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Abstract
In 1974, the Center for Law and Health Sciences at the Boston University School of Law provided legal
background papers on informed consent to research to the newly created National Commission for the
Protection of Human Subjects of Biomedical and Behavioral Sciences. These papers were written by George
J. Annas, theCenter’sDirector, aswell as Barbara F.Katz and I,whowere staff attorneys at the time. These papers
can be found in the appendices to the Commission reports1 and in our book Informed Consent to Human
Experimentation: The Subject’s Dilemma,2 in which we present a refined version of those papers. This project
introducedme to theworld of human research ethics and the complexities of protecting the rights andwelfare of
research subjects.3Over thepast fiftyyears, I have saton InstitutionalReviewBoards (IRBs), beenamemberof the
FDA’s Pediatric ResearchAdvisory Board, and engaged in varying activities related to human subject protection.
During this time, I took for granted that consent forms were the best method for ensuring that subjects were
thoroughly informed about all aspects of the proposed research. Like many IRB members, I spent considerable
time reviewing, editing, and debating with other IRB members about the precise wording of these forms.
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In 1974, the Center for Law and Health Sciences at the Boston University School of Law provided legal
background papers on informed consent to research to the newly created National Commission for the
Protection of Human Subjects of Biomedical and Behavioral Sciences. These papers were written by
George J. Annas, the Center’s Director, as well as Barbara F. Katz and I, who were staff attorneys at the
time. These papers can be found in the appendices to the Commission reports1 and in our book Informed
Consent to Human Experimentation: The Subject’s Dilemma,2 in which we present a refined version of
those papers. This project introduced me to the world of human research ethics and the complexities of
protecting the rights and welfare of research subjects.3 Over the past fifty years, I have sat on Institutional
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1E.g., George J. Annas, Leonard H. Glantz & Barbara F. Katz, Law of Informed Consent in Human Experimentation: Children, in
N’C’   P. H. S  B. & B. R., R IC: A
 R  R 2-1 (1977); George J. Annas, Leonard H. Glantz & Barbara F. Katz, Law of Informed
Consent inHumanExperimentation: InstitutionalizedMentally Infirm, inN’C’  P.H. S 
B. & B. R., A  R I T I M I 3-1 (1978).

2G J. A, L H. G & B F. K, I C  H E: T
S’ D (1977).

3In this essay I refer to people who are acted upon by researchers as human subjects. It has become the practice of many
writers to refer to human subjects as “participants.” Certainly, human subjects are participants in research, just as principal
investigators, statisticians, research nurses, and research coordinators are participants. These descriptive designations enable us
to understand the specific role of each participant. The only participants who are called “participants” are research subjects,
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Review Boards (IRBs), been a member of the FDA’s Pediatric Research Advisory Board, and engaged in
varying activities related to human subject protection. During this time, I took for granted that consent
forms were the best method for ensuring that subjects were thoroughly informed about all aspects of the
proposed research. Like many IRB members, I spent considerable time reviewing, editing, and debating
with other IRB members about the precise wording of these forms.

Having reviewed the expanding literature on the utility of consent forms, I have changed my mind.
Even a cursory look at the literature on research consent forms demonstrates widespread recognition
that they do not accomplish what they were supposed to.4 They are too long, too complex, too full of
irrelevant information, and often not understood, or even read, by potential subjects.5

Of course, I still believe it is essential that human subjects be fully informed about what investigators
are asking of them, but it has become increasingly clear that consent forms are a poor way achieving this
goal, and a poor way to document that subjects have been properly informed by investigators. In this
essay, I outline my concerns and offer an alternative that will seem radical to some and obvious to others.

Informed Consent to Therapeutic Interventions

Before “informed consent” to medical treatment, there was simply consent. Any invasion of a person’s
body required consent from that person.Without consent, invasion of another person’s body constituted
civil battery.6 This legal requirement is exemplified by themuch-quotedmaxim from Schloendorff v. The
Society of the New York Hospital that, “[e]very human being of adult years and soundmind has a right to
determine what shall be done with his own body; and a surgeon who performs an operation without his
patient’s consent, commits an assault, for which he is liable in damages.”7 The lawsuit was an action for
“trespass.”8 Mary Schloendorff went to the hospital for a stomach ailment and was found to have a lump
which appeared to be a fibroid tumor.9 To determine the exact problem, the doctor suggested an “ether
examination.”10 Ms. Schloendorff consented to the “ether examination” but specifically told her doctor
that “there must be no operation.”11 Surgery was then performed despite these explicit instructions, after
which serious complications ensued.12 The issue presented was not the lack of informed consent but
surgery with no consent at all.13

In 1960, the Supreme Court of Kansas decided a case in which, unlike in Schloendorff, the patient
consented to the bodily invasion but was provided no information about the risks of the procedure before
doing so.14 InNatanson v. Kline, Ms. Natanson was diagnosed with breast cancer and underwent a radical

which obscures their specific and important role in research. It would be technically correct to write that “participants must
obtain the informed consent of participants,” but obscuring their specific roles turns this accurate statement into gobbledygook.
It is important to recognize the role human subjects play in research, not to hide it. It is the fact that they are “subjects” that
obligates us to fashion the special protections they deserve. No other “participant” requires any protection at all.

None of the iterations of the federal regulations uses the term “participant,” but accurately refer to “human subjects” as
human subjects. I will follow their lead. It is impossible to properly discuss the regulatory requirements for the protection of
human subjects without using that term. Indeed, Part 46, Title 45 of the Code of Federal Regulations is titled “Protection of
Human Subjects.” 45 C.F.R. § 46 (2023).

4See infra notes 92–99 and accompanying text.
5See id.
6A, G & K, supra note 2, at 27.
7Schloendorff v. Soc’y of N.Y. Hosp., 105 N.E. 92, 93 (N.Y. 1914) (emphasis added). While this statement is often quoted, it

should be noted thatMs. Schloendorff’s suit was unsuccessful because she sued the hospital and not the doctors. The court held
that the duty to obtain consent rested solely on the treating doctors and that hospitals had no duty to obtain consent from their
patients. Id. at 94.

8Id. at 93.
9Id.
10Id.
11Id.
12Id.
13See id. at 95.
14Natanson v. Kline, 350 P.2d 1093, 1100–01 (Kan. 1960).
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mastectomy.15After that procedure, it was recommended that she receive cobalt radiation treatment, a new
and much more powerful intervention than previously used to treat cancer, and she agreed to the
procedure.16 Following this treatment, Ms. Natanson’s entire chest, skin, cartilage, and bone were
completely destroyed.17WhileMs. Kline’negligence lawsuit raised the issue ofwhether the cobalt radiation
treatment was properly administered, she also raised the issue of lack of informed consent.18 Because she
had consented to the intervention the doctors delivered, this was not brought as an assault case but as a
negligence case alleging that Dr. Kline violated his duty to inform her of the risks associated with the
treatment, even when the treatment is properly administered.19 The Court ruled that “Dr. Kline was
obligated to make a reasonable disclosure to the appellant of the nature and probable consequences of the
suggested or recommended cobalt irradiation treatment, and he was also obligated to make a reasonable
disclosure of the dangers within his knowledge which were incident to, or possible in, the treatment he
proposed to administer.”20 This case exemplifies how certain medical advances come with risks that are
invisible and entirely unknown topatients.Without the disclosure byher physicians of the serious potential
harms the intervention could cause, Ms. Natanson and similarly situated patients would be profoundly
unaware of these risks and incapable of balancing these risks against the proffered benefit.

