaceutical industries and medical research because subjects are objectified, 

provide unpaid labor and are commodities to be "sold" to drug companies. These 

contentions are not so different from how the media industry has typically viewed 

audiences. Audiences provide unpaid labor to receive and process messages, and are 

simultaneously commodities to be sold to advertisers (Meehan, 1984). In both cases, it 

is essential to the profitability of certain power sectors that these ultimate purposes 

remain hidden within other rhetoric. 

Conclusion 

The only reason these threads are viewable at the moment is the nature of the 

web and tlie broad expanse of online documentary sources available to a researcher. 

This is a temporary window into some of the inner workings of policy development. 

Already, materials are disappearing from the web. For example, the testimony from 

the 1999 congressional hearings is no longer avai lable online, pointing to the critical 

necessity of making digital archives of online sources, as they are accessed. There is 
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no guarantee in a virtual world that sources will still be available at a future point in 

time. 

Following the chain from framing witliin institutional sites, to framing across 

institutional sites, to framing across sectors (which creates an information environment 

for a single issue), to convergence of framing across time allows one perspective on 

the process of policy creation. Ultimately, it was the fact that the system was not 

followed, which contributed to the deaths of Jesse and Ellen. Therefore, changing the 

system may have little real effect on protecting subjects. 



Chapter 9 - Court cases 

Introduction 

The third phase of The Chronicle articles, from 1999-2002, included references 

to legal action. Legal actions were rarely reported on prior to this time period. 

Prominently featured in the third phase were articles about and quotes by Alan 

Milstein, the Gelsinger's lawyer in the case against the University of Pennsylvania. 

One Chronicle headline calls Alan Milstein a "Crusader for the Rights of Research 

Volunteers" (Blumenstyk, 2002), while the body of the article paraphrases him as 

saying he is primarily . .a plaintiffs' lawyer looking to collect damages for his clients 

and a share in the take." Regardless of Milstein's motivation, he did bring legal issues 

into the academic discussions in The Chronicle articles. Given that legal cases can 

give rise to "judicial legislation," law created by court decision rather than legislative 

action, the question of whether or not the system of human subjects' protections has 

been affected by court cases seems warranted. 

What follows is not a complete legal history; neither is it a legal review. 

Rather, the following discussion is a broad overview of cases found by searching 

Lexis-Nexis, followed by a closer examination of some of the cases mentioned in The 

Chronicle articles. A Lexis-Nexis search (on the phrases "human subject" and 

"research") returned 126 cases from U. S. Circuit Courts and 41 cases from District 

Courts. Only 30 of these cases had relevancy. Furthermore, upon further reading, the 

30 cases tended to fall into one of two categories. Either the case was a post hoc 
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lawsuit or a suit against insurance agencies. Given the limited relevancy of the cases 

found by searching Lexis-Nexis, other cases mentioned in The Chronicle articles are 

also detailed in this chapter. 

Post hoc lawsuits 

The post hoc suits were essentially malpractices cases, filed when medical 

experiments went wrong. The cases typically involved medical device testing. Thus, 

the cases included product liability and negligence arguments. While interesting, these 

claims do not necessarily present a valid record of problematic research studies 

because not all cases even make it to trial. 

For example, the University of Pennsylvania settled the Gelsinger case before 

it came to trial. Similarly, Johns Hopkins reached a settlement with the family of Ellen 

Roche before a case was even filed. Thus, the cases that are on record are only a 

partial, incomplete detailing of what happens when there are problems in a research 

study. 

Court decisions in these cases were narrowly confined to the facts of each 

individual case. While the cases are fascinating reading, the rulings in the cases did 

not affect the system of human subjects' protections or provide more rights for human 

subjects. 

Cases against insurance companies 

Suits against insurance agencies were filed to force the insurance companies to 

pay for experimental treatments - treatments in the early stages of clinical trials. These 
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cases were often initiated by terminal patients, patients with no other avenue of hope. 

The treatments in question were clearly experimental, part of larger reseai'ch studies, 

not standard medical practice. Here again, the rulings were confined to the facts of the 

individual case. 

Most insurance policies involved in these court cases specifically excluded 

payment for experimental treatments and the courts have overwhelmingly, albeit 

reluctantly, found in favor of the insurance companies. Given that an experiment may 

be the last hope of the dying patient, denying insurance coverage is not an easy task. 

As mentioned in one court decision: 

It is unfortunate that adequate funding for clinical trials of drugs and 
treatments for catastrophic illnesses is not available from the 
federal.. .government. But such funding is quite limited, and is thinly spread 
among thousands of competing programs involving literally hundreds of 
various illnesses and diseases. Thoughtful people need to ponder how this 
problem can be fairly resolved ("Dahl-Eimers v. Mutual of Omaha," 1992). 

One other case warrants mention, not for its legal ramifications since the 

plaintiff lost, but rather because the informed consent document was included in the 

details of the case. The case involved a parent suing on behalf of her terminally ill 

child in an attempt to get payment from an insurance company. The following is an 

excerpt from the informed consent document. 

It is not possible to predict whether my child will benefit from this new 
treatment program. While it is possible that my child may sustain a very long 
remission and/or possibly be cured.. .from his or her tumor, it is also possible 
that side effects from the bone marrow transplant procedure could prove fatal. 

My insurance company may regard the bone marrow transplant as 
experimental or investigational, and refuse payment for.. .all or some of the 
cost of the procedure. If this happens, I will be responsible for the medical 
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costs incuixed from the transplant. 

Participation in this study is voluntary. No compensation for participation will 
be given. 1 am free to withdraw my conscnt for my child's participation in this 
treatment program at any time before transplant conditioning therapy 
(chemotherapy) begins or after the bone marrow is inftised without prej udice to 
subsequent care. Refusal to participate will involve no penalty. If my child 
does not take part in or withdraws from the study, my child will continue to 
receive care. 

Immediate necessary care is available if an individual is injured because of 
participation in a research project. However, there is no provision for free 
medical care or for monetary compensation for such injury. Further 
information concerning this and also my child's rigjits as a subject in a research 
study can be obtained from.. .the Hospital Risk Management Office, 
Infomnation on the result of this study can be obtained by contacting the 
attending physician on service in the Pediatric Hematology/Oncology Office 
("Watts v, Massachusetts Mutual Life," 1995). 

The informed consent document is explicit, not only about health risks, but 

economic risks as well. Given that the child involved in the court case was dying, the 

focus on economic details in the informed consent document seems somewhat 

inhumane. Essentially, while the form is explicit as to possible benefits and risks, 

parents seem to be consenting to pay, as much as consenting to an experiment. 

Freedom of Information Act: National security & economics 

Limiting the number of cases filed is the fact that prior to a lawsuit the plaintiff 

must have enough knowledge of an incident to build a case. The courts have not 

generally favored plaintiffs seeking more information about various incidents. For 

example, an April 1985 ruling on two cases in the Supreme Court, favored the Central 

Intelligence Agency's (CIA) request to keep researchers' identities secrct, thus 

inhibiting the flow of information about one experiment involving human subjects. 
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Two individuals filed a request with a Central Intelligence Agency (CIA) 
under the Freedom of Infomiation Act (FOIA) (5 USCS 552), seeking, inter 
alia, the names of the institutions and individual researchers who had 
participated in a CIA-financed project, code-named MKULTRA, that was 
established to counter perceived Soviet and Chinese advances in brainwashing 
and interrogation techniques...the National Security Act, indicates that 
Congress vested in the Director of Central Intelligence very broad authority to 
protect from disclosure all sources of intelligence information, and thus the 
Director was well within his authority to withhold the researchers' identities 
from disclosure under the FOIA because the researchers provided, or were 
engaged to provide, information the CIA needed to fulfill its statutory 
obligations with respect to foreign intelligence, and (3) the Director was not 
required to disclose the institutional affiliations of the exempt researchers since 
the record supports his determination that such disclosure would lead to an 
unacceptable risk of disclosing the sources' identities ("CIA, et al. v. Sims, et 
al.," 1985). 

In other words, under the guise of national security, it is acceptable to withhold 

any information the agency deems as sensitive. This is in line with the fact that the 

CIA was the sole government agency to not divulge any information to the National 

Bioethics Advisory Commission about the number, character or results of studies 

involving humans. 

Similarly, the Public Citizen Health Research Group, Ralph Nadar's 

organization, has had limited success in requesting information under the Freedom of 

Information Act (FOIA) from the Food and Drug Administration (FDA). 

This is an action under the Freedom of Information Act ("FOIA"), 5 U.S.C. § 
552, as amended, by plaintiff Pubhc Citizen Health Research Group ("Public 
Citizen") to compel production of records concerning pre-clinical and clinical 
studies for four experimental prescription drugs. For each of the drugs subject 
to the request, chnical trials were discontinued because of the death or serious 
injury of patients, or because of safety concerns arising out of pre-clinical 
studies...("Public Citizen Health Research Group v. FDA, et al," 1998). 
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The cause for denial this time was not national security, but rather the 

economic security of the corporations involved. Essentially, the FDA, long known for 

its support of corporate interests, made a three-part argument. 

1. The FDA claimed that the corporations involved would suffer "competitive 
harm" if study details were released. 

2. Competitive harm is a "compelling and unusual circumstance," and that the 
data requested falls under this FOIA exception category. 

3. Therefore, the FDA claimed, it did not have to release study information 
under the FOIA. 

The court essentially ruled for and against the FDA's claims. Once the drug 

application has been abandoned, it can be released under FOI A. If the drag is still 

under investigation, the information is a trade secret and can't be released, even 

thougli the court admitted that "competitive harm" may be a normal outcome of the 

release of trade secrets. Essentially, the public does not necessarily have the right to 

know about adverse events caused by drugs under investigational study or marketed 

drugs. Only studies about drugs which have been abandoned can be requested under 

the FOIA. 

The United States government prosecuted only one case involving a researcher 

and a research institution. In question was the . .marketing of Antilymphocyte 

Globulin ('ALG'), a biologic drug product that is administered to suppress the 

immune response, and to prevent and treat the rejection of transplanted organs..." 

("U.S.A. V. Najarian," 1995). Here again, economic interests out-weighed the 

protection of humans involved in research. 

The Superseding Indictment asserts that, during the period from January of 
1971 through August of 1988, the Defendant sold ALG in interstate commerce, 
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witJioiit FDA licensure, and received total revenues, through the Universitys 
Department of Surgery^ in excess of $ 55,000,000.00. Further, the Indictment 
contends that, notwithstanding the FDA's directive that the Defendant stop 
charging for the sale of ALG at a price that exceeded its cost, the Defendant 
completed sales of the drug to the University, during the period from August to 
December of 1988, and received approximately $ 358,710.00. The Indictment 
also alleges that, from May of 1989 to August of 1992, the University received 
gross revenues in excess of $ 24,000,000.00 for sales of ALG. According to 
the Indictment, FDA regulations prohibited the Defendant from selling ALG 
for more than the cost of producing tlie drug, and yet the Defendant was selling 
ALG at a profit since, allegedly, the cost of producing ALG was one-third of 
its sales price ("U.S.A. v. Najarian," 1995). 

Basically, the fact that ALG, the drug in question, was unlicensed seemed less 

important than the fact that the researcher, Najarian, and the University of Minnesota 

conspired to profit from the sale of the drug and that the government did not get a 

share of the profits. While The Chronicle did not initially report on this case, one 

article in 2000 did use the case as an example of how money may come before human 

protections. 

