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“Knowing is not enough; we must apply. 
Willing is not enough; we must do.” 

—Goethe

Advising the Nation. Improving Health.
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1

1

Introduction1

George Isham,2 senior advisor at HealthPartners and roundtable chair, 
welcomed participants and provided an overview of the workshop 
topic. Informed consent—the process of communication between a 

patient or research subject and a physician or researcher that results in the 
explicit agreement to undergo a specific medical intervention—is an ethical 
concept based on the principle that all patients and research subjects should 
understand and agree to the potential consequences of the clinical care 
they receive. Regulations that govern the attainment of informed consent 
for treatment and research are crucial to ensuring that medical care and 
research are conducted in an ethical manner and with the utmost respect for 
individual preferences and dignity, Isham said. These regulations, however, 
often require—or are perceived to require—that informed consent docu-
ments and related materials contain language that is beyond the compre-
hension level of most patients and study participants, a fact recognized for 
decades (Fernandez, 2010; Herz et al., 1992; Howard and DeMets, 1981; 
Ingelfinger, 1972; Sharp, 2004). To explore what actions can be taken to 
help close the gap between what is required in the informed consent process 

1  The planning committee’s role was limited to planning the workshop, and the workshop 
summary has been prepared by the workshop rapporteur as a factual summary of what 
occurred at the workshop. Statements, recommendations, and opinions expressed are those of 
individual presenters and participants and are not necessarily endorsed or verified by the Insti-
tute of Medicine (IOM), and they should not be construed as reflecting any group consensus. 

2  This section is based on the presentation by George Isham, senior advisor, HealthPartners, 
and senior fellow, HealthPartners Institute for Education and Research, and the statements are 
not endorsed or verified by the IOM.
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2	 INFORMED CONSENT AND HEALTH LITERACY

and communicating it in a health-literate and meaningful manner to indi-
viduals, the Institute of Medicine’s (IOM’S) Roundtable on Health Literacy 
convened this 1-day public workshop featuring presentations and discus-
sions that examine the implications of health literacy for informed consent 
for both research involving human subjects and treatment of patients. 

The Roundtable on Health Literacy brings together leaders from aca-
demia, industry, government, foundations and associations, and repre-
sentatives of patient and consumer interests who work to improve health 
literacy. To achieve its mission, the roundtable discusses challenges facing 
health-literacy practice and research and identifies approaches to promote 
health literacy through mechanisms and partnerships in both the public 
and private sectors.

Examples of the topics covered in this workshop include an overview of 
the ethical imperative to gain informed consent from patients and research 
participants, a review of the current state and best practices for informed 
consent in research and treatment, the connection between poor informed 
consent processes and minority underrepresentation in research, new 
approaches to informed consent that reflect principles of health literacy, 
and the future of informed consent in the treatment and research settings.

FEDERAL POLICY ON INFORMED CONSENT

Isham explained that all 50 states have legislation that requires some 
level of informed consent for patients receiving medical care (Pape, 1997), 
and although the details of these state laws vary, they all affirm that fail-
ure to obtain informed consent renders caregivers liable for negligence or 
battery and constitutes medical malpractice. The current U.S. system for 
protecting human research subjects is heavily influenced by the Belmont 
Report, written in 1979 by the National Commission for the Protection 
of Human Subjects of Biomedical and Behavioral Research (HEW, 1979). 
The current federal policy for the protection of human subjects is known 
as the “Common Rule” and is codified in separate regulations by 15 fed-
eral departments and agencies. The regulations of the U.S. Department of 
Health and Human Services (HHS), for example, are detailed in the Code 
of Federal Regulations, Title 45, Part 46 (HHS, 2009), and they spell out 
the basic provisions for institutional review boards (IRBs), informed con-
sent, and assurances of compliance. According to HHS policy, the informed 
consent process involves three key features:

1.	 Disclosing to potential research subjects information needed to 
make an informed decision,

2.	 Facilitating the understanding of what has been disclosed, and 
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INTRODUCTION	 3

3.	 Promoting the voluntariness of the decision about whether to par-
ticipate in the research.

HHS guidelines cover several elements of the informed consent process 
for research, explained Isham. First, the process should be an active one of 
sharing information between the investigator and the prospective subject. 
Second, prospective subjects should be provided with ample opportunity to 
ask questions and seek clarification from the investigator. Third, prospec-
tive subjects should be given the opportunity to decide freely whether to 
initially enroll in the research and, later, to withdraw or continue partici-
pating in the research. Fourth, the informed consent process should ensure 
that all critical information about a study is completely disclosed and that 
prospective subjects or their legally authorized representatives adequately 
understand the research so that they can make informed choices. Fifth, 
the procedures used in seeking and obtaining informed consent should be 
designed to communicate with the subject population in terms that every 
individual in that population can understand. Moreover, information about 
a research project must be presented in a way that enables each person to 
decide voluntarily whether to participate as a research subject. Thus, Isham 
said, the information must be conveyed in language understandable to those 
being asked to participate as subjects in the research.

For most research, informed consent is documented using a written 
document—the consent form—that provides key information regarding 
the research, Isham said. The consent form is intended, in part, to provide 
information for the potential subject’s current and future reference and to 
document the interaction between the subject and the investigator. How-
ever, even if a signed consent form is required, it alone does not constitute 
an adequate consent process, explained Isham. The informed consent pro-
cess is an ongoing exchange of information between the investigator and 
the subject and could include, for example, use of question-and-answer 
sessions, community meetings, and videotape presentations. 

ORGANIZATION OF THE SUMMARY

The workshop (see Appendix A for the agenda) was organized by an 
independent planning committee in accordance with the procedures of the 
National Academy of Sciences. The planning committee comprised Lori 
Hall, Laurie Myers, Michael Paasche-Orlow, Kim Parson, and Christopher 
Trudeau (see Appendix B for biographical information). This publication 
summarizes the presentations and discussions regarding what occurred 
throughout the workshop, highlighting the lessons presented, practical 
strategies, and needs and opportunities for improving discharge instruc-
tions. Chapter 2 provides an overview of why informed consent is important 
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4	 INFORMED CONSENT AND HEALTH LITERACY

and reviews some of the best practices and new models that are influenc-
ing approaches to informed consent. Chapter 3 discusses the current state 
of informed consent and the relationship between informed consent and 
minority underrepresentation in clinical trials. Chapter 4 examines some 
new approaches to informed consent, and Chapter 5 looks at the future of 
informed consent. Chapter 6 recounts the discussion that the roundtable’s 
members and other participants had at the end of the workshop. A paper 
commissioned by the roundtable on health literacy and informed consent 
is contained in Appendix C.
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5

2

Overview of the Key Issues 
Involved in Informed Consent

The workshop’s first panel provided an overview of why informed con-
sent is important and reviewed some of the best practices for obtain-
ing informed consent. Jeremy Sugarman, the Harvey M. Meyerhoff 

Professor of Bioethics and Medicine and deputy director for medicine of 
the Berman Institute of Bioethics at Johns Hopkins University, spoke about 
the ethical imperative to gain informed consent from patients and research 
participants. Linda Aldoory, Endowed Chair and Director of the Herschel S. 
Horowitz Center for Health Literacy and associate professor in behavioral 
and community health at the University of Maryland, College Park, dis-
cussed a commissioned paper reviewing the impact of informed consent 
regulations on health-literate communications that she and her team wrote 
for the roundtable (Aldoory et al., 2014). An open discussion followed the 
two presentations.

INFORMED CONSENT: WHY DO WE CARE?1

Jeremy Sugarman 
Johns Hopkins University

Though informed consent procedures for medical treatment and 
research evolved separately, today they use similar processes, said Jeremy 

1  This section is based on the presentation by Jeremy Sugarman, the Harvey M. Meyerhoff 
Professor of Bioethics and Medicine at Johns Hopkins University, and the statements are not 
endorsed or verified by the IOM.
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6	 INFORMED CONSENT AND HEALTH LITERACY

Sugarman. For medical treatment, informed consent evolved largely through 
patient litigation. “Doctors did things to patients without their permission, 
and litigation resulted in a series of court cases which then led to legisla-
tion and regulation regarding the need for consent,” he explained. For 
research, early consent practices evolved because investigators thought that 
it was important to inform human subjects who were normal volunteers 
about potential risks of participating in research. Various scandals involv-
ing human research—the Tuskegee Syphilis Study perhaps being the most 
infamous example—triggered more formal efforts to strengthen and codify 
informed consent regulations. 

Treatment-associated informed consent owes its origins to a case from 
the turn of the 20th century that involved a patient in New York with a 
large abdominal mass, Sugarman said. The state of the art at that time was 
to palpate the mass while the patient was under anesthesia, which relaxes 
the abdominal and pelvic musculature, to determine whether the mass was 
a tumor. This exam revealed the likely presence of fibroids. Because the 
patient was asleep, the physicians decided to remove the fibroids, a benign 
tumor, along with the woman’s uterus. As Sugarman explained, the patient 
was distressed on learning what had happened, and she sued the doctors. 
In a ruling issued in 1914, Justice Benjamin Cordozo, then sitting on the 
New York Court of Appeals, wrote, “Every human being of adult years and 
sound mind 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. This is true except in 
cases of emergency where the patient is unconscious and where it is neces-
sary to operate before consent can be obtained.”

This statement began a cascade of court cases that formed the basis for 
informed consent relating to medical treatment, and every state has since 
passed laws requiring consent for medical practice. “Whenever the medical 
profession was not good about particular features of consent, when things 
were risky or scary, legislatures jumped in to provide additional rules and 
regulations,” said Sugarman. Until recently, for example, every state had 
a separate consent regulation for HIV counseling and testing, and almost 
every state has statutes regarding consent for abortion. Several states have 
regulations specific to electroconvulsive therapy.

Research-related informed consent originated, Sugarman explained, 
when researchers realized that if they were doing research with volunteers, 
they needed to get consent. A famous early instance of researchers deciding 
consent was necessary involved Walter Reed’s experiments proving that yel-
low fever was transmitted by mosquitoes. These experiments, conducted in 
1906 in Cuba following the Spanish-American War, required that healthy 
volunteers be exposed to mosquitoes that had bitten someone with yel-
low fever. Before doing so, Reed obtained written consent in English and 
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Spanish and witnessed by two witnesses. “There were no rules. He just 
thought it was the appropriate way to go,” explained Sugarman. Consent 
was not perfect—compensation for participating in the study was excessive 
and volunteers were not allowed to withdraw from the study once they gave 
consent—but the notion of getting consent was in place. 

Sugarman then discussed a conceptual model of consent developed 
by Ruth Faden and Tom Beauchamp (Faden and Beauchamp, 1986) that 
spells out what he characterized as the two senses of informed consent: 
autonomous authorization and the social rules of consent. Autonomous 
authorization, he explained, addresses the ethical principle of respect for 
persons or autonomy, the right to liberty or the right to be left alone that is 
one of the founding principles of the nation and that is embedded in mul-
tiple court decisions. “This notion of liberty—the right to be left alone—is 
really central to who we are,” said Sugarman. “This idea about being left 
alone is really critical to justifying what it means to make our own deci-
sions and to give consent for research or in the health care setting. It is a 
powerful construct.” Although the exact specification of this construct can 
differ culturally—different cultures around the world have their own sense 
of acceptable social distance and personal space—all cultures have notions 
of what it means to be respected, to be left alone, and to have the right 
to liberty. The social rules of consent, he explained, relate for example to 
consent of minors, the use of special forms, and the need for witnesses to 
consent.

The rules for consent can be confusing, Sugarman acknowledged, but 
the regulatory details are there to remind physicians and researchers to do a 
thorough job. “In and of themselves, [the rules] are inherently not interest-
ing,” said Sugarman. “They are there in large part to serve as a reminder 
to meet the ethical goal.” However, he added, “the conceptual models for 
consent do not quite capture all of the things that happen in the informed 
consent process and why we ought to care.” There are other considerations, 
for example, such as whether a patient knows something about herself or 
himself that can change a side-effect profile. “They may know that if any 
pill makes them nauseous at all, they are not going to take it,” he said, 
or a research subject might have a moral objection to the use of a human 
embryonic stem cell line as a therapy for their illness. Individuals may be 
concerned about group harms or the distribution of benefits, and they 
may worry about transparency. “These are welfare considerations that go 
beyond our typical evidence base regarding consent,” he explained. 

Another important consideration he discussed involves the notion of 
trust. “We know that trust is central to participation in research. If we don’t 
create a trustworthy system, we are not going to engage enough people 
in research,” said Sugarman. “Unfortunately, consent has been the place 
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where all of this is taking place, and none of the federal regulations are 
going to capture this.” 

