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FALLING SHORT OF FUNDAMENTAL FAIRNESS:
WHY INSTITUTIONAL REVIEW BOARD

REGULATIONS FAIL TO PROVIDE
PROCEDURAL DUE PROCESS

I. INTRODUCTION

Research on human subjects holds profound potential for the fu-
ture of the human race.1 Human subjects research promises the de-
velopment of new treatments that extend and improve the quality of
life and help prevent disease. 2 Rapidly evolving sciences, along with
the sustained development of conventional therapies, offer the hope of
cure or treatment for currently untreatable ailments and may ulti-
mately transform the practice of medicine. 3 Social science research on
human subjects also provides valuable ways of gaining information
about the dynamics of a society.4

Under federal regulations, an institutional review board ("IRB")
must approve all research on human subjects that the federal govern-
ment conducts or supports.5 An IRB is a board of five or more mem-
bers that reviews research proposals to ensure the safety of the
research performed. 6 Nearly all universities and other research insti-
tutions in the United States have IRBs.7 IRB review applies to medi-

1. See Barbara A. Noah, Bioethical Malpractice: Risk and Responsibility in
Human Research, 7 J. HEALTH CARE L. & POL'Y 175, 175 (2004) (noting that evolving
sciences and the continued development of traditional treatment methods offer hope for
the future treatment of currently untreatable human diseases).

2. Id.
3. Id. Such rapidly developing sciences include proteomics and genetics. Id.
4. See Philip Hamburger, The New Censorship: Institutional Review Boards, 2004

SuP. CT. REV. 271, 343-44 (2005) (indicating that examples of social science research on
human subjects include polling citizens about how they intend to vote or what their
opinion of a political scandal is as well as interviewing a notable musician, former politi-
cian, or author).

5. Protection of Human Subjects, 45 C.F.R. § 46.101 (2009). More specifically,
federal regulations governing IRBs embodied in 45 C.F.R. § 46.101 apply to "all re-
search involving human subjects conducted, supported or otherwise subject to regula-
tion by any federal department or agency which takes appropriate administrative action
to make the policy applicable to such research." Id.

6. 45 C.F.R. § 46.107 (indicating IRB's require at least five members);
Hamburger, supra note 4, at 271, 345; Sharona Hoffman, Continued Concern: Human
Subject Protection, The Institutional Review Board, and Continuing Review, 68 TENN. L.
REV. 725, 731, 764 n.256 (2001); see Sharona Hoffman & Jessica Wilen Berg, The Suita-
bility of IRB Liability, 67 U. Pirr. L. REV. 365, 372 (2005) (noting that IRBs review
details of proposed clinical trials and that the primary role of IRBs is to protect the
welfare and rights of human research subjects).

7. See Caroline H. Bledsoe et al., Regulating Creativity: Research and Survival in
the IRB Iron Cage, 101 Nw. U. L. REV. 593, 613 (2007) (indicating that nearly all univer-
sities in the United States increased the size of their IRB offices in the 1990's); see also
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cal research and social science research. s Social science research
includes the use of questionnaires, interviews, conversations, or
surveys to obtain information from human subjects.9

Over the past several decades, professors and students have often
complained that IRBs hamper the pursuit of knowledge and abridge
their liberty of academic freedom.' 0 IRBs have been widely criticized
as obstructionist, wasteful, unresponsive to researchers' needs and es-
sentially ineffective at protecting research ethics and safety." Specif-
ically, critics argue that IRBs impose a significant delay on research,
eliminate the ability of a researcher to work anonymously and have
virtually unfettered discretion to interfere with research.' 2 Accord-
ingly, researchers whose projects IRBs deny approval can, and have,
disputed the IRB action based on procedural due process.' 3 This Arti-

Hamburger, supra note 4, at 290 (noting that "persons hoping to conduct research on
human subjects at almost all universities and other institutions must first submit a
research proposal to an IRB.").

8. See Hamburger, supra note 4, at 292 (indicating that an office of the Depart-
ment of Health and Human Services ("DHHS") has stated that IRBs can oversee quality
improvement studies in medicine and that IRBs have jurisdiction over largely nonscien-
tific inquiry in social science and the humanities).

9. James Weinstein, Institutional Review Boards and the Constitution, 101 Nw.
U. L. REV. 493, 494, 505-06 (2007). Examples of social science research include a re-
searcher asking Americans how they intend to vote or what their opinion is of a political
scandal. Hamburger, supra note 4, at 343-44.

10. See Hamburger, supra note 4, at 274 (noting that "professors and students
have frequently complained that IRBs abridge their liberty-both their freedom from
censorship and their more general academic freedom."). "Few would deny that our sys-
tem of protecting human subjects faces an unprecedented crisis." Carl H. Coleman, Ra-
tionalizing Risk Assessment in Human Subject Research, 46 Amz. L. REV. 1, 2 (2004).

11. Todd J. Zywicki, Institutional Review Boards as Academic Bureaucracies: An
Economic and Experimental Analysis, 101 Nw. U. L. REV. 861, 861 (2007). "IRBs today
are a source of delay and frustration with little to show for the costs that they impose."
Id. "There is no empirical evidence that IRBs have any benefit whatsoever." David A.
Hyman, Institutional Review Boards: Is this the Least Worst We Can Do?, 101 Nw. U. L.
REV. 749, 756 (2007). "The costs of IRBs are immediately obvious and obviously large."
Carl E. Schneider, Rethinking Health Law Articles & Essays, 41 WAKE FOREST L. REV.
411, 414 (2006).

12. Coleman, supra note 10, at 16; see Hamburger, supra note 4, at 344, 346 (argu-
ing that IRBs delay research and eliminate the ability of a researcher to work
anonymously).

13. Robert J. Katerberg, Institutional Review Boards, Research on Children, and
Informed Consent of Parents: Walking the Tightrope Between Encouraging Vital Experi-
mentation and Protecting Subjects' Rights, 24 J.C. & U.L. 545, 576 (1998); see Halikas v.
University of Minnesota, 856 F. Supp. 1331, 1332-33 (D. Minn. 1994) (noting that in the
case a researcher sought an injunction against an IRB's suspension of his research
study). In making such an argument, researchers may ground their contentions in the
idea that the action taken against them by the IRB was essentially unfair. See
Katerberg, 24 J.C. & U.L. at 575-76 (indicating that IRBs can expose themselves to
liability by not providing researchers with a "fair shake"); see also Mark T. Fennell, 23
NOTRE DAME J.L. ETHICS & PUB. POL'Y 261, 269 (2009) (indicating that "[tihe 'touch-
stone' of procedural due process is 'fundamental fairness.'") (citing Gagnon v. Scarpelli,
411 U.S. 778, 790 (1973)). It is also notable that one element cited by Judge Henry J.
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cle analyzes IRB regulations in terms of procedural due process and
demonstrates that by allowing IRBs to act with broad discretion, and
not providing what courts commonly recognize as basic procedural
protections, current IRB regulations fail to provide procedural due
process as guaranteed by the Fifth and Fourteenth Amendments of
the United States Constitution. 14

This Article proceeds in three sections. 15 First, the Background of
this Article examines the scope, role, history, operation and legal
guidelines of IRBs before turning to an evaluation of the concepts of
procedural due process and a procedural due process analysis.16 The
Argument of this Article then advances the proposition that current
IRB regulations fail to provide necessary procedural due process pro-
tections and are therefore unconstitutional.' 7 The Argument of this
Article also addresses the objection that a procedural due process
analysis fails to apply to IRB regulations because no deprivation of
liberty occurs in the IRB context.' 8 Finally, this Article concludes by
summarizing the Argument and providing several suggestions that
lawmakers could follow to remedy procedural due process violations
associated with IRB regulations.' 9

II. BACKGROUND

A. THE IRB: AN OVERVIEW

Federal regulations require that all research on human subjects
funded, regulated, or supported by the federal government be ap-

Friendly of the Court of Appeals for the Second Circuit as a priority to procedural due
process is a decision founded exclusively on the evidence presented to the tribunal.
Robin J. Green, Does the NCAA Play Fair? A Due Process Analysis of NCAA Enforce-
ment Regulations, 42 DUKE L.J. 99, 111-12 (1992) (citations omitted). However, current
IRB regulations provide no such right to researchers. See generally 45 C.F.R. pt. 46
(providing IRB regulations but not addressing whether an IRB should base its decision
exclusively on evidence presented to it). Other procedural due process priorities include
an opportunity for a hearing and an opportunity to dispute a determination using a
process such as an appeal. See JOHN E. NOWAK & RONALD D. ROTUNDA, CONSTITU-
TIONAL LAW 631 (7th ed. 2004) (indicating basic procedural protections include an oppor-
tunity for a hearing and an opportunity to dispute a determination). These, too are
absent from IRB regulations. See generally 45 C.F.R. pt. 46 (providing IRB regulations
but not addressing whether a researcher should have a right to a hearing before sus-
pending his research and including no provisions concerning a researcher's ability to
contest an IRB's decision or appeal aside from those in § 46.109).

14. See infra Part III.
15. See infra Parts II, III, IV.
16. See infra Part II.
17. See infra notes 240-419 and accompanying text.
18. See infra Part III.D.
19. See infra Part IV.
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proved by an institutional review board ("IRB").20 IRBs are boards
composed of at least five members that approve, monitor, and review
research on human subjects.2 1 The primary function of an IRB is to
minimize the risk of harm that research performed on human subjects
may cause. 22 IRBs perform this task by reviewing medical and social
science research proposals and either granting or denying researchers
permission to conduct the research.2 3

1. The Role of IRBs

Institutional review boards ("IRBs") have four basic functions. 24

The principal function is to safeguard the welfare and rights of human
subjects.2 5 The federal government instituted regulations governing
IRBs because research on humans can be dangerous. 2 6 There are
grim examples of human subjects research that has gone amiss, caus-
ing serious injury, or in some cases, even death.2 7 IRB review of re-
search proposals is an intended bulwark against such mishaps that
attempts to anticipate and minimize risks associated with human sub-
jects research.28

20. See Protection of Human Subjects, 45 C.F.R. § 46.101 (2009) (indicating that
federal regulations governing IRBs embodied in 45 C.F.R. § 46.101 specifically apply to
"all research involving human subjects conducted, supported or otherwise subject to
regulation by any federal department or agency which takes appropriate administrative
action to make the policy applicable to such research."); see also Philip Hamburger, The
New Censorship: Institutional Review Boards, 2004 Sup. CT. REV. 271, 271 (2005) (not-
ing that teachers, students, and other personnel are required to obtain an IRB's permis-
sion before they can perform research on human subjects).

21. Sharona Hoffman, Continued Concern: Human Subject Protection, The Institu-
tional Review Board, and Continuing Review, 68 TENN. L. REV. 725, 725 (2001); 45
C.F.R. § 46.107 (indicating IRBs require at least five members).

22. See Sharona Hoffman & Jessica Wilen Berg, The Suitability of IRB Liability,
67 U. PIrr. L. REV. 365, 372 (2005) (indicating that the primary function of an IRB is to
safeguard the welfare and rights of human subjects).

23. Hamburger, supra note 20, at 271; see also Caroline H. Bledsoe et al., Regulat-
ing Creativity: Research and Survival in the IRB Iron Cage, 101 Nw. U. L. REV. 593, 595
(2007) (noting that IRBs have been generalized from the world of medicine to a wide
variety of social science research).

24. See Jonathan Moss, If Institutional Review Boards Were Declared Unconstitu-
tional, They Would Have to Be Reinvented, 101 Nw. U. L. REV. 801, 802 (2007) (indicat-
ing that, "[t]o understand why Institutional Review Boards are necessary, one must
understand the four important roles of an Institutional Review Board.").

25. Hoffman, supra note 22, at 372; see also Moss, supra note 24, at 802 (noting
that the first function of an IRB is to ensure patient safety).

26. Hamburger, supra note 20, at 272.
27. Id.; Hoffman, supra note 22, at 369. "[Ilt is difficult to find instances in which

[human subjects] research is known to have caused the death of a human subject more
than a handful of times during each decade over the course of the last half century."
Philip Hamburger, Getting Permission, 101 Nw. U. L. REV. 405, 465 (2007).

28. See Hamburger, supra note 20, at 272 (addressing the development of IRBs and
stating that "[a]lthough the risks of a research project cannot always be measured, they
can often be anticipated and minimized, and to this end, it has long seemed essential
that there be legal mechanisms to limit the risks to human subjects"). According to a
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The second function of IRBs is to protect institutional interests.29

Some research projects involving human subjects have the potential to
negatively affect an institution's public image because of those
projects' controversial subject matter.30 Such research issues include
fetal research, the use of prisoners in clinical trials, research on sexu-
ally transmitted and communicable diseases, and even simple
surveys. 3 1 IRBs can help avoid public image problems and safeguard
an institution's reputation by eliminating politically volatile studies
before researchers conduct them. 3 2

The third function of IRBs is to protect the researcher. 33 Com-

plaints by human subjects relating to clinical studies are not infre-
quent. 34 Such complaints range from objections about unsolicited
requests for research participation to non-timely payment for volun-
teer human subjects. 3 5 An IRB often intercedes between the com-
plaining human subject and the researcher because the IRB has
approved the study. 36 IRBs respond to these complaints by re-exam-
ining research protocol or, in some cases, requesting a researcher
cease enrollment in a study.3 7 By having an IRB perform the investi-
gative functions relating to complaints, an institution that potentially
understands the value of the research in its scientific context remains
involved in protecting the legitimate work of the researcher.38

The fourth function of IRBs is to retain public trust in the conduct
of scientific research. 39 Human subjects required for scientific studies
may not be willing to participate if they distrust the science generated

1998 study, fifty-five percent of IRB members reported their belief that their IRB deci-
sions improved the quality of research on human subjects and only thirty-seven percent
of researchers agreed. Id. at 346 n.172, n.175.

29. See Moss, supra note 24, at 803 (naming protection of the institutional interest
as a third function of IRBs) (emphasis added).

30. See id. (noting that racial implications associated with "the selection of HIV-
positive foster children in the early stages of HIV drug trials" subjected Columbia Uni-
versity to a substantial amount of negative publicity).

31. Id.
32. See id. at 804 (indicating that IRBs can safeguard an institution's reputation

by eliminating politically sensitive studies before IRB approval).
33. See id. at 802 (naming protection of the investor as a second function of IRBs)

(emphasis added).
34. Id.
35. Id. at 803.
36. Id. at 802-03.
37. Id. at 803.
38. See id. (describing that "[w]ithout an [IRB], these investigative functions would

have to be performed by another organization, one that, not appreciating the value of
the study and its scientific context, would be less likely to protect the legitimate work of
the investigator").

39. Id. at 804.
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by institutions.40 IRBs are a visible sign of a research institution's
dedication to rigorous and well-regulated scientific study.4 1 By work-
ing to protect the safety of human subjects, IRBs help retain public
trust in science and thereby ensure a supply of willing human subjects
in clinical trials.4 2

2. The Scope of IRB Review

Institutional review board ("IRB") review extends to medical and
social science research. 43 Medical research includes, for example, re-
search involving drug studies, brain scans, blood draws, and organ
transplants. 44 In contrast, social science research includes the use of
questionnaires, interviews, conversations, or surveys to elicit informa-
tion from human subjects, as well as oral and written directions to
human subjects involved in experiments. 4 5 Examples of social science
research include a researcher asking Americans how they intend to
vote or what their opinion is of a political scandal.4 6 Therefore, a re-
searcher must first obtain IRB permission regardless of whether that
researcher wants to perform a dangerous physiological experiment or
to inquire about individuals' political opinions.4 7

3. The History of IRBs

Formal committees to review medical research have only existed
in the United States for the last several decades. 48 Prior to the estab-
lishment of such committees, a researcher's own judgment was the

40. Id. Occurrences leading to public doubt in the validity of a study including
recent examples of data falsification in breast cancer trials and stem cell research lead
many potential subjects to decline involvement in clinical trials even though they could
benefit from them. Id.

41. Id. at 805.
42. Id.
43. See Hamburger, supra note 20, at 292 (indicating that an office of the Depart-

ment of Health and Human Services ("DHHS") has stated that IRBs can oversee quality
improvement studies in medicine and that IRBs have jurisdiction over largely nonscien-
tific inquiry in social science and the humanities).

44. James Weinstein, Institutional Review Boards and the Constitution, 101 Nw.
U. L. REV. 493, 494 (2007).

45. Weinstein, supra note 44, at 494, 505-06.
46. Hamburger, supra note 20, at 343-44.
47. Id. at 271-72. Notably, some IRBs have a sense that they have the power to

scrutinize even verbal research before creation, let alone publication. See Hamburger,
supra note 20, at 293 (referring to an instance where an IRB at the University of Illinois
threatened to prohibit publication of an essay in the event the authoring professor re-
fused to withdraw it from consideration by the Kenyon Review and noting that "these
events suggest how the expansive definition of'research' leaves some IRBs with a sense
that even in the humanities they have a power to examine merely verbal 'research'
before it is undertaken, let alone published.").

48. David B. Resnik, Liability for Institutional Review Boards, 25 J. LEGAL MED.
131, 135 (2004).
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only form of regulation of experimentation on human subjects. 49 In
an attempt to make research on human subjects safer, the federal gov-
ernment established institutional review boards ("IRBs") in response
to research abuses.50 However, prior to the establishment of IRBs,
abuse of human subjects in research trials was widespread. 5 1

During World War II, the elite of the Nazi medical community
carried out some of the most notorious experimentation on human
subjects in human history.52 This research included subjecting inno-
cent victims to deliberate infection with disease, as well as experi-
ments relating to seawater, high altitude, malaria, mustard gas, and
sterilization. 5 3 The Nuremberg Trials, conducted after World War II,
at which the Allies tried Nazi doctors who had conducted experiments
on prisoners in concentration camps, revealed the full inhumanity and
extent of the experimentation conducted by the Nazis in such
camps.