The University of Minnesota developed, manufactured, and sold an 
antirejection drug for use in transplants, making more than $85-miUion. It was 
forced to stop marketing the drug when federal investigators found that the 
university had failed to get F.D.A. approval for the drug, and had not properly 
reported serious adverse reactions, including deaths. The government sued the 
university for allegedly selling an unlicensed drug, fraudulently billing 
Medicare for the drug, and submitting false grant applications - claiming that 
Minnesota was distributing the drug at cost rather than making a profit - - to 
the N.LH. The university settled the suit in 1998 for $32-million (Andrews, 
2000). 

The radiation cases 

Some of the other cases that turned up in the Lcxis-Nexis search also received 

coverage in The Chronicle articles and are worth a brief review. Numerous lawsuits 

came out of the radiation studies of the 1950s and 1960s, including suits against the 
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University of Rochester, the University of Cimicimati, Massachusetts Institute of 

Technology. At issue in most of the cases were the human subject protection standards 

in effect at the time of the studies, whether or not consent was voluntary and informed, 

and what, if any, constitutional rights are involved in research on humans. 

The radiation cases are extremely complicated and full analysis is beyond the 

scope of tliis work. However, a few points do seem relevant. Firet, while the 

Nuremberg trials were mentioned in many of the cases and the courts accqjted that the 

Nuremberg Code is a part of international law, no radiation case hearing accepted the 

Nuremberg Code as binding in these cases. Essentially, the courts felt that it was not 

necessary to resort to international law, that U.S. law was sufficient. The court rulings 

are best summarized by the following quote: 

The conduct attributed to...Defendants [primarily research institutions] - all 
representatives of government - strikes at the very core of the Constitution. 
Even absent the abundant case law that has developed on this point since the 
passage of the Bill of Rights, the Court would not hesitate to declare that a 
reasonable government official must have known that by instigating and 
participating in the experimental administration of high doses of radiation on 
unwitting subjects, he would have been acting in violation of those rights. 
Simply put, the legal tradition of this country and the plain language.. .of the 
Constitution must lead a reasonable person to the conclusion that government 
officials may not arbitrarily deprive unwitting citizens of their liberty and their 
lives ("In re: Cincinnati Radiation Litigation Case," 1995). 

However, the most critical point in the radiation cases is the question of 

whether or not the subjects knew they were part of an experiment. One of the pillars of 

informed consent is voluntary participation by subjects. Yet, according to the Supreme 

Court, voluntary participation and infomed consent may not always be necessary, 

especially if the federal government is involved. 
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In 1958 Stanley, "a serviceman,. .was secretly administered lysergic acid 

diethylamide (LSD) pursuant to an Army plan to test the effects of the drug on human 

subjects.. .he suffered severe personality changes that led to his discharge and the 

dissolution of his marriage" ("U.S. et al. v. Stanley," 1995). In 1975, "...the Army sent 

Stanley a letter soliciting his cooperation in a study of the long-term effects of LSD on 

'volunteers who participated' in the 1958 tests.. .[this] was the Government's first 

notification to Stanley that he had been given LSD during his time ".. .in service" 

("U.S. et al V. Stanley," 1995). Given the health problems that had plagued Stanley 

since his time in the Arniy, he sued under the Federal Tort Claims Act for 

compensation. This case went all the way to the Supreme Court. 

While utilizing the touchstones of national sec urity and military discipUne the 

Supreme Court has ruled that the "Monetary damages remedy founded directly upon 

violation of United States Constitution held not available against individual United 

States officers and agents for injuries incident to military service" ("U.S. et al. v. 

Stanley," 1995). This decision was not unanimous. The Court split five-four with 

Justice Scalia, writing for the majority. He claimed that permitting an enlisted man to 

sue the Army, . .would call into serious question military discipline and decision

making" ("U.S. et al. V. Stanley," 1995). 

In the dissent, Justice O'Connor states, 

In my view, conduct of the type alleged in this case is so far beyond the bounds 
of hmnan decency that as a matter of law it simply cannot be coHsidered a part 
of the military mission... No judicially crafted rale should insulate from 
liability the involuntary and unknowing human experimentation alleged to 
have occurred in this case... If [the government fails to obtain voluntary 
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consent of the human subject] the very least that society can do is to see that 
the victims are compeasated, as best they can be, by the perpetrators. I am 
prepared to say that our Constitution's promise of due process of law 
guarantees this much ("U.S. et al. v. Stanley," 1995). 

The structure of the law 

As well as a lack of information, another reason there aren't more court cases 

is simply because of the structure of the law. Human subjects have little recourse for 

damages. For example, in June, 2000 the FDA suspended all research under the 

direction of researcher J, Michael McGee, at the University of OkMioma, claiming 

improprieties in a melanoma vaccine study. According to the lawsuit filed in 2000, by 

the law firm Sherman, Silverstein, Kohl, Rose & Podolsky, 

The IND (FDA drag application) was deficient and misleading because, among 
other things, it referenced preclinical animal studies for a vaccine other than 
the one which was the subject of the IND and failed to state that no preclinical 
animal studies supported the injection of the subject Vaccine into humans 
(Sherman, 2000). 

In other words, McGee injected untested materials into human subjects. His 

actions were widely publicized when the University of Oklahoma suspended all 

research until the allegations could be investigated. 

Problems with a melanoma- vaccine study that he [McGee] had conducted led 
the government to suspend five federally sponsored research programs on the 
campus. The regulators cited numerous deficiencies in the treatment of 
volunteers in the melanoma study and said the researchers had failed to 
disclose to patients and the government that safety risks had been discovered 
(Basinger, 2000). 

As mentioned previously, Cherlynn Mathias, R.N., the program study 

coordinator, testified in 2002 before a congressional hearing (Committee on Health, 

Education, Labor, and Pensions Hearing on Protecting Human Subjects in Research: 
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Are Current Safeguards Adequate?, 2002), Her testimony details some of the study 

violations, including self-injection by subjects, lack of adverse event monitoring, 

storage of the vaccine at the wrong temperature, cover-ups by high-level university 

administrators, and improper recruitment of subjects. These allegations were 

supported by an FDA investigation. Generally ignored was her contention that at every 

step of the way, human subjects were mislead and recruited not because of altruistic 

motives, but rather because of economic motives which filter down to even the lowest 

staff levels. 

Conflicts of interest do not escape even those at the lowest level in research 
operations, the research staff.. .job performance is predominately gauged on 
the number of participants enrolled and not necessarily on the quality of these 
data. 1 believe the pressure on the research staff to meet enrollment quotas puts 
the inform consent process in jeopardy. (Committee on Health, Education, 
Labor, and Pensions Hearing on Protecting Human Subjects in Research: Are 
Current Safeguards Adequate?, 2002) 

Given this evidence, it seems inconceivable that the human subjects who 

participated in McGee's research should have no recourse to legal action. The 

plaintiffs did make a claim under international law. However, this claim was 

summarily dismissed as was the ability to file any claim under U.S. law either. 

.. .plaintiffs are contending that by defendants conducting the melanoma study 
in violation of federal regulations for the protection of human subjects, such 
conduct gives rise to an independent private cause of action by incorporating 
the Declaration of Helsinki and the Nuremberg Code. Plaintiffs contend that 
these international laws are the "minimum international standards of conduct 
governing biomedical research on human subjects into which all the citizens of 
all nations are subject." This Court agrees with other jurisdictions which have 
found that there is no private riglit of action for an alleged violation of 
international law for the protection of human research subjects under the 
Declaration of Helsinki and the Nuremberg Code.. .Moreover, the standard in 
the United States for conducting.. .research on human subjects is contained in 
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the Code of Federal Regulations and, thus, there is no need for the courts to 
resort to international law to impute a standard. 

However, the Court finds that there is no private ri^t of action under 21 
C.F.R. §§210,211 and 45 C.F.R. Part 46.. .The Supreme Court has held that 
the Federal Drug and Cosmetic Act (FDCA) does not create or imply a private 
right of action for individuals injured as a result of a violation of the 
Act...Accordingly, the Court finds and concludes that the plaintiffs have failed 
to establish subject matter jurisdiction in federal court ("Robertson, et al v. 
McGee," 2002). 

Thius, while the FDA can and did initially censure the researcher, the FDA 

warning letters to McGee seem to have disappeared from the online archive and no 

other government penalties were imposed. 

The Oklahoma case resorted to international law and perhaps this was the 

wrong argument. Another case emphasized a different point of law, constitutional 

rights. The case against the Hutchinson Research Center (the Hutch), affiliated with 

the University of Washington, came out of a series of articles in the Seattle Times 

about Protocol 126 

In Protocol 126, which took place in various stages at The Hutch from 1981 to 
1993, doctors researched whether using certain drugs to deplete T-cells in 
donated bone marrow would effectively eliminate a problem known as graft-
versus-host disease and make bone-marrow transplants more successful. 

The result was quite different, however, as The Seattle Times reported in 
March. Eighty of 82 people died in the experiment, including at least 20 from 
causes directly attributable to the treatment. Many of those.. .had a good 
chance of survival with conventional bone-marrow transplants. 

The three lead researchers and a Hutch-affiliated foundation held stock in a 
Seattle firm that held the commercial license to some of the drugs being tested. 
The researchers...insist they did nothing wrong (Wilson, Galvln, & Heath, 
2001). 
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The case against Hutch and its researchers tried to establish the fact that 

research subjects have constitutional protections. If subjects are act fully infomied, 

their constitutional protections have been violated. Thus, if their participation in an 

experiment causes injury or death they are entitled to compensation. The court ruling 

summarily dismissed the constitutional claim, even while admitting the subjects died. 

For purposes of this analysis, the Court assumes that plaintiffs' decedents were 
deprived of life and/or a constitutionally protected hberty interest. The relevant 
inquiry, therefore, is whether the procedural safeguards included in the 
infomied consent process were constitutionally adequate. Plaintiffs do not 
challenge the adequacy of the statutory or regulatory protections provided for 
human subjects of investigational research. Nor do plaintiffs challenge the 
overall informed consent process established by the Hutch and its 
Investigational Review Board. Their claim is not that these procedures were 
inadequate, but that they were not followed by defendants when they 
intentionally withheld information and/or interfered with the IRB review 
process. The adequacy of the process that is due, however, is not dependant on 
whether defendants violated the state's established procedures. The due process 
clause requires that the state provide constitutionally adequate procedures; it 
does not guarantee their flawless implementation in every instance ("Wright, et 
al. V. The Fred Hutchinson Cancer Research Center, et al," 2002). 

Thus, because procedures were in place, it does not seem to matter if a 

researcher follows the procedures or not. However, at least one court - the Court of 

Appeals of Maryland - disagrees with this conclusion. In the following case, the use of 

a negligence argument, rather than constitutional claims, was far more favorable to 

human subjects. The court summary of the case follows. 

...a prestigious research institute, associated with Johns Hopkins University, 
created a nontherapeutic research program.. .whereby it required certain 
classes.. .of homes to have only partial lead paint abatement modifications 
performed, and in at least some instances, including at least one of the cases at 
bar, arranged for the landlords to receive public ftuiding by way of grants or 
loans to aid in the modifications. The research institute then encouraged, and in 
at least one of the cases at bar, required.. .the landlords to rent the premises to 
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families with young children ("Grimes, et al v. Kennedy BLrieger Institute, 
Inc.," 2001). 

The study was designed to test how well various lead paint abatement schemes 

worked. As was commonly known at the time, lead paint can create unacceptable 

levels of lead in the bloodstreams of children. However, as was often pointed out by 

the defendants, lead abatement is expensive, thus the study to find a less expensive 

method of treating older homes was important to society. As stated by the court. 