Some of these challenges associated with obtaining informed consent 
are related to literacy, and others are not, he said, and associating literacy 
concerns with those aspects that are unrelated to literacy may be a poor use 
of resources. “Not everything is about understanding. Part of it is about 
these other features,” he said. 

Turning to the actual process of informed consent—what needs to be 
done in practice to meet the ethical goals of consent—Sugarman said that 
informed consent is largely, though not completely, a cognitive task. “We 
think of it as a cognitive task, but sometimes when we are obtaining con-
sent, people have already made a decision to participate in medical care 
or research. Other times you are enticing people in the process of getting 
consent to participate or to do something you believe is in their interest or 
in the interest of a researcher,” he explained. Regardless, there is a large 
cognitive element to informed consent, which means that individuals need 
to have decision-making capacity or competency, and that, in turn, can be 
influenced by factors such as whether an individual is using a psychoactive 
substance and the nature of that substance. An individual on an antide-
pressant medication, for example, may be in a better position to make an 
informed decision, whereas the first-time crack cocaine user is not. The 
critical factor, said Sugarman, is whether a particular individual is able to 
take in, process, and use new information. “You have to be able to make a 
choice and express that choice,” he said.

In some instances, said Sugarman, patients may know more or think 
they know more than their doctors or the person obtaining consent because 
of research they have done prior to the consent process. “It is not always 
information giving—sometimes it’s information correcting,” he said. The 
consent process is not all about intelligence, either, and he used the example 
of Dustin Hoffman’s character in the movie Rain Man, who was intelligent 
and could take in information, but who could not make a responsible 
choice. 

An important threshold for consent is that an individual has to be 
positioned to make a voluntary choice. Without decision-making capacity, 
he noted, a person is not positioned to make a voluntary choice. As an 
example, he used the situation of a person about to have surgery who is 
asked to sign consent forms in the preoperative waiting area. The patient 
already has his arms secured because he has intravenous lines connected to 
both arms, and a research assistant comes in and explains that the anes-
thesiologist, whom the patient has not yet met, is conducting a study and 
would like enroll the patient in that study. Sugarman noted that none of 
the federal regulations prohibit approaching people who are “naked, cold, 
scared, and about to have surgery,” yet he was worried about why consent 
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was not done when the patient was dressed and in a more reassuring envi-
ronment, one that would not have the effect of impairing voluntariness. 

Once this voluntary threshold is achieved, existing federal rules are 
good about spelling out the type of information that the potential research 
participant needs to make an informed decision. That information includes 
details about what is going to happen; the risks, benefits, alternatives, and 
procedures to be followed; who to call if something goes wrong or whom 
to call for information about rights and interests; and confidentiality pro-
visions. The trick, though, is to provide that information in a way that is 
understandable. 

Sugarman noted that he and his colleagues have done some empirical 
work for the White House Advisory Commission on Human Radiation 
Experiments and found that the very terms used to describe the research 
process have different denotative and connotative meanings to the people 
involved. The word “experiment,” for example, implies something risky 
and scary. The word “study” had the complete opposite connotation—that 
the physician was going to study up on the patient and his or her disease. 
He added that being able to describe the research process to an individual is 
just as important as being able to explain all of the relevant medical terms. 
“Is this a survey? Or is this trial a first in human study of a drug that has 
never been tested, and we don’t know what is going to happen? Those are 
very different things and very nuanced differences that matter completely in 
peoples’ understanding of what is going on. In order for informed consent 
to be obtained, you have got to give information in a way that is under-
standable,” said Sugarman. 

The final step in the consent process is to give the individuals the 
consent document for them to examine. Giving the consent document to 
the patient can accomplish two things. First, handing this document to the 
patient gives them the opportunity to read it independently or to have it 
read to them. Second, it allows the patient use it later and to look up all 
of things they might have been afraid to ask at the time of consent and to 
use it as a reference source. “So the documents themselves are doing things 
besides being the be-all and end-all in giving information,” said Sugarman. 
He concluded his presentation with the comment that “respect for persons 
is manifest in the expectations of a meaningful informed consent process. 
We ought to care about consent.”
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BEST PRACTICES AND NEW MODELS OF HEALTH 
LITERACY FOR INFORMED CONSENT2

Linda Aldoory 
University of Maryland

The challenge to create informed consent documents that are under-
standable by the average patient or potential research subject is not a 
new one, said Linda Aldoory, citing several papers from as early as 1972 
(Ingelfinger, 1972) to as recently as 2010 (Fernandez, 2010). “The body of 
knowledge on informed consent and health literacy is actually quite mas-
sive,” she said, noting that in much of this literature, the authors struggle 
to create more understandable documents for the purposes of informed 
consent within the constraints of federal regulations. “Federal regulations 
often interfere with our ability to create health-literate informed consent,” 
added Aldoory.

However, upon conducting a systematic literature review of more than 
100 studies, government reports, videos, toolkits, websites, and presen-
tations, along with several in-depth interviews with experts in the field, 
Aldoory’s team identified a set of best practices and lessons learned as 
well as gaps that can serve as a research agenda going forward. Aldoory’s 
team also created two models of health-literate informed consent that they 
detailed in the commissioned paper (Aldoory et al., 2014). 

The literature review spotted a number of trends in informed consent 
procedures and health literacy. Approaches today are more patient cen-
tered, are more likely to enable empowered and active decision making, 
and are increasingly emphasizing meaningful consent as opposed to or in 
addition to completion of an informed consent form, Aldoory said. Over 
the past decade in particular, researchers are using technology to streamline 
the informed consent process and improve understanding. As an example of 
how technology is being used to improve the health literacy of the informed 
consent process, though not necessarily as a best practice, Aldoory cited 
the Enroll system developed by Mytrus. This interactive electronic informed 
consent learning tool measures an individual’s understanding of the risks 
and benefits of participation while delivering the necessary information to 
obtain informed consent. 

Aldoory said that the commissioned paper summarizes 30 of the top 
best practices (see Appendix C for the complete list), and she described sev-

2  This section is based on the presentation by Linda Aldoory, Endowed Chair and Director 
of the Herschel S. Horowitz Center for Health Literacy and associate professor in behavioral 
and community health at the University of Maryland, College Park, and the statements are 
not endorsed or verified by the IOM.
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eral of them, noting in the process that these best practices are supported by 
findings from earlier decades. Best practices today recognize the importance 
of time, and she referred to the example that Sugarman gave about seeking 
consent earlier than the last minute before treatment is about to begin. She 
noted that research suggests that the longer the time that patients or partici-
pants have to consider the informed consent documents and ask questions, 
the better prepared they are to make a decision when they begin treatment 
or enrollment in a research study. In the best cases, patients or participants 
receive documents and information a week or two ahead of time. 

Many researchers today are considering the level of risk involved in 
a clinical trial or therapy when they decide how much information to put 
into the informed consent document, Aldoory said. Instead of following 
the federal regulations to the letter and putting all necessary information 
into informed consent documents when the risk is minimal, they are look-
ing at what information is needed by patients or participants to make an 
informed, meaningful decision. As an example, Aldoory cited what she 
characterized as a wonderful template for informed consent forms for 
minimal risk research developed by the Agency for Healthcare Research 
and Quality (AHRQ). 

Aldoory explained that best practices today also view other individuals 
as part of the decision-making process and, in particular, consider cultural 
and language differences. In many cultures, it is common for people to 
bring their family members or other important individuals with them and 
to make decisions as a family or group. Accounting for this type of group 
decision-making process can improve the informed consent process. 

Best practices check to make sure that informed consent documents 
are written at or below an eighth-grade reading level—research has shown 
repeatedly that documents are often written at more than a high school 
reading level, Aldoory explained—and they use teach-back and teach-
to-goal techniques to increase understanding of the information in these 
documents. Not only do best practices involve asking patients to recite 
what they learned or how they are interpreting information, but they do 
that continually through the consent process until the patient or participant 
understands each piece of the informed consent procedure.

One example of a best practice in clinical research that Aldoory and 
her colleagues learned about during an interview brings potential par-
ticipants together in groups and uses a combination of interactive Power-
Point presentations on informed consent and group discussions to increase 
understanding before each participant consents individually. This approach 
greatly reduced study dropout rates, Aldoory noted. She added that there 
are comprehensive toolkits, other resources, and templates for informed 
consent available on the Web from AHRQ, the National Cancer Institute 

Informed Consent and Health Literacy: Workshop Summary

Copyright National Academy of Sciences. All rights reserved.

http://www.nap.edu/19019


12	 INFORMED CONSENT AND HEALTH LITERACY

(NCI), the Food and Drug Administration (FDA), and various nonprofit 
organizations. 

Multimedia and online approaches to improve informed consent in 
both treatment and research settings have been an area of focus over the 
past decade, but the findings on the effectiveness of these methods have 
been mixed, said Aldoory (see Figure 2-1). On the pro side, authors have 
found that the approaches using Internet-based interactive tools, as well as 
video and audio, create a more user-centered environment where the par-
ticipant has more control over the situation. Researchers have also found 
that these approaches offer more consistency across the different individu-
als in the study and that they lower anxiety among participants. Multimedia 
and online approaches have the advantages of allowing for an audit trail 
and reducing staff time and costs. 

There are mixed findings on the efficacy of these methods, however, 
and every situation is different and must take into account different fac-
tors, such as low health literacy. Aldoory said that research on low health 
literacy has not yet found solid evidence that alternative formats beyond 
verbal and written communications have been effective and that, further-

•Mixed findings
•Low health literacy
•Dependent on

education level
•Age dependent
•Computer experience

needed

•User-centered
•Perceived control
•Consistency
•Audit trail 
•Lowered anxiety 
•Reduced staff time

and costs

 
PROS CONS

FIGURE 2-1  Pros and cons of the effectiveness of multimedia and online approaches.
SOURCE: Aldoory et al., 2014.
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more, the effectiveness of these alternative formats depends on education 
level, age, and computer experience. “Some researchers have suggested that 
in the absence of consistent findings, the format to use should depend on 
the level of risk in the study,” said Aldoory. “If it is minimal risk, you may 
be able to use different formats that are appropriate for the audience. If it 
is high risk, you may need to combine written and oral with multimedia.”

Turning to the subject of the two models that she and her colleagues 
developed after completing their review and expert interviews, Aldoory said 
that she views these as prototypes that will require dialogue, revision, and 
empirical testing to show that they work beyond the context of their review. 
These two models, she explained, are based on the universal precautions 
approach to health literacy and a situational communication framework 
that is context dependent. The models also fill some of the gaps in research 
that they identified. 

The first model, which assumes that the target participants have low 
health literacy, uses a roadmap to health-literate informed consent and is a 
step-by-step visualization of the sequential order of larger process phases 
to complete in order to reach patient understanding regardless of the level 
of health literacy (see Figure 2-2). Each step in the roadmap builds on the 
one before it and embeds the best practices identified during the review and 
interview process. 

The first step, Aldoory explained, is to know the setting and risks, 
which includes understanding practitioner characteristics such as training 
of the people who are giving informed consent. The second step is staff 
training on both study details and informed consent. The third step is to 
understand the participants’ cultural differences, literacy differences, ages, 
and technological skills and to use that understanding in the fourth step, 
which is to simplify written forms. Step five considers alternative formats, 
including multimedia and computer-based forms, and step six involves 
dialogue. “We have found that verbal exchange is still core to increas-
ing understanding and informed decision making among participants and 
patients,” said Aldoory. The seventh step involves assessing comprehension 
using teach-back and teach-to-goal methods, and the eighth and final step 
is to assess the system used to improve the entire process. 

The second model is a situational risk model for communicating 
informed consent (see Figure 2-3). This model incorporates a more tai-
lored approach to communicating with different audiences based on level 
of risk in the study and uses the AHRQ template and other templates that 
are based on minimal risk or high risk. As risk increases, the model adds 
more information in the informed consent documents, such as additional 
details on the right to refuse or discontinue participation and on common 
side effects, alternative treatments, and postsurgery plans. 

In closing, Aldoory said that some of the suggestions she and her 
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FIGURE 2-2  A roadmap to health-literate informed consent.
NOTE: IC = informed consent.
SOURCE: Aldoory et al., 2014.

colleagues found were simple, such as spending more time meeting with 
participants and patients and using clear language. Others were more com-
plicated, and as an example she cited one study that developed computer 
avatars that teach participants about decision making and informed con-
sent. “What was surprising to us was that even with an accumulation of this 
information, there continue to be barriers to informed consent,” she said. 
“Authors continue to talk about the restrictive federal guidelines and how 
challenging it is to reach meaningful informed consent.” She said that her 
hope is that the commissioned paper and the discussions at this workshop 
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would increase meaningful dialogue about these barriers and identify ways 
to improve health-literate communication during the informed consent 
process.