5 4

Despite substantial publicity relating to the Nuremberg Trials,
researchers in the United States opposed the implementation of regu-
latory supervision over their research because they believed it to be
unnecessary. 5 5 Without monitoring and regulation, exploitation of
human research subjects continued in the United States. 56 For exam-
ple, in the early 1950s, inmates in Ohio were subjected to painful and
dangerous cancer trials.57 Indeed, during this period in the 1950s,

49. Resnik, supra note 48, at 135.
50. See Hamburger, supra note 20, at 271 (indicating that the federal government

has instituted regulations inducing IRB establishment in order to minimize potential
risk of harm to human research subjects); see also Barbara A. Noah, Bioethical Mal-
practice: Risk and Responsibility in Human Research, 7 J. HEALTH CARE L. & POL'Y 175,
182 (2004) (indicating that the present system of regulation of research on human sub-
jects evolved in reaction to a series of publicized incidents of research abuse).

51. See Sharona Hoffman & Jessica W. Berg, The Suitability of IRB Liability, 67 U.
Pir. L. REV. 365, 369-71 (2005) (outlining instances of research including Nazi experi-
ments on concentration camp inmates during WWII, "dangerous and painful" cancer
studies conducted on prisoners in early 1950's Ohio, 1960's drug testing on prisoners in
the United States and the infamous Tuskegee syphilis study, made public in 1972).

52. Hoffman, supra note 21, at 729.
53. See id. (listing "yellow fever, smallpox, typhus, cholera, and diphtheria germs"

as diseases with which inmates were deliberately infected during experimentation).
54. Id.; Hamburger, supra note 27, at 454. Even though it is not clear how the

Nazi tortures explain the necessity for licensing aside from after-the-fact penalties, Nu-
remberg is often cited as proof that "IRBs are necessary to prevent researchers from
harming their human subjects." Hamburger, supra note 27, at 454.

55. Hoffman, supra note 21, at 729. Doctors also thought that such supervision
would intrude on their relationships with patients. Id.

56. See Hoffman et al., supra note 22, at 369 (indicating that in the early 1950s,
inmates in Ohio were subjected to painful and dangerous cancer trials).

57. Hoffman et al., supra note 22, at 369. In these trials, doctors implanted cancer-
ous cells in both of the prisoner's arms. After two weeks, the doctors surgically removed
the infected area of one arm, leaving the malignant cancerous cells in the other arm for
observation. Id. at 369-70.
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nearly all human participants in the initial and most dangerous stage
of clinical research were prisoners. 58 Abuses of prisoners in the
United States continued when the Central Intelligence Agency
secretly conducted psychological experiments, recruiting at least 142
inmates as human subjects. 59 Even until 1969, eighty-five percent of
newly developed medications were tested on prisoners. 60

Research abuses in the United States in the decades following
World War II were not limited to prisoners, but also involved other
vulnerable subjects. 6 1 In 1966, the New England Journal of Medicine
published a seminal article offering evidence of twenty-two instances
of unethical research occurring in the United States between 1948 and
1965.62 That article, written by Dr. Henry Beecher, contained details
of several experiments, including an incident where researchers at the
Willowbrook State School on Staten Island infected mentally handi-
capped children with a mild strain of hepatitis.6 3 Researchers con-
ducted this experiment, without the consent or knowledge of the
human subjects or their guardians. 6 4 Beecher's article undermined
popular beliefs about the consistent integrity associated with biomedi-
cal research studies.6 5

Concern regarding the mistreatment of human research subjects
grew even more pronounced when, in 1972, the public became aware
of the Tuskegee syphilis study.6 6 In this study, conducted from 1932
until the early 1970s, researchers studied the development of un-
treated syphilis in approximately four-hundred African-American
males.67 Although penicillin, a cure for syphilis, became widely avail-
able as early as 1953, researchers neither informed the human sub-

58. Id. at 369.
59. Id. at 370.
60. Id.
61. Id.
62. Hoffman, supra note 21, at 730.
63. Hoffman et al., supra note 22, at 370. Another experiment detailed in Dr.

Beecher's article involved the injection of live cancer cells into patients at the Jewish
Chronic Disease Hospital in Brooklyn. Id. This experiment was conducted, as others
had been, without the consent or knowledge of the subjects. Hoffman, supra note 21, at
730.

64. Hoffman et al., supra note 22, at 370. "Although Beecher notes one instance in
which the evidence that the research subject died from the research 'was considered
conclusive,' his other conclusions about deaths are based on very general statistical
comparisons, and without much more information about the particular studies and the
individuals included in them, it is difficult to draw strong conclusions." Hamburger,
supra note 27, at n.155.

65. Hoffman, supra note 21, at 730.
66. Id.; Hoffman et al., supra note 22, at 370.
67. HAROLD Y. VANDERPOOL, INTRODUCTION AND OvERVIEw: ETHICS, HISTORICAL

LAW STUDIES, AND THE RESEARCH ENTERPRISE, IN THE ETHICS OF RESEARCH INVOLVING
HuMAN SUBJECTS: FACING THE 21ST CENTURY 9 (Harold Y. Vanderpool ed., 1996).
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jects of its existence nor gave them access to it.68 Throughout the
duration of the so-called treatment, human subjects believed their
medical care was state of the art.

6 9

Once research abuses of human subjects became common knowl-
edge, the federal government responded by instituting oversight regu-
lations. 70 In 1966, the Surgeon General of the United States Public
Health Service ("PHS") issued a statement regarding PHS-sponsored
research. 71 This statement soon became applicable to all human sub-
jects research supported or conducted by the Department of Health,
Education, and Welfare ("DHEW"), which included the United States
Food and Drug Administration ("FDA") and the National Institutes of
Health ("NIH").7 2 Under this statement, to receive funding from the
PHS, researchers had to provide an assurance of compliance with PHS
human research regulations. 73 The assurance specifically required a
committee of associates to review the research. 7 4 The PHS subse-
quently revised its human research policies several times; the 1969
revision included specific requirements for IRB composition. 75

The public controversies related to research on human subjects
also prompted the United States Senate to hold hearings regarding
human subjects research beginning in 1973.76 These hearings led

68. Hoffman et al., supra note 22, at 370. At Tuskegee, the treatment available to
subjects might have only had a definitely beneficial effect on 12.5% of the subjects' prog-
noses. Hamburger, supra note 27, at n.155.

69. Hoffman et al., supra note 22, at 370-71. Notably, Professor Philip Hamburger
argues that the Tuskegee study and the Nuremberg Trials do not serve as proof that
IRBs are necessary to prevent human subjects research abuses:

The central events that seemed to justify [the imposition of a fiduciary duty on
human subjects researchers in relation to their subjects] have become notori-
ous under the names of Nuremberg and Tuskegee. At Nuremberg, the Allies in
World War 1I tried the doctors who had performed hideous experiments on
their prisoners in concentration camps. At Tuskegee, the Public Health Ser-
vice conducted a study that became symbolic of the idea that American doctors
had equal potential for evil. The Nazi tortures and the American study obvi-
ously were very different, and it is by no means clear how either explains the
necessity for licensing rather than after-the-fact penalties. Nonetheless, Nu-
remberg and Tuskegee are often mentioned in the same breath as proof that
IRBs are necessary to prevent researchers from harming their human subjects.

Hamburger, supra note 27, at 454.
70. Hoffman, supra note 21, at 730-31.
71. Resnik supra note 48, at 136.
72. John Lunstroth, Regulating the Research Enterprise: International Norms and

the Right to Bodily Integrity in Human Experiment Litigation, 23 ISSUEs L. & MED. 141,
159 (2007).

73. Resnik, supra note 48, at 136.
74. Id.
75. Id. The PHS revised its policies in 1966, 1969, and 1974. Id.
76. See id. (indicating public controversies related to biomedical research prompted

the United States Senate to hold hearings); see also Hoffman, supra note 21, at 731
(noting the Senate held hearings beginning in 1973).
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Congress to pass the National Research Act 77 (the "Act") in 1974.78

The Act compelled the codification of the DHEW policy concerning the
protection of human subjects.7 9 The Act also instituted an investiga-
tory body called the National Commission for the Protection of Human
Subjects of Biomedical and Behavioral Research ("Commission").8 0 In
1979, the Commission published the Belmont Report, which defended
three fundamental ethical principles for the conduct of human sub-
jects research: justice; respect for persons; and beneficence.8 1 The Bel-
mont Report provided the theoretical underpinnings for a 1981
revision of federal regulations on human subjects research.8 2 The
FDA and the Department of Health and Human Services ("DHHS")
(formerly the DHEW) again made major changes to these regulations
in 1991, and sixteen federal departments and agencies adopted what
is known as the "Common Rule"8 3 research policy.8 4

The Common Rule has survived and today is embodied in 45
C.F.R pt. 46 as the basic federal regulatory scheme for IRBs.8 5 Fed-
eral IRB regulations provided by the Common Rule specifically dele-
gate authority for the approval, monitoring, and review of clinical
research studies on human subjects to IRBs.8 6 These regulations also
define the basic composition and operation of IRB function, with spe-
cific sections addressing IRB review, IRB record-keeping, criteria for

77. Pub. L. No. 93-348, 88 Stat. 342 (1974).
78. Resnik, supra note 48, at 136.
79. Lunstroth, supra note 72, at 160.
80. Hoffman, supra note 21, at 731.
81. Resnik, supra note 48, at 136.
82. Id. In the 1981 revisions, the FDA and the DDHS (formerly DHEW) revised

the majority of their regulations concerning human subjects research. Id.
83. Protection of Human Subjects, 45 C.F.R. pt. 46 (2009).
84. Id. at 137. Title 45 of the Code of Federal Regulations, part 46 is known as the

"Common Rule" and it is based on the principles set forth in the Belmont Report. Lun-
stroth, supra note 72, at 161.

85. Hamburger, supra note 20, at 291; Lunstroth, supra note 72, at 161; see Res-
nik, supra note 48, at 137 (indicating that 45 C.F.R. pt. 46 is known as the "Common
Rule"); see also 45 C.F.R. pt. 46 (reflecting the current nature of the statute as of 2010).
Seventeen federal agencies and departments have adopted the Common Rule. Id.

86. See Hoffman, supra note 21, at 731 (indicating that federal regulations dele-
gate authority for the approval, monitoring, and review of research studies to IRBs); see
also Hamburger, supra note 20, at 291 (indicating that under the Common Rule, the
central requirement is that IRBs review and decide whether to approve research involv-
ing human subjects) see also Lunstroth, supra note 72, at 161 (identifying 45 C.F.R. pt.
46 as the "Common Rule"). "The Common Rule as adopted by the [D]HHS has particu-
larly wide application, and therefore this essay concentrates on [D]HHS's version, but it
does so to illustrate all the federal regulations that adopt or supplement the Common
Rule." Hamburger, supra note 20, at 291.
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IRB approval and requirements for informed consent by human re-
search subjects.8 7

4. The Operation of IRBs

Under federal institutional review board ("IRB") regulations, an
institution performing research on human subjects typically estab-
lishes at least one IRB and requires teachers, students, and other per-
sonnel to obtain the IRB's permission prior to beginning human
subjects research.8 8 Researchers obtain permission by submitting a
proposal to the IRB, which the IRB evaluates in terms of the risks it
poses.8 9 Most frequently, IRBs will only approve a research proposal
if aspects of the proposal are abandoned or modified.90

For each research proposal, an IRB reviews the procedures of the
research, its objectives, requirements of eligibility for participants, the
intended number of human subjects to be recruited, and other de-
tails.9 1 IRBs also scrutinize documents known as informed consent
forms.9 2 These forms provide all potential human subjects with a de-
tailed explanation of the clinical trial.9 3 When signed, informed con-
sent forms constitute the subjects' written consent to take part in the
study.

94

87. See 45 C.F.R. §§ 46.101-46.117 (providing requirements for IRB function in-
cluding specific sections for IRB membership, IRB review, IRB record-keeping, criteria
for IRB approval and requirements for informed consent by research subjects).

88. Hamburger, supra note 20, at 271. Currently, institutional review board
("IRB") costs are borne by the institution associated with the IRB. See Bledsoe et al.,
supra note 23, at 633 (noting that a particular statement to medical researchers sought
to rescue Northwestern University from risks associated with the research including
administrative IRB costs); see also David A. Hyman, Institutional Review Boards: Is
This the Least Worst We Can Do?, 101 Nw. U. L. REV. 749, 769 (2007) (indicating that
"[m]ost of the cost of research oversight is externalized. The federal government re-
quires the use of IRBs for federally funded research, but it does not pay its fair share of
those costs.").

89. See Hamburger, supra note 20, at 271 (indicating that a professor intending to
study human subjects is required first to submit a proposal to an IRB which will review
it and evaluate any associated risks. In making an assessment on the basis of risk, the
IRB will grant or deny permission to do the research).

90. Hamburger, supra note 20, at 290. IRBs routinely delay research because IRBs
request modifications from the researcher. See id. at 343-44 (providing examples of po-
tential injuries caused by IRBs). Under current federal IRB regulations, even if a re-
searcher needs to conduct an interview of an elderly musician or author who could
potentially die before an IRB grants approval, the researcher must first obtain IRB ap-
proval. See id. at 344 (indicating that a professor waiting to conduct an interview may
have to worry that the subject will die before research is approved by an IRB).

91. Hoffman et al., supra note 22, at 372.

92. Id.
93. Id.
94. Id.; Hamburger, supra note 20, at 297.
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In assessing a research proposal, an IRB is required to evaluate a
number of particular criteria.9 5 The criteria include whether: (1) risks
to human research subjects are minimized; (2) there will be informed
consent from the human subjects involved; (3) the selection of human
subjects is equitable; and (4) there are sufficient measures to protect
confidentiality of data.96 More specifically, IRBs must determine that
risks to human subjects are reasonable relative to anticipated benefits
to subjects and the significance of the knowledge that reasonably may
be expected to result.9 7 Federal IRB regulations therefore give IRBs
principles they can use to evaluate research, but do not provide IRBs
with a rule or even an approximate standard with which they can de-
termine what combination of benefit and risk is permissible. 98 For
this reason, each IRB must employ its own judgment in making this
determination. 9 9 Because of this subjective standard, different IRBs
can arrive at different evaluations of a specific risk/benefit ratio. 10 0

In general, IRBs have broad discretion in deciding whether or not
to affect research. 1 1 Notably, IRB regulations fail to specifically de-
fine the standard justifying termination or suspension of a clinical
trial.10 2 Instead, the regulations simply define the standard as re-
quiring unexpected serious harm to human subjects. 10 3 The resulting
ambiguities include whether temporary serious harm is sufficient to
justify discontinuing a research study and whether termination of a
study is justified if researchers suspected harm but hoped that it
would not occur.104

Once initial review of a research proposal takes place and an IRB
grants approval, an IRB must conduct continuing review of that re-
search.' 0 5 An IRB must review all approved protocols at least once a
year, and more often if the level of risk demands it. 10 6 To monitor

95. Hoffman et al., supra note 22, at 373.
96. See 45 C.F.R § 46.111 (describing the criteria for IRB approval of research).
97. Hamburger, supra note 20, at 293 (quoting 45 C.F.R. § 46.111(a)(2)).
98. Id. at 294.
99. See id. (indicating that an IRB must rely on its own judgment when deciding

the permissible combination of benefit and risk).
100. Id.
101. See Carl H. Coleman, Rationalizing Risk Assessment in Human Subject Re-

search, 46 ARiz. L. REV. 1, 16 (2004) (noting that the "virtually unfettered discretion"
currently exercised by IRBs is partially a result of the RB system's dedication to local-
ized research oversight).

102. Hoffman, supra note 21, at 733.
103. Id.
104. Id.
105. Richard S. Saver, Medical Research Oversight From the Corporate Governance

Perspective: Comparing Institutional Review Boards and Corporate Boards, 46 WM. &
MARY L. REV. 619, 643 (2004).

106. Noah, supra note 50, at 192. The regulations specifically state "lain IRB shall
conduct continuing review of research covered by this specific policy at intervals appro-
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research, an IRB has the authority to access research records and ob-
serve the process of informed consent. 10 7 IRBs should also remain
prepared to investigate accusations of research misconduct.' 0 8 Be-
yond the general guideline requiring an annual review, IRB regula-
tions offer no further instructions regarding how IRBs should conduct
continuing reviews of research. 10 9 Specific resulting ambiguities in-
clude what documents an IRB should examine, when an on-site in-
spection by an IRB is necessary, and whether IRBs should conduct
interviews of human subjects to ensure researcher compliance with
IRB requirements. 110

If research does not conform to specifications set forth by an IRB
or fails to meet its standard of review, an IRB has a wide array of
powers to alter the research."' For example, IRBs have the authority
to terminate or suspend research projects that fail to adhere to the
requirements for approval. 1 12 If ongoing research departs from an
IRB-imposed condition, the IRB can terminate its approval. 1 13 IRBs
can also ban researchers within their institution or control. 114 Fur-
ther, some university IRBs have interfered with publication by inter-
vening after completion of research. 115

If an IRB disapproves a research activity, federal regulations indi-
cate that the IRB shall provide in its written notification a report of
the reasons for the IRB's decision and give an opportunity for the in-
vestigator to respond in writing or in person. 1 16 While these regula-
tions provide a researcher the right to respond to an IRB's rejection of

priate to the degree of risk, but not less than once per year, and shall have authority to
observe or have a third party observe the consent process and the research." 45 C.F.R.
§ 46.109(e).

107. Resnik, supra note 48, at 138.
108. Id.
109. See Hoffman, supra note 21, at 733 (indicating that IRB regulations state that

an IRB shall conduct continuing annual reviews but offer no instructions as to how
IRBs are to conduct such reviews).

110. Id.
111. See Hamburger, supra note 20, at 301-04 (indicating that if research does not

conform to specifications set forth by an IRB or fails to meet its standard of review, an
IRB has the power to suspend or terminate its approval of ongoing research, withhold
approval of research until after modifications are made, require researchers to destroy
data, and discourage publication).

112. Saver, supra note 105, at 643.
113. Hamburger, supra note 20, at 302.
114. Lunstroth, supra note 72, at 163.
115. Hamburger, supra note 20, at 303-04. IRB interference with research method-

ology allowed by current IRB regulations detracts from the quality of research con-
ducted. See id. at 346 (stating that "IRBs frequently interfere with methodology, and
although they claim that they thereby improve research, they in fact may have the op-
posite effect."). An example of methodological interference is when IRBs refuse to ap-
preciate the benefits of what they regard as unorthodox research methods and therefore
automatically decide that the risks outweigh the benefits. Id. at 346.