Success was to be determined by periodically, over a two-year period of time, 
measuring the extent to which lead dust remained in, or returned to, the 
premises after the varying levels of abatement modifications, and, as most 
important to our decision, by measuring the extent to which the theretofore 
healthy children's blood became contaminated with lead, and comparing that 
contamination with levels of lead dust in the houses over the same periods of 
time.. .Apparently, it was anticipated that the children, who were the human 
subjects in the program, would, or at least miglit, accumulate.. .lead in their 
blood from the.. .dust, thus helping the researchers to determine the extent to 
which the various partial abatement methods worked. There was no complete 
and clear explanation in the consent agreements signed by the parents of the 
children that the research to be conducted was designed, at least in significant 
part, to measure the success of the abatement procedures by measuring the 
extent to which the children's blood was being contaminated ("Grimes, et al. v. 
Kennedy Krieger Institute, Inc.," 2001). 

In other words, normal, healthy children were placed in some enviroranents 

where they were likely to contract lead poisoning. The court was not happy about 

these circumstances. Neither was the court happy about the IRB oversight provided. 

Indeed, the IRB made suggestions to researchers about how to circumvent possible 

difficulties with this research by claiming the research was therapeutic and would 

benefit the children's own health. The court countered the claim that the study had 

been approved by the IRB by stating: 
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While the suggestion of the IRB would not make this experiment any less 
nontherapeutic or, thus, less regulated...the IRB was willing to aid researchers 
in getting around federal regulations designed to protect children used as 
subjects in nontherapeutic research. An IRB's primary role is to assure the 
safety of human research subjects - not help researchers avoid safety or health-
related requirements. The IRB, in this case, misconceived, at least partially, its 
own role ("Grimes, et al. v. Kennedy Krieger Institute, Inc.," 2001). 

In other legal cases, the parallels to Tuskegee were drawn by the plaintiffs. In 

this case though, it is the court that draws these parallels. 

Tlie research project at issue here, and its apparent protocols, differs in large 
degree from, but presents similar problems as those in the Tuskegee Syphilis 
Study conducted from 1932 until 1972.. .the tests involving the.. .exposure of 
Navajo miners to radiation {Begay v. United States, 591 F. Supp. 991 (1984), 
qffd, 768 F.2d 1059 (9tli Cir. 1985)), n7 and the secret administration of LSD 
to soldiers by the CIA and the Army in the 1950s and 60s ( United States v. 
Stanley, 483 U.S. 669,107 S. Ct. 3054, 97 L. Ed. 2d 550 (1987); Central 
Intelligence Agency v. Sims, 471 U.S. 159,105 S. Ct. 1881, 85 L. Ed. 2d 173 
(1985)). The research experiments that follow were also prior instances of 
research subjects being intentionally exposed to infectious or poisonous 
substances in the name of scientific research ("Grimes, ct al. v. Kennedy 
Krieger Institute, Inc.," 2001). 

The court decided that the consent form did constitute a contract and that the 

researchers did have a duty to the subjects. 

A duty may be prescribed by a statute, or a special relationship creating duties 
may arise from the requirement for compliance with statutory provisions. 
Although there is no duty of which we are aware prescribed by the Maryland 
Code in respect to scientific research of the nature here present, federal 
regulations have been enacted that impose standards of care that attach to 
federally funded or sponsored research projects that use human subjects., .even 
where consent is given, albeit inappropriately, policy considerations suggest 
that there remains a special relationship between researchers and participants 
to the research study, which imposes a duty of care. This is entirely consistent 
with the principles found in the.. .Nuremberg Code ("Grimes, et al. v. Kennedy 
Krieger Institute, Inc.," 2001). 

Furthermore, because the consent form constitutes a contract, researchers and their 

institutions could be held financially liable. 
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Researchers cannot ever be permitted to completely immimize themselves by 
reliance on consents, especially when the information funiished to the subject, 
or the party consenting, is incomplete in a material respect. A researcher's duty 
is not created by, or extinguished by, the consent of a research subject or by 
IRB approval. The duty to a vulnerable research subject is independent of 
consent, although the obtaining of consent is one of the duties a researcher 
must perform. All of this is especially so when the subjects of research are 
children.. .Otherwise healthy children.. .in our view, should not be enticed into 
living in, or remaining in, potentially lead-tainted housing and intentionally 
subjected to a research program, which contemplates the probability, or even 
the possibility, of lead poisoning or even the accumulation of lower levels of 
lead in blood, in order for the.. .extent of the contamination of the children's 
blood to be used by scientific researchers to assess the success of lead paint or 
lead dust abatement measures ("Grimes, et al. v. Kennedy Krieger Institute, 
Inc.," 2001). 

However, the court did not stop at the finding that a consent form constitutes a 

contract. This court also addressed the issue of who can sign a consent form. 

We hold that in Maryland a parent, appropriate relative, or other applicable 
surrogate, cannot consent to the participation of a child or other person under 
legal disability in nontherapeutic research or studies in which there is any risk 
of injury or damage to the health of the subject. 

Moreover, in our view, parents, whether improperly enticed by trinkets, food 
stamps, money or other items, have no more right to intentionally and 
unnecessarily place children in potentially hazardous nontherapeutic research 
surroimdings, than do researchers, hi such cases, parental consent, no matter 
how infonned, is insufficient.. .It is clear to this Court that the scientific and 
medical communities cannot be permitted to assume sole authority to 
determine ultimately what is right and appropriate in respect to research 
projects involving young children free of the limitations and consequences of 
the application of Maryland law. The Institutional Review Boards, IRBs, 
are.. .primarily, in-house organs. In our view, they are not designed, generally, 
to be sufficiently objective in the sense that they are as sufficiently concerned 
with the ethicality of the experiments they review as they are with the success 
of the experiments ("Grimes, et al. v. Kennedy Krieger Institute, Inc.," 2001). 

In summary, according to one law review (Gray, 2002), the Grimes case has 

two effects on research in Maryland. First, the case effectively allowed viable 

negligence claims to arise out of the "special relationship" that exists in 
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nontherapeutic research between researchers aid their human subjects. Second, the 

court has also effectively forbidden the use of children as subjects in nontherapeutic 

research witliout prior judicial approval and oversight if the research carries more than 

minimal risk to the children. 

Conclusion 

With the sole exception of the Grimes case, the courts have overwhelmingly 

favored the interests of researchers, research institutions and the government. Overall, 

the legal system has done little to protect the interests of human subjects. Milstein, the 

lawyer who has filed numerous cases against researchers and research institutions, has 

tried many different tactics including constitutional arguments and class action 

lawsuits. These tactics have, for the most part, been unsuccessful. The negligence 

charge used in the Grimes case was far more successful. However, the edicts of the 

court in the Grimes case apply only to Maryland. 

Even in the case of clear violations of federal law, which might logically lead 

to criminal charges, such as involuntary manslaughter, there is little evidence of any 

type of punishment. While individual researchers can be censured by the FDA, even 

that type of action does not seem to be taken lightly or very often, and when taken it is 

often shrouded in secrecy. Indeed, the interactions among the FDA, corporations, 

researchers, and research institutions are so voluminous as to warrant a future study. 

Thus, while the system of human subjects' protections contains many rules, the rules 

do not seem to be well enforced on a national level. 



189 

Given the results of the cases mentioned in this chapter, the mle of "caveat 

emptor" should be followed by any person agreeing to participate in a research study. 

Not only are subjects not likely to be compensated very much for experimental 

treatments which mi^t lead to death, but in many cases subjects have to pay to 

participate in a study. So, while legal cases can give rise to judicial legislation, there is 

no clear-cut indication that judicial legislation is occurring in the system of human 

subjects' protections. Tlie courts simply do not play a large role in crafting the system 

of human subjects' protections. 
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Chapter 10 - Organizations 

Introduction 

One last group of social actors warrants examination. Abbott (1988) contends 

that professional organizations fight for jurisdictional control of their professional 

work. Boundary work and fights for control can occur as the result of challenges to 

professional work. Given that the system of human subjects' protections was in a state 

of flux during the period from 1989-2003, it should not be surprising that there were 

numerous organizations, with competing interests, attempting to craft a favorable 

system. Clearly, the system of human subjects' protections impacts professorial work. 

Thus, an examination of the responses of professional organizations to changes and 

threats to the system of human subjects' protections is needed. 

Important to this work however, is the fact that professional organizations are 

not the only type of organization involved in trying to construct the system of human 

subjects' protections. In this case, jurisdictional fights occurred not just among 

professional organizations but among numerous different types of organizations. This 

contention is supported by references in The Chronicle articles (from 1989-2003), 

about the system of human subjects' protections. While, numerous different types of 

professional organizations are mentioned or cited in The Chronicle articles, advocacy 

groups and meta-organizations are represented as well. 

Advocacy groups are loosely defined as single-issue groups. These groups 

focused primarily on issues of social equality, such as women's health issues or 
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disease specific issues, such as AIDs. The membership of these advocacy groups 

tended to be mixed, consisting not only of professionals, but lay members as well. 

Meta-organizations are organizations of organizations. Meta-organization membership 

primarily consists of organizational and institutional representati ves, such as the 

Association of American Universities and the Association of American Medical 

Colleges. 

A full exploration of the actions of all of the various organizations mentioned 

or cited in The Chronicle articles is beyond the scope of this work. Given tlie large 

amount of material in The Chronicle articles and the even more voluminous amounts 

of information found by following tibe references to their sources, there are numerous 

different ways of parsing tMs m aterial. Thus, in an organizational context, the research 

question of public institutional actors and their interests is operationalizcd by asking 

specifically - what actions were taken by various organizations to constmct the system 

of human subjects' protections in a way favorable to their membership? However, 

even this question is too broad to cover in one chapter and is narrowed further below. 

The fight to retain or gain control of a particular sphere of influence appears to 

be constant across all organizations, not just professional organizations. The primary 

difference is the type of outcome sought by each organizational type. Clearly the 

system of human subjects' protections is viewed differently by different organizational 

types according to their mission, thus different organizations strive for different 

outcomes. However, using The Chronicle articles as a basis, it is also clear tliat the 

type of organization given voice and emphasis in the articles varies across time. 
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As mentioned in chapter three, there is evidence of three different social and 

cultural time periods in The Chronicle articles. The first phase, articles prior to 1994, 

emphasized single, isolated issues such as women's health, minority health issues, 

abortion politics, and AIDs research. The second phase, articles between 1994 and 

1998, emphasized that although the system had problems in the past, it was now 

relatively good. The articles in the third phase, 1999-2003, emphasized that the system 

was broken and focused on how to fix tlie system. While one organizational type 

seemed to predominate in one time period, all organizational types had a voice in each 

period. Numerous different actions were taken by the various organizational types 

across the different time periods. A high level analysis of organizational actions across 

time as evidenced from The Chronicle articles, is summarized in table 9.1 

Table 10.1: Orgaiiixational actions across time 

Organization 
Type 

Pre 1994 1994 -1998 1999 - 2003 

Advocacy o Publicize social o Publicize national o Publicize international Advocacy 
inequalities in abuses of research abuses of research 
subject population subjects subjects 

o Lobby for specific o Lobby for specific o Publicize conflict of 
disease research disease research interest issues 

Professional o Issue statements; o Issue statements: o Release revised ethical 
- Condemn abortion - Claim academic statements 

politics freedom to research o Lobby for changes 
- Decry political any subject (Oral Historians) 

interference in - Link human o Develop specific 
research experimentation to ethical guidelines 

themes of medical (Association of Internet 
progress Researchers) 

Meta- o Issue statements o Issue statements: o Institute educational 
denying problems - Admit past problems programs 

- Claim problems have o Push for accreditation 
been corrected as a solution to 

problems 
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Note that most of the actions summarized in table 9.1 involve the use of the 

media to publicize a position, to issue statements, or to make denials. Use of the 

media, in one form or another, was the predominate action taken by most 

organizations across time. Indeed, only two cells in table 9.1 (1999-2003: Professional 

and Meta-) indicate any kind of concrete response other than media warfare. This 

finding does not mean that the actions of advocacy groups had no effect. Indeed, 

publication of women's health issues, minority health issues, and mental health issues, 

as well as lobbying by AlDs activists, all led to reforms and actions in limited areas. 