In the 1970s, courts developed more robust theories of informed consent and the doctor-patient
relationship. In Cobbs v. Grant, the California Supreme Court held that, “as an integral part of the
physician’s overall obligation to the patient there is a duty of reasonable disclosure of the available
choices with respect to proposed therapy and of the dangers inherently and potentially involved in
each.”21 This obligation was part of the fiduciary relationship between doctors and patients:

Amedical doctor, being the expert, appreciates the risks inherent in the procedure he is prescribing,
the risks of a decision not to undergo the treatment, and the probability of a successful outcome of
the treatment. But once this information has been disclosed, that aspect of the doctor’s expert
function has been performed. The weighing of these risks against the individual subjective fears
and hopes of the patient is not an expert skill. Such evaluation and decision is a nonmedical
judgment reserved to the patient alone.22

Patients, being unlearned in medical science, need to rely on their physicians to provide them with the
information they need to weigh the risks and benefits of the proposed procedure so they can intelligently
exercise their right to consent to or refuse treatment. Physicians, to act in their patients’ best interests,
must affirmatively provide this information. Neither these cases, or similar cases requiring informed
consent to medical treatment require, or even mention, consent forms.

Karp v. Cooley23 falls between therapeutic and research interventions. Mr. Karp suffered from a
severely diseased heart that required a surgical treatment using a “wedge” procedure.24 If this
procedure failed to treat his condition, Mr. Karp would require a human heart transplant to
survive.25 Unfortunately, no donor heart would be immediately available at the time the wedge
procedure was to be performed.26 Meanwhile, Dr. Denton Cooley had been developing an artificial
heart.27 At that time, his artificial heart had never been used in a human, though it had sustained the

15Id. at 1095.
16Id. at 1095, 1101.
17Id. at 1097.
18Id. at 1100–01.
19Id. at 1098.
20Id. at 1106.
21Cobbs v. Grant, 502 P.2d 1, 10 (Cal. 1972).
22Id. (emphasis added).
23Karp v. Cooley, 493 F.2d 408 (5th Cir. 1974).
24Id. at 412.
25Id. at 414.
26Id.
27See id. at 418–19.
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lives of seven calves for short periods of time.28 Dr. Cooley suggested, in the event the wedge
procedure failed, implanting the artificial heart to sustain Mr. Karp’s life until a donor heart could be
implanted.29 This scenario is precisely what transpired — the wedge procedure failed, and an
artificial heart was implanted that kept Mr. Karp alive for sixty-four hours, at which time a human
heart was implanted into him.30 Mr. Karp died the next day.31

Mrs. Karp brought a lawsuit which included a claim for failure to obtain informed consent from
Mr. Karp. There was conflicting testimony regarding what Mr. Karp was told or knew about the use or
efficacy of the artificial heart.32 Referring to a form purporting to indicate Mr. Karp’s consent to the
procedure, the court held, “[a]lthough not necessarily conclusive, what Haskell Karp consented to and
was told is best evidenced by this document.”33 Whether Mr. Karp read or understood this document
could not be proved. His understanding ultimately was of no concern, since his signature on the form
settled the matter of his “informed consent.”34

Informed Consent to Research

Unlike informed consent to therapeutic interventions, which is generally unregulated,35 informed
consent to research subjects is strictly regulated by federal regulations.36 This is the result of recognizing

28Id. at 414, 418.
29Id. at 414.
30Id. at 417.
31Id.
32Id. at 412–415 & n.4.
33Id. at 421.
34The entire consent form reads:
CONSENT TO OPERATION
April 3, 1969
1. I, Haskell Karp, request and authorizeDr. DentonA. Cooley and such other surgeons as hemay designate to perform upon

me, in St. Luke’s Episcopal Hospital of Houston, Texas, cardiac surgery for advanced cardiac decompensation and myocardial
insufficiency as a result of numerous coronary occlusions. The risk of this surgery has been explained tome. In the event cardiac
function cannot be restored by excision of destroyed heart muscle and plastic reconstruction of the ventricle and death seems
imminent, I authorize Dr. Cooley and his staff to remove my diseased heart and insert a mechanical cardiac substitute. I
understand that this mechanical device will not be permanent and ultimately will require replacement by a heart transplant. I
realize that this device has been tested in the laboratory but has not been used to sustain a human being and that no assurance of
success can be made. I expect the surgeons to exercise every effort to preserve my life through any of these means. No assurance
has been made by anyone as to the results that may be obtained.

Signature s/ Haskell Karp
Haskell Karp.
WITNESSES:
s/ Mrs. Haskell Karp
Mrs. Haskell Karp (wife)
s/ Henry C. Reinhard, Jr.
Henry C. Reinhard, Jr

Id. at 412 n.4.
35As suggested by the discussion on the preceding pages, the legal requirements for informed consent to therapeutic

interventions are governed by various state court decisions. Some states also have their own statutes and regulations regulating
research, but they only come into effect when the federal rules do not apply, when there is no federal funding of the research.
They often closely follow the federal requirement. See, e.g.,California Informed Consent FormGuidelines, S C. D’
 J., https://oag.ca.gov/research/consent [https://perma.cc/94C9-3FBV] (last visited Oct. 27, 2024).

There are also consent requirements for some specific interventions such as sterilization. Programs and projects supported
by federal funds are governed by federal regulations including specific requirements to obtain written informed consent.
42 C.F.R. § 50.204 (2023). The consent form is appended to this regulation. It is one page long, uses simple terms and has no
extraneous information. Notably, there is a similar form that must be signed by the person obtaining informed consent,
certifying what the patient was told, and a separate form signed by the physician who will perform the procedure certifying that
shortly before performing the procedure she explained the nature of the sterilization operation, that the procedure is final and
irreversible, that there are alternative forms of contraception that are reversible, and that the patient can now withdraw his/her
consent. 42 C.F.R. pt. 50 subpt. B app., at 248–49 (2023).

36See infra pp. 15–18; see also, e.g., 21 C.F.R. §§ 50.20–.27 (2011).
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that research using human subjects, while a socially important activity, is also a troubling and suspect
undertaking. Unlike medical treatment, in which benefit to patients is the goal of both the doctor and the
patient, research subjects are a means researchers need to further their goal of creating new knowledge.
The duty to obtain informed consent to therapy is derived from the fiduciary obligations physicians have
with patients, but researchers are not in a fiduciary relationship with their subjects. If researchers had
fiduciary obligations to subjects, it would be unlawful for researchers to put subjects at risk of discomfort
or harm to benefit unknown others. In certain cases, there is some chance that research subjects may
derive benefit by being in a research project, but that benefit is incidental and not the purpose of research
interventions.

Given the history of well-documented abusive human subject research, federal regulation of research
with human subjects was adopted to prevent the mistreatment of research subjects.37

The Doctors’ Trials and the Nuremberg Code

The most atrocious abuses were committed by Nazi doctors, who claimed in their defense that their
abhorrent acts constituted legitimate research conducted to benefit German war efforts during World
War II andwere lawful in the jurisdictionwhere the researchwas conducted.38 TheWarCrimes Tribunal
found these doctors guilty of crimes against humanity, which superseded the existing German laws.39

Just following the law of the state was found to be no defense to the tortures and murders committed by
doctors.40 The law of humanity superseded the law of the state.