DISCUSSION

Cindy Brach, senior health policy researcher with AHRQ and a round-
table member, started the discussion by saying that she has been working 
on moving from the AHRQ toolkit for informed consent and authoriza-
tion for minimal-risk research to a set of trainings for hospital staff or for 
clinical practice and that she has been getting bogged down in some of the 
practicalities to make this transition. Brach remarked, for example, that 
patients being prepared for surgery often have questions about anesthesia 
when talking to the surgeon during the informed consent process but that 
the surgeon then refers those questions to the anesthesiologist, whom the 
patient has yet to meet. She then asked Sugarman if he had any ideas on 
how this process could work better. He replied that Brach had identified a 
structural problem that exists in many health care organizations and that 
these organizations are trying to address this problem as part of the need to 
increase the efficiency of the health delivery system. Some health systems, 
such as Johns Hopkins, have created preoperative clinics at which patients 
can meet with an anesthesiologist in advance of surgery. 

FIGURE 2-3  Situation risk model for communicating informed consent.
SOURCE: Aldoory et al., 2014.
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Sugarman noted that unexpected illnesses can also present a challenge. 
“I see patients on Tuesdays, but not all my patients get sick on Tuesdays,” 
he said. “If they come in on a different day, there is going to be a different 
process. Not all of health care can be planned.” He added that when struc-
tural issues act as barriers to informed consent, the goal should be to fix 
those problems rather than trying to correct them by changing the consent 
process at the end.

Ruth Parker, professor of medicine, pediatrics, and public health at 
Emory University School of Medicine and roundtable member, asked the 
panelists if they had any ideas on how to handle potential conflicts of 
interest in the consent process, and she cited the use of new technologies 
as something that could be perceived by some as a conflict of interest. 
Sugarman based his reply in part on the results of the Conflict of Inter-
est Notification Study he and his colleagues conducted with funding from 
the National Institutes of Health (NIH) (Weinfurt et al., 2009). The issue 
they studied was that, although every IRB wanted investigators to disclose 
potential conflicts of interest as a first step, it was unclear who on a research 
team should disclose, when and how disclosure should occur, and what 
the impact of disclosure would be on the research enterprise and potential 
participants. The bottom line, said Sugarman, was that most people do 
not care about most financial interests in research in spite of the attention 
that is brought to this issue. “If an investigator is paid by a company to do 
research, if there is a per capita payment, the general public understands 
that money changes hands to do different kinds of research,” he said. What 
people do care about is equity interest in research. “The fact that research-
ers stand to gain financially depending upon how the investigator physician 
interprets things matters to people.” Sugarman and his colleagues have 
since developed template language that can be used to accurately describe 
certain financial interests in research. He also noted that discussions about 
conflict of interest are sometimes about conflict of obligation between the 
integrity of the research process versus the obligation to the patient and not 
a conflict of interest per se. 

In terms of whether a particular technology would be viewed by the 
consumer as a conflict of interest, Sugarman said he did not know the 
answer of how to address conflict of interest. “That’s an empirical ques-
tion that needs to be asked,” he said. Sugarman went on to describe that 
he and his colleague Philip Lavori put together the Brief Informed Consent 
Evaluation Protocol, which serves as a tool for measuring the quality of the 
informed consent process independent of the experience of a research par-
ticipant (Sugarman et al., 2005). This protocol involves having the partici-
pant call a phone bank immediately after obtaining informed consent and 
going through a process that maps to Faden and Beauchamp’s conceptual 
model he had discussed in his presentation. In a site-randomized clinical 
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trial involving some 800 patients at 30 sites, Sugarman and his colleagues 
tested a checklist and found that although every research coordinator 
involved in the study liked the idea of a checklist to improve informed con-
sent, the data showed that a checklist did not improve the consent process 
and that there is room for improvement in the informed consent process of 
research (Lavori, 2007). 

Aldoory added that research supports Sugarman’s answers and that 
it also shows that too much information has been found to be negatively 
associated with participation. “If you give too much, it actually increases 
confusion, and it makes people not want to participate in trials and makes 
them more nervous,” she said. “Sometimes the conflict-of-interest informa-
tion comes in at a level of too much information if it is beyond what they 
really need to know.”

In a general comment to the two panelists, Kim Parson, strategic con-
sultant in the Corporate Consumer Experience Center of Excellence at 
Humana, stressed the importance of engaging actual consumers and doing 
human-centered design when plotting these different efforts. Parson com-
mented that it is important to vet these different models iteratively in real 
time and even co-create them with consumers. Sugarman agreed that such 
testing is important when the risk profile of the research matters but that 
there are other types of research where it would not matter as much. As an 
example, he discussed the vaginal microbicide trials that were conducted 
among sex workers in Africa to test the prevention of HIV transmission. 
“The stakes were enormous, and we made sure that we did really careful 
formative research to figure out how we could communicate to people 
who had less than 4 or 5 years of education in a six-arm randomized trial 
of different gels,” said Sugarman. In the end, they used a 15-page consent 
document that had three sentences and pictures per page, and they used two 
dice to explain randomization. With two or three rolls of the dice, people 
without education could understand randomization. 

In response to a question from roundtable member Wilma Alvarado-
Little, director for community engagement/outreach at the University at 
Albany’s Center for the Elimination of Minority Health Disparities, about 
whether adolescents are considered to have their own culture, Aldoory said 
that she did not find any studies where adolescence was considered a cul-
tural difference. “There were cultural differences in terms of older adults,” 
Aldoory noted. She added that in terms of accommodations for the visually 
impaired, which Alvarado-Little also asked about, a few studies looked at 
visual impairment and other situations, such as patients with schizophrenia. 
The findings in those cases tended to show that one-to-one oral communica-
tion seems to be the best way to communicate. Oral communication, she 
noted, allows people to ask questions more easily and to question informa-
tion that is not clear. In addition, it allows the person doing the consent 
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process to use nonverbal clues to judge whether the individual understands 
the consent process. “That really seemed to increase comprehension more 
than the other modalities,” said Aldoory.

Robert Logan, communications research scientist at the National 
Library of Medicine, asked Aldoory to discuss some of the major gaps in 
research that she uncovered. One significant gap, Aldoory replied, was the 
lack of visual models of any kind that used infographics or sequential order-
ing to help people who might be at the beginning stages of understanding 
informed consent. Researchers may have years of experience with the 
informed consent process, whereas people involved in a clinical trial may 
be doing so for the first time or may not have the expertise to know what 
they are doing, she explained. Another gap was that there has been little 
work done on the role of situational factors such as risk levels and how 
they affect informed consent. “We found many essays and conclusions from 
studies that said risk level is probably a dependent factor on how much we 
should communicate, but we haven’t found any empirical studies looking 
at those factors and their effects,” said Aldoory. 

She also reiterated her earlier statement that research on new technolo-
gies and multimedia approaches has largely generated mixed results and 
that more work is needed to understand why that is true. There has also 
been little research on low-health-literate populations, and there is a dearth 
of studies on developing models for informed consent in community-based 
research studies. 

Benard Dreyer, professor of pediatrics at the New York University 
Langone Medical Center and a roundtable member, asked the panelists to 
comment on the issue of providing too much information in the treatment 
setting, as opposed to the research setting. As an example, he noted that 
in his career he has seen three children die during tonsillectomies, mostly 
from anesthesia reaction, and he wondered whether it was necessary to 
mention the risk of death from anesthesia, a real but nonetheless rare risk, 
when obtaining consent from patients for the tonsillectomy. “From the 
ethical point of view and maybe from the practical point of view, how does 
one make a decision to throw yourself back from the ledge of too much 
information?” he asked. Sugarman replied that the issue of understanding 
the disutility of information is a challenging one because each individual 
has a different tolerance or desire for ever more information. “The bottom 
line is the big things matter to most people. Death matters to most people, 
and major risks are things that need to be on the table,” said Sugarman. 
“People have talked about the idea of drilling down into more and more 
information and making information available to people if they want to 
hear more and coming up with a bulleted list of main items, with additional 
information put behind them.” Sugarman also said that different risks are 
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important to different people. A musician, for example, might be very inter-
ested in even small risks for ototoxicity or peripheral neuropathy.

Sugarman noted in this regard that informed consent documents for 
HIV prevention trials funded by the NIH are “ridiculously long—they are 
20 or 30 pages—it can take a day for people to go through the consent 
document,” he said, adding that individuals are getting little usable infor-
mation from these documents. He and his colleagues are trying to determine 
how to shorten these documents, and they are running up against institu-
tional constraints. His team is asking all of the stakeholders in the process 
to identify what could be successfully eliminated from the consent form and 
why, and then see if they can reach a consensus as to what is really needed 
in these forms. 

Aldoory added that the research she reviewed showed the importance 
of giving people time to assimilate risks prior to surgery. When giving con-
sent in the minutes before surgery, patients may have some vague idea of 
risk and benefit, but at that point they have little choice, which increases 
their fear. Another problem is that people often come into the clinic full of 
misinformation that they gleaned from the Internet, which leads to their 
giving meaning to information beyond what they are actually hearing from 
the health professional conducting the consent process.

George Isham, senior advisor at HealthPartners, senior fellow at the 
HealthPartners Institute for Education and Research, and roundtable chair, 
asked Aldoory whether the situational risk model applies to everybody or 
whether there needs to be segmentation of the audience, given that different 
people have different values about different outcomes. “Is there an ethical 
question about providing people with different levels of information?” he 
asked. “Is a one-size-fits-all approach equitable and yet not helpful to a lot 
of the people? It seems like there is a bit of tension there between differ-
ent concepts in terms of what you provide the people and yet tailoring the 
information to what matters to people given their levels of situation and 
also their level of literacy.” Aldoory said that her team asked themselves 
those very same questions. “When we wanted to come up with visual 
models, we wanted to find a way to incorporate both the universal pre-
cautions approach and tailored communication approach,” she explained, 
noting that each of these two philosophies are beneficial in the situation of 
informed consent. She acknowledged that she does not have answers yet 
to Isham’s questions but noted that these questions are indeed on the table 
for study.

Sugarman added that enormous debates in court cases have led to the 
development of consent processes for the clinical setting. He explained that 
there are three standards for adequate disclosure of information during the 
consent process: a professional standard, a reasonable patient standard, and 
a subjective standard. The professional standard concerns what the aver-
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age professional would want to know in a given situation. In the case of 
tonsillectomies, for example, do most pediatric otolaryngologists describe 
the risk of death? The courts have leaned toward this standard because, as 
Sugarman put it, “it is easier to haul in a bunch of professionals in a court 
setting where there is an allegation of improper consent. That doesn’t mean 
it is the right way to go, but it is the court doing its business.”

This issue is easier to resolve in the research setting, he said. A phase 
I first-in-human study is a different situation from a research survey study, 
for example. He noted that with comparative effectiveness research that 
uses data that are already going to be acquired in the normal course of 
practicing medicine in the health care setting, there is the question of why 
there is even the need for consent, given that there is no incremental bur-
den or risk to the patient. “There is a bit of push-back now against always 
building up consent to be the most important element,” said Sugarman. 

Bernard Rosof, chief executive officer of the Quality in Healthcare 
Advisory Group and a roundtable member, noted that the complicating 
impact of federal regulations on the health literacy level of the informed 
consent document was mentioned frequently in the commissioned paper 
and asked Aldoory if she could comment more on that with regard to clini-
cal research on community health benefits. She responded that the chief 
complaint voiced by researchers concerns the volume of information that 
has to be communicated in the informed consent process. “I do not think 
that it is anything in terms of structural or behavioral restrictions that the 
researchers feel,” she said. What she and her colleagues learned in studying 
the regulations carefully is that many things are actually optional, which 
is why they developed the situational-risk model. Federal regulations, she 
explained, state that there is basic information that needs to be conveyed—
what the study is about, what the risks are, and a few other factors—but 
that the regulations are not as restrictive as they are made out to be. She 
also noted that the paper does list a few best practices that do relate to 
community-based work, as does the example she discussed about holding 
group meetings prior to obtaining individual consent

Roundtable member Winston Wong, medical director for Community 
Benefit and director of Disparities Improvement and Quality Initiatives at 
Kaiser Permanente, asked how political power factors into the conversations 
around informed consent, particularly with regard to safety net organiza-
tions that may be seeing significant numbers of undocumented individuals 
who may come in seeking care. Aldoory said that research in this area has 
not panned out, at least in the context of health literacy, though she noted 
that there is a much broader body of knowledge around issues of informed 
consent that do not address health literacy and that were not part of her 
review. However, this subject did come up in the interviews she and her 
team conducted, and the interviewees pointed out the importance of tak-

Informed Consent and Health Literacy: Workshop Summary

Copyright National Academy of Sciences. All rights reserved.

http://www.nap.edu/19019


OVERVIEW OF KEY ISSUES	 21

ing time to provide an understanding of the informed consent process long 
before discussing what the study was about and eventually seeking con-
sent. She added that some interviewees commented on the difficulties they 
encountered with their IRBs getting approval for using informed consent 
processes aimed at low-literacy populations. “They became advocates of 
their populations, but they had to battle the IRB,” said Aldoory.