However, these outcomes were typically not emphasized in The Chronicle articles. 

The response by meta-organizations and professional organizations 

predominated in the 1999-2003 Chronicle articles. This period is when adverse 

publicity about research institution suspensions and research subject deaths clearly 

threatened the existing status quo. It is also the period where it became obvious that 

the government was leaning towards taking some kind of action. It is the period when 

those whose work fell under the system of human subjects' protections seemed most 

threatened by change. Thus, while use of the media warrants further exploration, it is 

left for future research. Instead the rest of this chapter examines the actions taken by 

meta-organizations and professional organizations during 1999-2003 in response to 

possible changes in the system of human subjects' protections. Note that only 

organizations mentioned in The Chronicle articles from this period are included and 

furthermore, only the most illustrative examples are used. 
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Meta-organizations 

The Chronicle articles contain many references to organizations representing 

other organizations or institutions as. Spokespeople from Association of American 

Medical Colleges (AAMC) and the Association of American Universities (AAU) 

provided numerous quotes on various aspects of the system of human subjects' 

protections. These organizations tended to present a united front. Quotes from 

spokespeople and the actions of the organizations present a picture of coherent, single-

minded effort, existing not in isolation but rather focused on the outcome of protecting 

the various organizations and institutions. 

From 1989 to 1998, representatives from meta-organizations defended the 

system of human subjects' protections, stating that while abuses had occurred in the 

past, the system now worked. Once this argument became untenable, organizational 

references in the final period, 1999-2003 admit the system is broken and concentrate 

on the question of how to fix the system. It is the later period which is of interest here. 

Clearly, it is in the interests of the organizations involved to control how the system is 

fixed. Two efforts in particular are of interest - the call for more education and the 

move towards accreditation. 

Educational programs 

The call for more education is a minor theme throughout the early Chronicle 

articles and across numerous government reports, culminating in the NIH mandate of 

2000 that all researchers involved in using humans in research must receive training 

on the protection of human subjects in order to receive fiinding. This mandate was 
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supported by mstitutional organizations who counseled their member institutions to 

extend the mandate to all researchers, program coordinators, and students working 

with human subjects within an institution, not just those receiving NIH funding. 

Generally, the public sentiment of many seemed to be that if only those involved with 

research were educated about human subjects' issues, violations of the rules would 

disappear. 

According to evidence presented previously, local IRB implementation of this 

mandate consisted primarily of readings and a multiple choice test. No standards for 

measuring actual changes in researcher behavior were implemented. The local 

evidence also points to the fact that individual IRBs may implement educational 

efforts through the use of an "information dump." Requiring researchers to read 

hundreds of pages of federal rules, regulations and policies, may or may not actually 

change behavior. 

As mentioned previously, communication researchers and health education 

researchers have long known that knowledge does not necessarily change either an 

attitude or behavior. Thus, while institutional organizations claim that more education 

will solve problems in the system of human subjects' protections, the actual effect 

may simply be the appearance of doing something, given that outcomes in terms of 

changing behavior are unknown and unstudied. 

Education of IRB committee members was also a subtle theme ranning 

throughout the articles. Institutional organizations overtly supported the need for 



196 

educational programs for IRB committee members and administrators. Yet, actual 

implementation of such educational programs seemed sparse and poorly funded. 

The educational area least ignored was the education of human subjects. Not 

all organizations responded to the problems in the system of human subjects' 

protections with education for just researchers and IRB members, subject education 

became an issue as well. Typical of this response was the 35 page brochure, published 

by the American Association of Health Plans, hic. (AAHP), for people interested in 

participating in clinical trials. The brochure, financed by Ffi.zer, Inc., a pharmaceutical 

company, is an attempt to recmit more subjects for clinical studies, under the guise of 

education. While there is a disclaimer, that Pfizer was not involved in the "research, 

writing, or conclusions" reached in the report, this claim is suspect given tlie first three 

paragraphs of the introduction. 

The knowledge gained through clinical research—^trials that test the use of new 
drugs and medical devices in humans—is at the core of advances in patient 
care. The results of clinical trials bring us new diagnostic tests and new 
treatments that improve our health and prolong our lives. The amount of 
research being done has increased dramatically the past 10 years as researchers 
in the public and private sectors strive to develop and bring to the public more 
new diagnostic tests and treatments than ever. Thus, more patients than ever 
are needed to participate in trials. 

In the press and on television, some institutions conducting clinical research 
have come under public fire recently because of some serious adverse events 
and, rarely, unexpected deaths during trials. Although these situations 
represent a very small fraction of the current clinical research, they have 
shaken public trust. Patient safety and adequate explanations to patients about 
the benefits and risks of trials have been key issues. At the heart of clinical 
research are individuals who, by volunteering to participate in a trial, benefit 
future patient care by helping researchers learn what works in medicine. 
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Reseai'cliers cannot promise patients an immediate personal health benefit from 
participating in a trial, but patients have described to us other kinds of 
immediate benefits from trial participation. As one cancer trial patient summed 
it up, "Tremendous support and benefit comes from being part of a group of 
patients who are just like you. You feel tremendous medical team support 
because the researchers are worried about your specific disease and are 
devoted to treating your disease. They know more than anyone else about it." 
Another patient noted that even though she miglit not experience an immediate 
health benefit from the trial, she felt great satisfaction that her children or 
grandchildren might benefit from the knowledge gained from the trial (ECRI, 
2002). 

While it may seem that the AAHP and the interests of other institutional 

organizations would differ, such seems not to be the case. Clinical research in 

particular requires willing subjects. Subject recruitment, disguised as education, 

occurs on 50% of the IRB web sites which had any kind of subject information. Most 

IRBs had a link to the federal government's education site - htlp://clinicaltrials.gov -

sponsored by the National Institutes of Health and hosted by the National Library of 

Medicine. This site answers pressing questions such as, how to participate in clinical 

trials, implying that the opportunity to be a subject is available only to a special few. 

No mention is made of where to file a complaint should there be problems or abuses. 

While the AACM and the AAU are not prominently mentioned at either the clinical 

trials web site or in the AAHP brochure, the standards developed for accreditation 

demonstrate that both organizations hold the same frame for subject education. 

Standards and accreditation 

As mentioned previously, a move towards IRB accreditation and certification 

is occurring in the academy. This move is supported by the OHRP and directed by the 

Association for the Accreditation of Human Research Protection Programs, Inc. 
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(AAHRPP). AAHRPP claims that their accreditation program, is a "voluntary, peer-

driven, educationally focused accreditation program for human research protection" 

(AAHRPP, 2001). Since The Chronicle articles in the third period refer to 

accreditation, but do not contain a detailed description of the program, documents 

were obtained directly from the AAHRPP web site. Utilizing close readings, the 

documents on this site were utilized to explore the question exactly how does 

accreditation increase protections for human subjects? 

AAHRPP is a non-profit organization created in 2001 by the Association of 

Americao Medical Colleges, the Association of American Universities, the 

Consortium of Social Science Associations (COSSA), the Federation of American 

Societies for Experimental Biology (FASEB), the National Association of State 

Universities and Land Grant Colleges, the National Health Council and the Public 

Responsibility in Medicine and Research group (AAHRPP, 2001). While COSSA 

sounds like a professional organization, it is actually described as an organization 

composed of "...more than 100 professional associations, scientific societies, 

universities, and research institutes." Similarly, "FASEB is comprised of 21 societies 

with more than 60,000 members" (AAHRPP, 2001). AAHRPP is clearly a meta-

organization, representing multiple organizational and institutional interests. 

Unfortunately, the list of reputable sponsors above is shadowed by financial 

support from the Burroughs Wellcome Fund and PhARMA. The Burroughs Wellcome 

Fund is the philanthropic arm of a giant pharmaceutical firm, PhARMA is the trade 

association of the pharmaceutical industry. According to AAHRPP, Burroughs 
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Wellcome Fund and PhRM A,. .will have no role of any kind in the affairs of the 

organization" (AAHRPP, 2001). Unfortunately, these funding sources do create the 

appearance of a conflict of interest despite AAHRPP's denial. 

Also interesting is AAHRPP claim that by "establishing the 'gold seal' 

signifying adherence to a rigorous set of human protection standards, accreditation by 

AAHRPP will help ensure consistency and uniformity among all institutions 

conducting biomedical, behavioral, and social sciences resem-ch" (AAHRPP, 2001). 

The use of the phrase "gold seal" carries numerous symbolic meanings for the general 

populace and is a phrase not traditionally utilized in the academy. However, a close 

reading indicates that the "gold seal" does not necessarily mean that human subjects 

are protected; it merely means that all participating institutions operate at the same 

level 

According to AAHRPP, "accreditation is a time-tested process used in the 

United States to ensure quality and stimulate continuing improvement" (AAHRPP, 

2001). AAHRPP's accreditation process consists of the use of a self-assessment form 

to generate an internal report by the institution. The results of the internal review are 

submitted to AAHRPP in the fonn of an application and program description. Next, an 

on-site evaluation is conducted by peer site visitors. The site visit results in a 

recommendation to grant or deny accreditation. Procedures are in place to appeal 

denials of accreditation. 

AAHRPP also claims that the level of operation goes beyond that required by 

government regulations. This claim implies that somehow, subjects will have more 
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protections. Yet, in actuality the claims of going beyond goveniment regulations seem 

to refer to confidentiality issues, not subject protections. Note that site visitors are 

required to sign confidentiality agreements with AAHRPP. Site visitors may also be 

asked to sign confidentiality agreements with the institution. 

Further, because AAHRPP is not tied to the federal government, it offers the 
fullest confidentiality permitted by law to institutions on discussing their 
human research protection programs. Having the assurance that no AAHRPP 
representative will disclose any information to anyone other than the institution 
demonstrates AAHRPP's commitment to working with institutions to improve 
their protection programs (AAHRPP, 2001). 

While institutional confidentiality may benefit individual institutions, it does 

not automatically follow that subjects will benefit. However, the protection of subjects 

is not necessarily be the goal of accreditation, rather protection of the institution, 

protection of researchers and public reliance on accreditation are also important. 

Accreditation.. .offers several benefits that can directly affect researchers. It 
can demonstrate to the public and the federal government the commitment of 
research institutions to provide protections to research participants. Surely it is 
better than more regulation from the federal government that is more likely to 
stifle the research enterprise and add little to the protection of research 
participants. In addition, researchers can feel assured that when their 
institutions are accredited, their institutions are supporting research and 
providing the necessary infrastructure. For example, government inspections, 
when they do occur, should be less onerous and frequent. But, more 
importantly, researchers can be confident they are doing all the things they can 
to conduct ethical research. Over time, the public will come to rely upon the 
integrity that accreditation carries and be more willing to support research by 
enrolling in research at accredited institutions and to advocate for the use of 
public funds for research (AAHRPP, 2001). 