The “Doctors’ Trial”41 led to the execution or imprisonment of the doctors who conducted the
research.42 In rendering their verdict, the Tribunal’s judges listed ten criteria that had to be met for
research to be lawful.43 This was not the act of a regulatory agency, but of a panel of judges guided by the
American physicians Leo Alexander and Andrew Ivy.44 The ten standards announced by the Tribunal
are known as the Nuremberg code.45 Only two of the criteria relate to subject consent and decision-
making, with the rest creating obligations for physicians to protect research subjects from harm.46 The
first criterion is “[t]he voluntary consent of the human subject is absolutely essential.”47 In terms of
information this criterion requires

… before the acceptance of an affirmative decision by the experimental subject there should be
made known to him the nature, duration, and purpose of the experiment; themethod andmeans
bywhich it is to be conducted; all inconveniences and hazards reasonably to be expected; and the
effects upon his health or person which may possibly come from his participation in the
experiment. The duty and responsibility for ascertaining the quality of the consent rests upon

37J K, E  H B 7–109, 283–434 (1972); Jay Katz, Human Experimentation and
Human Rights, 38 S. L U. L.J., 7, 7–24 (1993) [hereinafter Katz, Human Experimentation]; Henry K. Beecher, Ethics and
Clinical Research, 274 N E. J. M. 1354 (1966).

38See Katz, Human Experimentation, supra note 37, at 8–24.
39See 2 T W C B  NM T U C C L N.

10, 298–300 (1949) [hereinafter 2 T WC], https://maint.loc.gov/rr/frd/Military_Law/NTs_war-criminals.
html [https://perma.cc/6LFL-N7ZX].

40See id. at 129–30, 145.
411 T  W C B  N M T U C C L N.

10 (1949) [hereinafter 1 T  W C], https://maint.loc.gov/rr/frd/Military_Law/NTs_war-criminals.html
[https://perma.cc/B3H5-9J57].

422 T  W C, supra note 39, at 298–300.
43Id. at 181–82.
44U.S. Holocaust Mem’l Museum, The Nuremberg Code, H E., https://encyclopedia.ushmm.org/content/en/

article/the-nuremberg-code [https://perma.cc/BP28-G8BU] (last visited Oct. 16, 2024).
45Id.
46See 2 T  W C, supra note 39, at 181–82.
47Id.
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each individual who initiates, directs, or engages in the experiment. It is a personal duty and
responsibility which may not be delegated to another with impunity.48

This is far from an artfully written code of conduct due to its use of ambiguous terms and obligations.
What is clear is the overall goal researchers must seek to attain. One reason for this drafting imprecision
is that the judges answered a hypothetical question that was not an issue in the trial. Failing to obtain the
minutiae of consent was not why these defendants were on trial. Informing someone that they would be
frozen to death in icy water, or asphyxiated to death in a high-altitude chamber would need no detailed
elaboration. Obviously, no one would voluntarily consent to being placed in such deadly scenarios.
Consent would not make deadly, torturous research legitimate or legal. Failing to get consent is not why
these doctors were executed or imprisoned. Assuming any part of the Nuremberg Code would apply
retroactively to their atrocious research, the doctors would clearly be guilty of violating the provisions
obligating researchers to not knowingly harm subjects regardless of consent.49

TheNuremberg Code is not truly a “code,” in that it has not been formally adopted by a governmental
body, but it remains an essential statement of ethics and human rights directed at protecting human
subjects. Neither the term “informed consent” or a requirement for a written document is mentioned in
the Code.50

An important outcome of theDoctors’Trial was the recognition that physicians whowere trained and
then trusted to diagnose and treat illnesses and to reduce suffering were capable of inflicting indescrib-
able physical and mental torture on human beings. These German doctors were not outcasts from the
German medical community. They were leaders of the medical profession and held highly esteemed
positions in medical and academic institutions.51 If they could inflict agony and death on human beings,
any doctor could. The many attempts to explain how physicians could go from being healers to being
torturers have been speculative and unsatisfying.52

The Impact of the Tuskegee Study of Untreated Syphilis in the Negro Male

In 1972, Americans were shocked to discover that American doctors working for the U.S. Public Health
Service (USPHS) were capable of conducting research they knew would lead to disability and death of a
large portion of their subjects, as well as to serious illness in their subjects’ sexual partners and offspring.
While the Tuskegee Study of Untreated Syphilis in the Negro Male (TSOUS), often referred to as the
Tuskegee Syphilis Study, is well known for the overtly racist nature of the research and the effect of

48Id. (emphasis added).
49The following provisions of the Nuremberg Code would forbid the researchers from conducting their “experiments”

regardless of consent:
Section 4. The experiment should be so conducted as to avoid all unnecessary physical and mental suffering and injury.”
Section 5. No experiment should be conducted where there is an a priori reason to believe that death or disabling injury will

occur; except, perhaps, in those experiments where the experimental physicians also serve as subjects.
Section 7. Proper preparations should be made and adequate facilities provided to protect the experimental subject against

even remote possibilities of injury, disability, or death.
Sections 10. During the course of the experiment the scientist in charge must be prepared to terminate the experiment at any

stage, if he has probable cause to believe, in the exercise of the good faith, superior skill and careful judgment required of him
that a continuation of the experiment is likely to result in injury, disability, or death to the experimental subject.

Id. at 182.
50See id. at 181–82.
51See 1 T  W C, supra note 41, at 27–28 (“These defendants did not kill in hot blood, nor for personal

enrichment… . They are not ignorant men. Most of them are trained physicians and some of them are distinguished scientists.
Yet these defendants, all of whom were fully able to comprehend the nature of

their acts, and most of whom were exceptionally qualified to form a moral and professional judgment in this respect, are
responsible for wholesale murder and unspeakably cruel tortures.”); 2 T W C, supra note 39, at 181–297
(providing detailed accounts of defendants’ professional backgrounds and involvement in the Third Reich.)

52See, e.g., R J. L, T N D: M K   P  G (1986).
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racism on the researchers and government officials who regularly reviewed and approved the contin-
uation of this project, there is another important lesson to be learned.53

The USPHS doctors who developed and conducted the TSOUS were originally sent to Macon
County, Alabama, to treat impoverished Black sharecroppers who would not otherwise receive
treatment in their community because they were Black and poor.54 Even though no safe and effective
treatment for syphilis existed, doctors would employ an intervention with arsenic therapy.55 Many
southern physicians, based on “research” published in southern medical journals, believed it was not
necessary to treat Black men with syphilis because their alleged underdeveloped nervous system
would not be affected by syphilis the same way White males’ were.56 The USPHS doctors did not
believe this racial difference was real, which was why they were sent to Alabama to provide treatment
to Black people.57 When the Depression led to falling federal government revenues, the USPHS
doctors were no longer able to acquire drugs to treat syphilis.58 Given this state of affairs, they decided
they could now do a natural experiment which would prove that Black men suffer the same negative
results of untreated syphilis as White men by following Black men with untreated syphilis.59

Ultimately, they believed, this longitudinal study would disprove the belief that Black men could
not benefit from treatment. In other words, the TSOUS started with the goal of proving the need to
treat Black men infected with syphilis because if untreated they would suffer serious harm, but ended
up withholding a safe and effective treatment, penicillin, when it became widely available in the early
1950s.

To recruit subjects, and to keep these subjects returning for the examinations this longitudinal
research required, the researchers did not just fail to inform the subjects of the nature and requirements
of the research, they intentionally lied to and defrauded the subjects. When subjects were subjected to
spinal taps that were done solely for research purposes, they were lied to and told they were being treated
for “bad blood” which supposedly was how syphilis was referred to in the Black community.60

As immoral as thismisconduct was, themost despicable part was the researchers’ failure to treat the
subjects with syphilis upon the availability of the safe, simple, and effective treatment of penicillin.61

The research was originally justified by its goal of proving Black men suffered severe consequences if
treatment was not provided, but the researchers themselves withheld safe and effective treatment
when it became available. Establishing the severe harms caused by nontreatment was the goal of the
project.