Sugarman said that he was not aware of any empirical literature on 
political power and consent but that this highlights the critical issue of 
voluntariness, one of the understudied areas of the consent process. In a 
literature review he conducted about 15 years ago, he found that many 
hypotheses were addressed, and most were about understanding and disclo-
sure, whereas only a handful were about voluntariness (Sugarman, 1999). 
“If we really want to get to consent, we want to think about voluntari-
ness,” said Sugarman. He did note that in certain circumstances the federal 
regulations do provide some leeway for waiving the need for a consent 
document. Roundtable member Laurie Francis, senior director of Clinical 
Operations and Quality at the Oregon Primary Care Association, remarked 
that the power differential in society can be an important influence on vol-
untariness and asked whether there had been any research on that issue. 
Aldoory replied that most of the research on health literacy and informed 
consent focused on the literacy end and that there was only one formalized 
empirical study looking at self-efficacy. Sugarman added that one way of 
reducing the power differential is to have people other than the doctor or 
nurse involved in the consent process. However, solving this problem does 
not get rid of literacy issues.

Brach noted that many of these issues have to do with what Sugarman 
called the subjective standard for informed consent, which she interpreted 
as relating to those pieces of information that would make a difference to 
each individual. Although this standard would be difficult to enforce legally, 
given the challenge of knowing what specific individuals need to make their 
decision, it is what the field should be striving for in the consent process. 
“There is a model out there that says what we should be telling people is 
what is going to be important for them to make that decision,” said Brach. 
She also remarked that page length is not a good measure of literacy, as 
Sugarman’s example of the 15-page form with three sentences per page 
illustrates. She commented, too, on the use of short and simplified forms to 
better guide those who are conducting the consent discussion and to ensure 
that they are in fact communicating all of the important information needed 
for meaningful informed consent.

Parker asked the two panelists to name one or two areas that are ripe 
for the roundtable to tackle. Aldoory nominated the use of multimedia and 
interactive technologies, given the mixed results obtained so far. She said 
she would like to see more dialogue to tease out the reason for the mixed 
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results that have been observed so far. Sugarman agreed with Aldoory’s 
suggestion, saying that gathering good data on these newer approaches is 
humbling and noting how hard it is to develop these methods and test them. 
He added that developing health-literate consent documents is about more 
than just information giving and understanding. “Any model that reduces it 
prematurely to that simple question is going to fail,” he said. The first step, 
he said, should be to make a model that reflects this complexity and then 
generate data before introducing recommendations. “The things that we 
think about in closed rooms without data can be hazardous and resource 
intensive,” he remarked.

The final comment in this discussion came from Isham, who asked 
Sugarman to clarify his statement that financial conflicts of interest do not 
matter, given the public’s concern about the costs of medical care. Sugar-
man reiterated that although most patients want to know about financial 
interests in research they do not care about most of them, but they do care 
about equity interests. “The question is if it is something that poses a threat 
to [a patient’s] welfare, then it should matter,” Sugarman said. “I think the 
dominant paradigm for conflicts of interest is that it is critical to simply 
disclose them during the consent process, but I think we need to come up 
with management strategies for conflicts of interest and research rather than 
rely on the consent process to solve all of the issues with it.” He noted in 
closing the discussion that his summary paper (Weinfurt, 2009) made refer-
ence to language that IRBs and investigators can use to describe different 
financial interests and that he and his colleagues have used this language 
with thousands of people. He asked Isham to look at that paper and see 
whether he saw problems with that language.
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The Current State of Informed 
Consent in Research and Treatment

The workshop’s second panel included four speakers who together pre-
sented a picture of the challenges created by poor informed consent 
processes. Sara Goldkind, research and clinical bioethics consultant, 

discussed the impact of these processes on clinical trials and information 
sharing, and Yael Schenker, assistant professor of medicine at the University 
of Pittsburgh, spoke about one approach to developing a better informed 
consent process. Sandra Crouse Quinn, associate dean for academic affairs, 
professor of family science, and senior associate director of the Center for 
Health Equity at the University of Maryland, College Park, described strate-
gies for improving the informed consent process to help increase minority 
participation in clinical trials, and Alicia Fernandez, professor of clinical 
medicine at the University of California, San Francisco, highlighted the 
disproportionately negative impact that poor informed consent processes 
have on the medical treatment that minorities receive. An open discussion 
followed the four presentations.
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THE IMPACT OF A POOR INFORMED CONSENT 
PROCESS ON CLINICAL TRIALS1

Sara Goldkind

To start her presentation, Sara Goldkind noted that the FDA’s guidance 
on informed consent, of which she was one of the authors, was published 
in draft form recently and is available for comment. Goldkind encouraged 
the workshop attendees to review the draft guidance and provide feedback 
to the FDA. She also remarked that the draft guidance document addresses 
some of the issues that this workshop is tackling, particularly those issues 
related to literacy and numeracy and how to work with research partici-
pants who are physically impaired. 

To frame the rest of her presentation, Goldkind listed the conclusions 
she has drawn regarding how to improve the informed consent process. 
Any approach, she said, must be multipronged, and it must be driven by 
research on informed consent that produces a sound evidence base. There 
also needs to be more effort to educate the public and potential research 
participants about the informed consent process, the benefits of participat-
ing in clinical research, and the essential role that the public plays in the 
research endeavor, she added. In addition, the research community needs 
to partner more extensively and effectively with patients and disease-based 
foundations and advocacy groups. 

In discussing the basic components of informed consent, Goldkind said 
that although it is important to disclose adequate information to allow 
for an informed decision about participating in research and to facilitate 
comprehension, the crux of informed consent is not just about disclosure 
or understanding. A good informed consent process should also provide 
potential participants adequate opportunity to ask questions and consider 
whether to participate and should ensure that agreeing to participate is 
completely voluntary. She also noted that many complex learning activi-
ties go on in informed consent that impact the quality and success of the 
consent process. “I think we need to bear that in mind as we think about 
how to improve informed consent, and in fact, I think we need to have 
empiric research on all areas of the various components of informed con-
sent. Clearly, we have largely focused on understanding,” said Goldkind.

Another factor that adds to the complexity of studying informed con-
sent is that clinical research itself is diverse, Goldkind explained. Survey 
research, for example, is different from first-in-human research with a 
new investigational product. At the same time, study populations are also 

1  This section is based on the presentation by Sara Goldkind, research and clinical bioethics 
consultant, and the statements are not endorsed or verified by the IOM.
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diverse, and research is needed to understand whether that diversity affects 
the implementation of adequate informed consent and, if so, what those 
effects can be. The data derived from various components of the informed 
consent process are also heterogeneous in terms of the setting, the timing 
of data collection, and the types and quality of the methodology used to 
study those components. As a result, there is a question of whether findings 
from specific studies can be generalized to other groups. “Is someone who 
has gone through multiple clinical trials as part of cancer therapy different 
from someone who is a novice to the research setting?” asked Goldkind. 
“I think that we ought to not only bear in mind how complex informed 
consent is itself, but also how complex are the data that we are acquiring 
about informed consent.”

She noted that various practical concerns result when informed con-
sent is conducted poorly. For example, failing to describe the nature of the 
research and the scientific reasons for it could potentially affect recruitment 
and retention. She noted that researchers need to conduct exit interviews 
to ascertain why participants withdraw from studies and determine if the 
informed consent process played a role in that decision and whether there 
was a disconnect between an individual’s experiences in the study and what 
was learned through the informed consent process. It would also be use-
ful, she said, to ask people who decline to participate in research for their 
reasons for doing so. “It would be really interesting to know after they 
have gone through an informed consent process whether that changed their 
minds. Did they come to the clinical context thinking they were going to be 
part of the research? After they went through the informed consent process, 
did they say ‘this is not for me’ and why? I think there are ways that we 
can get more information about recruitment and retention.”

Another practical concern is that long and complex forms may inhibit 
reading and processing, and as an example she cited the terms-of-use agree-
ments that almost everyone skips when installing new software or joining 
a new website. Certainly, said Goldkind, long and complex forms may 
increase resource burdens when drafting them and when reviewing them 
at the IRB level, which in turn could delay start-up times, particularly 
when multiple sites and multiple IRBs are all editing various aspects of the 
informed consent documents. She commented that although many people 
believe that federal regulations are largely to blame for long and complex 
informed consent documents, she agrees with the prior speakers that this 
is not the case. She said that these regulations have been in place and have 
changed little since the 1980s; what has changed is the way these regula-
tions are being interpreted and implemented. 

Goldkind reiterated Aldoory’s statement that consent documents do 
not need to disclose everything that is in the regulations and cited the fact 
that of the 14 basic pieces of information listed in the regulations, only 8 
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are required to be disclosed, with the other 6 required only when appropri-
ate and applicable. Moreover, the regulations do state that the informed 
consent process has to be in language understandable to the research par-
ticipants. “In the guidance that I mentioned to you, we actually describe 
that low literacy and low numeracy should be taken into account when you 
think about what ‘language understandable to the research participants’ 
means,” said Goldkind.

If long and complex informed consent forms cause confusion and mis-
understanding among research participants, that might in turn affect data 
integrity, said Goldkind. For example, if participants are not following the 
protocol-driven procedures, outcome data can be negatively impacted, or 
if they are participating in a phase I safety study but think that they are in 
a treatment study, they may underreport adverse events. 

Goldkind then discussed what she believes are some of the aspira-
tional goals of informed consent. Informed consent should honor self-
determination and be thought of as an expression of the principle of 
autonomy, she said. Informed consent should empower the potential 
participant to decide whether the risk/benefit ratio is acceptable to that 
individual and whether it remains acceptable through the research study. 
“You can think of informed consent as an expression of beneficence and 
non-malfeasance in that regard,” said Goldkind. Informed consent should 
also aspire to convey respect for potential participants as true partners 
and maintain an ongoing dialogue that starts before study initiation and 
continues after the study ends. She said that she has heard from patients 
that they are interested in seeing the aggregate data from a study and learn-
ing about the conclusions drawn from their study. Maintaining a dialogue 
after a study is complete is a way of honoring the participants’ role in the 
study, said Goldkind. Although not a subject for this workshop, another 
aspirational goal for informed consent should be to protect individuals with 
diminished autonomy or decreased decisional capacity, Goldkind stated. 

She then discussed what she called “sublime concerns.” At the top of her 
list was that the failure to provide contextual meaning to a research study 
may degrade the participant’s autonomy and decision-making abilities. 
The goal, she said, citing an IOM report on health literacy and numeracy 
(IOM, 2014), is to enable participants to draw meaning from information 
to make the choices they need to make. Another sublime concern of hers is 
that informed consent handled poorly fails to engage participants as true 
partners and may lead to their sense of objectification or “commoditiza-
tion” that can then promote distrust and anger. 

There are several areas, said Goldkind, where further research is needed 
in order to improve the informed consent process. Studies have shown, 
for example, that research participants have a limited understanding of 
aspects of research after standard informed consent and that interventions 
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to improve understanding are not effective or are of limited or incon-
sistent effectiveness. One review of 42 trials of consent processes (Flory 
and Emanuel, 2004) found that person-to-person interactions, especially 
those involving extended discussion interventions, may be more consistently 
effective than approaches using multimedia, test/feedback, or enhanced 
forms at improving understanding.

Goldkind noted, too, that it is essential for the field to conduct 
evidence-based research on informed consent interventions. She acknowl-
edged that quality data are challenging to obtain and that it is necessary 
to assess whether the results from disparate study populations can be gen-
eralized and to ensure that the tools used to measure understanding and 
participant satisfaction are valid and of high quality. Given the complexities 
of studying informed consent, Goldkind said the field ought to think about 
nesting informed consent studies within clinical research. “What I mean by 
that is if you are doing a cardiovascular study, can you build in an informed 
consent study as an ancillary study to that research so that you actually 
have real-world data on informed consent rather than simulating certain 
informed consent projects?” Goldkind explained.