Another web page explicitly delineates who benefits from accreditation and 

how benefits accrue. 
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• Builds public trust AAHRPP accreditation is a seal of approval—a 
tangible way to demonstrate to the public and others that your organi/,ation 
goes beyond miiiimum legal requirements to protect people participating in 
research. 

• Reassures research participants As the demand for research participants 
increases, AAHRPP accreditation assures individuals interested in enrolling 
in research studies that your organization is committed to their well-being 
and will put their interests first. 

• Instills conjRdence in sponsors Accreditation communicates a dedication 
to high standards, making your organiizatioti more attractive to sponsors. 

• Improves your program through internal and externa! assessments The 
accreditation process includes a comprehensive self-assessment that 
identifies deficiencies before they become public. Your organization also 
receives a confidential peer review by a team of outside experts. The 
process promotes an educational and collegial exchange that results in 
continuous self-improvement. 

• Assists in achieving compliance Going tlirough the accreditation process 
delects and corrects problems commonly cited during government 
inspections. It helps ensure that your organization is in compliance with all 
applicable local and federal regulations. 

• Is your organization's best response to government concern 
Participating in AAHRPP's voluntary accreditation program shows a 
commitment to self-regulation and lets regulatory agencies know that you're 
determined to maintain high standards. 

• Improves research quality AAHRPP accreditation improves the overall 
quality of research by consistently applying high standards and practices. 
When your organization cams accreditation, it helps raise the global 
benchmark for human research protection. 

(AAHRPP, 2001). 

Note the heavy emphasis on avoiding public scandal and on monetary issues. 

Improvement in conditions for human subjects seems remarkably absent. Similarly, 

the actual standards document (AAHRPP, 2001) emphasizes the existence of written 

policies and procedures, as well as lists of other paperwork necessary to obtain 

certification, implying that if tlie papework is done properly, human subjects will 

actually be protected. While accreditation does include a site visit, documents to be 
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available to the accreditation committee are primarily those required by federal law, 

including sample consent forms and recruitment materials. 

Only two standards specifically apply to research subjects. The organization 

must be responsi ve to the concerns of research participants (Standard V.l) and the 

organization must have a mechanism for educating research participants, prospective 

participants and/or their advocacy groups regarding the scientific and ethical aspects 

of human research (Standard V,2). Note that the resolution of subject complaints or 

concerns does not have to be tracked. It is also important to note that these standards 

can be met by having a website, pamphlets or brochures available to subjects. As 

noted previously, one problem with subject materials is that they often take the form 

of recruitment disguised as education. The standards can also be met by allowing the 

accreditation committee interview access to IRB members, IRB staff, investigators, 

nursing staff, and research study coordinators. No human subjects need be involved in 

the accreditation process either through interviewing or survey follow-ups after a 

study. 

Professional organizations 

in contrast to the meta-organizations, actions taken by professional 

organizations during the 1999-2003 period seemed weaker. Many professional 

organizations issued revised ethics statements as a response to public scandals in the 

system, of human subjects' protections. Few of these statements contain explicit 

guidance on implementation issues. Two groups though went beyond policy 
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documents - oral historians and the Associ ation of Internet Researchers (AoIR). These 

two groups addressed two different aspects of the system of haman subjects' 

protections. The American Historical Association and the Association of Oral 

Historians combined forces to tackle constraints, which made their members' research 

extremely difficult. AoIR, addressed the fact that IRB members need further education 

due to the increasing complexity of research, something typically portrayed in 

medicine, not social science research. 

Ethk statements and professional standards 

Starting in 1999, The Chronicle articles document many different professional 

responses to problems in the system of human subjects' protections. The most 

common article reference is to a revised code of ethics or professional standard. 

Numerous professional organizations published revised codes during the period from 

1999-2001. 

Statements of ethics from professional organizations were for the most part 

very high-level statements of moral principles providing little direction as to how to 

meet or implement such principles. For example, the American Sociological 

Association's Code of Ethics is very short and it states that "Sociologists respect the 

rights, dignity, and worth of all people" (ASA, 1999). Clearly, no researcher would 

argue with this statement, but how can it be implemented? 

The American Psychological Association's (APA's) Ethical Principles of 

Psychologists and Code of Conduct circumvents questions of implementation by 

explicitly stating that researchers must follow local autliority. 
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Psychologists obtain from host institutions, or organizations approval prior to 
conducting research, and they provide accurate information about their 
research proposals. They conduct the research in accordance with the approved 
research protocol (APA, 2001). 

In essence, the APA acknowledges the authority of local IRBs to approve or 

disapprove research conducted by APA members, and furthermore that the IRB has 

ongoing oversight. While this is true under federal law, the following statement by the 

National Communication Association (NCA) seems to leave professional authority 

with the researcher. "Professional responsibility requires that communication 

researchers know and comply with the legal and institutional guidelines covering their 

work" (NCA, 2001). 

Interestingly, it is the engineering profession who explicitly delineates some of 

the more problematic issues with the system of human subjects' protections and 

professional responsibility, including blind adherence to regulations and adverse 

publicity. While it is debatable whether or not the following ethical statements are 

actually implemented, the statement does address the complexity of the topic. 

Ethical tensions can best be addressed by thoughtful consideration of 
fundamental principles, rather than blind reliance on detailed regulations. 
These Principles should influence software engineers to consider broadly who 
is affected by their work; to examine if they and their colleagues are treating 
other human beings with due respect; to consider how the public, if reasonably 
well informed, would view their decisions; to analyze how the least 
empowered will be affected by their decisions; and to consider whether their 
acts would be judged worthy of the ideal professional working as a software 
engineer. In all these judgments concern for the health, safety and welfare of 
the public is primary; that is, the "Public Interest" is central to this Code 
(ACM, 1998). 
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Finally, a revised Helsinki declaration was released by the World Medical 

Association in 2000. Given the way the Helsinki declaration is utilized, as one of the 

main documents in the system of human subjects' protections, it essentially binds all 

researchers, not just physicians. The current declaration is quite explicit. "In medical 

research on human subjects, considerations related to the well-being of the human 

subject should take precedence over the interests of science and society (WMA, 2000). 

The most prominently mentioned statement in the articles was a report from 

the American Association of University Professors (AAUP). This report specifically 

addresses issues of IRB control over research, particularly social science research. 

IRBs . .are a permanent feature of research institutions in the United States, 
and there are clear signs that their influence is expanding.. .there is little doubt 
that the principal changes will be in the direction of expanding the scope and 
authority of IRBs" (AAUP, 2000). 

The AAUP clearly recognizes that the professional work of its members is 

impacted by the work of IRBs. . .the likely expansion of the IRB system of review 

underscores the importance of scholars staying (or becoming) informed of 

developments that can bear directly on their research." 

Overall, the report is an excellent summary of the current state of the system of 

human subjects' protections. The report, in four parts, contains many well crafted 

arguments and explanations, especially on the topics of risk, informed consent, types 

of review, and the composition of IRBs. Unfortunately the fourth part of the report -

recommendations - is weak. 
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The December report of the American Association of University Professors 
recommends that universities make a concerted effort to recrait more social 
scientists to serve (Brainard, 2001 f). 

Essentially, tlie report states that universities should recruit more social 

scientists, but it does not recognize that servdce on an IRB committee is time-

consuming. Finally, the report leaves action up to individual social scientists. 

There is a need now to increase the number of social scientists serving on 
[RBs., .Social scientists should continue to speak out against what they see as 
threats to freedom of research.. .[they] should share their experiences with 
others on campus.., (AAUP, 2000). 

While these are good suggestions, they do not address the simple fact that 

social scientists miglit have little institutional impact or influence with biomedical 

researchers due to disciplinary differences. The report does little to address the fact 

that there may be a fundamental lack of understanding about the standards of 

qualitative research. Similarly, there is no advocacy for social scientist compensation 

for IRB service, such as the use of release-time or reduced teaching loads 

Oral historians 

The AAUP report was partially motivated by complaints from social scientists, 

particularly oral historians (AAUP, 2000). While the AAUP report is mainly a 

summary of what is wrong, oral history groups, particularly the Association of Oral 

Historians, took a more proactive stance. Oral historians have publicly questioned and 

fought the medical model currently in use by most IRBs. As described in one 

Chronicle article, the fight is over professional work and control of that work, control 

not guaranteed by federal regulations. 
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.. .complaints about review boards appear to stem from a clash of cultures 
between social scientists and the biomedical researchers that predominate on 
the boards at some institutioos. In particular, medium-sixed and small 
universities and colleges may have only one panel to review all human-
subjects research. During the same meeting, such boards may consider oral-
history projects and medical studies involving experimental drags with 
potentially life-threatening side effects. Federal regulations do not specifically 
require LR.B.'s to include social scientists. (Brainard, 200If). 

Starting in 2001, oral historians began publicly protesting the rulings of IRBs, 

claiming that IRB requirements violated the standards of the profession. Statements 

such as the following were common. 

Oral history.. .is so outside the realm of what human-subjects protections were 
originally designed to deal with that a rational person would wonder what is 
happening.. .researchers are increasingly voicing complaints that review boards 
are proposing cumbersome, needless modifications to their work. (Brainard, 
200lf). 

The essence of the debate is professional work and the control of such work. 

One request that especially worries oral historians is that they mask 
participants' identities. "If you keep a person anonymous, much of the context 
of that person's individual perspective is lost.. .scholars say the l.R.B.'s are 
asking them to keep the names of their interview subjects anonymous, or 
requiring them to destroy audiotapes from interviews after they have been 
transcribed. l.R.B.'s also have asked to screen interview questions in advance, 
and have urged scholars to avoid asking interview subjects sensitive questions 
that might embairass them. Nothing in the federal regulations specifically 
requires l.R.B.'s to seek the anonymity of sources or the destruction of 
audiotapes - the boards have developed these suggestions on their own 
(Brainard, 200 If)-

Even the director of the Office of Human Research Protection acknowledges 

that there are problems. However, such an acknowledgement does not necessarily 

mean more representation for social scientists on federal panels. 

"Some I.RB.'s do seem to be erring on the side of caution and need to find 'the 
appropriate middle ground," says E. Greg Koski, director of the federal Office 
of Human Research Protection, which oversees the boards.. ..The concerns of 
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social scientists are a priority of a new HeaMi and Human Services advisory 
committee that met for tlie first time in December, Dr. Koski says - even 
though only one social scientist..is on the 17-raember panel (Braiimrd, 20011). 

Whether or not the oral historians have waged a successful campaign for 

control of their own work is still problematic, A determination letter from the Office 

of Human Research protections on September 22, 2003 states the following: 

OHRP concurs with the proposed policy stating that oral history interviewing 
activities, in general, are not designed to contribute to generalizable knowledge 
and therefore, do not involve research... (Carome, 2003). 

The letter continues by explicitly stating that oral historians are thus not 

subject to IRB review because they are not conducting studies which will lead to 

generalizable and predictable results. So, by freeing themselves of IRB oversight, the 

work of oral historians has been classified as "other" and outside the traditional realm 

of research. As one professor states, "I have a hard time saying to my colleagues in 

history that what you do is not research" (Brainard, 2003). 

No one knows what the long-term consequences of the OHRP decision will be, 

however there are disturbing implications. First, is the question of whether or not the 

federal government might fund any work by oral historians since, by one federal 

definition, their work is not research. Second, the ruling sends the message that the 

federal government is willing and able to define research. The definition of acceptable 

research is no longer necessarily up to the professionals in a given field. Third, it 

implies that the only type of acceptable research is quantifiable research. Qualitative 

research, particularly interviews and case studies seem to exist in a gray area now. 
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Thus, while the oral historians were successful in having their work excluded from 

IRB control, in the long run this exclusion may have unfortimate consequences. 