The TSOUS is a blatant example of the differences between the goals of treating physicians and those
of researchers trying to increase knowledge. A physician would quickly provide penicillin to patients
infected with syphilis, but if these researchers provided penicillin to subjects it would ruin their research
plan. Indeed, the researchers were so concerned about penicillin contaminating their research that they
provided lists of their subjects to other local physicians their subjects contacted for care and asked them
not to provide their subjects with penicillin to treat any illness curable therewith.62 There is likely no
starker reminder that researchers — unlike physicians with fiduciary obligations — do not act in the
best interests of subjects than how these researchers mistreated their subjects. In the doctor-patient

53For excellent historical analyses of the purpose and methods of the TSOUS, see J H. J, B B: T
T S E: A T  R  M (1982); Allan M. Brandt, Racism and Research: The
Case of the Tuskegee Syphilis Study, H C. R., Dec. 1978, at 21.

54See J, supra note 53, at 65; Brandt, supra note 53, at 22.
55J, supra note 53, at 46.
56See id. at 27–28.
57See id. at 28; Brandt, supra note 53, at 22.
58See Brandt, supra note 53, at 24.
59See J, supra note 53, at 92.
60Brandt, supra note 53, at 24.
61Id. at 26.
62Id. at 25.
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relationship where the well-being of the patient is the end sought, penicillin would have been imme-
diately employed. Whereas in the research-subject context the subject is a means to an end, and
providing treatment to subjects could be a disaster for the researchers.

While the TSOUS began before the advent of the Nuremberg code, it continued well after its
creation.63 In addition to violating the Nuremberg Code’s consent requirement, the researchers
violated a number of other criteria, including that “[n]o experiment should be conducted where there
is an a priori reason to believe that death or disabling injury will occur; except, perhaps, in those
experiments where the experimental physicians also serve as subjects.”64 Indeed, death and disabling
injury were the outcomes the researchers expected and needed to prove their hypothesis. Like the
Nazi research that led to the development of the Nuremberg Code, the core problem with the TSOUS
was not the lack of informed consent. Any person who understood the nature and consequences of
agreeing to be a subject of the TSOUS would not consent to it. The niceties of consent were not an
issue.

Unlike the German physicians, the TSOUS researchers and the CDC reviewers who regularly
reviewed and approved the study’s continuation suffered no consequences for causing the death and
disability of research subjects.65 In 1974, the survivors and descendants of the study received a small
monetary settlement.66 Over two decades later, in 1997, President William Clinton publicly apologized
to the survivors on behalf of the United States.67

The public and members of Congress were shocked by the 1972 disclosure of this experiment by
an Associated Press reporter. It was front-page news across the country.68 The result was the creation
of the National Commission for the Protection of Human Subjects of Biomedical and Behavioral
Research, which was charged with making recommendations to the Department of Health, Educa-
tion and Welfare.69 These recommendations ultimately resulted in the creation of the Office for
Protection from Research Risks,70 as well as federal regulations that required institutions that receive
federal funds for human research to comply with these regulations.71 These regulations were directed
at institutions that were the recipients of the funds and did not directly apply to individual
researchers.72

Research Consent Forms

The requirement for written documentation of informed consent forms that must be signed by the
subject or lawful surrogate for research, is based on the samemistrust of researchers that led to the overall
regulation of human subject research. Virtually everything that occurs to a hospitalized patient is
documented. The administration of drugs, changes in dosage, the existence and change in symptoms,
changes in diet and so forth, are meticulously documented by doctors, nurses and other professionals.

63See id. at 21 (indicating that the TSOUS began in 1932 and ended in 1972).
64See supra note 49 (quoting Section 5 of the Nuremberg code).
65Compare text accompanying notes 39–42, with J, supra note 53, at 217, 219.
66See Blacks in U.S Syphilis Program Settle Their Suit Out of Court, N.Y. T (Dec. 17, 1974), https://www.nytimes.

com/1974/12/17/archives/blacks-in-u-s-syphilis-program-settle-their-suit-out-of-court.html.
67Remarks in Apology to African-Americans on the Tuskegee Experiment, 33 W C. P. D. 718–721 (May

16, 1997).
68See, e.g., Jean Heller, Syphilis Victims in U.S. Study Went Untreated for 40 Years, N.Y. T (July 26, 1972), https://

www.nytimes.com/1972/07/26/archives/syphilis-victims-in-us-study-went-untreated-for-40-years-syphilis.html; Jean Heller,
U.S. Testers Let Many Die of Syphilis: Syphilis Killed Many Untreated in U.S. Test, W. P, July 26, 1972, at A1.

69See James F. Childress, The National Bioethics Advisory Commission: Bridging the Gaps in Human Subjects Research
Protection, 1 J. H C L. & P’ 105, 105–06 (1998).

70See OHRP History, U.S. D’ H&H. S. (Aug. 1, 2024), https://www.hhs.gov/ohrp/about-ohrp/history/
index.html.

71See infra notes 83–84 and accompanying text.
72Id.
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Their documentation consists of notes in the patient record that is signed by the provider, not the
patient.73 For invasive procedures like surgery, patients are often required to sign consent forms that look
nothing like research consent forms regarding detail or length, clearly for the sole purpose of trying to
minimize legal risk to the institution. They are written by the hospital lawyers and no “ethics board”
review is required.

Research consent forms, unlike consent, have no ethical weight. They are legal documents that
institutions use as evidence of compliance with federal regulations, and thus function primarily as risk
management tools. Themain problemwith informed consent forms is that they have come to be seen as a
substitute for the informed consent process by researchers and government and institutional officials.

As previously noted, the Nuremberg Code does not mention consent forms. The original Declaration
of Helsinki74 divides research into two categories: Clinical Research Combined with Professional Care
and Non-Therapeutic Clinical Research.75 In the former group, researchers, “[i]f at all possible,
consistent with patient psychology,… should obtain the patient’s freely given consent after the patient
has been given a full explanation.”76 No written document is required for this category of research. In
fact, consent itself is not required. For the latter category, “[c]onsent should, as a rule, be obtained in
writing.”77 There is no indication what the phrase “as a rule”means, but it is clear that a written consent
form is not strictly required. This is an early demonstration of the conflation of informed consent and
informed consent forms. Consent can be documented in writing, but consent (not just a form) is
something a researcher must obtain from a potential subject for the research to meet ethical and legal
requirements.

The recently adopted 2024 revision of the Declaration of Helsinki provides,

After ensuring that the potential participant has understood the information, the physician or
another qualified individual must then seek the potential participant’s freely given informed
consent, formally documented on paper or electronically. If the consent cannot be expressed
on paper or electronically, the non-written consent must be formally witnessed and documented.78

This provision does not require the use of a specific form, ormandate that the “formal document” include
any of the elements of informed consent. Rather it requires informed consent to be “formally
documented” on paper or electronically. A signed document that states, “I have been informed of the
risks and benefits of being a subject in XXX research, and voluntarily agree the be a subject in this

73TheUnited Kingdomhealth authorities announced it is proposing to abandon the use of consent forms for “low risk” trials,
and document the “patients” informed consent with a note in the patient’s record as is done with ordinary medical
interventions. Vibra Sharma, UK Proposes Simplified Consent Method For Low-Risk Trials, T P S (Dec. 4, 2024),
https://insights.citeline.com/pink-sheet/geography/europe/united-kingdom/uk-proposes-simplified-consent-method-for-
low-risk-trials-KOJZCUDXHNFORFRKXSE75JBPSQ/ [https://perma.cc/AN87-FNKK]; Medicines For Human Use (Clinical
Trial) Regulations – simplified arrangements for obtaining and evidencing consent in low-risk clinical trials, NHSHR.
A., https://online1.snapsurveys.com/Interview/37ccd18a-843b-4fa2-8f7d-84a0b9a034ac [https://perma.cc/7NJX-Z9MV].