116. 45 C.F.R. § 46.109(d).
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a proposal in person, a researcher has no right to appear before an
IRB to present a proposal or to respond to an IRB's questions or oppos-
ing evidence in person. 1 17 Under current regulations, there is also no
process by which researchers can seek an appeal from an IRB deci-
sion."18 Furthermore, federal IRB regulations preclude institutions
from reversing IRB determinations to reject a protocol. 1 19

5. Additional Guidelines for IRBs and Topics Absent from IRB
Regulations

Federal institutional review board ("IRB") regulations provide
specific regulations for several aspects of IRB function. 120 One such
regulation requires that, in monitoring research, IRBs must maintain
accurate records. 1 2 1 Such records include meeting minutes, decisions,
progress reports, correspondence with researchers, significant new
findings, informed consent forms, and IRB membership rosters. 12 2

IRBs are required to maintain these records and make them available
to authorized persons for three years following completion of re-

117. See generally 45 C.F.R. pt. 46 (failing to provide a researcher a right to appear
before an IRB to present his proposal or respond to an IRB's questions or opposing evi-
dence in person).

118. See Coleman, supra note 101, at 43 (indicating that as currently implemented,
IRBs do not rely on appellate review ... to limit their discretion). In addition, IRBs do
not rely on precedent to limit their discretion. Id. One function of a process of appeals
is to correct mistakes made by the initial decision-maker. Christopher R. Drahozal,
Judicial Incentives and the Appeals Process, 51 SMU L. REV. 469, 469 (1998). In the
context of the court system, trial courts make errors and appellate courts work to cor-
rect those errors. See id. at 469, 470 (describing the appellate process in the court sys-
tem). In countries that utilize a common law system, appellate decisions provide
precedents that guide future case decisions. Id. at 470. In such a system, appeals deci-
sions are binding on other panels in the same tier and on all panels at lower tiers,
whereas decision-makers at the lowest tier are constrained only by previous decisions at
higher tiers. See id. at 483 (explaining the concept of precedent by indicating that in the
American judicial system, decisions by appeals courts are binding on other courts in the
same circuit as well as all federal district courts located in the circuit however, district
court decisions are not binding on other district courts located in the same district). The
case Thompson v. Oklahoma, 487 U.S. 815 (1988), is a poignant example of where an
appeals process has prevented judicial error. See Thompson v. Oklahoma, 487 U.S. 815
(1988) (determining that the pending execution of a defendant who committed capital
crime before the age of sixteen was unconstitutional). In Thompson the United States
Supreme Court reversed a ruling by the Oklahoma Court of Criminal Appeals sentenc-
ing a defendant to death for a crime committed when the defendant was fifteen years
old. Id. at 815. The Court specifically determined that such a sentence was unconstitu-
tional under the Eighth and Fourteenth Amendments. Id.

119. Noah, supra note 50, at 199.
120. See generally 45 C.F.R. § 46.107 (providing a number of specific requirements

for IRB membership); see also generally 45 C.F.R. § 46.115 (providing a number of spe-
cific requirements for IRB records).

121. See Resnik, supra note 48, at 139 (indicating that 45 C.F.R. pt. 46 requires
IRBs to maintain "good" records).

122. Id.
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search. 123 In addition, IRBs must issue written opinions for modifica-
tion, rejection, or acceptance of proposed research activities. 124

IRB membership must also conform to specific guidelines set forth
in IRB regulations. 12 5 These guidelines provide that an IRB must
consist of at least five members with different experience and back-
grounds. 12 6 The IRB must include at least one nonscientific and one
scientific member, as well as a community member unaffiliated with
the institution. 12 7 Additionally, each IRB must be sufficiently quali-
fied through the expertise, experience, and diversity of its members,
including considerations of gender, race, cultural backgrounds, and
sensitivity to community attitudes, to promote respect for its counsel
and advice in safeguarding the welfare and rights of human sub-
jects. 128 Furthermore, to approve research, a majority of the board
members, including a nonscientific member, must be present.1 29

However, there are exceptions to these conditions for expedited re-
view, where only the chair of the IRB or a designee reviews
research. 130

Federal IRB regulations are silent, however, regarding a number
of specific aspects of IRB function including public attendance of IRB
functions, a researcher's opportunity to hear and cross-examine infor-
mation opposing that researcher's research, and a researcher's right to
privacy with regard to an IRB's media interaction. 13 1 IRB regulations

123. 45 C.F.R. § 46.115(b).
124. 45 C.F.R. § 46.109(d).
125. 45 C.F.R. § 46.107; Lunstroth, supra note 72, at 163.
126. 45 C.F.R. § 46.107(a); Resnik, supra note 48, at 138. The regulations also re-

quire that "[e]very nondiscriminatory effort will be made to ensure that no IRB consists
entirely of men or entirely of women .... " 45 C.F.R. § 46.107(b).

127. Resnik, supra note 48, at 137.
128. 45 C.F.R. § 46.107(a).
129. Id. at § 46.108(b). These conditions for approval do not hold true if an expe-

dited review procedure as provided by 45 C.F.R. § 46.110 is used. Id.
130. Id.; 45 C.F.R. § 46.110.
131. See generally 45 C.F.R. pt. 46 (providing IRB regulations but failing to address

public attendance of IRB functions, any right to privacy with regard to media interac-
tion, and a researcher's opportunity to hear and cross examine information opposing his
research). A right concerning limiting IRB interaction with the media that is initiated
by an IRB prior to its review as a procedural protection has been an issue in at least one
case where a researcher sued an IRB based on its rejection of his research proposal. See
Robert J. Katerberg, Institutional Review Boards, Research on Children, and Informed
Consent of Parents: Walking the Tightrope Between Encouraging Vital Experimentation
and Protecting Subjects' Rights, 24 J.C. & U.L. 545, 576 (1998) (referring to a case in
which the plaintiff "objected to numerous procedural blunders" by an IRB including is-
suing a press release condemning the research project even though the IRB had not yet
voted to proceed with an investigation). In the case Halikas v. University of Minnesota,
a researcher at the University of Minnesota sued the institution claiming that its IRB
had violated procedural due process, in part, by issuing a press release condemning the
project even though the IRB "had not yet formally voted to proceed with an investiga-
tion." Halikas v. University of Minnesota, 856 F.Supp. 1331, 1332 (D. Minn. 1994);
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additionally fail to address whether an IRB should base its decision
exclusively on evidence presented to it, whether a researcher should
have a right to a hearing before the IRB suspends research, whether a
researcher has a right to judicial review of an IRB decision, and
whether a researcher has a right to an attorney. 13 2 Federal IRB regu-
lations also fail to include a researcher's right to have informal com-
munications with an IRB, a researcher's right to present further
evidence to an IRB following a rejection, a researcher's right to consult
with personnel opposing that researcher's research in an effort to un-
derstand and prepare to challenge them, and an IRB's obligation to
evaluate its own functioning procedures periodically. 133

B. PROCEDURAL DUE PROCESS

The Due Process Clause of the Fourteenth Amendment provides
that no "State [shall] deprive any person of life, liberty, or property,
without due process of law .... ,,134 Likewise, the Fifth Amendment
provides that "In]o person shall ... be deprived of life, liberty, or prop-
erty, without due process of law .... ,,135 As interpreted by the Su-
preme Court of the United States, these two amendments are the
source of the doctrines of procedural due process and substantive due

Katerberg, supra note 131, at 576. In addition, most IRB decisions regarding research
proposals are not the subject of media scrutiny or comment prior to their IRB review.
See Coleman, supra note 101, at 15 (indicating that "[t]he only time most IRB decisions
receive serious scrutiny is in the rare event that an investigation or lawsuit is initiated
following a significant injury").

132. See generally 45 C.F.R. pt. 46 (providing IRB regulations but not addressing
whether a researcher should have a right to a hearing before suspending his research,
whether an IRB should base its decision exclusively on evidence presented to it,
whether a researcher has a right to judicial review of an IRB decision, or whether a
researcher has a right to an attorney).

133. See generally 45 C.F.R. pt. 46 (providing IRB regulations but failing to address
a researcher's right to have informal communications with an IRB, a researcher's right
to present further evidence to an IRB following a rejection, a researcher's right to con-
sult with personnel opposing his research in an effort to understand and prepare to
challenge them, and an obligation of an IRB to evaluate its own functioning procedures
periodically). Further topics not addressed by 45 C.F.R. pt. 46 include a researcher's
right of full access to any records upon which an IRB bases its decision, a researcher's
right of being informed of the opposing facts that will be presented before the IRB con-
venes, and an IRB approval of informed consent requirements for a specific research
trial prior to its initiation. See generally 45 C.F.R. pt. 46 (providing IRB regulations but
silent regarding a researcher's right of access to records upon which an IRB bases its
decision, a researcher's right of being informed of the opposing facts that will be
presented before the IRB convenes, and an IRB approval of informed consent require-
ments for a specific research trial prior to its initiation).

134. U.S. CONST. amend. XIV, § 1.

135. U.S. CONST. amend. V.
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process. 136 Both amendments thereby provide procedural and sub-
stantive rights to citizens. 137

The procedural application of the due process clauses of the Fifth
and Fourteenth Amendments specifically concerns the adequacy of
procedures the state employs when depriving a person of life, liberty,
or property. 138 Procedural due process does not prevent the state
from interfering with life, liberty, or property; instead, procedural due
process requires that when the state interferes with these rights, the
state must act with procedural fairness. 13 9 Conversely, when these
rights are not at issue, the state may make such deprivations arbitrar-
ily.140 The doctrine of procedural due process is particularly impor-
tant in preventing a state actor from imposing subjective standards to
define each individual's rights. 14 1

The central meaning of procedural due process is that parties
whose rights are to be potentially affected are entitled to notice and an
opportunity to be heard. 142 However, the term "process" does not
have a clear definition and the type of the procedures necessary to
provide due process depends on numerous factors relating to the indi-
vidual deprivation. 14 3 Therefore, there is no set list of required due
process elements and decision-makers apply due process on a case-by-
case basis by giving attention to the specific circumstance. 1 44

While different circumstances may involve different kinds of pro-
cedures, the essential element of due process is a guarantee of funda-

136. Erwin Chemerinsky, Procedural Due Process Claims, 16 ToURo L. REV. 871,
871 (2000).

137. Jeffrey R. Jones, A Blank Check: The Ninth Circuit's Preclusion of Substantive
Due Process Inquiry in Takings Cases, 37 WILLAMETTE L. REV. 661, 672 (2001).

138. Chemerinsky, supra note 136, at 871.
139. Todd G. Cosenza, Preserving Procedural Due Process for Legal Immigrants Re-

ceiving Food Stamps in Light of the Personal Responsibility Act of 1996, 65 FORDHAM L.
REV. 2065, 2069 (1997) (citing Mathews v. Eldridge, 424 U.S. 319, 332-33 (1976)).

140. See Steven A. McAuley, The Federal Government Giveth and Taketh Away:
How NSI's Domain Name Dispute Policy (Revision 02) Usurps a Domain Name Owner's
Fifth Amendment Procedural Due Process, 15 J. MARSHALL J. COMPUTER & INFO. L. 547,
570 (1997) (indicating that when life, property, or liberty are not at issue, the "federal
government may act in an arbitrary manner").

141. See Cosenza, supra note 139, at 2069 (citing Wisconsin v. Constantineau, 400
U.S. 433, 437 (1971) (stating that "fair procedures eliminate an official's "caprice" in the
adjudicative process")); see also Virginia T. Vance, Applications for Benefits: Due Pro-
cess, Equal Protection, and the Right to be Free From Arbitrary Procedures, 61 WASH. &
LEE L. REV. 883, 902-03 (2004) (quoting Wolff v. McDonnell, 418 U.S. 539, 558 (1974)
(indicating that the "touchstone of due process is protection of the individual against
arbitrary action of the government.")).

142. Fuentes v. Shevin, 407 U.S. 67, 80 (1972).
143. JOHN E. NOwAK & RONALD D. ROTUNDA, CONSTITUTIONAL LAW § 13.7 (7th ed.

2004).
144. See Robin J. Green, Does the NCAA Play Fair? A Due Process Analysis of NCAA

Enforcement Regulations, 42 DUKE L.J. 99, 105 n.46, 111 (1992) (noting that due process
"must be applied on a case-by-case basis").



CREIGHTON LAW REVIEW

mental fairness. 14 5 There is always a general requirement that the
process utilized by the state be impartial and fair. 14 6 More specifi-
cally, it is necessary that the procedure is fundamentally fair to the
person in the resolution of the legal and factual bases for state actions
which constitute a deprivation of life, liberty, or property.147 In di-
rectly addressing the issue, the Court has repeatedly held that a basic
requirement of due process is a fair trial taking place in a fair tribu-
nal.' 48 This fairness requirement pertains to state hearing officers as
well as agencies and judges. 14 9 If a legal guideline or law does not
meet the fundamental principles of due process, it is
unconstitutional. 15o

1. The State Action Problem

The Due Process Clause of the Fourteenth Amendment notably
indicates that, "nor shall any State deprive any person of life, liberty,
or property, without due process of law . .. "151 Therefore, by its ac-
tual text, the Fourteenth Amendment applies to state actors only. 152

The same is true for the Fifth Amendment. 15 3 In addressing this is-
sue, the Supreme Court of the United States has noted that the Four-
teenth Amendment prohibits a particular type of state action rather
than the invasion of individual rights by an individual.' 5 4 Therefore,
for a plaintiff to bring a valid claim based on a violation of due process,
the defendant must be a state actor. 155 This creates what scholars
refer to as the "State Action Problem" or "State Action Issue."1 5 6

145. NOWAK ET AL., supra note 143 at § 13.8; Mark T. Fennell, 23 NOTRE DAME J.L.
ETHICS & PUB. PoL'v 261, 269 (2009) (citing Gagnon v. Scarpelli, 411 U.S. 778, 790
(1973)).

146. NOWAK ET AL., supra note 143 at § 13.8.
147. Id.
148. Id.
149. Id.
150. See Sniadach v. Family Finance Corp. of Bay View, 395 U.S. 337, 342, 344

(Black, J., dissenting) (indicating that a Wisconsin statute that permitted garnishment
prior to the granting of a judgment against a principal debtor was unconstitutional be-
cause it "violate[d] the fundamental principles of due process").

151. U.S. CONST. amend. XIV § 1 (emphasis added).
152. Glenn Cohen, The Constitution and the Rights Not to Procreate, 60 STAN. L.

REV. 1135, 1172 (2008).
153. See Julie Manning Magid, Mohan V. Tatikonda & Philip L. Cochran, Radio

Frequency Identification and Privacy Law: An Integrative Approach, 46 AM. Bus. L.J. 1,
n.82 (2009) (noting that the Fifth Amendment Due Process Clause "affect[s] only gov-
ernment actors").

154. Cohen, 60 STAN. L. REV. at 1172 (citing Civil Rights Cases, 109 U.S. 3, 11
(1883)).

155. See Civil Rights Cases, 109 U.S. at 22 (indicating that until a state action takes
place that is adverse to the rights of citizens provided by the Fourteenth Amendment,
no proceeding under legislation can occur).

156. See Nareissa Smith, Eatin' Good? Not in This Neighborhood A Legal Analysis
of Disparities in Food Availability and Quality at Chain Supermarkets in Poverty-
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Thus, when courts review due process claims, they consider whether
the actor is actually the state. 157

2. Sub-Issues of Procedural Due Process Questions

All procedural due process questions have three sub-issues. 158

The first issue is whether a deprivation has occurred. 15 9 If no such
deprivation has occurred, a court considering a procedural due process
issue need not proceed in its analysis. 160 The second issue is whether
life, liberty, or property was involved. 16 1 For a court to progress with
a procedural due process analysis, the state must have deprived a per-
son of life, liberty, or property. 162 The third issue is whether the state
used the required procedures when making the deprivation. 16 3 A dep-
rivation can only occur if the state's procedures were so inadequate
that they fail to satisfy due process requirements. 164 In consideration
of these sub-issues, the state only denies individuals their procedural
due process rights when there is a deprivation of life, property, or lib-
erty without adequate procedures. 16 5

a. Deprivation

Existence of a deprivation is usually obvious. 16 6 A deprivation oc-
curs when state actor takes away a person's life, liberty, or prop-
erty.167 Examples of cases where the Supreme Court of the United
States has found deprivations are far-ranging and include cases in-
volving the state taking custody of a child, the government's pre-trial

Stricken Areas, 14 MICH. J. RAcE & L. 197, 218-19 (2009) (indicating that to solve the
"state action problem" the plaintiff must demonstrate that a state actor perpetuated the
treatment); see also NowAK ET AL., supra note 143 at § 12, § 13.5 (addressing the "State
Action Issue").

157. See e.g. Lugar v. Edmonson Oil Co., Inc., 457 U.S. 922, 922-23 (1982) (consider-
ing whether an actor constituted a "state actor" for purposes of a Fourteenth Amend-
ment violation); see also e.g. Edmonson v. Leesville Concrete Co., Inc., 500 U.S. 614, 620
(1991) (considering whether there was a "state actor" in determining whether a litigant
may utilize peremptory challenges to eliminate potential jurors on the basis of their
race).

158. Chemerinsky, supra note 136, at 871.
159. Id.
160. Id.
161. Id.
162. Id.; see also NOWAK ET AL., supra note 143 at § 13.2 (noting that "[t]he due

process clauses apply only if a government action will constitute the impairment of
some individual's life, liberty, or property").

163. Chemerinsky, supra note 136, at 871.
164. Id.
165. Id.
166. Chemerinsky, supra note 136, at 872.
167. Id.
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grant of a writ of replevin, and the assistance in transferring property
to a creditor.