AssodatioB of Internet Researchers 

The Association of Internet Researchers (AoIR) took a different tactic. Rather 

than taking their fight with IRBs to the federal government, AoIR concern remained at 

the local level. The membership of AoIR specifically addressed the fact that many 

IRB members simply did not have enougli technical knowledge to review studies 

utilizing computer and communication technologies. 

A consistent complaint in the articles throughout all time periods was that IRB 

members are simply overwhelmed by the increasing complexity of new technologies 

and those members may simply not have enough information to make informed ethical 

decisions. While this dilemma is typically portrayed as an issue in clinical studies, the 

same could be said of any type of new technology. As more and more member 

complaints about IRB review surfaced, the membership of AoIR decided to explicitly 

tackle the knowledge gap between ethics and technology. 

The Association of Internet Researchers is a relatively young organization. 

Organized in 1998, their primary mission is to provide an umbrella organization for 

any scientist or researcher who utilizes the internet, web, or any other form of 

computer mediated technology for any type of disciplinary study. Thus, by definition, 

this organization is multi-disciplinary and inter-disciplinary. 

As the organization grew, its members faced more and more issues with their 

local IRBs, For example, most researchers who utilize public open venues such as 
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electronic bulletin boards, assume that such bulletin boards ai-e "public spaces" tliat do 

not necessarily require informed consent. Some IRBs discounted this contention and 

required researchers to get informed consent anyway. The work of member scientists 

was clearly impacted by the fact IRB members did not necessarily understand online 

environments. Given the IRB difficulties and the fact that many researchers felt the 

ethical questions arising out of online research warranted clarification, the 

membership felt that the researchers who actually understood and used the online 

environment were in the best posi tion to clarify the use of humans in online research. 

In 2000, AolR created a task force to study ethical decision-making and 

internet research. A preliminary report was released in 2001 and the final draft was 

approved by the membership in 2002 (Ess, 2002). Many aspects of this report are 

unusual. In particular, the composition of the task force, the working style of the task 

force, and the results of their efforts could serve as a template for other organizations. 

The AoIR report represents a positive, proactive approach to a problem by an 

organization composed of research scientists. 

The composition of the task force was international representing 12 different 

countries including the United States, Israel, Norway, Malaysia, Japan and Australia. 

The task force was multidisciplinary; computer scientists worked with ethicists, 

philosophers, and linguists. Many different standards of data gathering and analysis, 

including both qualitative and quantitative methods were represented by task force 

members. Finally, nearly all the work of this committee was conducted in an online 
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environment. The committee met face-to-face only once a year, at the yearly 

conference. 

The report includes a strong, coherent explanation of ethical frames. One 

distinction made by the report is the difference in form vs. content. For example, if the 

data under study is how someone states something (a linguistic unit of analysis), not 

the content of the statement itself (a rhetoiical analysis), risks might be assessed 

differently. The report provides a series of questions to explore. These questions 

reveal a deep understanding and analysis of different ethical frames. The report is a 

guideline and makes no claims to being a "recipe" for decision-making while at the 

same time providing a specific framework for analysis and allowing situational 

flexibility in interpretation. 

.. .given the range of possible ethical decision-making procedures 
(utilitarianism, deontology, feminist ethics, etc.), the multiple interpretations 
and applications of these procedures to specific cases, and their refraction 
through culturally-diverse emphases and values across the globe - the issues 
raised by Internet research are ethical problems precisely because they evoke 
more than one ethically defensible response to a specific dilemma or problem. 
Ambiguity, uncertainty, and disagreement are inevitablc.(Ess. 2002 , p. 4.) 

While carving out a niche area of specialization, the report does not attempt to 

take control from existing organizations. Rather the assumption throughout is that 

members owe first loyalty to their disciplinary body. 

The many disciplines already long engaged in human subjects research 
(sociology, anthropology, psychology, medicine, communication studies, etc.) 
have established ethics statements intended to guide researchers and those 
charged with ensuring that research on human subjects follows both legal 
requirements and ethical practices. Researchers and those charged with 
research oversight are encouraged in the first instance to turn to the discipline-
specific principles and practices of research. (Ess, 2002, p. 3). 
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The report also reveals a deep understanding of the online environment, 

including questions that the average researcher might not have considered. For 

example, the report discusses the different legal requirements in different countries as 

well as culturally different expectations of people online. For example, one question is 

the "ethical expectations established in the venue" (p. 4). For example, there are 

different expectations of privacy in listservs, chats, and emails. Furthermore, "citizens 

of the European Union enjoy strong privacy rights by law., .U.S. citizens, by contrast, 

enjoy somewhat less stringent privacy protections, (p. 6)" Thus, the AoIR report 

concludes that subject expectations are an important component in what may or may 

not be determined as ethical research. Nowhere does the report sacrifice the human 

subject to gain access to more data. Members maintained their focus on ethics 

tliroughout this report, while at the same time providing a strong, coherent, workable 

framework for analysis of online research. 

Overall, this report is the only one referenced in The Chronicle which catches 

the spirit of human subjects' protections while at the same time providing a level of 

concrete guidance as to how ambiguous problems may be addressed by researchers 

and ERB members. It is unknown whether this report is the result, as Abbott claims, of 

an organization trying to carve out a jurisdiction. The youth of the organization or the 

personality of researchers who tackle study in new venues may also be an explanation. 

Regardless of motivation, this report is exceptional and could be used as a model for 

many other professional organizations. 
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Conclusion 

In general numerous organizations took many actions during the period from 

1988 - 2003. Although each group did seem to fight to protect the interests of their 

own membership, the overall effect seemed to be the presentation of a consistent 

public face in The Chronicle articles. Problems in the system were first denied. 

Problans were addressed only when they could no longer be denied. Solutions which 

addi*essed any perceived problems were primarily provided by meta-organizations, 

representing multiple institutional and organizational interests. 

Abbott (1988) claims that external pressures on a system can result in a power 

vacuum and create a vacancy (p. 89). While Abbott focused on professional 

organizations, there is little evidence in The Chronicle articles that professional 

organizations rushed to fill the power vacancy created by pressures on the system of 

human subjects' protections. Both the oral historians and the actions of AoIR were 

localized in the sense that their actions focus on a specific area within the system. The 

actions of the meta-organizations however do point to jurisdictional claims over the 

entire system of human subjects' protections. 

Actions which could be perceived as countering adverse media publicity by 

giving the appearance of doing something; actions to build subject trust in the system, 

and actions taken to avoid more stringent government regulations were all common 

tactics used by meta-organizations. Also common was a tactic of distraction. Solutions 

were framed as discussions about ethical issues in the system of human subjects' 

protections. Yet a close examination of the actions of meta-organizational actors 
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showed little evidence that their actions addressed problems with the system of human 

subjects' protections. Indeed, given the solutions discussed above, the "real" problem 

did not seem to be the protection of human subjects, but rather how to protect the 

members of the meta-organizations. 
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Chapter 11- Conclusion 

Overview of results 

How is the system of human subjects' protections constituted? Clearly, an 

examination of the structure and functions of the system of human subjects' 

protections from a social conslructivist perspective is tangled. No one section of this 

study is enough to fully address the primary research question of how the system of 

human subjects' protections is constituted. 

However, the use of multiple data sources and a variety of disciplinary 

perspectives, across time and multiple levels of analysis, does create a view of the 

structural and functional aspects of the system of human subjects' protections, a view 

not necessarily visible when confined to one analytical category or one source. 

Furthermore, the resulting view leads to the conclusion that the system of 

human subjects' protections does not necessarily serve the purpose of protecting 

human subjects. Instead, a multi-layered, multi-dimensional portrayal is indicative of a 

system designed to address a different problem set. Thus, the simplistic answer to the 

research question is that the system is rhetorically defined as a way to protect human 

research subjects, yet is structurally and functionally constituted to protect institutional 

interests. While public rhetoric emphasizes the ethical issues as the rationale for the 

system, the actual structural and functional construction of the system seems designed 

to engender public trust in the system so the supply of research volunteers will not dry 

up. There is a disjoint between commonly stated problems and implemented 
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solutions. The chapter reviews below highlight some key findings in support of this 

conclusion. 

Chapter three utilized articles about tlie system of human subjects' protections 

published in The Chronicle of Higher Education from 1989-2003. Various dimensions 

of the articles were categorized to examine how the system was discussed, what was 

talked about, and who discussed the system. The articles point to a correlation, not 

necessarily a causal relationship, between adverse m,edia coverage and an increase in 

discussion of the system of human subjects' protections. The articles roughly divide 

into three phases. During the first phase, discussion of the system of human subjects' 

protections was secondary to the main article focus, such as abortion politics, 

women's health, and minority issues. During the second phase, from 1994-1998, the 

system of human subjects' protections became the primary focus of the articles. 

Discussions centered on the question of whether or not the system really had 

problems. By the third phase, 1999-2003, there was general agreement that the system 

of human subjects' protections was broken and the articles focused on the question of 

how to fix the system. 

Of note, but left for future examination, is the fact that articles in the second 

and third phase were not written in isolation. While each article answered the 

traditional journalistic questions of who, what, when, where, and why and thus, on one 

level, could be understood as an individual report, later articles typically included 

references to other events, articles and sidebars as well. Symbolism crept into the 

articles as well. For example, the name Gelsinger seemed to be used as a convenient 
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shorthand or symbolic reference to problems in the system of huraaiii subjects' 

protections. So a reader who does not know the circumstances surrounding 

Gelsinger's death might not understand the reference and its implications. The 

growing complexity of the infomiation stracture surrounding the topic of human 

subjects' protections meant that a reader could not necessarily readjust one article to 

understand a given discussion, but rather a growing knowledge base was assumed and 

required to fully participate in discussions of the system of human subjects' 

protections. 

Many different social actors spoke in these articles. At first glance, it seemed 

as though all interested parties had representation. Yet, while many professionals 

spoke, not all spoke equally. For example, 74% of the quotes used in the articles were 

from people affiUated with colleges of medicine or the bioethics profession, people 

with a vested interest in being perceived as experts in the field. All other professorial 

categories represented only 19% of the quotes in the articles. Furthermore, those 

quotes were primarily from history of medicine specialists. 

Three voices are notably absent from these articles. Each voice warrants 

fiirther study beyond the scope of this study. First, IRB administrators rarely speak in 

the articles. Instead, bioethicists seem to speak for IRB personnel. This implies that a 

power struggle in the system of human subjects' protections is occurring between 

bioethicists and clinical researchers, not between clinical researchers and IRB 

administrators. It is the bioethicists who seem to be attempting to claim the 

jurisdiction, which opened up as the system of human subjects' protection came under 
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industry seems to let others, such as representatives of the American Colleges of 

Medicine, speak for the interests of the sector. Third, human subjects never speak. 

Rather, everyone seems to speak for the subject. Subjects are portrayed in a 

paternalistic fashion, as a scarce resource requiring protection, or they are 

comraodified, as an object to be used. Not only do subjects not receive free treatment 

for side-effects, at times they have to pay to be in the study. Rarely are subjects 

portrayed as humans who can understand and determine their own fate. 

Utilizing critical discourse analysis, in particular ideological discourse 

formations (IDFs), three main tliemes were found in chapter four. As detailed in table 

4.1, the system of human subjects' protections had and still has many known 

problems. No one article or published document detailed a Hsting such as table 4.1. 