Additional research is also needed to understand what participants 
want and need to know, she said. Goldkind cited research by Deborah 
Schrag, from the Dana-Farber Cancer Institute, showing that participants 
in clinical trials of palliative chemotherapy did not want the informed 
consent organized by drug but rather by regimen. They wanted to know 
how chemotherapy was going to affect them: Would they be able to drive? 
Would they have to be hospitalized? What would they be given to combat 
nausea? They also wanted to hear real patient voices as part of the informed 
consent process. Schrag and her colleagues have compiled a booklet with 
pictures and quotes from real patients that they are now going to test in 
their population. “I thought that was a really interesting way of thinking 
beyond the informed consent document,” said Goldkind.

Along similar lines, the NCI revised its informed consent template 
for late-phase clinical trials based on expert input from a wide range of 
stakeholders, including physicians and nurses, IRB members and industry 
representatives, the FDA, lawyers and ethicists, and patient advocates. One 
of the results of the NCI’s studies was that shortening and simplifying its 
document had little impact on satisfaction among a group of colorectal 
cancer survivors. The NCI also found that people who were familiar with 
clinical trials were more inclined to want to be part of clinical research. 
Goldkind said that this finding goes back to one of her earlier points that 
educating people regarding what clinical research is about on a larger, 
community-wide basis could provide a contextual framework for people to 
understand information given to them within the informed consent process. 

With regard to going beyond the informed consent form, it is important 
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that the entire process educating individuals rather than simply informs 
them, Goldkind said. Understanding informed consent is a continuous 
process rather than a single event, and informed consent must reflect the 
diversity of research, meaning that one approach to the informed consent 
process may not be suitable for all types of research. It is also important, 
Goldkind said, to recognize the role that the larger community, such as 
patient advocacy groups, community-based advisory boards, and disease-
specific foundations, can play in improving the informed consent process 
beyond improving the actual consent document. She also suggested that the 
field should reach out to other disciplines and co-opt successful research 
tools from the social-behavioral and decisional sciences, successful teaching 
techniques from educators, and effective communication skills.

Goldkind concluded her talk by describing the challenges of discussing 
information sharing in the informed consent process. It will be important, 
she said, to conduct research that can identify what people want to know 
about how data will be shared, what will be disclosed when data are pooled 
and shared across multiple sites, and how their biospecimens will be used. 
Questions that she said need answering with regard to data sharing include 
the following:

•	 What does privacy mean in today’s highly matrixed and technologi-
cally sophisticated world?

•	 How would the public weigh protection of individual privacy 
against the utilitarian benefits to public health that could come 
from future use of linked datasets and/or biospecimens?

•	 How should differing national concerns and sensitivities be 
bridged?

•	 Ultimately, what is the optimal manner to present this information 
in an informed consent process?

She ended her comments by stating, “I want to emphasize the need for 
public dialogue and for education coupled with evidence-based research on 
informed consent.”
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FACILITATING INFORMED DECISION MAKING  
DURING THE CONSENT PROCESS:  

STRATEGIES FOR INCREASING MINORITY 
PARTICIPATION IN CLINICAL TRIALS2

Sandra Crouse Quinn 
University of Maryland

Sandra Crouse Quinn started her presentation by asking how many 
of the workshop participants had ever heard somebody say, “I am going 
to consent the subjects.” Her point in asking that question was to show 
the power differential that is inherent in the informed consent process and 
to begin the discussion of how that power differential might affect how 
members of racial and ethnic minorities might react in the context of the 
informed consent process. She also noted that, although research has been 
showing that racial and ethnic minorities are increasingly willing to partici-
pate in research, they still are not in fact participating. “How can we look 
at informed consent to help address that?” Quinn asked, adding that she 
particularly wanted to focus on the conversation part of the process rather 
than on the document.

She said that research shows that there is poor recall and understand-
ing of information presented during the informed consent process and that 
there is a lack of knowledge, particularly among racial and ethnic minori-
ties, about research and research terms. When the consent process is done 
well, these challenges can be overcome, and trust can be built between 
researcher and participant, but when done poorly, mistrust can be rein-
forced by the consent process. 

In an effort to improve this situation, Quinn and her colleagues con-
ducted a survey of 347 investigators, research staff, and IRB members 
whose racial and ethnic identity included Caucasian, African American, 
Latino, Asian, and Native American researchers (Butler et al., 2013). On 
average, these investigators had 14 years of research experience and were 
nearly 47 years old. They also conducted a national phone survey of 
adults in African American and Latino communities (see Table 3-1). They 
asked researchers such questions as “What methods do you use during 
the informed consent process?” “How do you assess understanding?” and 
“What generally do members of the public know about research terms and 
the purpose of informed consent?” They asked community members such 

2  This section is based on the presentation by Sandra Crouse Quinn, associate dean for 
academic affairs, professor of family science, and senior associate director of the Center for 
Health Equity at the University of Maryland, College Park, and the statements are not en-
dorsed or verified by the IOM.
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questions as “How would you like to learn about the consent process?” and 
“What strategies do you use to increase understanding, and what methods 
might be helpful for you to understand the informed consent document?”

In discussing some of the results, Quinn said that the phone surveys 
revealed that two-thirds of the community members understand the terms 
“confidentiality” and “anonymous” but that the level of understanding 
drops from there. When they compared the methods the researchers used 
to elicit the preferences of the community members, they found that some 
methods, such as taking home information, one-on-one discussions, hav-
ing a family member or friend present, and holding multiple meetings, 
were closely matched. However, whereas researchers were less inclined to 
talk with the participants, hold group discussions, and use new methods 
such as video and interactive games, participants were much more likely to 
prefer these methods. “Community members wanted more meetings and 
more opportunities to talk about the consent process,” said Quinn. They 
wanted to talk with other participants or potential participants in group 
discussions, and they saw videos as potentially helpful (see Figure 3-1). On 
the other hand, community members did not find it particularly useful to 
have the consent form read to them, a practice that was common among 
researchers. Quinn noted that many of the community members’ prefer-

TABLE 3-1  Demographic Distribution of Participants in a National 
Phone Survey About Informed Consent

Demographics
(Total n = 2,455)

Latinos
(n = 1,264)

African Americans
(n = 1,191)

Gender (females) 63% 68%

Age (mean and SD) 47.1 (17.4) 54.3 (16.9)

Education (college or above) 45% 56%

Marital status (married or living with a partner) 63% 50%

Employment
  •  Full-time
  •  Retired

37%
18%

31%
35%

Health insurance 74% 82%

Income
  •  <$36,000
  •  $36,000–$76,000
  •  >$76,000

56%
27%
18%

56%
27%
17%

NOTE: SD = standard deviation.
SOURCE: Quinn, 2014.
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ences coincided with what the literature says are the most effective means 
of conveying the information needed to make an informed consent decision. 

Regarding the format of the consent form and how content was deliv-
ered, 97 percent of researchers said they used plain language, a finding 
that Quinn called into question, given the state of most informed consent 
documents and the research showing that informed consent documents are 
written at a relatively high grade level. Fewer than 20 percent of researchers 
used a summary at the end of these complex documents, but a majority of 
the community members said that a summary would be helpful (see Figure 
3-2). 

In this study, Quinn and her colleagues also asked researchers how they 
assess understanding. Some 52 percent of the researchers asked open-ended 
questions of the potential participants, and nearly the same number had 
participants sign and initial every page, which Quinn said has never been 
shown to be an effective means of assessing understanding. Nearly 40 per-
cent used teach-back methods, and about 10 percent used an independent 
monitor or some form of questionnaire. One disturbing finding was that 32 
percent of the researchers did not assess understanding at all. 

Summarizing these findings, Quinn said that what is known about 
informed consent is that participants may have incomplete comprehension 
of information delivered during the informed consent process and that there 

Methods Used During Informed Consent Process
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FIGURE 3-1  Comparison of researchers’ methods to community member preferences.
SOURCE: Quinn, 2014.
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are discrepancies between researchers’ practices and community members’ 
preferences in both learning about a study and in the informed consent 
document. She added that it is clear that researchers’ assessment of partici-
pant comprehension is limited and sometimes inadequate and that there are 
issues with the use of plain language in the informed consent document. She 
then made two recommendations. First, she said, it is imperative to increase 
comprehension using methods that research has shown to work, such as 
one-on-one discussion, multiple meetings, and plain language, and then to 
make it a standard practice to assess understanding. Second, it is impor-
tant to increase satisfaction using such methods as one-on-one discussions, 
multiple meetings, pictures, and summaries. “Our team firmly believes 
that recruitment and the informed consent process are the beginning of a 
relationship, and if we begin that relationship in a way that fosters trust 
and understanding and dialogue, we believe that will ultimately play out in 
a successful completion of that research subject,” said Quinn. “Increasing 
satisfaction will help us to build that trust at the beginning.”

She then described the Building Trust research initiative that she and 
her colleagues have been conducting and the Web-based interaction edu-
cational program that they have developed as a resource for researchers 
and their community partners. On the basis of the data collected, Quinn’s 
team is creating three curricula, two of which are largely complete. One 
curriculum is aimed at researchers and staff, and it answers such questions 
as the following:

Consent Form Format
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FIGURE 3-2  Comparison of formatting approaches that researchers use and com-
munity members’ preferences.
SOURCE: Quinn, 2014.
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•	 How do you recruit?
•	 How do you address the history of race and distrust and research 

abuses?
•	 How do you address issues that are more complex even when we 

adhere to the guidelines, even when we do everything right?
•	 How do we think about complicated ethics? 
•	 How do we have critical conversations in our own research teams 

about race and ethnicity and recruitment? 
•	 How do we retain people, and how do we build community 

partnerships?

The second curriculum is for researchers and community organizations 
to use to explain what research is to their community members. “What 
we are saying is that it is time for a broader educational component about 
informed consent that doesn’t wait until the person arrives in your clinic 
ready to potentially participate in the study, but really helps them to under-
stand it,” said Quinn. This curriculum aims to explain why community 
members should participate in research and how their participation makes 
a difference, particularly in the context of health disparities, she explained. 

She then showed parts of the Web-based version of this second cur-
riculum, which comprises three components: the importance of research, 
informed decision making, and the ways community members can be 
involved with researchers. Each component has video and audio materials, 
didactic material, questions for discussion, and resources that commu-
nity members can download for later use. The informed decision-making 
component, for example, starts by addressing a set of myths and facts 
about research and informed consent (http://www.buildingtrustumd.org/
unit/informed-decision-making/do-you-know). It then addresses the lessons 
that were learned from the past, particularly from some of the abuses that 
occurred and the precautions that have since been put into place to protect 
participants in research studies. The curriculum then answers questions 
about why community members should participate in research and what 
informed consent is, including a glossary of terms and the 10 key elements 
of the informed consent process and the means to identify them. The cur-
riculum then provides a list (which can be downloaded and printed) of 10 
key questions to ask a researcher before agreeing to join any study (http://
www.buildingtrustumd.org/unit/informed-decision-making/knowledge-is-
power). The questions are as follows:

  1.	What is the main purpose of the study?
  2.	What will I be asked to do during the study?
  3.	How will I benefit from participating in this study?
  4.	What are the possible risks?
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  5.	How will the results be shared?
  6.	How will my personal information be kept confidential?
  7.	How long is the study going to last?
  8.	Are there any reimbursements or incentives offered?
  9.	Who is funding the study?
10.	What are the credentials of the researcher and the researcher’s 

institution?

In conclusion, Quinn said that she and her colleagues believe that a 
several-pronged process is essential to overcoming underrepresentation 
of minorities in clinical research and that the informed consent process 
can be one of those prongs. “There is a broader educational effort that 
is important, and then there are the specific components of improving 
informed consent when somebody comes in to talk about participation,” 
said Quinn. “Those are critical to building trust and to creating a more 
educated participant.”

DEVELOPING A BETTER PROCESS FOR INFORMED CONSENT3

Yael Schenker 
University of Pittsburgh

The focus of her talk, said Yael Schenker, was to describe practical steps 
to improve the process of informed consent in the effort to achieve ethical 
goals (Schenker and Meisel, 2011), and she used a specific case to frame the 
discussion. This case involved “Mr. L,” a 70-year-old man with end-stage 
heart failure who was being evaluated for a destination left ventricular 
assist device (LVAD). An LVAD, explained Schenker, is a complex device 
consisting of a pump connected to an external computer that does the work 
of the left ventricle of the heart pumping blood throughout the body. Surgi-
cal mortality for LVAD surgery ranges from 5 to 30 percent: it is considered 
a high-risk procedure. The decision to have a destination LVAD implanted 
is also a preference-sensitive one, meaning that it involves significant trade-
offs affecting quality and length of life. Schenker emphasized that LVADs 
are one of many cases where we face challenges in informed consent, and 
she believes that it is equally important to examine and improve the consent 
process for less complex and lower-risk procedures. 