74See W M. A’, D  H: R G D  C R
(1964) [hereinafter D  H (1964)] (rescinded and replaced 1975 and periodically afterwards), https://
www.wma.net/wp-content/uploads/2018/07/DoH-Jun1964. While the Declaration of Helsinki is not a legally binding docu-
ment, it explicitly sets forth ethical expectations for physicians. This document does not apply to non-physicians, unlike the
DHHS Federal Regulations that apply to all researchers. For the current version of the Declaration, adopted by the 75th WMA
in October 2024, see WMA Declaration of Helsinki – Ethical Principles for Medical Research Involving Human Participants,
W M. A’ (Oct. 22, 2024), https://www.wma.net/policies-post/wma-declaration-of-helsinki/ [https://perma.cc/
ESS3-LMBH].

75See D  H (1964), supra note 74, at Parts II-III.
76Id. at II.1.
77Id. at III.3c.
78W M. A’., WMA D  H: E P  M R I

H S art. 26 (2024), https://www.wma.net/policies-post/wma-declaration-of-helsinki/
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research,” would provide “formal documentation” on paper. The “research ethics committee” review
does not mention reviewing or approving the “formal documentation.”79

The earliest FDA requirements regarding consent documents are somewhat ambiguous.80 The FDA
required that information about risks, benefits, and alternatives must be imparted to patients.81 The last
sentence says, “[s]aid patient’s consent must be obtained in writing,” but there is no indication that the
“writing”must contain any of the elements of informed consent.82 Note that these requirements refer to
“patients,” who consent to the “use” of an investigational drug, not subjects or participants who agree to
enroll in a research study.

The Belmont Report, published by the National Commission for the Protection ofHuman Subjects of
Biomedical and Behavioral Research in 1979, does not require signed consent forms as an ethical
imperative.83

The Federal Rules

In 1974, two years after the public exposure of the United States Public Health Service’s syphilis study, the
Department of Health, Education, and Welfare issued its first comprehensive rules for the “Protection of
Human Subjects.”84 These regulations required institutions that receive federal funding to establish
mechanisms to protect human subjects, including the creation of “a committee or committee structure”
that would review and approve all research with human subjects prior to such research being conducted.85

This new regulation provided a definition of informed consent which listed six straightforward “basic
elements of informed consent.”86 An “organization” — not an individual researcher — is obligated to
“obtain informed consent”87 and, separately, to document the subject’s informed consent.88 The written
consent document was required to embody all the elements of informed consent and was to be submitted
to the research review “committee” for its consideration.89

This structure of institutional committee review (now called Institutional Review Boards (IRBs)) and
the separate requirements to obtain and to document informed consent have survived the revisions of the
human subject protection regulations. The most recent version contains a section titled “General
Requirements for Informed Consent,” which requires an “investigator” (not the institution) to obtain

79Id. Art 23.
80FDA Consent for Use of Investigational New Drugs on Humans, 31 Fed. Reg. 11415 (Aug. 30, 1966) (to be codified at

21 C.F.R. § 130.37).
81Id. (“[B]efore the acceptance of an affirmative decision [by a ‘patient’ to use an investigational drug] the investigator should

make known to him the nature, duration, and purpose of the administration of said investigational drug; themethod andmeans
by which it is to be administered; all inconveniences and hazards reasonably to be expected, including the fact, where applicable,
that the person may be used as a control; the existence of alternative forms of therapy, if any; and the effects upon his health or
person that may possibly come from the administration of the investigational drug.”)

82Id.
83N’ C’   P.  H. S  B. & B. R., T B R: E

P G   P H S  R Part C.1 (1979) [hereinafter B
R]. The closest the Belmont report comes to mentioning consent forms is, “Relevant risks and benefits must be
thoroughly arrayed in documents and procedures used in the informed consent process.” There are many types of documents
that can be used in “the informed consent process,” not only consent forms. Certainly, the authors of the report knew about
“informed consent forms” and could easily have specifically referred to them. The section devoted to Informed Consent, Part
C.1, does not mention consent forms.

While the Belmont report did not create binding legal obligations, it has been quite influential in guiding discussions and
rulemaking regarding research with humans. See Kimberley Serpico, The Belmont Report Doesn’t Need Reform, Our Moral
Imagination Does, 20 R. E 559 (2004); Eli Y. Adashi, LeRoy B.Walters & Jerry A.Menikoff, The Belmont Report at 40:
Reckoning with Time, 108 A. J. P. H 1345 (2018).

8439 Fed. Reg. 18914 (May 30, 1974) (to be codified at 45 C.F.R. pt. 46).
8545 C.F.R. § 46.6(b) (1974); 39 Fed. Reg. at 18918.
8645 C.F.R. § 46.3(c) (1974); 39 Fed. Reg. at 18917.
8745 C.F.R. § 46.9 (1974); 39 Fed. Reg. at 18918.
8845 C.F.R § 46.10 (1974); 39 Fed. Reg. at 18918.
8945 C.F.R § 46.10(a) (1974).
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the informed consent of a subject before involving the human subject in research.90 The basic element of
informed consent consists of nine specific items that must always be included, as well as an additional
nine items to be included when appropriate.91 A separate section, titled “Documentation of Informed
Consent,” requires a written consent form that incorporates all the previously specified elements of
informed consent.92 The current consent and consent form requirements provide,

Informed consentmust beginwith a concise and focused presentation of the key information that
is most likely to assist a prospective subject or legally authorized representative in understanding
the reasons why one might or might not want to participate in the research. This part of the
informed consent must be organized and presented in a way that facilitates comprehension.93

This new requirement for “a concise and focused presentation of the key information” is in response to
the widely recognized problem that has plagued consent forms, namely that they have become so long as
to be unreadable and include details and employ language that are incomprehensible to lay people.94 It is
not clear why being concise and focused is not the requirement for the entire document, rather than just
at the beginning of the document. The excess length and incomprehensibility of these forms have not
been a secret. It is impossible to find a study of consent forms (there are a considerable number) that finds
they are an effective means of communicating the elements of informed consent to potential subjects.
Rather, signed forms have become the primary goal of the informed consent process because they
“prove” subjects provided informed consent.

There is an abundance of studies that conclude consent forms are of little, if any, value in providing
information to potential subjects. A study published in 2010 demonstrated both the increasing length of
research consent forms, while also demonstrating their failure to effectively communicate important
information from the research protocol.95 The authors found that consent forms became longer over the
years – from less than one page in the 1970s to four-and-a-half pages (which was once considered long)
in themid-1990s.96 In their discussion, the authors note that “studies have shown an inverse relationship
between length and individuals’ comprehension of the information provided.”97 Length does not simply
negatively affect comprehension but also subjects’willingness to read lengthy forms at all.98 The authors
go on to suggest that we should consider new approaches to obtaining informed consent.99

9045 C.F.R. § 46.116(a) (2023).
9145 C.F.R. § 46.116(b)–(c) (2023).
9245 C.F.R. § 46.117 (2023).
9345 C.F.R. § 46.116(a)(5)(i) (2023) (emphasis added).
94Jerry A.Menikoff, Julie Kaneshiro& Ivor Pritchard,The CommonRule, Updated, 376N E. J.M. 613 (2017) (“It has

long been recognized that under the current rules, consent forms have been growing longer and can be difficult to understand.
They too often appear to be designedmore for protecting the legal interests of institutions conducting research than for helping
someone make a decision about participation… . To combat the growth in length and complexity of consent forms, which too
frequently means that the most important information ends up buried, informed consent will be required to begin with a
‘concise and focused’ presentation of the key information that will most likely help someone make a decision about whether to
participate in a study.”).