Instead, problems seemed hidden in plain sight. Problems were exphcitly mentioned, 

but they were mentioned in the context of voluminous, distracting rhetoric. So, once 

again the assumption seems to be that the reader has a growing knowledge base for 

understanding the issues. 

The three themes identified by the use of IDFs were money, progress, and 

power differentials. The themes are not isolated. They intersect and interact. Using the 

themes as a lens results in the conclusion that the tenor and tone of those who speak in 

The Chronicle articles seem to divide into two camps, which should be placed on a 

continuum, as shown in figure 11.1. Note that this representation warrants further 
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research and is not meant to be a moral commentary, but rather just an analytical tool 

for discussion purposes. 

Figure 11.1: Continuiiin of Interests 

4— Advocacy interests Vested interests 

Anchoring one end of the continuum are those who act as advocates for 

subjects. These speakers are typically located outside the system of human subjects' 

protections. For example, speakers who work to protect individual subject populations 

such as the mentally ill, prisoners, or children often hold positions in nonprofit 

advocacy organizations, not academic appointments. Using Bijker's framework 

(1999), a "working" system is defined as one where problems with the system can be 

publicly discussed and that the system actually does protect subjects' from harm. 

Anchoring the other end of the continuum, representing the majority of the 

speakers, are those who utilize human subjects' to fiirther their work in a more direct 

manner. For example, research in medical colleges typically requires the use of 

subjects for drug testing. In some respects, this group seems to define "working" as 

the absence of public discussion, with such absence implying that if there is no 

discussion there are no problems. The need for human subjects, as a resource to 

further scientific progress or vested interests, seems to have created an implicit 

alliance among clinical researchers, university administrators, IRB directors, 

bioethicists, and the government which may align with the interests of the 

pharmaceutical industry. 
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The eight government reports examined in chapter five contributed to the 

problem list in table 4.1. Despite the fact that stmctural and functional problems are 

well delineated in the govemmmt reports, it seemed as though little was actually done 

to address those problems, indeed, the problems listed in the reports tend towards the 

advocacy side of the continuum, but the solutions implemented as a result of these 

reports tend towai-ds tlie vested interest anchor of the continuum,. In other wo,rds, while 

solutions are implemented with the implication that the explicitly stated problems are 

solved, in reality tlie solutions actually seem to fix the problems of the vested interest 

anchor of the continuum. This is a very neat rhetorical tactic which results in the 

appearance of increasing protections while at the same time addressing the concern of 

vested interest groups, rather than the actual protection of subjects. 

Local implementation of the federal rules, regulations and policies is 

important. Implementation is cited in every explanation of the system as an important 

component for subject protection. Chapters five and six analyzed the web sites of 151 

institutional review boards at two points in time. These sites provided little evidence 

of actually promoting either ethical behavior or providing extensive educational 

programs, two aspects of the system of human subjects' protections which are 

continually referenced as touchstones for protecting subjects. Instead, it seems as 

though the function of the IRBs was to promote a culture of compliance. 

A culture of compliance, in this case, means that researchers are implicitly and 

explicitly encouraged to follow the rules for a variety of reasons. This culture of 

compliance is furthered not only by reliance on paperwork but in the infonnation 
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structure of the sites themselves. As with The Chronicle articles and the government 

documents, all necessary information and backgroimd may be present on a site, but a 

researcher who is unfamiliar with human subjects' issues might have a very difficult 

time wading through the sheer volume and poor organization of materials. Without a 

referent knowledge set a researcher might have difficulty of making sense of the 

information overload present on many sites. The information is present, but given the 

complexity of academic work, the structuring of these sites makes it far easier for a 

researcher to simply follow the paperwork rules, rather than thinking about how 

subjects might actually be protected in a given study. 

What does a culture of compliance mean to the work of researchers? 

Exploration of this question warrants further research. IRBs typically have two 

structural components, an administrative component and a committee component. It is 

likely that it is the administrative component which advocates compliance. The IRB 

committees, who actually approve or deny human subjects approval, are composed of 

primarily of researchers whose own work may be similarly examined and thus are 

unlikely to advocate more bureaucratic control. Complicating the issue is the fact that 

most of the IRBs were located in the institutional office of research, an office whose 

primary function is to bring in research dollars. Clearly, the increasingly bureaucratic 

structure of the IRBs gives the appearance of actually addressing the protection of 

human research subject. However, determination of the actual effects on research 

work is not possible without further study. 
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Why are federal rules, regulations and policies implemented as compliance 

issues? Obviously, one answer is that it is easier to present complex ethical issues as a 

series of rules to be followed, rather than as ambiguous problems. However, such an 

implementation also has the effect of supporting the vested interest anchor of the 

continuum. Noncompliance can result in the suspension of research at an institution, 

messy lawsuits, or adverse publicity, things to be avoided. An equally valid 

explanation however is that the worst harm to human subjects occurred as a result of 

researchers not following the rules. This may be why there is clear evidence of the 

assumption that if only the rules are followed, subjects will be protected. The proper 

paperwork provides a chain of evidence, which implies that the rules were followed 

should a given study come under fire. The fact that paperwork can be falsified is 

conveniently ignored. 

Chapter eight examines two cases where the researchers, through blatant 

disregard or ignorance, did not follow the rules. Of particular interest is the fact that 

the first case, the death of Jesse Gelsinger, is portrayed emotionally as an individual 

tragedy. The portrayal of the second case, the death of Ellen Roche, was initially 

contested in public accoimts, but quickly became standardized as an objective 

portrayal of a tragic human en or. Furthermore, the public was reassured that the 

institutional actors involved in this incident, CHRP and Johns Hopkins University 

were taking all the necessary steps to address the circumstances which led to the error. 

The portrayal of the system of human subjects' protections as being under the 

watchful eyes of institutional powers is disturbing in that such a portrayal encourages 
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public acceptance of such oversight by implying that the oversight actually does 

increase protections. In both of these cases, the facts are that the existing rules were 

not followed. Thus, then it is difficult to accept the concept that more rules will lead to 

greater protections for subjects, although that is the implication. 

From the evidence presented in these cases, there is no way of knowing 

whether the increasing hegemony of the media industry was a factor in the changing 

portrayal of the system of human subjects' protections. Similarly there is no way of 

knowing whether pharmaceutical advertising impacted story selection and editorial 

direction. However, it is disturbing that there is a con-elation between adverse media 

publicity, typically generated via investigative journalism, and public discussions of 

the system of protections. As the media sector becomes more hegemonic and 

advertising dollars from the pharmaceutical industries increases, investigative 

journalism will surely dechne probably resulting in a homogenized portrayal of the 

system of protections. Regardless of whether or not adverse publicity resulted in 

greater protections for subjects, public discussions are likely to decline. 

An important balancing factor in many policy issues is the legal system. 

Chapter nine discussed some court cases of relevance to the system of human subjects' 

protections. The Gelsinger case was settled after the case was publicized, but before 

the case came to trial. The Roche incident was privately settled before public 

revelations. Thus, neither case came before the courts or provided an opportunity for 

judicial legislation. However, up until 2001 the courts have overwhelmingly ruled in 

favor of the institutions involved in the system of human subjects' protections, not in 
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favor of the human subjects. Again and again, in case after case, for a variety of legal 

reasons, the interests of human subjects who had been harmed by research were set 

aside in favor of research interests. 

In 2001, tlie Maryland Court of Appeals decision on the Grimes case reversed 

this trend. The decision resoundingly castigates the research institution and researchers 

involved in a study of lead paint. Whether or not the resulting court ruling is indicative 

of a change in how human subjects are viewed by the courts or if this case is simply an 

aberration remains to be seen. Thus, another interesting question for future research is 

whether or not the court took action because the rest of actors involved with the 

system of human subjects' protections were increasingly presenting a united front, 

which upset the balance of the system. 

Chapter ten described various organizational actions taken in response to 

public threats to the system of human subjects' protections. In particular, accreditation 

by the AAHRPP was examined. Accreditation was touted to the public as a reliable 

method evaluating research institutions; while at the same time institutions were 

assured that accreditation was a reliable method of building public trust in the system. 

In other words, accreditation was an organizational action designed to solve the 

problem of adverse publicity and to maintain control of the system, rather than 

actually providing greater protection for subjects. 

So was there evidence of different agendas by different interest groups? At 

first, yes, but as the system faced the threat of further government encroachment and 

adverse publicity which created the threat of more government encroachment, many 
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institutional actors pulled together, intentionally or not, to promote the appearance of 

change rather than implementing change addressing previously stated problems. This 

is consistent with Bijker's claim of stability and closure (1999). One accepted method 

of viewing the system predominates, alternative dialogues become difficult. 

The goal of keeping the system going, primarily by giving the appearance of 

doing something to fix the system, seemed to override individual goals. For example, 

federal policies requiring researcher education were implemented as multiple choice 

tests, which mij^t or might not actually change researcher behavior. Research 

institutions lobbied for accreditation procedures to keep control at the institutional 

level, while claiming that such procedures would indeed provide more subject 

protections. It is likely that closure is now complete given that President Bush has still 

not appointed a new head of OHPR after Koski's resignation in 2003. The topic of 

protecting human research subjects seems to have moved out of public view until the 

next scandal. 

Implications and future directions 

Numerous aspects of this study warrant further research. Broad categories 

which are under-studied include the effects of information complexity on 

understanding; rhetorical tactics used for policy implementation, and regulatory 

impacts on faculty work. Specific areas of the system of human subjects' protections 

need further exploration as well. 
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Infomiation complexity is partially defined as volumitious amounts of 

infomiation. The information may be scattered across multiple sectors or if located in 

one area, the infomiation is poorly organized, with a confusing or nonexistent 

structure. Infomiation complexity occurs when massive amounts of facts are available, 

but those facts are presented without context. For example, information about the 

system of human subjects' protections is rarely presented in a coherent, structured, 

understandable foraiat. Instead, pieces of data and bits of information were scattered 

across numerous sources. Important information was often buried in voluminous 

amounts of rhetoric. Thus, understanding the policy issues in the system of human 

subjects' protections was a difficult endeavor. What happens to a policy issue if it 

suffers from information complexity? 

How can public discussion occur if only knowledgeable individuals can 

participate? Is information complexity symptomatic of just complex ethical issues? Or, 

is infomiation complexity symptomatic of any difficult policy issue? Is it the result of 

rhetorical tactics deliberately designed to prevent public discussion and to maintain the 

status quo? 

Information complexity in combination with specific rhetorical tactics seems to 

have the effect of excluding everyone except knowledgeable individuals who are more 

likely to represent interested social institutions. When policy issues are so complex 

that discussion requires a large knowledge set, it becomes easier to portray the 

problem as a "sound bite," with a simplistic solution. For example, the data sources 

used in this work showed evidence of specific rhetorical tactics. Important information 
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was "hidden" in plain sight. For example, data was present on web sites or in articles, 

but it was presented as a phrase or one sentence, with little emphasis. Such data could 

be easily overlooked by a casual reader, yet those data bits often led to core issues in 

the topic. 

Misleading argumentation was also common. For example, ethical issues were 

emphasized and then solutions were presented. This structure allows a reader to 

assume tliat the proposed solution would actually address the preceding etliical issue, 

despite the lack of explicit data for this assumption. The portrayal of papei-work as a 

substitute for the examination of actual actions is a form of misleading argumentation 

as well. 