Schenker drew an analogy between informed consent and scaffold-
ing. Like scaffolding, informed consent performs a basic safety function—

3  This section is based on the presentation by Yael Schenker, assistant professor of medicine 
at the University of Pittsburgh, and the statements are not endorsed or verified by the IOM.
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protecting patient autonomy and helping ensure that patients have the 
fundamental right to decide what is done to their bodies. And, like scaffold-
ing, she said, informed consent supports the building of the cathedral; in 
this case, the cathedral is patient-centered health care. “Informed consent is 
the platform from which we work to help ensure that patients are involved 
in medical decisions and that these decisions reflect their values and prefer-
ences,” Schenker said.

There are many documented failures of informed consent, according 
to Schenker, including the failure to achieve adequate patient understand-
ing that can lead to medical errors or the receipt of preference-discordant 
care. Some commentators have viewed these failures as evidence that the 
requirements of informed consent are unrealistic or that the concept itself 
is somehow flawed. Schenker said she does not share this view; rather, she 
believes that it is possible to improve the process of informed consent, and 
she cited evidence to support this more optimistic view (Schenker et al., 
2011). Data from a systematic review that she conducted with several col-
leagues demonstrate that relatively simple or straightforward interventions 
can improve patient comprehension in informed consent (see Figure 3-3). 
“I would submit that rather than abandon the cathedral, we build a better 
scaffolding,” said Schenker. “I think that when we look carefully at key 

FIGURE 3-3  Review of 44 trials indicating possibility of improving patient 
comprehension. 
SOURCE: Schenker et al., 2010.
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steps of the process—the who, when, what, and how of informed consent—
we find room for simple improvements.”

The “who” of informed consent is the person obtaining informed 
consent—traditionally this is the physician performing the procedure. In the 
case of Mr. L, this would be the cardiothoracic surgeon. Schenker empha-
sized that it is important for Mr. L and the family to have the opportunity 
to meet with the surgeon prior to surgery and to ask questions, but she 
questioned whether the surgeon is the best person to conduct the consent 
process. The surgeon may, for example, have poor communication skills or 
have little time to conduct a thorough consent process that leads to mean-
ingful consent, or simply may not enjoy talking with patients. Schenker 
noted that there are other important members of the clinical team involved 
in the consent process of a destination LVAD. For example, perhaps the 
LVAD nurse coordinator, Schenker said, probably knows more about these 
devices than anyone and has more time to spend at the patient’s bedside. 

As of 2013, the Center for Medicare & Medicaid Services (CMS) also 
requires that a palliative care physician be involved in the consent process 
for this procedure. “When you think about it, this makes sense because a 
surgeon knows a lot and thinks about the risks of surgery but may not be 
the best person to discuss alternatives to surgery,” said Schenker, likening 
the situation to asking an air conditioning company representative for 
information about ceiling fans. Palliative care clinicians, in contrast, are 
trained to discuss alternatives, including the alternative of not pursuing a 
potentially life-prolonging intervention, to think about and compare out-
comes for different options, and to elicit patient values.

Schenker noted that a team-based approach to informed consent 
requires clearly defined roles. She said that involving members of the team 
who are not involved in performing the procedure may provide more bal-
anced information, improve patient understanding and help to ensure that 
informed consent is truly an informed choice that reflects patient values. “I 
would propose that this approach can also be more efficient if each member 
of the team is charged with achieving a smaller piece of the consent process 
at the appropriate time,” she added. 

Turning to the “when” of informed consent, Schenker noted that pre-
vious speakers at the workshop had addressed the problem of obtaining 
informed consent immediately prior to a planned procedure. Mr. L, for 
example, may be too sick at the point of receiving an LVAD to participate 
meaningfully in the consent process, meaning that a family member (or sur-
rogate) may be required to provide consent. He may also be psychologically 
committed to the procedure at that point. Commentators have written that 
informed consent in such a situation constitutes little more than a medical 
Miranda warning (Meisel and Kuczewski, 1996). In contrast, there are 
several potential advantages to starting the consent process in advance—
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the patient may not be as sick, and multiple information sessions may be 
possible, for example. For LVAD surgery and other high-risk procedures, 
starting the process in advance would give the patient more time to prepare, 
engage, and ask questions, making informed consent an informed choice 
rather than an acknowledged understanding of a treatment option that has, 
for all intents and purposes, already been chosen. 

Timing does matter, said Schenker, and she illustrated one possible 
workflow for LVAD surgery (see Figure 3-4). “I think the nature of this 
workflow will vary depending on the urgency, complexity, and preference-
sensitive nature of a procedure,” she said. “When we talk about informed 
consent as a process, I think it is important that we allow time for this 
process to occur.”

In discussing the “what” of informed consent, Schenker noted that the 
current focus of consent discussions and consent forms is on risks. She said 
that for a high-risk procedure such as LVAD surgery, it is appropriate to 
discuss these risks in detail. However, an overwhelming focus on risk has 
several potential downsides. One is that risks are often described in vague 
terms—“There is a risk of bleeding and infection,” for example—that could 
apply to a simple blood draw as much as it does to destination LVAD. 
Laundry lists of risks are also overwhelming. When presented with forms 
written in fine print, patients will often just skim them, sign them, and hope 
for the best. Schenker emphasized that a focus on risks in this manner can 
also be impersonal. “It is not clear to what extent each risk on the laundry 
list will apply to you,” she explained. “If the risk of surgical mortality is 30 
percent, patients may hope that they will be in the 70 percent.”

Decision
Making

Signed
Consent
Form

FIGURE 3-4  Possible workflow for conducting meaningful informed consent for a 
high-risk surgical procedure.
SOURCE: Schenker and Meisel, 2011.
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Instead of focusing on risks, Schenker proposed that the focus of 
informed consent discussions should be on outcomes. A focus on outcomes 
involves thinking about the best-case scenario, the worst-case scenario, 
and the most likely case scenario for an individual patient (Schwarze et al., 
2013). For Mr. L, the best-case scenario may be that he survives the opera-
tion and can return home and live independently for another five to seven 
years. The worst-case scenario may depend on Mr. L’s values: it may be 
that he dies during the operation, or it may be that he suffers a devastat-
ing postsurgical complication, such as a stroke, that leaves him requiring 
24-hour care for the rest of his life. Finally, the most likely scenario for 
Mr. L may be that he survives the surgery and is able to return home but 
is unlikely to be able to return to activities he previously enjoyed, such as 
sailing. Once these scenarios are compiled, it is then possible to discuss 
how these outcomes, and the outcomes for alternative therapies, align with 
the patient’s goals (see Figure 3-5). “Thinking about outcomes in light of a 
patient’s goals helps to contextualize risks and may aid patients in making 
more informed and personal choices,” said Schenker.

Ending with the “how” of informed consent, Schenker spoke about 
two best communication practices: “ask-tell-ask” and “show, don’t tell.” 
Ask-tell-ask is a variation of teach-back that has been recommended for 
use in many types of medical conversations, including discussions with seri-
ously ill patients near the end of life and conversations to engage patients 
in the self-management of chronic illness (Back et al., 2009; Bodenheimer 
et al., 2005). Schenker believes that “ask-tell-ask” is also a useful model 
for informed consent. Ask-tell-ask starts by inviting the patients to share 

FIGURE 3-5  Aligning patient goals and outcomes.
NOTE: LVAD = left ventricular assist device.
SOURCE: Schwarze et al., 2013.
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what they know about a procedure. This approach not only signals the 
importance of the patient’s involvement but also elicits any potential mis-
understandings or misconceptions at the start. The clinician can then use 
the time more efficiently to fill knowledge gaps and correct misconcep-
tions. The final ask is framed not as a test or a challenge but rather as an 
opportunity to help the clinician to do a better job of explaining the next 
time. For example, the clinician may say something like, “I want be sure 
I have done a good job of explaining things today. Can you tell me what 
we talked about?” 

The “show, don’t tell” approach replaces descriptive text with pictures, 
videos, and demonstrations. “As I mentioned, LVADs are complex devices 
requiring lines of fine print to describe. Why not show a picture instead? 
Postsurgical care and conditions are also complicated. Why not use a video 
or perhaps even introduce a real patient?” asked Schenker. Evidence sup-
ports the idea that pictures or video can help patients envision both treat-
ments and their outcomes (Volandes et al., 2009). Technology can also help 
engage patients in the informed consent process and connect patients with 
others who are contemplating or have already received a high-risk proce-
dure, for example through online support groups. 

INFORMED CONSENT AND PATIENTS WITH 
LIMITED ENGLISH PROFICIENCY4

Alicia Fernandez 
University of California, San Francisco

Alicia Fernandez began this session’s final presentation by noting that 
there are no national or multicenter data on how best to overcome language 
barriers in conducting the treatment-related informed consent process. She 
also explained that the definition of limited English proficiency comes from 
the U.S. census, which starts with the question of whether an individual 
speaks a language other than English at home and, if the answer is yes, then 
asks if that individual speaks English very well, well, not well, or not at all. 

According to the Census Bureau’s American Community Survey, some 
60 million people, or 21 percent of the U.S. population, speak a language 
other than English at home, and of this group, 62 percent speak Spanish 
and under 5 percent speak Chinese, with all other languages accounting 
for less than 2 percent of those who speak a language other than English 
at home. About 24 million people speak English below the “very well” 

4  This section is based on the presentation by Alicia Fernandez, professor of clinical medi-
cine at the University of California, San Francisco, and the statements are not endorsed or 
verified by the IOM.
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proficiency level (see Figure 3-6), and 14 million people—11 million who 
speak Spanish as their primary language—fall into the “not well” or “not at 
all” categories, representing a population of American residents who cannot 
really participate in treatment conversations. Fernandez put this population 
in perspective by saying that it is larger than the combined populations of 
Guatemala, Honduras, Nicaragua, and El Salvador, and it gives the United 
States the world’s third-largest Spanish-speaking population. She also noted 
that the Hispanic or Latino population in the United States has grown from 
6.4 percent in 1980 to 9 percent in 1990, 12 percent in 2000, and 16.3 
percent in 2010 (see Figure 3-7). Currently, more than 17 percent of the 
U.S. population is Hispanic or Latino, and one-quarter of these individuals 
do not speak English well or at all. 

The challenges for achieving meaningful informed consent in the low- 
English-proficiency population go beyond language. Some 60 percent of 
this population have less than a high school education—in studies by 
Fernandez’s group at San Francisco General Hospital, the mean education 
level for patients with diabetes was third grade, for example—and about 
6.6 million individuals with low English proficiency fall below the poverty 

FIGURE 3-6  Percentage of the U.S. population speaking a language other than 
English at home who spoke English less than “very well,” by state, 2007. 
NOTE: Population 5 years and older. For information on confidentiality protection, 
sampling error, nonsampling error, and definitions, see www.census.gov/acs/www.
SOURCE: Census Bureau, 2007.
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line. Patients in the low-English-proficiency population are also less accul-
turated to U.S. health practices, including informed consent practices, and 
are less likely to question physicians, Fernandez said.

Fernandez listed four options for navigating language barriers: get by 
with limited language skills and gestures; use untrained interpreters, such as 
family and untrained staff; hire professional interpreters; and rely on bilin-
gual clinicians. She noted again that there are no national data to answer 
the question of how the U.S. health care system is actually dealing with 
this challenge. “We could know, but we don’t know,” is how she charac-
terized the situation. At San Francisco General, which she said has one of 
the country’s most robust interpreter systems, she and Yael Schenker found 
that among Chinese- and Spanish-speaking patients with limited English 
proficiency who received a thoracentesis, paracentesis, or lumbar puncture, 
only 22 percent had signed a consent form in a language they could read, 
and only 28 percent had fully documented informed consent that made use 
of an interpreter (Schenker et al., 2007) (see Table 3-2).

Fernandez said that the biggest factors that drive underuse of skilled 

Figure 3-7
Bitmapped

FIGURE 3-7  Hispanic or Latino population as a percentage of total population, 
by county, 2010.
SOURCE: Census Bureau, 2010.
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interpreters, even at a hospital with a well-developed interpreter system, 
are physician culture, the perception that communication is perhaps not 
that important, and the time and hassle involved in getting an interpreter. 
San Francisco General attacked this last problem by installing a bedside 
system that connects automatically to the hospital’s interpreter corps via 
phone or video conferencing, she said. Training physicians in interpreter 
use, combined with making it convenient, increased interpreter use by 30 
percent, she noted. However, physicians at San Francisco General report 
using untrained interpreters frequently, largely because it is convenient 
and because they are not aware of the evidence on communication errors 
associated with using family members or untrained staff as interpreters 
(Diamond et al., 2009). 