168

b. Life, Liberty, or Property

i. Life

The Supreme Court of the United States has never attempted to
define "life" in terms of procedural due process. 16 9 The Court has,
however, held that the state may enforce the death penalty without
violating the due process clauses. 170 The Court has also indicated
that the Fourteenth Amendment does not apply to an unborn fetus.1 71

ii. Liberty

In a due process analysis, "liberty" means any type of freedom of
action or choice to which the Supreme Court of the United States
awards constitutional recognition. 1 72 Under this concept of liberty,
the state may deprive a person of liberty in two specific ways.173

First, the state may restrict a person's physical freedom. 1 74 Second,
the state may restrain a person's freedom of action and choice by mak-
ing it illegal or impossible for that individual to engage in a particular
type of activity. 175 Under this second category of restriction, the state
might refuse a person the freedom to exercise a specifically protected
constitutional right. 176 Such a restraint would constitute an obvious
deprivation of liberty. 17 7 The state might also foreclose a type of free-
dom of action to a person that the constitution does not specifically
protect. 178

The Court has indicated that not all types of human activity con-
stitute liberty in the constitutional sense. 179 For example, the Court
has stated that liberty denotes the right of the individual to engage in
the common occupations of life, to contract, to acquire useful knowl-

168. NOWAK ET AL., supra note 143 at § 13.5 (citing North Georgia Finishing, Inc. v.
Di-Chem, Inc., 419 U.S. 601 (1973)); NOWAK ET AL., supra note 143 at § 13.4 (citing
Application of Gault, 387 U.S. 1, 87 (1967)).

169. NOWAK ET AL., supra note 143 at § 13.3.
170. Id. at § 13.3.
171. See id. (noting that "the term 'person' in the Fourteenth Amendment does not

apply to an unborn fetus.").
172. Id. at § 13.4.
173. Id.
174. Id.
175. Id.
176. Id. Examples of rights that the Constitution specifically protects include the

rights to privacy, interstate travel, freedom of association, voting, and free speech. Id.
177. Id.
178. Id. An example of a right that the Constitution does not specifically protect

includes the freedom to conduct particular business activities. Id.
179. Id.
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edge, and to enjoy the privileges long recognized as essential to the
orderly pursuit of happiness.18 0 A loss of liberty also occurs where
state actions foreclose a wide variety of professional or employment
opportunities.1 8 1 Thus, whenever the state engages in an action de-
signed to dispossess a person, or group of people, of the freedom to
participate in a significant type of human activity, it appears that the
due process clause requires some procedure to ascertain the legality
and factual basis for the action being taken.1 8 2

(a.) The Right to Research as a Constitutionally Protected Right of
Liberty Grounded in the Due Process Clauses

Some scholars have argued that there is a constitutionally based
right to research or scientific inquiry. 183 Although the Supreme Court
of the United States has never addressed a statute concerning scien-
tific inquiry directly, arguments for protecting a right to scientific in-
quiry have appeared in the Court's decisions in dicta.1 8 4 One such
case was Sweezy v. New Hampshire,1 8 5 in which the Court protected a
person's right to give a lecture at a university and, in doing so, identi-
fied a broad scope for the Due Process Clause. 18 6 More recently, in
Margaret S. v. Treen,18 7 the United States District Court for the East-
ern District of Louisiana considered the right to research when apply-
ing the Fourteenth Amendment's Due Process Clause to a fetal
research statute.18s In consideration of Sweezy and Treen, it appears

180. Id. at § 13.4, n.86 (quoting Meyer v. Nebraska, 262 U.S. 390, 399 (1923)). In
Meyer v. Nebraska, 262 U.S. 390 (1923), the Supreme Court struck down a law that
"prohibited teaching foreign languages to students before they had passed the eighth
grade" and considered a possible right to research or scientific inquiry in dicta. Roger
H. Taylor, The Fear of Drawing the Line at Cloning, 9 B.U. J. Sci. & TECH. L. 379, 389
(2003).

181. NOWAK ET AL., supra note 143 at § 13.4.
182. Id.
183. Weinstein, supra note 44, at 542-44 (discussing enumerated rights under

which IRB review must fall and identifying the Fifth and Fourteenth Amendment Due
Process Clauses as possible sources); Taylor, supra note 180, at 386. Either the Due
Process Clauses or the First Amendment might protect a right to scientific inquiry.
Taylor, supra note 180, at 386.

184. Taylor, supra note 180, at 386.
185. 354 U.S. 234 (1957).
186. Taylor, supra note 180, at 390. In Sweezy the Court specifically opined that,

'[t]eachers and students must always remain free to inquire, to study and to evaluate,
to gain new maturity and understanding; otherwise our civilization would stagnate and
die" and that it saw no "circumstance wherein state interest would justify infringement
of' the right to intellectual inquiry. Sweezy v. New Hampshire, 354 U.S. 234, 250-51
(1957).

187. 597 F. Supp. 636 (E.D. La. 1984).
188. Taylor, supra note 180, at 391. The case specifically concerned a Louisiana

statute enacted soon after Roe v. Wade, 410 U.S. 113 (1973), that declared unborn fe-
tuses to be human beings after the moment of conception. Id. The state statute also
prohibited experimentation on a child whose birth occurred as a consequence of an abor-
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that although the Court has not expressly recognized a right to scien-
tific discourse and inquiry, the Due Process Clauses of the Fifth and
Fourteenth Amendments are possible sources for such a right.'8 9

(b.) The Right to Research as a Constitutionally Protected Right of
Liberty Grounded in the First Amendment

Several other Supreme Court decisions imply that a right to sci-
entific discourse and inquiry is instead grounded in the First Amend-
ment's protection of the marketplace of ideas. 190 For instance, in Roth
v. United States,19 1 the Court stated that the First Amendment was
created to assure an unfettered exchange of ideas for the bringing
about of social and political changes wanted by the people. 19 2 To sup-
port this interpretation, the Court quoted a 1774 letter from the Conti-
nental Congress noting that the reasons for freedom of the press
encompass the advancement of science, truth, arts, and morality as
well as the promotion of unity between citizens and communication
between them.19 3 Under these principles, the First Amendment safe-
guards any idea with social value unless it impedes on more important
interests. 194

In Miller v. California,19 5 the Court amplified this position when
it provided specific guidelines for speech that fell under First Amend-
ment protection. 19 6 One of these guidelines that the Court indicated a
trier of fact should analyze was whether the work, considered as a
whole, lacks serious political, artistic, literary, or scientific value. 19 7

Further, in Griswold v. Connecticut,198 the Court noted that in accor-
dance with the spirit of the First Amendment, the state may not nar-

tion, regardless of whether an actor aborted the fetus dead or alive. Id. The district
court held this latter part of the statute unconstitutional, reasoning that under Meyer v.
Nebraska, because scientific research is a "common occupation," the Due Process Clause
safeguards the right to scientific research and therefore a state cannot arbitrarily in-
fringe on this right. Id.

189. See id. at 386 (indicating that "the Due Process Clauses might protect scientific
inquiry as a fundamental liberty."). James Weinstein, a professor of law at Arizona
State University, has specifically argued in that the Due Process Clauses could protect a
right of scientific inquiry or investigation as a fundamental liberty, claiming that an
expansive conception of freedom of thought that would include a right of inquiry that
encompasses research has no connection to freedom of speech, religion, or other liberty
expressly provided for by the First Amendment. Weinstein, supra note 44, at 543-44.

190. Taylor, supra note 180, at 387.
191. 354 U.S. 476 (1957).
192. Roth v. United States, 354 U.S. 476, 484 (1957). Roth v. United States con-

cerned a challenge to state laws addressing obscenity. Taylor, supra note 180, at 386.
193. Taylor, supra note 180, at 386-87.
194. Id. at 387.
195. 413 U.S. 15 (1973).
196. Taylor, supra note 180, at 387.
197. Id.
198. 381 U.S. 479 (1965).
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row the spectrum of available knowledge. 19 9 In another case
addressing obscenity, the United States District Court for the North-
ern District of Indiana construed the Griswold decision to include the
right of scholars to perform research and further the state of man's
knowledge. 20 0 Collectively, decisions including Roth, Miller, and Gris-
wold suggest that the First Amendment's protection of the market-
place of ideas includes scientific discourse and inquiry. 20 1

iii. Property

There are two fundamental issues concerning the procedural due
process protection for "property."20 2 The first issue is whether the
state is depriving a person of property. 20 3 This is essentially a state
action question because the due process clauses protect only against
state deprivations of property. 20 4 The second issue is what constitutes
property. 20 5 This matter raises more difficult questions.20 6

Clearly, all of the conventional forms of personal and real prop-
erty fall within the definition of due process property. 20 7 However, it
is more ambiguous as to whether state distributions that do not fit
this traditional concept of property conform to the same definition. 20 8

Since the United States Supreme Court's 1972 decision, Board of Re-
gents of State Colleges v. Roth,20 9 the definition of property has fo-
cused on the notion of "entitlement."2 10 The Court, since the Roth
decision, has acknowledged state benefit interests as property if a

199. Taylor, supra note 180, at 387.
200. Id. (citing Henley v. Wise, 303 F. Supp. 62, 66 (N.D. Ind. 1969)).
201. Id.
202. NowAK ET AL., supra note 143, at § 13.5.
203. Id.
204. Id.
205. Id. It is notable that courts have interpreted property for procedural due pro-

cess extremely broadly, expanding the concept well beyond ownership of chattels and
land to encompass education, various types of licenses, and public employment. Sandra
B. Zellmer & Jessica Harder, Unbundling Property in Water, 59 ALA. L. REv. 679, 712
(2008).

206. See id. (stating "[t]he most difficult issues relate to the definition of property.").
207. Id.
208. See id. (stating that classical forms of property fall within the definition of

"property" but governmental distributions not conforming to this classical concept give
rise to a problem). Three specific problems in this area include: (1) termination of gov-
ernment benefits (2) property transfer in debt actions, and (3) government employment.
Id.

209. 408 U.S. 564 (1972).
210. NOWAK ET AL., supra note 143, at § 13.5 (citing Board of Regents of St. Colls. v.

Roth, 408 U.S. 564, 620 (1972)). In referring to the concept of entitlement in Board of
Regents, the Court noted, "[tjo have a property interest in a benefit, a person clearly
must have more than an abstract need or desire for it. He must have more than a uni-
lateral expectation of it." Roth, 408 U.S. at 577. In another case addressing entitle-
ment, the Supreme Court of the United States indicated that a professor had an
entitlement to continued employment that allowed him procedural due process even
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court has deemed a person is entitled to them. 2 11 In this context, enti-
tlement means that the applicable law which governs the benefit's dis-
pensation must define the interest in a way that the person should
continue to obtain it under the law.2 1 2

The concept of entitlement also seems to contain a requirement of
present enjoyment. 213 This means that the person must have already
received the benefit or possesses a claim of entitlement that was previ-
ously recognized. 2 14 Therefore, disappointed expectations or wishes
alone do not constitute an entitlement. 2 15 In addition, the Court has
recognized that if state administrators may deny or grant a benefit at
their discretion, there is not an entitlement.2 16

One specific context in which courts have evaluated the meaning
of entitlement is in cases involving state employment. 21 7 In these
cases, the Court has indicated that a person has an entitlement prop-
erty interest in state employment if the employer has already given
the person the position and the law assures that person continued em-
ployment. 21s In contrast, before the person is hired, that person has
no entitlement in the employment that would become relevant if the
employer initially denied employment. 2 19 Likewise, if a person holds
a position that relevant law classifies as terminable at the employer's
discretion, then the employer can discharge that person without the
prerequisite of fair procedures. 2 20 In addition to cases involving state
employment, courts have also examined entitlement in cases relating
to withdrawal of state benefits and property transfer in debt
actions.221

when a contractual provision did not secure that interest. Perry v. Sindermann, 408

U.S. 593, 601-03 (1972).
211. NOWAK ET AL., supra note 143, at § 13.5.

212. Id.
213. Id. The Supreme Court has implied the "present enjoyment" requirement al-

though no decision has focused on it. Id. at § 13.5, n.8.

214. Id. at § 13.5.
215. See id. (stating "[t]he requirement of present enjoyment also recognizes that

the Constitution does not require a hearing for disappointed wishes or expectations but
only for property entitlement.").

216. See Castle Rock v. Gonzales, 545 U.S. 748, 756 (2005) (stating "[A] benefit is
not a protected entitlement if government officials may grant or deny it in their

discretion.").
217. NOWAK ET AL., supra note 143 at § 13.5.

218. See id. (indicating that before a person has been hired, that person has no prop-
erty right requiring a hearing on the initial refusal to employ that person).

219. Id.

220. Id.
221. Id.
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c. Adequate Procedures

If a deprivation of life, liberty, or property occurs, the question
then becomes which procedures are required. 2 2 2 The Fifth and Four-
teenth Amendments do not specifically define which procedures are
required.2 23 Therefore, there is no definitive list of elements required
to satisfy due process. 2 24 However, examples of basic procedural pro-
tections include notice of the state action, a chance to challenge those
in opposition, a neutral decision-maker, an opportunity for a hearing,
a right to present evidence, an opportunity to dispute the determina-
tion, a right to a decision based only on evidence presented, a right to

222. Chemerinsky, supra note 136, at 888. Judge Henry J. Friendly made an impor-
tant theoretical procedural due process analysis in his article entitled 'Some Kind of
Hearing." Richard J. Hunter, Jr., Ann M. Mayo & Hector R. Lozada, The Supreme
Court as the "Grand Mediator" in Social Regulation of the Media, 32 HASTINGS COMM. &
ENT. L.J. 41, n.19 (2009); Eleanor D. Kinney, Procedural Protections for Patients in
Capitated Health Plans, 22 AM. J.L. & MED. 301, n.22 (1996). In Some Kind of Hearing
Judge Friendly denotes the following procedural safeguards in both relative priority
and content in evaluating whether a party has received due process of law:

[An unbiased tribunal, notice of the proposed action and the grounds asserted
for it, opportunity to present reasons why the proposed action should not be
taken, the right to present evidence, including the right to call witnesses, the
right to know opposing evidence, the right to cross-examine adverse witnesses,
a decision based exclusively on the evidence presented, opportunity to be repre-
sented by counsel, requirement that the tribunal prepare a record of the evi-
dence presented, requirement that the tribunal prepare written findings of fact
and reasons (conclusions of law) for its decision.

Hunter et al., supra note 222, at n.19 (2009) (citing generally Henry J. Friendly, Some
Kind of Hearing, 123 U. PA. L. REV. 1267 (1975)). Additionally, leading American legal
philosopher Lon L. Fuller wrote at length about the conditions of legality. Malcolm M.
Feeley, Legality, Social Research, and the Challenge of Institutional Review Boards, 41
LAW & Soc'Y REV. 757, 771 (2007). In a well-known passage of Fuller's classic, The
Morality of Law, he writes:

[In] the attempt to create and maintain a system of legal rules ... [there are]
eight distinct routes to disaster. The first and most obvious lies in a failure to
achieve rules at all, so that every issue must be decided on an ad hoc basis. The
other routes are: 2) a failure to publicize, or at least to make available to the
affected party, the rules he is expected to observe; 3) the abuse of retroactive
legislation, which not only cannot itself guide action, but undercuts the integ-
rity of rules prospective in effect, since it puts them under the threat of retro-
spective change; 4) a failure to make rules understandable; 5) the enactment of
contradictory rules or 6) rules that require conduct beyond the powers of the
affected party; 7) introducing such frequent changes in the rules that the sub-
ject cannot orient his action by them; and, finally, 8) a failure of congruence
between the rules as announced and their actual administration.

A total failure in any one of these eight directions does not simply result in
a bad system of law; it results in something that is not properly called a legal
system at all ....

LON L. FULLER, THE MORALITY OF LAw 38-39 (rev. ed. 1969).
223. Green, supra note 144, at 110.
224. Id. at 111.
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receive a written conclusion and a declaration of reasons for a
decision. 225

The Supreme Court of the United States' seminal case, Mathews
v. Eldridge,226 defined the types of procedures required when the
state deprives a person of life, liberty, or property.227 In Mathews, the
Court specifically considered whether procedural due process required
the state to grant a pre-termination hearing prior to discontinuing a
person's Social Security disability benefits.228 In that case, the Court
applied a three-part balancing test to ascertain what procedures are
necessary before a state actor may deprive a person of life, liberty, or
property. 229 This test became known as the "Mathews balancing
test."230 The Court specifically stated that due process is not rigid and
calls for procedural protections as a particular situation demands. 231

The Court then identified the three factors that are relevant in deter-
mining necessary procedures: First, the private interest that will be
affected by the official action; second, the risk of an erroneous depriva-
tion of such interest through the procedures used, and the probable
value, if any, of additional or substitute procedural safeguards; and
finally, the Government's interest, including the function involved and
the fiscal and administrative burdens that the additional or substitute
procedural requirement would entail.232

In other words, the first balancing factor is the significance of the
person's interest.2 33 The more important the person's interest, the
more procedural protections that will be required. 234 Second, the de-

225. Susan M. Wolf, Ethics Committees and Due Process: Nesting Rights in a Com-
munity of Caring, 50 MD. L. REV. 798, 831 (1991); Green, supra note 144, at 111; NOWAK
ET AL., supra note 143 at § 13.8.

226. 424 U.S. 319 (1976).
227. Chemerinsky, supra note 136, at 888.
228. Id.
229. Id.
230. Jessica Falk, Overcoming a Lawyer's Dogma: Examining Due Process for the

"Disruptive Student," 36 U. MICH. J.L. REFORM 457, 460 (2003); see Green, supra note
144, at 112-13 (referring to the three-part test in Mathews as the "Mathews balancing
test"). The Mathews balancing test is a minimalistic test in that it necessarily results in
extremely narrow decisions that turn on the particular characteristics and details of the
specific case being adjudicated. Jay D. Wexler, The Endorsement Court, 21 WASH. U.
J.L. & POL'Y 263, 282-83 (2006). Because it is minimalistic, the Mathews balancing test
inevitably gives limited guidance to lower courts and may consequently result in incon-
sistent decisions. Id. at 283.