95Ilene Albala, Margaret Doyle & Paul S. Appelbaum, The Evolution of Consent Forms for Research: A Quarter Century of
Changes, IRB: E&H. R.,May–June 2010, at 7, 10 (“Two trends were notable in our study: greater consistency in the
description of risks, and an increase in the length of consent forms. The odds of discrepancies between the descriptions of risks
in protocols and consent forms decreased by an average of 16% per year and finally disappeared after 1996. Consent forms grew
in length by an average of 1.5 pages per decade.”).

96Id.
97Id. (citing Traci Mann, Informed Consent for Psychological Research: Do Subjects Comprehend Consent Forms and

Understand Their Legal Rights?, 5 P S. 140, 142 (1994)).
98Almost everyone reading this has clicked the “I have read and Agree” button as a condition of using computer technology,

even though they did not even skim the information or understood the rights they were giving up. See Henry Blodget, Hey,
Apple, I Know You Don’t Actually Expect Me to READ 56 Pages of Terms and Conditions, so Why Are You Making Me Lie to
You?, B. I (Jan. 20, 2011, 12:07 PM), https://www.businessinsider.com/apple-terms-and-conditions?op=1.

99Albala et al., supra note 95, at 11.
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A recent study of consent forms in industry-sponsored research found the average page length of
informed consent forms (specifically, English versions) was 22.0 (range, 10–45 pages), with an average
word count of 7,915.9 (range, 3,754–14,199 words).100 To put this in context, this essay has about 7,500
words, excluding footnotes.

One study compared subjects’ perceived comprehension of information when receiving the standard
versus a short informed consent form.101 The investigators found there was no material differences in
perceived comprehension of the elements of informed consent between the groups.102 The problem,
however, is that fifty percent or fewer subjects in either group rated their understanding of the elements
of informed consent as “good” (the other categories being “moderate” and “poor”).103 However, the
results showed that 100% of the short form users and 98.7% of the standard form users knew their
participation in the study was voluntary — a simple, non-technical point to make in writing.104

An excellent summary of the problem is,

Over the past 50 years, the informed consent process has become increasingly regulated and
standardized, while the challenges remain persistent and hard to overcome. Consent forms are
increasingly long and complicated, obscuring important details, and are often designed to serve the
interests of institutions and sponsors. Data show that participants often have a limited under-
standing of study information even when they have signed a consent form.105

In addition to the special problems presented by the length and incomprehensibility of informed consent
forms, there exists a more general problem when relying on forms: “more than half of Americans
between the ages of 16 and 74 (54%) read below the equivalent of a sixth-grade level.”106

Why are Informed Consent Forms So Bad?

In the beginning of the modern research consent form era (i.e., the promulgation of the 1974 human
subject protection regulations), the form was meant to “document” that the investigator obtained the
informed consent of the new subject. This is not the only method one could require to document the
performance of a task. For example, everything that happens to a hospitalized patient is documented
using a very simple method – a member of the health care team writes it in the patient’s notes. These
notes are not read or signed by the patient. A note in the medical record that an investigator met with a
patient to discuss the patient’s participation in a specified research study, that the investigator provided
the patient with the elements of informed consent, and that the patient agreed to participate would
constitute documentation.

The reason this method of documenting research subject recruitment and consent is not satisfactory
is because researchers cannot be trusted to treat potential subjects with respect, as demonstrated by the
history of documented research abuses. Since we cannot trust researchers to accurately impart infor-
mation that might lead a potential subject to decline participation, which would run contrary to the
researcher’s interests, regulators have required the use of consent forms that contain all the information a
researcher is supposed to provide. This form is supposed to “document” what a potential subject was

100Nahathai Dukaew et al., Regulatory Compliance and Readability of Informed Consent Forms in Industry-Sponsored Drug
Development Clinical Trials, 20 C T 517, 521 (2023).

101Kenji Matsui et al., A Randomized Controlled Trial of Short and Standard-Length Consent Forms for a Genetic Cohort
Study: Is Longer Better?, 22 J. E 308, 309 (2012).

102Id. at 311–13.
103Id. at 312 tbl.4.
104Id.
105Christine Grady, The Changing Face of Informed Consent, 376 N E. J. M. 856, 856 (2017).
106Emily Schmidt, Reading the Numbers: 130 Million American Adults Have Low Literacy Skills, but Funding Differs

Drastically by State, A. P. M R. L (Mar. 16, 2022), https://www.apmresearchlab.org/10x-adult-literacy
[https://perma.cc/9WWY-AD9W].
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informed of by the investigator, and not to impart the information itself. In reality, no one has any idea
what potential subjects are told by investigators. But it is highly unlikely that an informed consent
document accurately documents what actually transpired between the investigator and potential subject,
which is its supposed purpose.

As already mentioned, informed consent forms are risk management tools.107 Institutions can
“prove” to federal auditors that they have obtained informed consent from every subject by producing
these signed forms, and auditors can assure their superiors that they saw signed, IRB-approved forms for
research subjects.What the subject knew, or even was told, is impossible to ascertain from the forms. The
signature on the bottom of the form is all that is required to meet the needs of federal auditors and
research institutions.

They are also risk management tools to prevent subjects from successfully claiming in a lawsuit that
they were not adequately informed about the research or their rights regarding the research. This is a
lesson from Karp v. Cooley, discussed above – the signed consent form resolved any dispute about what
Mr. Karp knew or consented to.108 But signed consent forms do not always prevent successful
lawsuits.109 Even if they did, it is an extremely rare event for researchers and institutions to be sued as
a result of conducting research. While informed consent forms are explicitly forbidden from using
exculpatory language,110 the form itself is designed to serve as an exculpatory document.

The perceived utility of consent forms as risk management tools led to them to be packed with other
releases unnecessary to obtain consent to the research at hand, suchHIPAAwaivers or consent to the use
of tissue donations in separate research by different researchers.

As one commentator put it,

[W]e have long known that an overwhelming majority of the public does not think of informed
consent as something that aims to make them better decisionmakers but rather as a means used by
physicians to protect themselves against liability. Instead of being a process of discussion that aims
to reach a mutually agreed way forward, informed consent is equated with a document — the
consent form. It is but one of a tidal wave of forms that patients sign (on paper or, increasingly,
electronically) before being admitted to a medical facility … .

Patients are right to perceive that the consent form is all about foreclosing liability. After all, they
can see as much from the forms themselves, which usually run on for mind-numbing page after
mind-numbing page, filled with avowals of the benefits of the study alongside descriptions of every
bad thing that could possibly happen. This means that the eventual act of signing such a form is
often little more than a ritual, like clicking on “Accept” to download the newest App to one’s
smartphone.111

One important reason forms are an ineffective means of communication is that one form is supposed to
serve a large array of potential subjects with widely different levels of education, reading aptitudes,
awareness of scientific, biological concepts, and so forth. That is a lot to ask of one document.

Very smart and caring people haveworked for decades trying tomake consent forms better. TheNIH,
for example, has created an online resource page to help investigators produce better consent forms.112

107Anne Huben-Kearney, Informed Consent 101, A. S’  H C R M. (Jan. 12, 2022), https://
forum.ashrm.org/2022/01/12/informed-consent-101 [https://perma.cc/P9L2-7C6D].

108Karp v. Cooley, 493 F.2d 408, 421 (5th Cir. 1974); see supra notes 23–34.
109See, e.g., Bynum v. Magno, 125 F. Supp. 2d 1249 (D. Haw. 2000) (finding genuine issues of material fact as to whether

informed consent was properly obtained, despite plaintiff’s signing of informed consent form, where plaintiff alleged that
defendant doctor spent only three minutes informing him immediately after his cardiac catheterization procedure).