In contrast, said Fernandez, there is substantial evidence from audio-
tape studies that professional interpreters provide more accurate informa-
tion than ad hoc interpreters and that the use of professional interpreters 
increases patient and physician satisfaction compared to when ad hoc 
interpreters or no interpreters are used (Karliner et al., 2007; Tschurtz 
et al., 2011). Nonetheless, there are issues about the use of professional 
interpreters that bear underscoring, she said. Currently, there is a certifica-
tion and supply problem, as there are no mandatory national standards 
for what constitutes appropriate certification for professional interpreters. 
California, for example, mandates interpreter training, but many states do 
not. Fernandez explained that the Joint Commission suggests that hospitals 
have some way of knowing that their interpreters are competent, but it has 
not established clear standards for doing so. 

The quality of interpreters varies across the country, she added, with 
limited national data on actual interpreter use or availability. One study 
conducted in Washington State, a state that Fernandez said has paid a great 
deal of attention to informed consent, used audio recordings in the intensive 
care unit to check the accuracy of information passed on by professional 

TABLE 3-2  Rates of Informed Consent Documentation for Invasive 
Procedures in Low-English-Proficiency and English-Speaking Patients

LEP
(n = 74)
%

English
(n = 74)
% p-value

Procedure note documenting IC discussion, n (%) 59% 58% 0.9
Consent Form—any language, n (%) 70% 85% 0.03

Consent Form—patient’s language, n (%) 22% 85% <0.001

Fully Documented Informed Consent, n (%) 28% 53% 0.003

NOTE: IC = informed consent; LEP = low English proficiency.
SOURCE: Schenker et al., 2007.
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interpreters (Pham et al., 2008). A blinded review of the tapes by the 
investigators found that for every exchange of information, there was a 55 
percent chance that an alteration, such as an addition, omission, substitu-
tion, or editorialization, would occur. Of these alterations, 75 percent were 
judged to be of clinical significance, and 93 percent of them were likely to 
have a negative effect. 

For example, in one case a family member asked the doctor, “What we 
want to know is, after his lungs get better, and when he wakes up, will his 
brain suffer and affect his ability to recognize people?” What the interpreter 
said was, “Okay, so she wants to know about the lungs when he wakes up. 
So about his lungs and what about after, will it not affect him?” The physi-
cian replied, “Right now, it is very interesting to us because we don’t under-
stand what the problem is in his lungs.” In another example, the physician 
said, “I don’t know. This is a very rapidly progressing cancer,” whereas the 
interpreter said, “He doesn’t know because it started gradually.”

Fernandez said that interpreters themselves believe they need to do a 
better job. She and Schenker, along with other colleagues, surveyed inter-
preters regarding end-of-life discussions. Some 85 percent of them—most of 
whom were experienced and certified—had multiple discussions per week, 
but only half of the interpreters reported that those discussions usually went 
well. Eighty percent reported wanting additional training in end-of-life 
interpreting, and 81 percent thought that physicians needed more training 
in working with interpreters (Schenker et al., 2012). Fernandez described 
another study, conducted at Bellevue Hospital Center in New York City, 
that compared two state-of-the-art interpreter systems and language-
relevant bilingual physicians who were seen in the emergency department 
(Gany et al., 2007). When patients were asked whether they understood the 
doctor’s explanation of their diagnosis and their medication instructions, 
fewer than 40 percent of those who received those explanations via either 
of the interpreter systems understood key points. In contrast, close to 60 
percent of those who received their instructions straight from the bilingual 
physician understood key points (see Table 3-3). 

Multiple studies, said Fernandez, have shown that language-discordant 
care results in lower levels of comprehension, patient satisfaction, and 
trust in the physician. In a study that she and her colleagues conducted 
at Kaiser Permanente of Northern California, 35 percent of low-English-
proficiency patients with diabetes who were treated by a physician who did 
not speak Spanish reported a lack of trust, compared to only 16 percent 
of those treated by a Spanish-speaking physician who reported a lack of 
trust (Schenker et al., 2010). “Trust is an essential element of any informed 
consent discussion, as we cannot expect our patients to become physicians 
and make the choices that we can help them make,” said Fernandez. In 
addition, 20 percent of the patients who received language-discordant care 

Informed Consent and Health Literacy: Workshop Summary

Copyright National Academy of Sciences. All rights reserved.

http://www.nap.edu/19019


44	 INFORMED CONSENT AND HEALTH LITERACY

reported feeling poorly treated because of the language barrier, and 40 
percent thought their physician did not show respect when their doctor did 
not speak their language (see Table 3-4). Unfortunately, she added, “about 
30 percent of all of our patients, irrespective of language, believe that we 
do a poor job of listening to them.”

Bilingual physicians are more likely to be patient centered and elicit 
their patients’ points of view, Fernandez said. In observational studies 
comparing bilingual physicians and interpreted discussions, the latter have 
fewer open-ended questions and less elicitation of questions or values. Data 
from studies that Fernandez and her colleagues conducted (Fernandez et al., 
2011) show that patients with diabetes treated by language-discordant 

TABLE 3-3  Professional Interpreters Versus Bilingual Physicians

Interpreter  
System A

Interpreter  
System B

Language 
Concordant MD

Understood MD 
explanation Dx

35% 39% 59%

Understood Rx 
instructions

33% 38% 63%

NOTE: Dx = diagnosis; MD = physician; Rx = prescription.
SOURCE: Gany et al., 2007.

TABLE 3-4  Suboptimal Communication Resulting from Language-
Discordant Care

English-
proficient  
n = 8,116

LEP
n = 522 P value

LEP-LC
n = 210

LEP-LD
n = 153 P value

Lack of trust 
in MD

26% 25% 0.37 16% 35% <0.0001

Treated 
poorly 
because 
language

2% 12% <0.001 9% 20% 0.001

MD not 
showing 
respect

28% 30% 0.31 29% 39% 0.04

MD not 
listening

33% 28% 0.02 26% 32% 0.24

NOTE: LC = language concordant; LD = language discordant; LEP = low English proficiency; 
MD = physician.
SOURCE: Schenker et al., 2010.
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physicians are twice as likely to have poor glycemic control, though they 
are equally likely to take a cholesterol medication. “We think that as discus-
sions become more complex, the role of language and direct communica-
tion takes on more importance,” said Fernandez. 

Regarding how to address the challenges regarding individuals with 
limited English proficiency, who are among the most vulnerable of all 
patients, Fernandez said that to start, more data are needed on the state of 
the problem and on what is happening nationwide. There is also a need, 
she said, for national standards for interpreters and the mandatory use of 
certified professional interpreters for high-risk treatments and procedures, 
including high-risk outpatient decisions, such as a decision to start chemo-
therapy. “I think we could set a minimal standard requiring documented 
use of an interpreter for hospitalized patients as once a day. Once a day, if 
you are sick enough to be in the hospital, you should be able to speak to a 
treating physician.” There should also be a signature line for the interpret-
ers on the informed consent form to enable auditing. Health care systems 
should also facilitate additional interpreter training as well as training 
for medical students and residents on the use of professional interpreters. 
Technology, such as video-mediated interpretation and qualified telephone 
interpreters, could also be better used to address language barriers. 

Several years ago, San Francisco General created state-of-the-art con-
sensus forms in five languages that prompt a physician to call an interpreter. 
However, a survey of physician behavior conducted 1 year after rolling out 
these forms found no change despite what Fernandez characterized as “our 
best efforts at scolding and educating the residents.” Today, the situation 
has improved, as the most recent survey showed an increase in resident self-
reporting of interpreter use for informed consent, though she cautioned that 
the results of an audit are pending. She believes, though, that it is possible 
to change physician practice patterns, albeit slowly. 

In summary, said Fernandez, many patients—including those profi-
cient in English—have trouble with complex communication. For example, 
a study of English-speaking patients undergoing angioplasty found that 
80 percent believed erroneously that angioplasty would reduce their risk 
of myocardial infarction and reduce mortality (Rothberg et al., 2010). 
The physicians, who were also interviewed, did not share that erroneous 
belief. In Fernandez’s opinion, “Improving care for low-English-proficiency 
patients and focusing on low-English-proficiency patients will help improve 
informed consent for all patients.” Accomplishing that task, she added, 
requires “ongoing commitment from all levels of leadership and from all 
levels of participation in the health care industry.” She recommended that 
the roundtable convene a group to focus specifically on the problems of 
language barriers and to do it for two reasons. “One, it is the right thing to 
do. People are struggling out there knowing how to best take care of these 
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patients ethically and legally. Second, if it is not because of these patients, 
then do it because I think it will improve informed consent for all patients.”

DISCUSSION

George Isham started the discussion with the comment that when 
lawyers help their clients with estate planning, they often introduce deci-
sion making with respect to their clients’ preferences at the end of life. 
He wondered whether there is a way to disaggregate the decision-making 
process by first understanding patients with respect to their values and 
preferences. “I wonder if we are really thinking about the relationship of 
these concepts and the systems approach to understanding our patients’ 
needs and preferences and approaching them with decision-making and 
then using technology on the provider side to make that information avail-
able at the point of care,” said Isham. He then asked Schenker if she and 
her colleagues were thinking about this type of approach. “Yes, definitely,” 
she replied. “Informed consent is often the trigger that gets doctors thinking 
about this.” She added that, in her opinion, there is time to start the consent 
process in advance for many kinds of procedures. In the case of destination 
LVAD surgery, for example, heart failure is often a chronic disease, and 
most of these patients have been seen in the hospital repeatedly, long before 
the decision is made to implant an LVAD. “We don’t think about bringing 
some of these things up until the procedure is imminent,” said Schenker. “I 
think the more we can incorporate these conversations earlier, the better.”

Kim Parson remarked that she was surprised by Goldkind’s statement 
that dropouts from clinical trials were not interviewed to find out why they 
withdrew and asked whether there were rules or regulations that would 
limit such conversations. Goldkind replied that she was not aware of any 
legal limitations and that she believed that investigators should be encour-
aged to conduct such interviews as part of doing good research. She also 
said that not doing so is a missed opportunity and forfeits the ability to col-
lect valuable information. “You don’t know whether it is because they are 
disgruntled with the study, whether they had adverse events that they are 
not reporting, or whether they feel like they didn’t get the benefits out of the 
research that they thought they were going to be getting,” said Goldkind. 
These data would not only help improve the consent process but also help 
researchers design better trials and provide better data on the efficacy and 
safety of the intervention being studied. She did acknowledge that it takes 
effort to track down trial dropouts because often they simply stop returning 
to the clinical setting. 

Roundtable member Catina O’Leary, president and chief executive 
officer of Health Literacy Missouri, asked the panelists if the risk level dif-
fered between biomedical studies and community studies. “When you talk 
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to community members as Dr. Quinn’s group has done, you see that many 
times those community members feel the risk of what they are doing in the 
moment is as significant as anything else that anybody else would do, even a 
surgery or other things,” said O’Leary. Quinn commented that in her study 
of community members, she and her colleagues asked African Americans 
and Latinos if they would be willing to participate in a range of studies with 
different levels of risk. What they found was that there was a surprising 
willingness to participate even as the level of risk rose. The respondents 
were motivated, she said, by wanting to help future generations, believing 
that they could make a contribution somehow. She cautioned that “when 
we focus on risk, we need to be careful that we don’t have preconceived 
notions about what people are willing to do, and we have to talk about 
benefits,” said Quinn. “The benefits may be not simply benefits to the indi-
vidual but benefits to the community or to broader society.”

Goldkind added, citing anecdotal experiences she has had working with 
disease-based foundations and groups in a number of settings where risk 
was high, that in some cases it was clear that the people who were going to 
be enrolled in research were not going to be the beneficiaries of that imme-
diate intervention. “What struck me was how very engaged the groups were 
and how much input there was in terms of design, the informed consent 
process, the language used, and the understanding of what risk levels they 
were willing to tolerate beyond what we actually expected they would [be 
willing to incur],” said Goldkind. The lesson she learned from these anec-
dotal experiences is that investigators should not underestimate the power 
of dialogue and person-to-person exchanges. 

Isham then asked if that dialogue should be conducted only when there 
is something to offer participants in research or if it should happen in the 
treatment setting, too. “Should we be asking those questions beforehand 
so that we know how to approach our patients in the first place?” asked 
Isham. Quinn said that it should happen and that community review boards 
are a good avenue to engage in those conversations about risks and con-
cerns before studies even get started. She noted that her team was about to 
submit a paper describing a conceptual model for creating and maintaining 
openness to research. “We think of this as a long-term relationship,” said 
Quinn, “and if we are really smart as researchers, we would go back to 
these communities and [tell them] here is what we found and ask what they 
think the results mean.” 