231. Mathews, 424 U.S. at 334.
232. Mathews, 424 U.S. at 335; Green, supra note 144, at 112-13.
233. Chemerinsky, supra note 136, at 888. Another way of stating the first factor of

the Mathews balancing test is that it concerns an evaluation of the nature of the private
interest affected. See Green, supra note 144, at 110-11 (indicating that the first step of
the Mathews balancing test, which courts use to determine which procedures are re-
quired for due process, is to evaluate the nature of the private interest affected).

234. Chemerinsky, supra note 136, at 888-89.
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cision-maker should balance the ability of supplementary procedures
to improve fact-finding accuracy. 2 35 This element considers the abil-
ity of additional procedures to reduce the danger of an erroneous dep-
rivation of life, liberty, or property.2 36 Third, the decision-maker
should balance the state's interest in administrative efficiency. 2 37

This state interest is such that the higher the cost of the procedures,
the less probable it is that they will be required. 238 Using this test in
Mathews, the Court determined that the Social Security Administra-
tion procedures in place at the time satisfied due process
requirements. 239

III. ARGUMENT

The constitutional doctrine of procedural due process applies
whenever a state actor deprives a person of life, liberty, or property. 2 40

The essential element of procedural due process is a guarantee of fun-
damental fairness.24 1 Thus, whenever a law does not provide funda-
mental fairness to individuals, as defined by procedural due process,
that law is unconstitutional. 2 42

235. See id. at 889 (stating that in the traditional legal context the court, as the
decision-maker, performs the balancing).

236. Id.
237. See id. at 889 (stating that in the traditional legal context the court, as the

decision-maker, performs the balancing).
238. Id. In a "three-part balancing test like [the Mathews balancing test], courts

have enormous discretion .... It is important to emphasize that what procedures are
required is entirely a question of law for the judge. It is not a question of fact, and
indeed even more importantly, it is a question of constitutional law, not a question of
state law." Id. at 889-90. Notably, in the federal judicial system, the unsuccessful party
on appeal is responsible for covering the cost of an appeal. FED. R. CIv. P. 76(a); Sargent
v. Coolidge, 399 A.2d 1333, 1345 (Me. 1979); AM. Jua. 2DAppellate Review § 857 (2009).
Also, the legislative process distributes the costs of formulating, passing, and enforcing
legislation to the general populace of taxpayers. Kyle C. Johnson, Letting the Free Mar-
ket Distribute Environmental Resources, 17 WM. & MARY J. ENVTL. L. 79, 93 (1992).
Additionally, the actual costs to legislators of drafting and enacting legislation are pri-
marily opportunity costs rather than financial costs. Matthew C. Stephenson, The Price
of Public Action: Constitutional Doctrine and the Judicial Manipulation of Legislative
Enactment Costs, 118 YALE L.J. 2, 12 (2008). These costs specifically consist of alloca-
tions of staff, political capital, and time which the legislator already employs for enact-
ing legislation. See id. at 12 (inferring that the opportunity costs outweigh the financial
costs of enacting legislation).

239. Green, supra note 144, at 113.
240. Erwin Chemerinsky, Procedural Due Process Claims, 16 ToURo L. REV. 871,

871 (2000).
241. JOHN E. NowAK & RONALD D. ROTUNDA, CONSTITUTIONAL LAw § 13.8 (7th ed.

2004); Mark T. Fennell, 23 NOTRE DAME J.L. ETHICS & PUB. POL'Y 261, 269 (2009) (cit-
ing Gagnon v. Scarpelli, 411 U.S. 778, 790 (1973) (indicating "[tihe 'touchstone' of proce-
dural due process is 'fundamental fairness')).

242. See Daniel E. Reitz, An Unbearable Burden: United States v. Kaluna and 18
U.S.C. § 3559(C)(3)(A), 69 U. CIN. L. REV. 717, 736-37 (noting that in Cooper v.
Oklahoma, 517 U.S. 348, 350 (1996), "the Supreme Court addressed an Oklahoma law
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The basic elements of procedural due process are notice and an
opportunity for a hearing.2 43 Other elements that courts have recog-
nized as priorities to procedural due process include an unbiased tri-
bunal, an opportunity to present evidence or reasons why a decision-
maker should refuse to take the proposed action and a decision
founded exclusively on the evidence presented. 2 4 4 However, current
institutional review board ("IRB") regulations do not afford research-
ers an opportunity for a hearing before an IRB precludes or suspends
their research. 24 5 Furthermore, under IRB regulations, IRBs are not
required to base their decisions regarding research exclusively on evi-
dence presented to them, and researchers do not have the right to ap-
peal an IRB decision.2 46

This Argument evaluates the constitutionality of current IRB reg-
ulations.2 47 By subjecting IRB regulations to a procedural due pro-
cess analysis, this Argument demonstrates that IRB regulations do
not comport with the guarantee of fundamental fairness inherent in
the doctrine of procedural due process. 248 Instead, as this Argument
will establish, IRB regulations are unconstitutional because, under
their current provisions, the potential exists for IRB members to
abuse their discretion at the expense of researchers. 24 9

Using the model provided by procedural due process jurispru-
dence, this Argument first shows that a state actor is often involved in
IRB review, thereby implicating procedural due process. 2 50 Second,
this Argument demonstrates that IRBs deprive researchers of their
liberty.2 5 1 Third, this Argument illustrates that IRB regulations do
not establish procedures that provide due process to researchers who

that presumed a defendant competent to stand trial unless he proved his incompetency
by clear and convincing evidence" and determined that "the law violated due process
because it was not 'fundamentally fair."').

243. See Fuentes v. Shevin, 407 U.S. 67, 80 (1972) (noting that the "central meaning
of procedural due process" is that "parties whose rights are to be affected" are entitled to
notice and an opportunity to be heard).

244. Robin J. Green, Does the NCAA Play Fair? A Due Process Analysis of NCAA
Enforcement Regulations, 42 DuKE L.J. 99, 111 (1992).

245. See generally Protection of Human Subjects, 45 C.F.R. pt. 46 (2009) (providing
IRB regulations but not addressing whether a researcher should have a right to a hear-
ing before suspending his research).

246. See Carl H. Coleman, Rationalizing Risk Assessment in Human Subject Re-
search, 46 ARiz. L. REV. 1, 43 (2004) (indicating that as currently implemented, IRBs do
not rely on appellate review to limit their discretion). See generally also 45 C.F.R. pt. 46
(providing IRB regulations but not addressing whether an IRB should base its decision
exclusively on evidence presented to it).

247. See infra Part III.A-D.
248. See infra Part III.A-D.
249. See infra Part III.A-C.
250. See infra Part III.A.
251. See infra Part III.B.
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come before IRBs.2 52 Fourth, this Argument explores the constitu-
tional basis for a right to research and its importance. 25 3 Finally, the
Conclusion of this Article suggests that Congress should amend cur-
rent IRB regulations or, in the alternative, that individual institutions
should adopt review procedures that are less ambiguous and conform
to the fundamental fairness standard of procedural due process. 2 5 4

A. A STATE ACTOR IS OFTEN INVOLVED IN IRB REVIEW, THEREBY

IMPLICATING THE DUE PROCESS CLAUSES

The Due Process Clauses of the Fifth and Fourteenth Amend-
ments apply to state actors only.2 55 Thus, in order for researchers
subject to institutional review board ("IRB") review to have procedural
due process rights apply in the IRB setting, a state actor must deprive
a researcher of life, liberty, or property. 25 6 In the United States, al-
most all universities and other research institutions have IRBs.2 57

This notably includes state colleges and universities, traditionally rec-
oguized as public institutions and associated with the state in a way
that makes them a state actor.2 58 Such a classification includes pro-
fessional boards at that college or university, including IRBs.2 59

Therefore, because state actor IRBs are the parties making a potential

252. See infra Part III.C.
253. See infra Part III.D.
254. See infra Part IV.
255. Julie Manning Magid, Mohan V. Tatikonda & Philip L. Cochran, Radio Fre-

quency Identification and Privacy Law: An Integrative Approach, 46 Am. Bus. L.J. 1,
n.82 (2009); see NOWAK ET AL., supra note 241 at § 13.7 (defining the "State Action
Issue").

256. See Colorado v. Connelly, 479 U.S. 157 (1986) (determining that a coerced con-
fession is a violation of due process only if the coercion is from a state actor); see also
Magid et al., supra note 255, at n.82 (noting that the Fifth Amendment Due Process
Clause "affect[s] only government actors").

257. See Caroline H. Bledsoe et al., Regulating Creativity: Research and Survival in
the IRB Iron Cage, 101 Nw. U. L. REV. 593, 613 (2007) (indicating that nearly all univer-
sities in the United States increased the size of their IRB offices in the 1990's); see also
Philip Hamburger, The New Censorship: Institutional Review Boards, 2004 Sup. CT.
REV. 271, 290 (2005) (noting that "persons hoping to conduct research on human sub-
jects at almost all universities and other institutions must first submit a research pro-
posal to an IRB.").

258. See Halikas v. University of Minnesota, 856 F.Supp. 1331, 1332-33 (D. Minn.
1994) (addressing procedural due process allegations by a researcher against a public
university partially concerning that university's IRB suspension of plaintiffs research);
see also James Pavisian, The Case for Human Ingenuity: How Adderall has Sullied the
Game, 48 WASHBURN L.J. 175, 192 (2008) (noting that courts generally consider pub-
licly-funded universities to be state actors); see also Lars Noah, Deputizing Institutional
Review Boards to Police (Audit?) Biomedical Research, 25 J. LEGAL MED. 267, n.50
(2004) (indicating that "[w]hen an IRB operates within a public institution, that pro-
vides [a] . . . basis for claiming that it has engaged in 'state action."').

259. See Halikas, 856 F.Supp. at 1332 (noting that in the court's procedural due
process review of an IRB deprivation, the issue of whether an IRB was a state actor was
undisputed); see also Noah, supra note 258, at n.50 (indicating that "when an IRB oper-
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deprivation in an IRB review of research at public universities, the
due process clauses apply. 260 Because the due process clauses apply
to IRB review of research at public institutions, the doctrine of proce-
dural due process should act to protect the rights of researchers at
those institutions.2 6 1

B. RESEARCHERS ARE DEPRIVED OF LIBERTY OR PROPERTY WHEN

THEIR RESEARCH Is ALTERED OR DENIED BY IRBs

The first step in a procedural due process analysis is determining
whether a deprivation has occurred. 262 A deprivation occurs when a
state actor takes away a person's life, liberty, or property. 263 The exis-
tence of a deprivation is usually obvious. 2 64 When an institutional re-
view board ("IRB") disapproves a research proposal, in full or in part,
or suspends or terminates a person's research, the researcher can no
longer engage in all or part of that research. 26 5 Therefore, IRB review
of research involves deprivation of a researcher's life, liberty, or prop-
erty by limiting that researcher's ability to perform research. 26 6

Once a deprivation is established, the next step in procedural due
process analysis is to evaluate whether that deprivation was one of
life, liberty, or property. 26 7 Although IRB review does not concern a
deprivation of life, it potentially concerns a deprivation of liberty. 268

ates within a public institution, that provides an entirely distinct basis for claiming that
it has engaged in 'state action'").

260. Compare Noah, supra note 258, at n.50 (indicating that "When an IRB operates
within a public institution, that provides an entirely distinct basis for claiming that it
has engaged in 'state action."'), with Magid et al., supra note 255, at n.82 (noting that
the Due Process Clauses of the Fifth and Fourteenth Amendments affect only state
actors).

261. Compare Virginia T. Vance, Applications for Benefits: Due Process, Equal Pro-
tection, and the Right to be Free From Arbitrary Procedures, 61 WASH. & LEE L. REv.
883, 902-03 (2004) (quoting Wolff v. McDonnell, 418 U.S. 539, 558 (1974) (indicating
that the "touchstone of due process is protection of the individual against arbitrary ac-
tion of the government")), with Sniadach v. Family Finance Corp. of Bay View, 395 U.S.
337, 342, 344 (Black, J., dissenting) (indicating that a Wisconsin statute that permitted
garnishment prior to the granting of a judgment against a principal debtor was uncon-
stitutional because it "violate[d] the fundamental principles of due process").

262. Chemerinsky, supra note 240, at 871.
263. Id. at 871-72.
264. Id. at 872.
265. See Hamburger, supra note 257, at 301-02 (noting that if"research needs ap-

proval and does not get it, the IRB can stop the research, and if the research departs
from a condition imposed by an IRB, the IRB can terminate 'approval.'").

266. Compare id. at 271 (indicating that teachers, students, and other personnel are
required to obtain an IRB's permission before they can perform research on human sub-
jects), with Chemerinsky, supra note 240, at 872 (indicating that the existence of a dep-
rivation is usually obvious).

267. Chemerinsky, supra note 240, at 879.
268. See NOWAK ET AL., supra note 241 at § 13.3 (examining the definition of the

term "life" in procedural due process using cases where there is an issue concerning a
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One particular way in which the state may deprive a person of liberty
in a procedural due process context is to make it illegal or impossible
for that person to engage in a particular type of activity.269

In such a case, the state actor's refusal to allow a person to exer-
cise a protected constitutional right constitutes an obvious deprivation
of liberty.2 70 At the minimum, IRBs appear to violate researchers'
constitutional rights to speech and the press.27 1 This violation consti-
tutes an obvious deprivation of liberty.27 2 Some scholars also argue
that either the First Amendment or Fourteenth Amendment provide a
right to research. 2 73 If a right to research exists, that right could ap-
ply to researchers who have their research disapproved by an IRB. 274

In such a case, the IRB's action would constitute an additional obvious
deprivation of liberty. 2 75

A deprivation of liberty may also occur where a state actor fore-
closes a type of freedom of action to a person that the Constitution
does not specifically protect.2 76 In this case, a loss of liberty exists
where state actions preclude a wide variety of professional opportuni-
ties. 277 The Supreme Court of the United States has specifically de-
termined that liberty denotes the right of the individual to engage in
the common occupations of life and to acquire useful knowledge. 2 78

Thus, because engaging in research is arguably a professional oppor-

clear deprivation of life including capital punishment and abortion); see also id. at § 13.4
(indicating that one of the ways that the government can deprive a person of liberty is to
make it illegal or impossible for that individual to engage in a particular type of
activity).

269. Id. at § 13.4.
270. Id.
271. See generally Hamburger, supra note 257 (discussing the rights of researchers'

to free speech and the press and the substantial infringement of these constitutional
rights in the IRB context); see also generally Philip Hamburger, Getting Permission, 101
Nw.U. L. REV. 405, 465 (2007) (discussing the IRB system as it regulates research in an
unconstitutional manner by licensing the press and speech).

272. Compare generally Hamburger, supra note 257 (discussing the rights of re-
searchers' to free speech and the press and the substantial infringement of these consti-
tutional rights in the IRB context), with NOWAK ET AL., supra note 241, at § 13.4
(indicating that government refusal of a person's freedom to exercise a protected consti-
tutional right constitutes an obvious deprivation of liberty).

273. James Weinstein, Institutional Review Boards and the Constitution, 101 Nw.
U. L. REV. 493, 542-44 (2007) (considering various scholars' arguments regarding the
proper constitutional source for the right to research).

274. See Weinstein, supra note 273, at 545-47 (indicating that if a right to research
exists, it is difficult to determine its scope and evaluating such a right in the context of
IRB regulations).

275. See NOWAK ET AL., supra note 241, at § 13.4 (indicating that government re-
fusal of a person's freedom to exercise a protected constitutional right constitutes an
obvious deprivation of liberty).

276. Id.
277. Id.
278. Id. at § 13.4, n.86 (citing Meyer v. Nebraska, 262 U.S. 390, 399 (1923)).
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tunity, a common occupation of life, and its purpose is to acquire use-
ful knowledge, IRB disapproval or termination of research constitutes
a deprivation of liberty.2 79

IRB review also involves deprivation of property in the procedural
due process context. 280 The first issue that arises in this considera-
tion is whether the state is depriving a person of property in IRB re-
view. 28 ' This essentially is a state action issue because the due
process clauses protect only against state deprivations of property. 28 2

Because state actors are the parties making a potential deprivation in
an IRB review of research in many cases, it is the state that is poten-
tially depriving a party of property.2 8 3

The second issue that arises is what constitutes property in the
context of procedural due process.2 84 All of the conventional forms of
personal and real property fall within the definition of property. 28 5

However, because a researcher's interests do not fall within the con-
ventional forms of personal or real property, the question of whether
there is property involved is more ambiguous.28 6

Since Board of Regents v. Roth,2 87 the Court has acknowledged
interests in government benefits as property if a court has deemed a
person is entitled to those interests. 28 8 Entitlement means that the
applicable law which governs the benefit's dispensation must define
the interest in a way that the person should continue to obtain it

279. Compare Nicholas H. Steneck, Fostering Professionalism and Integrity in Re-
search, 5 U. ST. THOMAS L.J. 522, 522, 539 (2008) (entertaining the possibility that re-
search is a professional activity), and Kathleen Liddell, Julian Bion, Douglas
Chamberlain, Christiane Druml, Erwin Kompanje, Francois Lemaire, David Menon,
Bozidar Vrhovac & Christian J. Wiedermann, Medical Research Involving Incapacitated
Adults: Implications of the EU Clinical Trials Directive 2001120/EC, 14 MED. L. REV.
367, 387 (indicating that "the purpose of research is to produce knowledge that can be
generalized to improve the well being of individuals within the community"), and Roger
H. Taylor, The Fear of Drawing the Line at Cloning, 9 B.U. J. Sci. & TECH. L. 379, 386
(2003) (citing Margaret S. v. Treen, 597 F. Supp. 636, 674 (E.D. La. 1984)) (noting that
scientific research is a common occupation), with supra notes 262-278 and accompany-
ing text (describing the nature of liberty interests generally and as involved in IRB
regulation).

280. See infra notes 281-283 and accompanying text.
281. See NOWAK ET AL., supra note 241, at § 13.5 (indicating that the first question

in a procedural due process property analysis is whether the government is acting).
282. Id.
283. See supra Part III.A.
284. See NOWAK ET AL., supra note 241, at § 13.5 (indicating that the second funda-

mental issue concerning the procedural due process protection for "property" is what
constitutes property).

285. Id.
286. See id. (stating that classical forms of property fall within the definition of

"property" but governmental distributions not conforming to this classical concept give
rise to a problem).