11045 C.F.R. § 46.116(a)(6) (2023).
111Alexander Morgan Capron,Where Did Informed Consent for Research Come From?, 46 J.L. M. & E 12, 24 (2018).
112Consent Templates and Guidance, I. R. B. O O. N’ I.  H, https://irbo.nih.gov/

confluence/display/ohsrp/Consent+Templates+and+Guidance [https://perma.cc/3VNR-FPNH] (last visited Oct. 17, 2024).
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It has links to resources that include suggested language that it thinks will make the forms more
readable.113 Unfortunately, one section is “titled” “Getting your Consent Form (ICF) Approved
Quickly,”114 which clearly has appeal to researchers although this should not be the goal of those writing
consent forms. The page also links to templates that it says complies with the revised research
regulations.115 The template for informed consent forms to use at the NIH Clinical Center is fifteen
pages long before information about a specific study is entered into the template.116 Recall the Office of
Human Research Protection’s (OHRP) desire for conciseness.117

These problems are not exclusive to consent forms. They share the same problems as virtually all
forms people regularly sign. Forms are not written to protect the signers but to protect the users of
forms. If you read your rental car agreement (and you know you do not) it is to serve the interests of the
rental car company, not you. Internet companies want you to click that you read and agree to their
terms (even though you haven’t) because it protects them, not the clicker.118 If one’s interest is in
educating people, forms are not how to achieve this. Schools and teachers do not use forms as
educational tools. Books, pamphlets, videos, lectures, discussions and so forth are the means to
provide information, not forms that must be signed on the dotted line. And if one is interested in
accurately documenting what a specific person knows, or was told about a particular matter, forms are
a poor way to accomplish this.

If Consent Forms Are Bad, What Is the Alternative?

In 2001, theNational BioethicsAdvisoryCommittee (NBAC) addressed this question. Recommendation5.3
says, “…[f]ederal policy should require investigators to document that they have obtained voluntary
informed consent, but should be flexible with respect to the form of such documentation[.]”119

Its commentary to this recommendation says,

Although the federal regulations may have been attempting to reflect a legal standard for docu-
mentation of informed consent, NBAC is aware of no case law in which a signed, written consent
form is required. To fulfill the substantive ethical standard of informed consent, depending upon
the sort of research being proposed, it may be more appropriate to use other forms of documen-
tation, such as audiotape, videotape, witnesses, or telephone calls to participants to verify
informed consent and participation in the research study.120

Why this sensible recommendation, made twenty-three years ago, has been entirely ignored is unknown
to me. It is also unfortunate.

In 2013, the Supreme Court of India went further and ordered the government to videotape the
clinical trials of five new drugs.121 This was in response to allegations that multinational corporations

113Id.
114Id.
115Id.
116NIH Informed Consent Template for Use at the NIH Clinical Center, I. R. B. OO., N’ I. 

H (Apr. 15, 2024), https://irbo.nih.gov/confluence/display/ohsrp/Consent+Templates+and+Guidance (the form is
located in the section “Consent Templates for use at NIH sites”).

11745 C.F.R. § 46.116(a)(5)(i) (2023).
118See Blodget, supra note 98.
1191 N’ B A C’, E  P I  R I H P

104 (2001) (emphasis added).
120Id. (emphasis added).
121Dhananjay Mahapatra, SC Orders Video Recording of Clinical Trials of New Drugs, T I (Oct. 22, 2013), http://

timesofindia.indiatimes.com/india/SC-orders-video-recording-of-clinical-trials-of-new-drugs/articleshow/24505982.cms
[https://perma.cc/U85S-YKAS].
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were “exploit[ing] loopholes to make India the testing ground of their new drugs.”122 High levels of
suspicion require high levels of proof.

One reason the NBAC’s recommendation may have been ignored is because of the lack of inexpen-
sive, easy to use, and unobtrusive technology to document informed consent in some way other than a
written form. That is no longer the case.

I agree with the NBAC’s recommendation and propose that the informed consent interaction
between investigators and potential subjects be audio-recorded.123 Unlike in 1981, when the NBAC
made its recommendation, this practice would not require audiotapes, microphones, or bulky and
intrusive recording equipment. It requires only a mobile phone or small digital recorder. These
recordings can be easily preserved on a computer or central drive and a copy could be made available
to subjects who desire it. Unlike consent forms, this would precisely document an investigator’s informed
consent discussion with each potential subject, as well as the questions asked by the potential subject and
the investigator’s answers. Investigators could ask the potential subjects whether they understood what
was being said, if they would like more or clearer information, or ask them to repeat their understanding
of a particular item. It would document one-on-one instruction, which is the core of informed consent,
and reading willingness or aptitude would be of no concern.

I also propose that standard written informed consent forms should not be allowed to be used as an
alternative to such recordings. It has been repeatedly demonstrated that these forms are a poor way of
providing or documenting the informed consent transaction.124 Given this, it makes no sense to use such
forms. Audio recordings would be a substitute for written forms, not an alternative.

Investigators obtaining audio consent would be guided by a checklist of the basic elements of
informed consent that must be discussed. This would not be a script to be read verbatim, since an
important goal is to give investigators flexibility to adapt to the learning and communication needs of the
individual. At the end of conversation, the investigator should provide short clearly written materials
such as a pamphlet containing brief reminders of what was covered during the conversation, and who to
contact if any concerns or questions arise. The potential subject should also be informed that they can
have a copy of the recorded discussion provided them.

For the first time, IRBs and institutional officials would be able to accurately ascertain the quality of
informed consent in the institution. IRBs would not need to review every audio recording of the consent
process, but could sample them from time-to-time to determine not just compliance but also the need for
additional training for personnel who obtain consent. These recordings could be used to train other
personnel once the subject’s identity has been removed from the recording.

Institutions might oppose this suggestion because of their fear of federal auditors whose job is to
determine if institutions are complying with federal requirements. This is an entirely understandable
concern. For audio-recorded consent to be acceptable to researchers and organizations, federal
regulators, who would sample these informed consent discussions as part of an audit, must agree
not to focus on every word or phrase of these discussions, as they have done when reviewing written
forms.125 Rather the auditors should determine if the investigator-potential subject discussion, in its
entirety, fairly provided the potential subject with the information needed to make an informed
decision.

Institutional lawyers will complain, without evidence, that this will open a new avenue for suing
institutions and researchers. There is no evidence that lawsuits based on lack of informed consent to
research is a significant problem, let alone lawsuits where the consent form saved the day for the

122Id.
123This is not a radical idea. Audio-video recording has been used in operating rooms for some time. Recent technological

advances have brought artificial intelligence into recoding surgical procedures. See Felice J. Freyer, Shining a Glaring Light on
Surgery: Technology That Records Every Move Aims to Improve Safety, B. G (Jan. 13, 2024, 7:00 AM), https://
www.bostonglobe.com/2024/01/13/metro/ai-surgery-blackbox-brigham-boston.

124See Mann, supra note 97, at 140, 142–43.
125See N’ B A C’, supra note 119, at 33.
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defendants.126 Indeed, such a concern would demonstrate that while signed consent forms may not
provide the subject with useful information, all that is truly desired is a signed form to protect the
institution. It also assumes that the institution’s researchers regularly do such a poor job of obtaining
informed consent from potential subjects that the researchers are the problem. The institutional goal
should be improving the consent process, not hiding its shortcomings.