Misleading argiunentations and assumptions were important in the recruitment 

of subjects as well. While this aspect of the system of human subjects' protections was 

not primarily addressed in this work, recruitment materials often focused on the 

"opportunity" aspect of participating in research as a subject. For example, phrases 

like - "If you have x disease, you may benefit from participation in a specially 

designed research study" - in subject recruitment materials. The materials emphasize 

exclusivity as well through the use of such phrases as - "You may be eligible". These 

portrayals are consistent with the fact that subject education is typically a thinly 

disguised recruitment effort. However, volunteers sometimes have therapeutic 

misconceptions, the belief that the study will actually treat their disease. While the 

therapeutic misconception is portrayed as a problem of under-educated volunteers, it 
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may also be a problem of misleading recruitment materials. What message does an 

individual take away from recruitment messages? 

The actual impact of the system of human subjects' protections on the work of 

faculty waiTants further exploration. Although numerous power issues have been 

detailed in this work, the effects of those issues are unknown. For example, what types 

of faculty serve on IRB committees and what, if any, type of reward is there for such 

service? How many hours does it take for IRB committees to do their work? What 

types of discussions do the coimnittee members have? What, if any, is the impact of 

community members on final determinations? None of these questions are currently 

answerable despite the fact that there is general recognition of the importance of the 

IRB committees. 

Similarly unknown is how conflict of interest issues intersect with human 

subject issues. As shown in the Gelsinger case, conflict of interest issues can occur at 

the institutional level and at the researcher level. Few of the IRB webs studied here 

actually had any reference to conflict of interest issues or a methodology in place for 

systematically addressing potential conflicts. 

Disciplinary aspects of the system of human subjects' protections are relatively 

unexplored in the literature or this study. What happens if a subject files a complaint? 

How does a subject file a complaint? Who gets the complaint? How is the complaint 

addressed? How can whistleblowers report their concerns? What protections do 

whistleblowers have? Ultimately, what penalties does a researcher or research 
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institution face and who enforces tlie penalties? These are all questions which cannot 

be answered despite the volume of material covered in this work. 

If the protection of human subjects' was actually the problem being addressed 

by the relevant social actors, then all human subjects would be covered by the rules 

and regulations, not just a subset of subjects, A national agency would be created and 

adequately funded to register every United States' IRB, including information about 

IRB funding, staff, and resources. Annual data about the number of studies and the 

number of human subjects participating in the studies would be collected. The agency 

would also serve as a clearing house for data about harm to human subjects. It is ironic 

that the one piece of information that would provide the best support for the existing 

system, the likely fact that few human subjects actually suffer harm as the result of 

their participation in research studies, is unavailable in any form. Research on the 

effects of pohcy changes is handicapped when there is no consistent data collection 

effort. It is not possible to claim that subjects are better protected now than they have 

been historically because there is no data to support the claim. 

As well as the broad areas mentioned above, current research on specific topic 

issues within the system should continue. Specifically, multi-site research studies 

create problems not specifically delineated in this study. For example, if data is 

gathered from multiple sites, as is oflen the case with clinical drug studies, who 

actually analyzes and looks at the data? How are local IRBs notified if there is a 

problem with a drug? Similarly, there are issues with international research. 

International research studies utilizing humans do not necessarily follow standards 
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commonly found in the United States. What are the implications of a study being 

conducted by U.S. researchers using a design which would not be approved in the 

U.S.? 

There are numerous problems and issues with informed consent as well. While 

researchers are starting to explore this area, it is still relatively wide-open, particularly 

in the area of modality. For example, can a computer program give a vohinteer a better 

understanding of the experiment tlian written materials? 

The administration and management of IRBs, beyond the basic structural 

components, is a relatively unknown area. What happens when a proposal does not 

meet IRB standards? How much, if any, negotiation occurs prior to the submission of 

a proposal? Who, if anyone, is allowed to override or approve changes to a proposal? 

How much financial support does an IRB receive? All of these factors can seemingly 

play a role in the protection of human research subjects, but are currently 

unanswerable. Unfortunately many of these questions cannot even be addressed under 

the current system of protections. 

Can an IRB approve a study of itself? If so, then multiple IRB approvals from 

all involved institutions would be required for such a valid study across institutions. 

There is no national procedure in place to grant approvals for this type of study. 

Thanks to the work of the oral historians, it might be possible to recruit individuals 

who have participated in research studies and to frame their experiences as oral 

history. Such an endeavor is extremely problematic from methodological constraints 

and an ethical perspective. Individuals willing to contribute to such a record might be 
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those most upset or angry about their experiences. Such records would not be 

considered valid research by the federal government and whether or not such research 

would be considered in future chajiges to the system is problematic. Ethically, if a 

subject did feel he or she had suffered harm or if it was obvious to the oral historian 

that there had been violations of the law, what if any action should the historian take? 

Should a complaint be filed for the subject or by the subject? 

Overall, hiraian subjects have very little input into the system, designed to 

protect them. While power shifted within the system, tending towards more 

governmental ajid institutional controls away from researcher control, power was 

never overtly granted to human subjects of research. Human subjects do have ultimate 

control over whether or not to volunteer. Yet, subjects are portrayed as under-

educated, research objects to be used. Given this perspective why docs anyone 

volunteer? 

Information from a volunteer perspective was sparse in the data sources used 

in this study. Altruistic motives, to benefit society, were ascribed to volunteers. 

Desperation played a role too. A volunteer facing certain death from an illness may 

not only be recruited, but might demand to be in a study which provides an avenue of 

hope unavailable otherwise. Also mentioned is the fact that subjects may not always 

understand that they are participating in a medical experiment, not a standard medical 

treatment. No matter how explicit the consent form, volunteer understanding of the 

implications of the fom may be missing. 



232 

Monetary gain for subjects is t3^ically portrayed as a non-issue in subject 

recruitment. Indeed, existing regulations prevent researchers from paying subjects any 

amount of money which might be perceived as coercive, based upon local economic 

standards. There seems to be a general consensus within the system that monetary 

rewards might unduly influence a volunteer. At the same time there is the assumption 

that monetary rewards do not influence the actions of researchers or research 

institutions, pointing again to the assumption that volunteers are somehow less able to 

make decisions about their own actions. 

However, the lack of possibility for monetary gain by subjects does have the 

effect of reducing the costs of research studies. Given the amount of money spent by 

the pharmaceutical industry in the pursuit of new drugs, anything which reduces the 

cost of research is important. Just what kind of role was played by the pharmaceutical 

industry in the passage of regulations protecting subjects from monetary gain is 

unknown but warrants further study. 

Finally, the methodology utilized in this study needs further work. The use of a 

system perspective, incorporating aspects of social constructivism and the social 

construction of technology, across multiple dimensions focused on one specific policy 

issue paints a portrait of a policy issue in a manner not typically seen in the research. 

Clearly this type ofholistic methodology has problems and issues which need further 

exploration. Yet, the portrait of the system of human subjects' protections described 

and studied in this work would not have been possible with a more limited view. 
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Appendix - The rights of human subjects 

The rights of human subjects of research are not explicitly delineated as such 

under the law, despite numerous references to the rights of subjects. Instead, the rights 

commonly referred to are actually tlie requirements for informed consent. Those 

requirements are found in the Code of Federal Regulations, Title 45, Part 46, Section 

116, which is reproduced below. 

§46.116 General requirements for informed consent. 

Except as provided elsewhere in this policy, no investigator may involve a 
human being as a subject in research covered by this policy unless the 
investigator has obtained the legally effective informed consent of the subject 
or the subject's legally authorized representative. An investigator shall seek 
such consent only under circumstances that provide the prospective subject or 
the representative sufficient opportunity to consider whether or not to 
participate and that minimize the possibility of coercion or undue influence. 
The information that is given to the subject or the representative shall be in 
language understandable to the subject or the representative. No informed 
consent, whether oral or written, may include any exculpatory language 
through which the subject or the representative is made to waive or appear to 
waive any of the subject's legal rights, or releases or appears to release the 
investigator, the sponsor, the institution or its agents from liability for 
negligence. 

(a) Basic elements of informed consent. Except as provided in paragraph (c) or 
(d) of this section, in seeking informed consent the following information shall 
be provided to each subject: 

(1) a statement that the study involves research, an explanation of the 
purposes of the research and the expected duration of the subject's 
participation, a description of the procedures to be followed, and 
identification of any procedures which are experimental; 

(2) a description of any reasonably foreseeable risks or discomforts to 
the subject; 

(3) a description of any benefits to the subject or to others which may 
reasonably be expected from the research; 

(4) a disclosure of appropriate alternative procedures or courses of 
treatment, if any, that might be advantageous to the subject; 
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(5) a statement describing the extent, if any, to which confidentiality of 
records identifying the subject will be maintained; 

(6) for research involving more than minimal risk, an explanation as to 
whether any compensation and an explanation as to whether any 
medical treatments are available if injury occurs and, if so, what they 
consist of, or where further information may be obtained; 

(7) an explanation of whom to contact for answers to pertinent 
questions about the research and research subjects' ri^ts, and whom to 
contact in the event of a research-related injury to the subject; and 

(8) a statement that participation is voluntary, refusal to participate will 
involve no penalty or loss of benefits to which the subject is otherwise 
entitled, and the subject may discontinue participation at any time 
without penalty or loss of benefits to which the subject is otherwise 
entitled. 

(b) additional elements of informed consent. When appropriate, one or more of 
the following elements of information shall also be provided to each subject: 

(1) a statement that the particular treatment or procedure may involve 
risks to the subject (or to the embryo or fetus, if the subject is or may 
become pregnant) which are currently unforeseeable; 

(2) anticipated circumstances under which the subject's participation 
may be terminated by the investigator without regard to the subject's 
consent; 

(3) any additional costs to the subject that may result from participation 
in the research; 

(4) the consequences of a subject's decision to withdraw from the 
research and procedures for orderly termination of participation by the 
subject; 

(5) A statement that significant new findings developed during the 
course of the research which may relate to the subject's wilhngness to 
continue participation will be provided to the subject; and 

(6) the approximate number of subjects involved in the study. 

(c) An IRB may approve a consent procedure which does not include, or which 
alters, some or all of the elements of informed consent set forth above, or 
waive the requirement to obtain informed consent provided the IRB finds and 
documents that: 

(1) the research or demonstration project is to be conducted by or 
subject to the approval of state or local government officials and is 
designed to study, evaluate, or otherwise examine; (i) public benefit or 
service programs; (ii) procedures for obtaining benefits or services 
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under those programs; (iii) possible changes in or alternatives to those 
programs or procedures; or (iv) possible changes in methods or levels 
of payment for benefits or services under those programs; and 

(2) the research could not practicably be carried out without the waiver 
or alteration. 

(d) An TRB may approve a consent procedure which does not include, or which 
alters, some or all of the elements of informed consent set forth in this section, 
or waive the requirements to obtain informed consent provided the IRB finds 
and documents that; 

(1) the research involves no more than minimal risk to the subjects; 

(2) the waiver or alteration will not adversely affect the rights and 
welfare of the subjects; 

(3) the research could not practicably be carried out without the waiver 
or alteration; and 

(4) whenever appropriate, the subjects will be provided with additional 
pertinent information after participation. 

(e) The informed consent requirements in this policy are not intended to 
preempt any applicable Federal, State, or local laws which require additional 
information to be disclosed in order for infomied consent to be legally 
effective. 

(f) Nothing in this policy is intended to limit the authority of a physician to 
provide emergency medical care, to the extent the physician is permitted to do 
so under applicable Federal, State, or local law. 
(Approved by the Office of Management and Budget under Control Number 
9999-0020.) (Code of Federal Regulations, 1991) 
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