287. 408 U.S. 564 (1972).
288. NOWAK ET AL., supra note 241, at § 13.5.
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under the law.28 9 Therefore, for procedural due process purposes,
property seems to encompass nearly every type of legally authorized
entitlement.

290

Courts have interpreted property for procedural due process ex-
tremely broadly, expanding the concept well beyond ownership of
chattels and land to encompass education, various types of licenses,
and public employment. 29 1 In one case, the Court determined a pro-
fessor had an entitlement to continued employment that allowed him
procedural due process even though a contractual provision did not
secure the employment interest. 29 2 In addition, business assets in-
cluding goodwill constitute property for procedural due process pur-
poses.29 3 Under this broad interpretation of due process property, in
response to an IRB's termination or suspension of research, research-
ers could argue that their rights to perform specific research or associ-
ated with specific research, such as intellectual property rights,
constitute property. 2 94

However, entitlement also seems to contain a requirement that
the person must have already received the benefit or possesses a claim
of entitlement that was previously recognized. 29 5 In addition, if gov-
ernment administrators may deny or grant a benefit at their discre-
tion, there is not an entitlement. 2 96 Therefore, in order to be
successful in showing due process property, a researcher claiming a
due process property right in some aspect of research that had been
deprived by an IRB would likely have to overcome the difficulty of
showing that the researcher held a present interest and that the IRB,
as a state actor, could not deny or grant approval for the research at

289. NOWAK ET AL., supra note 241, at § 13.5.

290. Sandra B. Zellmer & Jessica Harder, Unbundling Property in Water, 59 ALA. L.
REV. 679, 712 (2008).

291. Zellmer & Harder, supra note 290, at 712.
292. Perry v. Sindermann, 408 U.S. 593, 601-03 (1972).
293. Zellmer & Harder, supra note 290, at 713.
294. Compare id. at 712 (indicating the concept of procedural due process property

is broad, stretching the concept well beyond ownership of chattels and land), with
Meghan M. Overgaard, Balancing the Interests of Researchers and Donors in the Com-
mercial Scientific Research Marketplace, 74 BROOK. L. REV. 1473, 1473 (2009) (indicat-
ing that researchers may acquire intellectual property rights as a result of their
research), and supra notes 88-115 and accompanying text (describing IRB function in
terms of termination and suspension of research), and supra note 13 and accompanying
text (noting that researchers can, and have disputed RB determinations).

295. NOWAK ET AL., supra note 241, at § 13.5.
296. See Castle Rock v. Gonzales, 545 U.S. 748, 756 (2005) (stating "[A] benefit is

not a protected entitlement if government officials may grant or deny it in their
discretion.").
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its discretion.29 7 Because IRBs generally have a wide discretion to
act, this may prove challenging for the researcher. 298

C. PROCEDURES USED BY IRBs Do NOT COMPORT WITH

PROCEDURAL DUE PROCESS REQUIREMENTS

If there is a deprivation of life, liberty, or property, then the next
issue that arises in a procedural due process analysis is which proce-
dures are actually required to ensure that a person's constitutional
rights are not violated.2 99 In analyzing this issue, courts apply the
three-part Mathews v. Eldridge300 balancing test.30 1 The Mathews
balancing test weighs three separate factors to determine what proce-
dures are necessary to satisfy due process before a state actor may
deprive a person of life, liberty, or property.30 2

The first of the Mathews balancing test factors is the significance
of the person's interest.30 3 The more significant the person's interest,
the more procedural protections that are required.30 4 The second Ma-
thews balancing test factor is the potential of supplementary proce-
dures to improve fact-finding accuracy. 30 5 This factor accounts for the
ability of additional procedural safeguards to reduce the danger of an
erroneous deprivation.30 6 The third Mathews balancing test factor is
the state's interest in administrative efficiency. 30 7 Under this factor,

297. See NoWAK ET AL., supra note 241, at § 13.5 (noting that the concept of entitle-
ment seems to include a requirement that the individual must have already received
the benefit or possesses a claim of entitlement that was previously recognized); see also
Gonzales, 545 U.S. at 756 (stating "[A] benefit is not a protected entitlement if govern-
ment officials may grant or deny it in their discretion.").

298. Compare Gonzales, 545 U.S. at 756 (stating "[A] benefit is not a protected enti-
tlement if government officials may grant or deny it in their discretion."), with Coleman,
supra note 246 at 16 (discussing the "virtually unfettered discretion" exercised by IRBs).
One example of a situation where the showing of a due process property right would
likely be possible is where a researcher had already performed research from which that
researcher had gained an intellectual property right and an IRB acted to suspend or
terminate his research. Compare Hamburger, supra note 257, at 303-04 (indicating
that university IRBs have interfered with publication of research results by intervening
after completion of research), with Zellmer & Harder, supra note 290, at 712-13 (noting
that courts have interpreted procedural due process property extremely broadly,
stretching the concept beyond ownership of chattels and land to encompass goodwill and
various kinds of licenses).

299. Chemerinsky, supra note 240, at 888.
300. 424 U.S. 319 (1976).
301. Id.; Green, supra note 244, at 112.
302. Green, supra note 244, at 112.
303. Chemerinsky, supra note 240, at 888.
304. Id. at 888-89.
305. Id. at 889.
306. Id.
307. Id.
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the higher the cost of the procedures, the less probable it is that they
will be required.30 8

The next sections of this Article apply the Mathews balancing test
to current institutional review board ("IRB") regulations embodied in
45 C.F.R. pt. 46 to demonstrate their Constitutional shortcomings. 30 9

First, this section analyzes the right to appeal an IRB decision.3 10

Second, this section evaluates either a rule or a researcher's right to
prevent an IRB's interaction with media initiated by the IRB prior to
its review. 3 1 1 Collectively, these analyses show that these two aspects
of IRB regulations, and likewise, potential IRB functions, do not sat-
isfy procedural due process requirements. 3 12

1. The Mathews Balancing Test Applied: The Right to Appeal an
IRB Decision

Because current institutional review board ("IRB") regulations do
not provide a researcher the right to appeal an IRB's decision to disap-
prove, terminate or suspend research, they do not satisfy the require-
ments of procedural due process under the Mathews v. Eldridge3 13

308. Id. Even if IRB regulations are constitutional under the Mathews balancing
test due to the cost factor of the test or for another reason, they fall short of providing
procedural due process protections under an important analysis of the subject by Judge
Henry J. Friendly or of providing proper conditions of legality as defined by leading
American legal philosopher Lon L. Fuller. See Malcolm M. Feeley, Legality, Social Re-
search, and the Challenge of Institutional Review Boards, 41 LAw & Soc'y REV. 757, 771
(2007) (indicating that 'IRBs violate several of Fuller's conditions for law."); compare
generally 45 C.F.R. pt. 46 (providing IRB regulations but not addressing whether an
IRB should base its decision exclusively on evidence presented to it, whether a re-
searcher has a right to an attorney, whether a researcher has a right to an unbiased
tribunal, whether a researcher has a right to present reasons indicating why the pro-
posed IRB action should not be taken, whether the researcher has a right to present
evidence, whether the researcher has the right to call witnesses, whether the researcher
has the right to know opposing evidence, or whether the researcher has the right to
cross-examine witnesses opposing him), with Richard J. Hunter, Jr., Ann M. Mayo &
Hector R. Lozada, The Supreme Court as the "Grand Mediator" in Social Regulation of
the Media, 32 HASTINGS COMM. & ENT. L.J. 41, n.19 (2009) (citing generally Henry J.
Friendly, Some Kind of Hearing, 123 U. PA. L. REV. 1267 (1975) (indicating that in an
important analysis of procedural due process, Judge Friendly denotes the following pro-
cedural safeguards in evaluating whether a party has received due process of law:

[A]n unbiased tribunal, notice of the proposed action and the grounds asserted
for it, opportunity to present reasons why the proposed action should not be
taken, the right to present evidence, including the right to call witnesses, the
right to know opposing evidence, the right to cross-examine adverse witnesses,
a decision based exclusively on the evidence presented, opportunity to be repre-
sented by counsel, requirement that the tribunal prepare a record of the evi-
dence presented, requirement that the tribunal prepare written findings of fact
and reasons (conclusions of law) for its decision.).

309. See infra Parts III.C.1, I1I.C.2.
310. See infra Part III.C.1.
311. See infra Part III.C.2.
312. See infra Parts III.C.1, III.C.2.
313. 424 U.S. 319 (1976).
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balancing test.314 Federal IRB regulations provide only limited op-
tions to researchers whose proposals IRBs have rejected. 3 15 More spe-
cifically, IRB regulations indicate that if an IRB decides not to
approve a research activity, then it shall provide in its written notifi-
cation a report of the reasons for the IRB's decision and give an oppor-
tunity for the investigator to respond in writing or in person.3 16

However, the regulations provide no further provisions concerning a
researcher's options to contest or appeal an IRB decision. 3 17 The in-
ability to contest or appeal an IRB decision is a substantial procedural
shortcoming when evaluated under the three prong Mathews balanc-
ing test.31 s

a. Nature of the Private Interest Affected in IRB Decisions
Regarding Research Proposals

In applying the Mathews v. Eldridge3 19 balancing test to federal
institutional review board ("IRB") regulations, the first factor that
must be evaluated is the nature of the private interest affected. 3 20 In
the IRB context, the relevant private interest is that of the research-
ers whose proposals an IRB rejects, in full or in part.32 1 IRB review
encompasses not only medical research but also social science re-
search. 32 2 Because IRB review encompasses this broad scope of re-
view, it also implicates a broad scope of liberty interests of researchers
associated with these topics. 32 3

314. See infra notes 315-393 and accompanying text.
315. See generally 45 C.F.R. pt. 46 (including no provisions concerning a re-

searcher's ability to contest an IRB's decision or appeal aside from those in § 46.109).
316. 45 C.F.R. § 46.109 (2009).
317. See generally 45 C.F.R. pt. 46 (including no provisions concerning a re-

searcher's ability to contest an IRB's decision or appeal aside from those in § 46.109).
318. See infra notes 319-393 and accompanying text.
319. 424 U.S. 319 (1976).
320. See Green, supra note 244, at 110-11 (indicating that the first step of the Ma-

thews balancing test, which courts use to determine which procedures are required for
due process, is to evaluate the nature of the private interest affected), with supra notes
240-249 and accompanying text (outlining potential procedural shortcomings of current
IRB regulations).

321. Compare Hamburger, supra note 257, at 271 (noting that researchers may not
engage in research on human subjects without IRB approval) with Chemerinsky, supra
note 240, at 872 (explaining that in terms of due process, a deprivation occurs where
party has taken away a person's life, liberty, or property).

322. See Hamburger, supra note 257, at 292 (indicating that an office of the Depart-
ment of Health and Human Services ("DHHS") has stated that IRBs can oversee quality
improvement studies in medicine and that IRBs have jurisdiction over largely nonscien-
tific inquiry in social science and the humanities).

323. See id. at 292 (indicating that an office of the DHHS has stated that IRBs can
regulate quality improvement studies in medicine and that IRBs have jurisdiction over
largely nonscientific inquiry in social science); see also id. at 271 (noting that without
IRB permission, researchers cannot perform research on human subjects).

1310 [Vol. 43
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One area in which researchers have substantial liberty interests
is First Amendment free speech and press. 3 2 4 An example of the ex-
tent of these interests is provided by an instance in which an IRB at
the University of Illinois went so far as to try to regulate the content of
a literary essay.3 25 In this case, a creative literature professor at the
university requested that his students tell stories about themselves
using creative writing techniques. 326  The professor subsequently
composed an essay exploring this teaching experience utilizing the
same creative writing methods.3 2 7 The Kenyon Review later accepted
the professor's essay for publication. 328 However, before the Kenyon
Review could publish the essay, the governing IRB accused the profes-
sor of bad research practices because of his failure to obtain the stu-
dents' permission prior to making reference to them and their
depictions of their experiences. 3 2 9 On this account, the chair of the
IRB threatened to prohibit publication of the essay in the event the
professor refused to withdraw it from consideration by the Kenyon Re-
view.3 3 0 This example illustrates how a broad definition of research
gives some IRBs a sense that they have the power to scrutinize even
verbal research before creation, let alone publication.3 31 It also dem-
onstrates the wide potential range of researchers' interests that are at
stake in IRB review. 33 2

324. See generally Hamburger, supra note 257 (discussing the rights of researchers'
to free speech and the press and the substantial infringement of these constitutional
rights in the IRB context); see also generally Hamburger, supra note 271 (addressing
the impact of licensing of speech and the press by IRBs on researchers); see also NOWAK

ET AL., supra note 241 at § 13.4 (indicating that the deprivation of a protected constitu-
tional right constitutes an obvious deprivation of liberty).

325. See Hamburger, supra note 257, at 293 (describing the expensive nature of
modern IRB review in terms of an expansive definition of the term research).

326. Id. The specific writing technique used in this case is known as "creative non-
fiction" and attempts to self-consciously investigate the subjective character of endeav-
ors to depict truth. Id.

327. Id.
328. Id.
329. Id. The Executive Secretary of the IRB was particularly concerned that the

"article discussed the moral dilemmas" that the professor faced "when a student in a
creative writing class submitted an essay suggesting the student had taken part in a
gang-related murder some years earlier." Id.

330. Id. The professor's colleagues were eventually able to persuade the IRB to al-
low publication of the essay. Id.

331. See id. (referring to an instance where an IRB at the University of Illinois
threatened to prohibit publication of an essay in the event the authoring professor re-
fused to withdraw it from consideration by the Kenyon Review and noting that "these
events suggest how the expansive definition of 'research' leaves some IRBs with a sense
that even in the humanities they have a power to examine merely verbal 'research'
before it is undertaken, let alone published.").

332. See id. (detailing an instance where, before an authoring professor's essay was
published, the governing IRB accused the professor of bad research practices because of
his failure to obtain students' permission prior to making reference to them and their
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Scholars have also considered the possibility that a right to re-
search is a constitutionally protected right.3 33 These scholars have
argued whether such a right is grounded in the freedom of thought
and inquiry protected by the First Amendment or the unenumerated
fundamental liberty interests of the Due Process Clauses of the Fifth
and Fourteenth Amendments. 3 34 More specifically, although the Su-
preme Court of the United States has consistently held that the First
Amendment protects a sphere of spirit and intellect reserved from offi-
cial control, it is at least arguable as to whether this protected sphere
is broad enough to encompass a right to research.3 3 5 Because the
right to academic freedom, the right to research and the right to in-
quiry are arguably and potentially constitutional rights, the nature of
the liberty interests involved in IRB regulation may even be of a con-
stitutionally protected nature. 33 6

The potential benefit of research results also helps frame the im-
portance of a researcher's interest in performing research. 3 37 More
specifically, the development of research itself promises the evolution
of new treatments that extend and improve the quality of life and help
prevent disease. 338 The sustained development of conventional thera-
pies, along with the rapidly evolving sciences of proteomics and genet-
ics, offer the hope of cure or treatment for currently untreatable
ailments, and ultimately may revolutionize the practice of
medicine. 339 Because of the profound potential of research, a re-
searcher's interest to engage in such research carries a similarly high
level of importance. 340

depictions of their experiences in the essay, and on this account, threatened to prohibit
publication of the article).

333. See Weinstein, supra note 273, at 543-44 (discussing enumerated rights under
which IRB review must fall and identifying the Fifth and Fourteenth Amendment Due
Process Clauses as possible sources).

334. Id. at 543-45.
335. Id. at 543.
336. Compare id. at 543-44, 558 (discussing the possibility that the right to re-

search, the right to academic freedom, and the right to inquiry are constitutional
rights), with supra notes 268-279 and accompanying text (describing the nature of lib-
erty interests involved in IRB regulation).

337. Compare Barbara A. Noah, Bioethical Malpractice: Risk and Responsibility in
Human Research, 7 J. HEALTH CARE L. & POL'Y 175, 175 (2004) (noting that research
has the potential to revolutionize treatments and relieve human suffering) with Green,
supra note 244, at 110-11 (indicating that the first step of the Mathews balancing test,
which courts use to determine which procedures are required for due process, is to eval-
uate the nature of the private interest affected).

338. Noah, supra note 337, at 175.
339. Id.
340. Compare supra note 339 and accompanying text (describing the importance of

research development), with Mark A. Rothstein, Improve Privacy in Research by Elimi-
nating Informed Consent? IOM Report Misses the Mark, 37 J.L. MED. & ETHICS 507,

[Vol. 431312
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b. The Risk that the Absence of a Researcher's Right to Appeal
Will Lead to Incorrect Decisions and the Chances that a
Right to Appeal Would Lead to Correct Decisions

The second element of the Mathews v. Eldridge34 1 balancing test
is the potential that additional procedures have to improve the fact-
finding accuracy.3 4 2 This element evaluates the ability of supplemen-
tary procedures to reduce the risk of an erroneous deprivation.34 3

More specifically, the conditions the decision-maker must consider
are: (1) the risk that the procedures used cause an erroneous depriva-
tion, and (2) the probable value of substitute or additional procedural
safeguards.3 44 One potential additional procedural safeguard to insti-
tutional review board ("IRB") function is an appeals process. 34 5 Cur-
rent IRB regulations do not provide a process by which researchers
can seek an appeal from an IRB decision.34 6 By including such a pro-
cess, IRB regulations would ensure an effective additional safeguard
against erroneous IRB decisions. 34 7

Under current IRB regulations, there is a high risk of erroneous
IRB deprivations. 348 For example, IRBs routinely delay research be-
cause IRBs request modifications from the researcher. 349 Under cur-
rent federal IRB regulations, if a researcher needs to conduct an
interview of an elderly musician or author, then the researcher must

510 (2009) (noting that biomedical research is unquestionably a social good and needs to
be funded, encouraged, nurtured, supported, and free from excessive regulation).

341. 424 U.S. 319 (1976).
342. See Chemerinsky, supra note 240, at 889 (indicating that when applying the

Mathews balancing test, one element that a court must consider is the potential that
additional procedures have to improve the fact finding accuracy); see also Green, supra
note 244, at 112 (calling the test cited in Mathews v. Eldridge the Mathews balancing
test).