This theoretical liability concern assumes that if the theoretical subject testifies at the theoretical trial
that he did not understand the long and complicated form (and there is a lot of literature that proves this
subject is not alone),127 that a signed consent form— which the imaginary jury of laypeople would also
not understand — is somehow superior evidence compared to an audio recording of the discussion
between the investigator and the subject. If done properly, the jury would hear an investigator present the
basic elements of informed consent in terms the potential subject (and imaginary jurors) can understand,
the investigator offer to further explain anything the potential subject says is unclear, and the investigator
answering any specific question the subject asks. I posit this would impress jurors more than a lengthy,
incomprehensible form.

Investigators and institutions might complain this process would take too much time. If investigators
were already properly informing potential subjects of the elements of informed consent, this process
should take no extra time at all. The audio-recording would not add any additional length to the
informed consent discussion. On the other hand, because they would now know that their conversations
with potential subjects may be heard by authorized persons in the institution and federal auditors,
investigators may be a bit more punctilious in their conversations. This may take a bit more time, but
trying to ensure potential subject comprehension is the goal of the informed consent process, and doing
so properly takes time.

I imagine someonewill accurately point out that I have no evidence that this proposal wouldwork any
better than the current system. That is largely correct, but there is some evidence that talking works better
than forms.128 I would look forward to social scientists conducting additional research on this question.

A very serious barrier is that current federal regulations require the use of some sort of written
form.129 The possible good news is that the regulations permit the use of a “short form” that comes very
close to what I am proposing.130 The short form allows the “basic elements of informed consent” to be

126Karp v. Cooley, 493 F.2d 408, 408, 421–22 (5th Cir. 1974), discussed supra notes 23–34, is an example of a lawsuit where
the consent form was decisive in protecting the institution from liability. If institutional protection is the goal of obtaining
signed consent forms, that is far removed from the loftier goal of the informed consent process to research, which is supposed to
further patient autonomy and decisional rights. On the the other hand, consent forms can also be used to prove the researcher
failed to provide essential information. After the death of Jesse Gelsinger, a subject in gene therapy research, it was found that the
consent form omitted to disclose the deaths monkeys during the animal phase of the project. See Sheryl Gay Stolberg, F.D.A.
Officials Fault Penn Team in Gene Therapy Death, N.Y. T (Dec. 9. 1999), https://archive.nytimes.com/www.nytimes.com/
library/national/science/health/120999hth-gene-therapy.html [https://perma.cc/XC2A-GHHL].

127See supra text accompanying notes 95–106.
128See Johanna Glaser et al., Interventions to Improve Patient Comprehension in Informed Consent for Medical and Surgical

Procedures: An Updated Systematic Review, 40 M. D M 119, 138–39 (2020) (“A higher proportion of verbal
discussion with test/feedback or teach-back and interactive digital interventions improved patient comprehension than did
multicomponent, audiovisual, or written interventions… . “[I]nteractive informed consent interventions (i.e., those that
intentionally promote active patient involvement and bidirectional communication), may be superior to noninteractive
interventions.”).

129See 45 C.F.R. § 46.117(a) (2023).
130See Documentation of informed consent, 45 C.F.R. § 46.117 (2023). Paragraph (b)(2) of this section provides,

A short formwritten informed consent form stating that the elements of informed consent required by § 46.116 have been
presented orally to the subject or the subject’s legally authorized representative, and that the key information required by §
46.116(a)(5)(i) was presented first to the subject, before other information, if any, was provided. The IRB shall approve a
written summary of what is to be said to the subject or the legally authorized representative. When this method is used,
there shall be a witness to the oral presentation. Only the short form itself is to be signed by the subject or the subject’s
legally authorized representative. However, the witness shall sign both the short form and a copy of the summary, and the
person actually obtaining consent shall sign a copy of the summary. A copy of the summary shall be given to the subject or
the subject’s legally authorized representative, in addition to a copy of the short form.
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presented orally.131 The regulations require IRBs to approve “the written summary [not a script] of what
is to be said to the subject.”132 This is similar to the checklist I propose to help those obtaining informed
consent to cover the essential topics. The current regulations require the presence of a witness to the
presentation.133 After the presentation, the subject must sign the “short form,” the witness must sign the
short form and the summary, and the “person actually obtaining consent” must sign a copy of the
summary.134 Additionally, a copy of the summary must be left with the subject.135

This seems to be an improvement over the use of long, complicated forms. However, the role of the
witness is unclear. The regulations do not specify who can act as a witness or the witness’s purpose. Can it
be a family member or friend who is also not scientifically trained? All the witness can do is verify that
this process occurred. A lay witness likely cannot verify the accuracy or completeness of the information
provided.While better than the long form, the use of the “short form” shares the problem that it provides
no meaningful evidence of what was actually discussed during the informed consent discussion.

If regulators were willing to be flexible and open to the audio-recording proposal, they could adopt a
position (perhaps in a guidance) that a recording of the informed consent process could serve as a
substitute for a witness. Indeed, a recording is more reliable than a witness in assuring this process was
properly conducted. What I have referred to as a “pamphlet” could be deemed to meet the regulatory
requirement of a “written summary,” so long as it is short, simple, and clear.

Again, this requires that the OHRP and IRBs be willing to allow flexibility in the informed consent
process. Specifically, they would need to be willing to take a more holistic approach to the content of the
investigator-subject discussion, including with respect to the terms the investigator uses, so that the
person obtaining consent can use different words, illustrations, and so forth to try to aid the subject’s
understanding.

It is not clear why using the long form has continued to be the default method for documenting
informed consent. If OHRP believes the short form process is effective in obtaining informed consent, as
it must, what is the point of using incomprehensible long forms?

The greatest barrier to implementing this proposal is institutional inertia. This is the likely reason the
NBAC recommendation discussed above was not adopted or even given serious consideration. Consent
forms currently meet the needs of institutions, researchers, and federal regulators, so why rock the boat?
Even if recording the informed consent discussion proved to be a better method of obtaining and
documenting informed consent, changing the status quo that has existed for over fifty years requires a
huge reconceptualization of the informed consent process. Consent forms have become deified, part of
an important ritual, and doing away with them may be viewed as an act of heresy.

Conclusion

It is time to change what we (including me) thought was a good idea for over fifty years when the
intervening evidence proves otherwise. During the COVID pandemic, and in the face of influence from
anti-vaccine propagandists, it was repeatedly proclaimed that we must “follow the science.”136 And we
should. There now exists a body of science which provides powerful evidence that consent forms do not
serve the admirable goals they were created to serve — protecting the rights and welfare of research
subjects by assuring they are provided with the information they need to intelligently exercise their
autonomy rights when deciding whether to become a research subject. Since the science shows consent

131Id.
132Id.
133Id.
134Id.
135Id.
136See Jacob R. Greenmyer, “Follow the Science” in COVID-19 Policy: A Scoping Review, HC E C.

F. (forthcoming 2024), https://link.springer.com/article/10.1007/s10730-024-09521-w [https://perma.cc/WR6B-2YYT].
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forms do not serve the goals they are meant to accomplish, we should cease using such forms and try
another means to accomplish the worthy goal of ensuring and documenting informed consent.

We should stop trying to fiddle with these forms to make them better. Fiddling has not worked. The
NIH and others should stop providing advice to investigators about how to write better consent forms.
Better consent forms are not supposed to be the goal of the informed consent process. A better consent
process and corresponding documentation should be the goals.

My proposal to audio record the informed consent conversation will be met with opposition and
controversy. I look forward to this, to the extent it provides an opportunity to discuss why this proposal is
flawed, howwe can better assure that subjects receive the information they need and deserve, and how to
better document that this information was truly provided. This should be our shared goal.
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