343. Id.
344. See Mathews v. Eldridge, 424 U.S. 319, 335 (1976) (indicating that the second

factor of the balancing test used by the court in the case is "the risk of an erroneous
deprivation of such interest through the procedures used, and the probable value, if any,
of additional or substitute procedural safeguards"); see also Green, supra note 244, at
112 (calling the test cited in Mathews v. Eldridge the Mathews balancing test).

345. See Steven Shavell, The Appeals Process and Adjudicator Incentives, 35 J. LE-
GAL STUD. 1, 1 (2006) (indicating that the "appeals process leads to the making of better
decisions because it constitutes a threat to adjudicators whose decisions would deviate
too much from socially desirable ones.").

346. See Coleman, supra note 246 at 43 (indicating that as currently implemented,
IRBs do not rely on appellate review to limit their discretion). In addition, IRBs do not
rely on precedent to limit their discretion. Id.

347. See infra notes 344-346 and accompanying text.

348. See Hamburger, supra note 257 at 343-46 (indicating that under current IRB
regulations IRBs delay research, "directly suppress speech and the press[,]" interfere
with research methodology, eliminate researchers' ability to work anonymously, and
require an unduly burdensome amount of time and paperwork for approval).

349. See id. at 343-44 (providing examples of potential injuries caused by IRBs).
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first obtain IRB approval. 350 While approval is pending the human
subject could, in some instances, die.35 1 Similarly, if a researcher
wanted to conduct a survey of how Americans viewed a recent political
scandal, then the public could have long forgotten the scandal before
the researcher obtained IRB approval. 35 2

IRB interference with research methodology allowed by current
IRB regulations also detracts from the quality of research con-
ducted. 3 53 According to a 1998 study, fifty-five percent of IRB mem-
bers reported their belief that their IRB decisions improved the
quality of research on human subjects; however, only thirty-seven per-
cent of researchers agreed.3 5 4 An example of methodological interfer-
ence occurs where IRBs refuse to appreciate the benefits of what they
regard as unorthodox research methods and therefore automatically
decide that the risks outweigh the benefits.3 55

Another potential deprivation the current IRB regulations allow
is the suppression of speech and press.35 6 IRBs review interview pro-
posals and frequently demand that researchers alter or drop certain
questions. 3 5 7 By one account, IRBs request modifications by research-
ers in more than eighty percent of research proposals. 358 Therefore,
every year IRBs compel changes on tens of thousands, if not more
than 100,000, research proposals. 35 9 IRBs also insist on reviewing
written versions of these questions and requiring researchers to
strictly adhere to them.360 This IRB action has the effect of prevent-
ing researchers from spontaneously pursuing paths of inquiry that be-
come available during an interview. 36 1 The large number of IRB

350. See id. at 344 (indicating that a professor waiting to conduct an interview may
have to worry that the subject will die before research is approved by an IRB).

351. See id. at 344 (noting that in some cases an interviewer must worry that the
subject will die before research is approved).

352. See id. at 343-44 (noting that "[i]f a social science researcher wants to ask
Americans what they think about a recent political scandal or how they plan to vote, he
must often wait for approval of his questions and methods, by which time the scandal
may be long forgotten and the election may be over.").

353. See id. at 346 (stating that "IRBs frequently interfere with methodology, and
although they claim that they thereby improve research, they in fact may have the op-
posite effect.").

354. Id. at 346 n.172, n.175.
355. Id. at 346.
356. See id. at 346 (indicating that injuries caused by IRBs include direct suppres-

sion of speech and the press).
357. Id. at 345.
358. Id.
359. Id.
360. Id.
361. See id. (noting that "IRBs frequently require researchers to submit their ques-

tions to the IRB in writing, and then demand that the researchers drop or alter their
questions . . . many researchers are reluctant to prepare written questions, for this

1314 [Vol. 43
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interferences that current IRB regulations allow illustrates the high
risk that the IRB procedures used cause an erroneous deprivation.3 6 2

The ability of a researcher to appeal an IRB decision would reduce
the risk of erroneous deprivation by an IRB. 3 6 3 One function of an
appeals process is to correct mistakes made by the initial decision-
maker.36 4 In the context of the court system, trial courts make errors
and appellate courts work to correct those errors. 36 5 The United
States Supreme Court's decision in Thompson v. Oklahoma366 is a
poignant example of where an appeals process prevented judicial er-
ror.3 6 7 In Thompson, the Court reversed a ruling by the Oklahoma
Court of Criminal Appeals sentencing a defendant to death for a crime
committed when the defendant was fifteen years old.368 The Court
specifically determined that such a sentence was unconstitutional
under the Eighth and Fourteenth Amendments. 3 69 The principle that
appeals courts actually do overturn erroneous decisions more fre-
quently than correct decisions is also very plausible. 370 Therefore, be-
cause one of the key roles of an appeals process is to correct mistakes,
and because appeals procedures do correct mistakes, the presence of
such a process in the IRB context would provide a means by which
erroneous IRB decisions including those resulting in the suppression

stifles conversation and prevents the researchers from spontaneously following paths of
inquiry.").

362. Compare generally 45 C.F.R. pt. 46 (including no provisions preventing IRBs
from requiring researchers to adhere strictly to approved IRB interview questions), with
Mathews, 424 U.S. at 335 (indicating that the second factor of the balancing test set
forth by the court is "the risk of an erroneous deprivation of such interest through the
procedures used, and the probable value, if any, of additional or substitute procedural
safeguards"), and Hamburger, supra note 257, at 345 (noting that IRBs stultify re-
searchers from spontaneously pursuing paths of inquiry that become available during
an interview by requiring that the researchers adhere strictly to questions approved by
an IRB).

363. See infra notes 364-371 and accompanying text.
364. Christopher R. Drahozal, Judicial Incentives and the Appeals Process, 51 SMU

L. REV. 469, 469 (1998).
365. See Drahozal, supra note 364, at 469, 470 (describing the appellate process in

the court system). Steven Shavell, the Samuel R. Rosenthal Professor of Law and Eco-
nomics at Harvard Law School, has also argued that a process of appeals is superior to
the alternative of enhancing the ability of trial courts to prevent mistakes. Id. at 470;
Shavell, supra note 345, at n.a.l. His claim is based on the idea that an appeals process
only requires resource expenditure in cases in which the appealing party has deter-
mined that an error at the trial court level was likely. Drahozal, supra note 364, at 470.

366. 487 U.S. 815 (1988).
367. See Thompson v. Oklahoma, 487 U.S. 815 (1988) (determining that the pending

execution of a defendant who committed capital crime before the age of sixteen was
unconstitutional).

368. Id. at 815.
369. Id.
370. Vikramaditya S. Khanna, Double Jeopardy's Asymmetric Appeal Rights: What

Purpose do They Serve?, 82 B.U. L. REV. 341, 370 (2002).
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of free speech, interference with research methodology, and undue de-
lays of research would be reduced. 3 7 1

The finality and authority associated with the concept of prece-
dent in an appeals process would also operate to reduce erroneous IRB
decisions.3 72 This reduction in errors results because a second func-
tion of an appeals process is setting precedent. 37 3 In countries that
utilize a common law system, appellate decisions provide precedents
that guide future case decisions. 37 4 In such a system, appeals deci-
sions are binding on other panels in the same tier and on all panels at
lower tiers, whereas decision-makers at the lowest tier are con-
strained only by previous decisions at higher tiers.3 75 Under this
method, the highest appellate decision-maker ensures that the law
created by the decision-making body is uniform.37 6 Because the char-
acteristic of precedent provides for a more uniform system of rules set
by decision-making bodies by constraining decisions made at lower de-
cision-making tiers, the implementation of an appeals process for IRB
decisions would create a system which sets controls on IRB discretion
and thereby minimizes erroneous IRB decisions. 3 7 7 Furthermore, be-
cause an appeals process works by awarding authority to a decision-
maker at higher levels, if there was such a process for an IRB decision,
then an IRB's unreasonable request to modify research or an IRB deci-
sion imposing an unreasonable delay could be appealed to a higher
authority whose decision, through precedent, would prevent expendi-
ture of resources on similar problems in the future.378

371. Compare Drahozal, supra note 364, at 469 (indicating that one function of a
process of appeal is to correct mistakes) with Khanna, supra note 370, at 370 (noting
that it is plausible that appeals courts overturn erroneous decisions more frequently
than correct decisions), and supra notes 348-362 and accompanying text (arguing that
IRB decisions resulting in the suppression of free speech, interference with research
methodology, and undue delay of research constitute erroneous decisions).

372. See infra notes 373-378 and accompanying text.
373. See Drahozal, supra note 364, at 470 (explaining that one appeals process func-

tion is lawmaking as provided by the process of making precedent).
374. Id. at 470.
375. See id. at 483 (explaining the concept of precedent by indicating that in the

American judicial system, decisions by appeals courts are binding on other courts in the
same circuit as well as all federal district courts located in the circuit however, district
court decisions are not binding on other district courts located in the same district).

376. See id. at 470 (describing the decision-making ability of the courts within the
appellate review process).

377. Compare supra notes 374, 376 and accompanying text (indicating that by
utilizing precedent, the highest appellate decision-maker ensures that the law created
by the decision-making body is uniform), with supra note 375 and accompanying text
(noting that decisions by decision-makers at the lowest tier are constrained by previous
decisions at higher tiers), and supra note 101 and accompanying text (indicating that
IRBs have very broad discretion in deciding whether or not to affect research).

378. Compare Hamburger, supra note 257, at 346 (indicating some IRB requests are
unreasonable), with supra note 374 and accompanying text (indicating that an appellate
decision-maker's authority trumps the decision of a lower authority).
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Because current IRB regulations allow for a high risk of errone-
ous deprivation by an IRB and because an appeals process would min-
imize erroneous IRB decisions, the second element of the Mathews
balancing test weighs in favor of the implementation of an appeals
process. 3 79 More specifically, current IRB regulations allow for nu-
merous potential deprivations by IRBs, including those associated
with delay of research, interference with research methodology, and
suppression of free speech. 38 0 However, in general, the appeals pro-
cess results in the making of better decisions by acting as a threat to
decision-makers whose decisions would depart too much from socially
desirable ones. 38 1 Implementing such a process would not only mini-
mize erroneous decisions by IRBs that current regulations allow but
would also provide a more uniform set of rules governing IRB
decisions.

3 82

c. The Cost to the State in Providing a Researcher the Right to
Appeal an IRB Decision

The third element required by the Mathews v. Eldridge38 3 balanc-
ing test is the interest of the state in administrative efficiency. 38 4

Under this prong, the higher the cost of the procedures to the state,
the less probable it is that they will be required. 38 5 Therefore, as ap-
plied to the potential procedural safeguard of an appeals process, the
higher the cost of such a process to the state, the less likely such a
process would be required under the Mathews balancing test.38 6 Con-
versely, the lower the cost an appeals process would impose on the
state, the more likely an appeals process would be required.3 8 7

379. Compare Chemerinsky, supra note 240, at 889 (noting that the second element
of the Mathews balancing test evaluates the ability of supplementary procedures to re-
duce the risk of an erroneous deprivation), with supra notes 348-362 and accompanying
text (indicating that current IRB regulations allow for potential erroneous depriva-
tions), and infra note 382 and accompanying text (indicating that an appeals process
would minimize erroneous IRB decisions and would provide a more uniform set of rules
governing IRBs).

380. See supra notes 348-362 and accompanying text (indicating that current IRB
regulations allow for potential erroneous deprivations associated with delay of research,
interference with research methodology, and suppression of free speech).

381. Shavell, supra note 345, at 1.
382. See supra notes 371, 377 and accompanying text (indicating that an appeals

process would provide a means by which erroneous IRB decisions would be reduced and
that a system of precedent provides for a more uniform set of rules for decision-making
bodies).

383. 424 U.S. 319 (1976).
384. Chemerinsky, supra note 240, at 889.
385. Id.; NOWAK ET AL., supra note 241, at § 13.8.
386. See Chemerinsky, supra note 240, at 871 (indicating that the higher cost of the

potential procedures, the less probable it is that they will be required).
387. See id. (indicating that the higher cost of the potential procedures, the less

probable it is that they will be required).
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Currently, institutional review board ("IRB") costs are borne by
the institution associated with the IRB. 38 8 If the cost of an appeals
process in IRB review was borne by either the institution associated
with the IRB or the appealing party, such a process would result in
little or no additional state expense. 38 9 If the IRB practice also incor-
porated the cost of an appeals process, the state would bear minimal
additional expense by requiring such a process.390 Comparably, in the
federal judicial system, the unsuccessful party on appeal is responsi-
ble for covering the cost of an appeal.3 9 1 Therefore, if the unsuccessful
appealing party in the IRB system was responsible for costs associated
with the appeal, as such a party is in the federal judicial system, then
little or no expense to the state would result.3 92 Because little or no
cost would fall on the state if cost allocation of an IRB appeals process
followed the current model for IRB cost allocation or followed the ex-
ample of the judicial system, it is probable that such a process would
be required under the Mathews balancing test if IRB regulations allo-
cated costs accordingly. 39 3

2. The Mathews Balancing Test Applied: Interactions with Media
and Other Publicity

A right relating to limiting institutional review board ("IRB") in-
teraction with the media that is initiated by an IRB prior to its review
as a procedural protection has been an issue in at least one case where
a researcher sued an IRB based on its rejection of his research propo-

388. See Bledsoe et al., supra note 257, at 633 (noting that a particular statement to
medical researchers sought to rescue Northwestern University from risks associated
with the research including administrative IRB costs); see also David A. Hyman, Insti-
tutional Review Boards: Is This the Least Worst We Can Do?, 101 NW. U. L. REV. 749,
769 (2007) (indicating that "[m]ost of the cost of research oversight is externalized. The
federal government requires the use of IRBs for federally funded research, but it does
not pay its fair share of those costs.").

389. See supra note 388 and accompanying text; see also infra notes 390-393 and
accompanying text.

390. See supra note 388 and accompanying text (indicating that costs related to IRB
function are borne mainly by the institutions associated with that IRB).

391. FED. R. Crv. P. 76(a); Sargent v. Coolidge, 399 A.2d 1333, 1345 (Me. 1979); Am.
Jur. 2d Appellate Review § 857 (2009).

392. See supra note 391 and accompanying text (indicating that in the judicial sys-
tem, the party loosing on appeal bears the cost of the appeal).

393. Compare supra note 387 and accompanying text (indicating that the lower the
cost of an appeals process on the government, the more likely such a process would be
required), with supra note 392 and accompanying text (noting that if costs of an IRB
appeals process are borne by the institution associated with the IRB, little or no cost
would fall on the government), and supra note 390 and accompanying text (noting that
if costs of an IRB appeals process are borne by the unsuccessful appealing party, little or
no cost would fall on the government).
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sal.39 4 In Halikas v. University of Minnesota,3 95 a researcher at the
University of Minnesota sued the institution claiming that its IRB had
violated procedural due process, in part, by issuing a press release
condemning the project even though the IRB had not yet officially
voted to move forward with an investigation. 39 6 In spite of the large
potential effect limiting or a right to limit IRB media interaction could
have on public opinion regarding a research project, such a right for a
researcher or an IRB is notably absent from current IRB
regulations.

39 7

Under the Mathews v. Eldridge398 balancing test analysis, the
first factor is the significance of the person's interest. 39 9 In consider-
ing a researcher's right to prevent an IRB's media interaction prior to
IRB review, the relevant private interest is that of the researchers
whose proposals an IRB fully or partially rejects. 40 0 Because the rele-
vant private interest is the same in considering a researcher's right to
prevent an IRB's media interaction as in considering a researcher's
right to appeal an IRB decision, the analysis for the first factor of the
Mathews balancing test in the context of a right to appeal applies here
as well.4 01

394. See Robert J. Katerberg, Institutional Review Boards, Research on Children,
and Informed Consent of Parents: Walking the Tightrope Between Encouraging Vital
Experimentation and Protecting Subjects' Rights, 24 J.C. & U.L. 545, 576 (1998) (refer-
ring to a case in which the plaintiff "objected to numerous procedural blunders" by an
IRB including issuing a press release condemning the research project even though the
IRB had not yet voted to proceed with an investigation).

395. 856 F.Supp. 1331 (D. Minn. 1994).
396. Halikas v. University of Minnesota, 856 F. Supp. 1331, 1332 (D. Minn. 1994);

Katerberg, supra note 394, at 576.

397. See generally 45 C.F.R. pt. 46 (failing to address a researcher's right to limit
media interaction); see also Katerberg, supra note 394, at 576 (citing the IRB's action in
issuing a press release condemning a researcher's proposed project before its IRB re-
view as one of a number of claimed "procedural blunders" committed by the IRB in its
investigation associated with the Halikas case).

398. 424 U.S. 319 (1976).
399. Chemerinsky, supra note 240, at 888; see Mathews, 424 U.S. at 335 (indicating

that "[flirst, the private interest that will be affected by the official action . . ").
400. See Katerberg, supra note 394, at 576 (indicating that in Halikas the re-

searcher whose proposal was rejected objected to the IRB's action of issuing a press
release condemning his research before the IRB voted on his proposal).

401. See supra notes 321, 400 and accompanying text (noting that the relevant pri-
vate interest in both a researcher's right to prevent an IRB's media interaction and in
considering a researcher's right to appeal an IRB decision, is that of the researchers
whose proposals an IRB rejects, in full or in part).
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a. The Risk That Either Not Limiting or Providing No Right to
Prevent an IRB's Interaction With Media Initiated by
the IRB Prior to Its Review Will Lead to
Incorrect IRB Decisions and the Chances
That Such a Rule or Right Would Lead to Correct Decisions

The second factor that a decision-maker must consider when ap-
plying the Mathews v. Eldridge40 2 balancing test is the potential that
additional procedures have to improve the fact-finding accuracy. 40 3

This element evaluates the ability of supplementary procedures to re-
duce the risk of an erroneous deprivation. 40 4 Here, the relevant addi-
tional procedures are protection from an institutional review board's
("IRB's") discretion to communicate with the media prior to full IRB
review. 40 5 In a Mathews balancing test analysis, protection from an
IRB's discretion to communicate with the media prior to full IRB re-
view has the potential to affect IRB review of a case.40 6 Such a protec-
tion has this potential because if an IRB issued a public statement
regarding a research proposal before full IRB review, then the weight
of public opinion or pressure could affect an IRB's decision regarding
the proposal. 40 7 However, if an IRB allowed limited or no media con-
tact concerning the subject of a proposal prior to the IRB review, then
the review would be more free from undue social or political pressures
that could result.40 8 Therefore, because of the significant influence
that public opinion can have on an IRB decision, limiting an IRB's
interaction with media initiated by the IRB prior to its review would
help assure an IRB's fair decision regarding a research proposal. 40 9

402. 424 U.S. 319 (1976).
403. See Chemerinsky, supra note 240, at 889 (describing the court's role as a deci-

sion-maker).
404. Id.
405. See infra notes 406-408 and accompanying text.
406. See Jonathan Moss, If Institutional Review Boards Were Declared Unconstitu-

tional, They Would Have to be Reinvented, 101 NW. U. L. REV. 801, 803-04 (2007) (not-
ing the significant effect public scrutiny associated with negative media coverage of a
research project can have on an IRB and an institution); see also Katerberg, supra note
394, at 576 (citing the IRB's action in issuing a press release condemning a researcher's
proposed project before its IRB review as one of a number of claimed "procedural blun-
ders" committed by the IRB in its investigation associated with the Halikas case).

407. See supra note 406 and accompanying text.
408. See Moss, supra note 406, at 803-04 (describing the weeding out process of po-

litically sensitive studies that receive negative media coverage and indicating that pub-
lic opinion and scrutiny can, and has, significantly impacted IRB disapproval of
research).

409. See supra note 408 and accompanying text.
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b. The Cost to the State of Limiting or Providing Researchers the
Right to Prevent an IRB's Interaction With Media
Initiated by the IRB Prior to Its Review

The third element required by a Mathews v. Eldridge4 10 balanc-
ing test analysis is the interest of the state in administrative or finan-
cial efficiency.4 1 1 This state interest is such that the higher the cost of
the procedures, the less probable it is that they will be required.4 12

Preventing or limiting media contact by an institutional review board
("IRB") concerning the subject of the proposal before IRB review would
pose little or no state cost.4 1 3 Such a measure would pose little or no
state cost because the legislative process distributes the costs of for-
mulating, passing, and enforcing legislation to the general populace of
taxpayers. 4 14 Also, the actual costs to legislators of drafting and en-
acting legislation are primarily opportunity costs rather than finan-
cial costs. 4 15 These costs specifically consist of allocations of staff,
political capital, and time which the legislator already employs for en-
acting legislation.4 16 Additionally, most IRB decisions regarding re-
search proposals are not the subject of media scrutiny or comment
prior to their IRB review. 4 17 Therefore, media scrutiny does not affect
most IRB decisions and any cost associated with limiting media con-
tact, aside from that of creating legislation, would be restricted to the
decisions receiving scrutiny. 4 18 Furthermore, if the added legislation
is careful to avoid subjecting the state or IRBs to additional legal obli-
gations, then there should be no additional costs associated with addi-
tional duties. 4 19

410. 424 U.S. 319 (1976).
411. Chemerinsky, supra note 240, at 889.
412. Id.
413. See infra notes 414-418 and accompanying text.
414. See Kyle C. Johnson, Letting the Free Market Distribute Environmental Re-

sources, 17 WM. & MARY J. ENVTL. L. 79, 93 (1992) (indicating that the legislative pro-
cess distributes the costs of formulating, passing, and enforcing legislation to the
general populace of taxpayers).

415. Matthew C. Stephenson, The Price of Public Action: Constitutional Doctrine
and the Judicial Manipulation of Legislative Enactment Costs, 118 YALE L.J. 2, 12
(2008).

416. See Stephenson, supra note 415, at 12 (inferring that the opportunity costs out-
weigh the financial costs of enacting legislation).

417. See Coleman, supra note 246, at 15 (indicating that "[tihe only time most IRB
decisions receive serious scrutiny is in the rare event that an investigation or lawsuit is
initiated following a significant injury").

418. See id. (indicating that "[tihe only time most IRB decisions receive serious scru-
tiny is in the rare event that an investigation or lawsuit is initiated following a signifi-
cant injury").

419. See generally 45 C.F.R. § 46.112 (providing a current IRB guideline regarding
supplementary review of an IRB decision by officials of an institution and subjecting the
IRBs and the government to no legal duties or associated costs).
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D. THE RIGHT To RESEARCH MAY BE A CONSTITUTIONALLY

PROTECTED RIGHT OF LIBERTY

To determine what procedures procedural due process requires,
there must first be a deprivation of life, liberty, or property. 420 Be-
cause of the sequential nature of this analysis and because current
institutional review board ("IRB") regulations do not comport with the
requirements of procedural due process under the Mathews v. El-
dridgea2 1 balancing test, it is foreseeable that people opposing an ar-
gument that IRB regulations do not provide sufficient procedural due
process protections would dispute the existence of a deprivation of lib-
erty in the IRB context. 4 22 However, in a dispute concerning procedu-
ral due process, state refusal of a person's freedom to exercise a
protected constitutional right constitutes an obvious deprivation of
liberty.4 23 Some scholars have argued that there is a constitutionally
based right to research or scientific inquiry. 42 4 If such a right exists,
certain IRB actions could constitute an obvious deprivation of liberty,
thereby refuting arguments questioning the existence of a deprivation
of liberty in the IRB context. 4 2 5

To be more specific, either the Due Process Clauses of the Fifth
and Fourteenth Amendments or the First Amendment might protect a
right to scientific inquiry.4 26 Although the Supreme Court of the
United States has never addressed a statute concerning scientific in-
quiry directly, arguments for protecting a right to scientific inquiry

420. Chemerinsky, supra note 240, at 888.
421. 424 U.S. 319 (1976).
422. See id. (stressing the sequence in a procedural due process argument that if no

deprivation of liberty, life, or property exists, the question of what procedures due pro-
cess requires is never reached); see also supra notes 267-279 and accompanying text
(explaining that IRB actions could constitute deprivations of liberty); see also supra
notes 240-249 and accompanying text (indicating that current IRB regulations are in-
sufficient under the Mathews balancing test).

423. NOWAK ET AL., supra note 241 at § 13.4.
424. Weinstein, supra note 273, at 542-44 (discussing enumerated rights under

which IRB review must fall and identifying the Fifth and Fourteenth Amendment Due
Process Clauses as possible sources); Taylor, supra note 279, at 386.

425. See NOWAK ET AL., supra note 241, at §13.4 (indicating that arguments disput-
ing a person's deprivation of liberty would fail by referring to such a deprivation as
"obvious"). Notably however, IRBs appear to violate researchers' constitutional rights
to speech and the press. See generally Hamburger, supra note 257 (discussing the
rights of researchers' to free speech and the press and the substantial infringement of
these constitutional rights in the IRB context); see also generally Hamburger, supra
note 271 (discussing the IRB system as it regulates research in an unconstitutional
manner by licensing the press and speech). This violation constitutes an obvious depri-
vation of "liberty." Compare generally Hamburger, supra note 257 (discussing the
rights of researchers' to free speech and the press and the substantial infringement of
these constitutional rights in the IRB context), with NOWAK ET AL., supra note 241, at
§ 13.4 (indicating that government refusal of a person's freedom to exercise a protected
constitutional right constitutes an obvious deprivation of liberty).

426. Taylor, supra note 279, at 386.
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have appeared in Court decisions in dicta.4 27 This dicta has led some
scholars to argue that the protection of a right to scientific inquiry
under the First Amendment might be justified by the contribution of
scientific inquiry to the marketplace of ideas, as well as the knowledge
generated by scientific inquiry.4 28 In the alternative, the Due Process
Clauses could protect a right of scientific inquiry or investigation as a
fundamental liberty. 29 James Weinstein, a professor of law at Ari-
zona State University, has specifically argued in favor of the latter
belief, claiming that an expansive conception of freedom of thought
that would include a right of inquiry that encompasses research has
no connection to freedom of speech, religion, or other liberty expressly
provided for by the First Amendment.4 30

One case to address a possible right to research or scientific in-
quiry in dicta was Meyer v. Nebraska,43 1 in which the Court struck
down a law that prohibited teaching students foreign languages before
they passed the eighth grade.43 2 In Meyer, the Court determined in
dicta that the Due Process Clause of the Fifth Amendment was broad
in scope. 4 33 The Court stated that without question, it denotes not
only freedom from physical restraint but also the right of the individ-
ual to engage in the common occupations of life, to contract, and to
acquire useful knowledge. 4 34 Such a broad scope for liberty would
seem to encompass the acquisition of knowledge by scientists acting in
pursuit of their occupation. 4 35

In a subsequent case, Sweezy v. New Hampshire,43 6 the Court ac-
ted to protect the right to give a lecture at a university and, in doing
so, identified a broad scope for the Due Process Clause.4 3 7 In Sweezy,
the Court reasoned that, to impose a straitjacket upon intellectual
leaders at universities and colleges would imperil the United States'
future.438 The Court also opined that students and teachers must al-
ways remain free to study, evaluate, and inquire, to gain new under-
standing and maturity; lest civilization stagnate and die, and that the

427. Id.
428. Id. at 386-88.
429. Id. at 386.
430. Weinstein, supra note 273, at 543-44.
431. 262 U.S. 390 (1923).
432. Taylor, supra note 279, at 389.
433. Id.
434. Meyer 262 U.S. at 399.
435. John A. Robertson, The Scientist's Right to Research: A Constitutional Analy-

sis, 51 S. CAL. L. REV. 1203, 1212 (1977).
436. 354 U.S. 234 (1957).
437. Taylor, supra note 279, at 390.
438. Sweezy v. New Hampshire, 354 U.S. 234, 250 (1957).
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Court saw no circumstance wherein a state interest would justify a
violation of the right to intellectual inquiry.4 39

Further judicial consideration of a right to research founded in
the Due Process Clause of the Fourteenth Amendment occurred more
recently when, in the case Margaret S. v. Treen,440 the United States
District Court for the Eastern District of Louisiana applied that clause
to a fetal research statute.44 1 The case specifically concerned a Louisi-
ana statute enacted soon after Roe v. Wade4 4 2 that declared unborn
fetuses to be human beings after the moment of conception. 44 3 The
state statute also prohibited experimentation on a child whose birth
occurred as a consequence of an abortion, regardless of whether an
actor aborted the fetus dead or alive. 44 4 Relying on Meyer, the district
court held this latter part of the statute unconstitutional, reasoning
that because scientific research is a common occupation, the Due Pro-
cess Clause safeguards the right to scientific research and therefore a
state cannot arbitrarily infringe on this right.4 45

Several other Supreme Court decisions imply that a right to sci-
entific discourse and inquiry is instead grounded in the protection of
the marketplace of ideas provided by the First Amendment.4 4 6 One of
these decisions is Roth v. United States,44 7 in which the Court stated
that the First Amendment was created to assure an unfettered ex-
change of ideas for the bringing about of social and political changes
wanted by the people. 4 48 To support this interpretation, the Court
quoted a 1774 letter from the Continental Congress noting that the
reasons for freedom of the press encompass the advancement of sci-
ence, truth, arts, and morality as well as the promotion of unity be-
tween citizens and communication between them.4 4 9 Under these
principles, the First Amendment safeguards any idea with social
value unless it impedes on more important interests.4 50

In Miller v. California,4 5 1 the Court amplified this position when
it provided specific guidelines for speech that fell under First Amend-

439. Sweezy, 354 U.S. at 250-51.
440. 597 F. Supp. 636 (E.D. La. 1984).
441. Taylor, supra note 279, at 391.
442. 410 U.S. 113 (1973).
443. Taylor, supra note 279, at 391. Roe v. Wade invalidated Texas criminal abor-

tion statutes by declaring them unconstitutional. 410 U.S. 113, 166 (1973).
444. Taylor, supra note 279, at 391.
445. Id.
446. Id. at 387.
447. 354 U.S. 476 (1957).
448. Roth v. United States, 354 U.S. 476, 484 (1957). Roth v. United States con-

cerned a challenge to state laws addressing obscenity. Taylor, supra note 279, at 386.
449. Taylor, supra note 279, at 386-87.
450. Id. at 387.
451. 413 U.S. 15 (1973).
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ment protection.4 5 2 One of these guidelines that the Court indicated a
trier of fact should analyze was whether the work, considered as a
whole, lacks serious political, artistic, literary, or scientific value. 45 3

Also, in the case Griswold v. Connecticut,45 4 the Court noted that in
accordance with the spirit of the First Amendment, the state may not
narrow the spectrum of available knowledge.4 5 5 In another case ad-
dressing obscenity, the United States District Court for the Northern
District of Indiana construed this position of Griswold to include the
right of scholars to perform research and further the state of man's
knowledge.

45 6

Collectively, decisions including Roth, Miller, and Griswold sug-
gest that the protection of the marketplace of ideas provided by the
First Amendment includes scientific discourse and inquiry.4 5 7 Also,
in consideration of Meyer, Sweezy, and Treen, it appears that although
the Court has not expressly recognized such a right, the Due Process
Clauses of the Fifth and Fourteenth Amendments are possible sources
for such a right.4 58  However, even if there is no constitutionally
founded right to research, IRBs appear to violate researchers' consti-
tutional rights to speech and the press. 45 9 This violation constitutes
an obvious deprivation of liberty. 460 Therefore, IRBs deprive re-
searchers of a liberty interest when IRBs operate to affect research
and consequently, arguments disputing such a deprivation fail.4 6 1

IV. CONCLUSION

Research on human subjects provides the necessary bridge from
theory to practical application and holds a profound potential for the

452. Taylor, supra note 279, at 387.
453. Id.
454. 381 U.S. 479 (1965).
455. Taylor, supra note 279, at 387.
456. Id. (citing Henley v. Wise, 303 F. Supp. 62, 66 (N.D. Ind. 1969)).
457. Id.
458. See supra notes 431-445 and accompanying text; see also Taylor, supra note

279, at 386 (indicating "the Due Process Clauses might protect scientific inquiry as a
fundamental liberty." ).

459. See generally Hamburger, supra note 257 (discussing the rights of researchers'
to free speech and the press and the substantial infringement of these constitutional
rights in the IRB context); see also generally Hamburger, supra note 271 (discussing the
IRB system as it regulates research in an unconstitutional manner by licensing the
press and speech).

460. Compare generally Hamburger, supra note 257 (discussing the rights of re-
searchers' to free speech and the press and the substantial infringement of these consti-
tutional rights in the IRB context), with NOWAK ET AL., supra note 241, at § 13.4
(indicating that government refusal of a person's freedom to exercise a protected consti-
tutional right constitutes an obvious deprivation of liberty).

461. See supra at notes 172-182 and accompanying text.
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future of human societies. 46 2 Institutional review boards ("IRBs") in-
disputably play an instrumental role in protecting human subjects in-
volved in such research.4 6 3 However, current federal IRB regulations
fail to set researchers up to function in an ideal way and even infringe
on their rights. 46 4 This Article has advanced the argument that fed-
eral regulations governing IRBs are unconstitutional because they fail
to provide procedural due process ensured by the Fifth and Four-
teenth Amendments.465

This Article first provided an overview of IRBs and procedural
due process.4 6 6 Next, the Article evaluated the appropriateness of
utilizing a procedural due process analysis to evaluate the constitu-
tionality of IRB regulations. 46 7 After noting that such an evaluation
was appropriate, the Article evaluated current IRB function in terms
of the Mathews v. Eldridge4 68 balancing test.4 69 Additionally, the Ar-
ticle considered and responded to a possible objection to the suitability
of using a procedural due process analysis on IRB regulations. 4 70

For practical purposes, this Article's evaluation of current IRB
regulations using the Mathews balancing test was limited to an ap-
peals process in the IRB context and either providing a rule or a re-
searcher's right to prevent an IRB's interaction with media initiated
by the IRB prior to its review. 4 7 1 However, these evaluations are not
limiting and the reader can apply the same analysis to many other
possible procedural protections in the IRB context. Such protections
include an opportunity for a hearing, a right to present evidence, an
opportunity for reversal of a decision, a right to judicial review, a right
to an attorney, a right to informal communications regarding a deci-
sion, a right to prepare to confront opposition, an obligation of periodic
evaluation of board procedures, and many others not specifically pro-
vided for by current IRB regulations. These analyses could potentially
reveal a great number of substantial procedural shortcomings inher-
ent in current IRB regulations.

Congress or an executive agency could work to remedy procedural
shortcomings of current IRB regulations. By specifically enumerating

462. See Barbara A. Noah, Bioethical Malpractice: Risk and Responsibility in
Human Research, 7 J. HEALTH CARE L. & POL'Y 175, 175-76 (2004) (noting that evolving
sciences and the continued development of traditional treatment methods offer hope for
the future treatment of currently untreatable human diseases).

463. Noah, 25 J. LEGAL MED. at 293.
464. See supra Part III.C.1.
465. See supra Part III.
466. See supra Part II.
467. See supra Part III.A-B.
468. 424 U.S. 319 (1976).
469. See supra Part III.C.
470. See supra Part III.D.
471. See supra Part III.C.
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basic procedural protections in IRB regulations, lawmakers, policy
makers or even individual IRBs addressing their own regulations,
could eliminate many potential subjective biases of IRBs and more
fully ensure that IRB function is in accordance with the Fifth and
Fourteenth Amendments' guarantee of fundamental fairness. Practi-
cal examples of such procedural protections include an appeals pro-
cess for IRBs or a rule that IRBs can only make decisions based on
evidence presented to them. Because of the high value and low cost of
these procedural protections, as well as the profound importance of
research on human subjects, Congress or an executive agency should
amend IRB regulations to provide substantial procedural protections.
Until lawmakers or policy makers implement such changes, however,
IRBs will continue to operate with the nearly unfettered discretion al-
lowed by current IRB regulations and researchers will continue to be
dispossessed of procedural due process protections ensured to them by
the Fifth and Fourteenth Amendments.4 7 2
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