Wilma Alvarado-Little asked Quinn if she had looked at the genera-
tional status of African American and Latino patients to see if that would 
lend some insight into their responses and reactions. Quinn replied that 
she and her colleagues are in the process of analyzing data from such a 
study. Regarding the idea of the medical Miranda warning, Alvarado-Little 
asked Schenker if patients hear that they have a right to remain silent, and 
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Schenker replied that informed consent discussions often convey the notion 
that patients should remain silent. Addressing Fernandez, Alvarado-Little 
asked if any steps were being taken to address inaccuracies that occur dur-
ing translation, and Fernandez replied that interpretation is very difficult, 
particularly in end-of-life discussions because many concepts may not be 
known and because of nuances that might be lost during translation. She 
and her colleagues have been working with the California HealthCare 
Foundation and the California Interpreter Association to create a free 
online curriculum designed to help interpreters improve their end-of-life 
conversations. Preliminary data show that interpreters like this curriculum, 
that they learn from it, and that they are more open to doing palliative care 
because of it. 

Benard Dreyer asked Fernandez if there were any data showing the 
comparative effectiveness of live interpreters and telephone-based inter-
pretation, and Fernandez replied that telephone interpretation is the least 
effective option. Video interpretations are gaining wider use, and these are 
more effective, she said. Thanks to technology solutions such as Skype and 
tablet computers, it should be possible to make use of interpreters with skill 
in any language and have interpreted conversations in real time wherever 
the patient is. She said that the private sector needs to step up to make this 
type of capability broadly available, and she added that “the research is 
unequivocal that video or in-person are both much better than telephone 
interpreters.”

In response to a question from Dreyer about whether there are any 
interventions in the clinical as opposed to the research setting that get peo-
ple to take more time during the consent process, Schenker replied that it is 
sometimes difficult to find more time in busy clinical settings. However, she 
said, the timing of when the patient is engaged in the consent process should 
change, and we should also think about who is conducting the informed 
consent process. As an example, she said that a surgeon may rush from one 
surgery into the preoperative waiting room to start the consent process for 
the next. “There may be a member of the team who is much more present 
and able to complete pieces of that process earlier,” said Schenker.

Cindy Brach continued on the theme of bringing in other members 
of the health care team to conduct pieces of the consent process by ask-
ing Schenker if the CMS requirement to bring in a palliative care expert 
prior to LVAD surgery might raise accusations of death panels. “How do 
we make sure all of the choices get on the table?” asked Brach. “Who are 
the right people to talk about those choices?” Schenker replied that, in her 
experience as a palliative care physician, she and her colleagues are good 
at taking a patient-centered approach that aims to elicit values and helps 
patients weigh options. She noted that she has watched the consent process 
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evolve to become more of a team process where each team member brings 
something different to the table.

Bernard Rosof voiced the opinion that an important contribution to 
increased understanding by research participants would be to increase 
understanding among the research community about excellence in informed 
consent. Ruth Parker responded that what she hears in the patient-centered 
community environment is that the focus still needs to be on helping 
patients and prospective participants better understand the consent process 
at the community level. 

Parker then asked Goldkind if the same informed consent processes will 
work in the clinical and research settings, given that research studies are 
mostly about determining safety and efficacy and that informed consent in 
the clinical setting has more to do with personal liberty and doing no harm. 
Goldkind replied that she believes that there are some distinct differences 
between informed consent in the clinical setting and the research setting 
that have to do with some of the assumptions that are made about motiva-
tions behind the consent process. “When clinicians are speaking to their 
patients about a treatment, the idea is, ‘I am trying to do something good 
for you. You are my center of focus,’” explained Goldkind. “As a physi-
cian who does clinical ethics, I really think it ought to be about taking the 
medical options and putting them within the patients’ value systems, their 
medical needs, and their life context.”

Informed consent in the research setting is more about protection that 
is downstream, Goldkind said. “We should never get to informed consent if 
we don’t think as a research community, as a researcher investigator, as an 
IRB, that the research has the right risk/benefit ratio and that the scientific 
questions that are being asked are critically important,” she continued. 
“Once that is all in place, there is still the idea that this research is proto-
col driven. The interventions are not necessarily for the treatment of that 
individual patient, but to generate scientific knowledge. That shift changes, 
in my mind, the parity between clinical informed consent and informed 
consent obtained in the research context.”

Michael Villaire, chief executive officer of the Institute for Healthcare 
Advancement and a roundtable member, asked whether there are any anec-
dotes or observations regarding how much value individuals with limited 
English language capabilities place on the informed consent process as a 
concept. He noted that his health care nonprofit is signing up people for 
health insurance who have never had health insurance, and they are so 
excited to be able to receive medical care now that they do not want to be 
faced with choices and to digest information, which creates another barrier 
for the informed consent process. In fact, replied Fernandez, there are data 
showing that 20 to 30 percent of older patients or patients in vulnerable 
groups do not want a consumer model of shared decision making—they 
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want their doctor to decide. Fernandez herself has patients who want her 
to make the choices and who say they trust her to do so. “I think that is 
completely valid and should be respected,” she said. 

The situation becomes more complicated when trust is broken, how-
ever, and Fernandez referred to the fact that most of her residents do not 
know the story about experiments conducted in Guatemala in which people 
were intentionally infected with syphilis but that most of her patients—
many of whom cannot read—all know that story.5 “What happens when 
there is no trust or when there isn’t a trusted care relationship or when the 
patient is sick, and the doctor asks, ‘Chemotherapy or no chemotherapy?’ 
This is very complicated and cannot be fixed by a form,” she said.

Turning to the role that regulations may or may not play in complicat-
ing informed consent forms, Andrew Pleasant, senior director for health lit-
eracy and research at the Canyon Ranch Institute and a roundtable member, 
noted that in his work as a community researcher he interacts with multiple 
IRBs across the country, and they all apply the existing regulations differ-
ently. What he has heard from the presentations is that tailoring situational 
approaches to the process is missing and very necessary, and he wondered 
if the regulations should actually require tailoring according to best prac-
tices in health literacy. He then asked the panelists if they had some idea 
of what such regulations would look like. Goldkind responded that it is 
important to remember that applying regulations uniformly eliminates the 
ability to have the very flexibility Pleasant wants. “Regulations just can’t be 
granular enough to cover all of the nuances of different contexts and study 
populations and scenarios,” said Goldkind, and she cautioned that layering 
additional requirements on top of those already mandated will only make 
it harder to incorporate the type of changes that the literature or empirical 
studies might demonstrate would work best for a specific context. 

Fernandez took the opposite view and said that there are areas where 
more regulation may be beneficial but that empiric data are needed to 
settle that question. As an example, she said that Washington State regu-
lates what needs to be included in informed consent, but other states do 
not. The empiric question that needs to be answered is whether people 
in Washington State understand the same procedure better than someone 
from western Massachusetts. “I haven’t seen any data, but I suspect they 
do,” said Fernandez, but the bottom line, she noted, is that the answer is 
currently unknown. 

Isham concluded the discussion by wondering if the process of improv-
ing informed consent should start with patients rather than with the process 

5  This research was funded by the U.S. government and conducted in Guatemala from 1946 
to 1948. More information is available at http://www.hhs.gov/1946inoculationstudy/factsheet.
html (accessed January 29, 2015).
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itself and if those who are involved in efforts to improve informed consent 
should start thinking about the categories of information that patients 
want. “What are the questions of life or death, function, consequences of 
the intervention, likelihood of success, potential impact of research? Is it 
a worthwhile study? Is it a trivial study? Is it a big question? Is it a little 
question? Is it an early calibration issue or not? Do the answers to these 
questions make a difference to whether people want to step forward and 
volunteer or not?” asked Isham. Schenker agreed that the field should 
take such a patient-centered approach but noted that this is not always 
seen in the clinical setting. “I think the requirements of informed consent 
really grew out of a desire to involve and protect patients,” said Schenker. 
“Unfortunately, I think, given the way the process has been operationalized 
for many procedures in many different clinical settings, that is not what 
has happened. To the extent that we can rethink our approach and extend 
beyond informed consent to informed choice, this would be valuable.”
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4

Approaches to Informed Consent

In the workshop’s third session, two panelists addressed new approaches 
to creating a meaningful informed consent process. Rebecca Sudore, a 
practicing geriatrician and hospital and palliative care physician at the 

San Francisco VA Medical Center and associate professor at the University 
of California, San Francisco, discussed the important role that conversation 
can play in creating a meaningful informed consent process. Christopher 
Trudeau, associate professor at the Thomas M. Cooley Law School, spoke 
about how to redesign consent forms so that they are understandable and 
meet the requirements of federal and state regulations. An open discussion 
followed the two presentations.

THE IMPORTANCE OF THE INFORMED CONSENT 
CONVERSATION IN ADDITION TO THE FORM1

Rebecca Sudore 
University of California, San Francisco

For Sudore, advance directives represent the ultimate informed con-
sent. Informed medical decision making, that may have life-and-death 
consequences, should be occurring when patients are completing advanced 

1  This section is based on the presentation by Rebecca Sudore, a practicing geriatrician and 
hospital and palliative care physician at the San Francisco VA Medical Center and associate 
professor at the University of California, San Francisco, and the statements are not endorsed 
or verified by the IOM.
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directives, physicians are discussing Physician’s Orders for Life-Sustaining 
Treatments (POLST forms), and do-not-resuscitate orders. In these 
instances, as with informed consent under other circumstances, people 
are often confused by the content of the forms and the many legal terms 
associated with advanced directive types of  forms. Often, patients or their 
surrogates sign forms with answers to questions regarding resuscitation, 
machine-assisted breathing, and other life-sustaining treatments that con-
flict with prior advance directive forms and the patient’s true wishes. 

Over the past decade, Sudore has worked with roundtable member 
Michael Villaire to create advanced directive forms that are easy to under-
stand. These forms, she said, are written at a fifth-grade reading level, use 
pictures to help explain complicated concepts and terms, and are available 
in Chinese, English, Farsi, Russian, Spanish, Tagalog, and Vietnamese (see 
Figure 4-1). A randomized controlled trial showed that people preferred 
this form overwhelmingly and that it doubled 6-month completion rates 
(Sudore et al., 2007). Sudore and her colleagues did find, however, that 
uncertainty still exists regarding hypothetical scenarios that are used to 
portray what could happen in the future, whether those were used for 
informed consent or advance directives. For example, 50 percent of a 
diverse population of older adults who reported a life-sustaining treatment 
preference on the basis of a hypothetical scenario were uncertain about 
their decision (Sudore et al., 2010). She noted that she and other investiga-
tors have shown that uncertainty is often associated with limited literacy, 
lower education, minority status, and poor health status (Allen et al., 2008; 
Volandes et al., 2010). 

One lesson to draw from these studies with regard to informed consent 
conversations, said Sudore, is that “just because somebody makes a choice, 
it does not mean that they fully understand the meaning and the ramifica-
tions of that choice.” As an example, she showed a portion of a POLST 
form used to direct a physician regarding life-sustaining treatment (see Fig-
ure 4-2). Section A of the form asks patients if they want cardiopulmonary 
resuscitation (CPR) in the event that they do not have a pulse. Section B 
is about medical interventions and asks patients if they want (a) comfort 
measures only, (b) limited additional interventions including comfort care, 
medical treatment, antibiotics, intravenous fluids, and noninvasive positive 
airway pressure but not intubation, or (c) full treatment. When she asked 
one of her patients what it meant to check the “limited additional interven-
tions” box, the patient’s response was, “I only want to be on machines for 
a few days. My family knows this.” This is not, however, what a physician 
would do, said Sudore. 

Sudore’s patient was not alone in being confused by these options. 
Unpublished pilot study data from her colleague Susan Hickman show that 
only 55 percent of people understand what is on a POLST form. Moreover, 
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59 percent of the time, the answers on this form are not in agreement with 
what the patients’ actual goals when asked in the moment. Other investi-
gators have found similarly confused patient responses to the questions on 
advance directive forms (Hammes et al., 2010; Heyland et al., 2013; Zhang 
et al., 2009). According to a study by Heyland and colleagues, 70 percent 
of documented end-of-life wishes in the hospital do not reflect what patients 
say they want for themselves at that moment in time. 

However, studies that focused on discussions and not just on forms 
show different results, said Sudore (Detering et al., 2010; Kirchhoff et al., 

FIGURE 4-1  First page of the California’s advance health care directive.
SOURCE: Institute for Healthcare Advancement, 2014.
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B 
Check 
One 

Medical Interventions:      Person has pulse and/or is breathing. 
 

       Comfort Measures Only  Use medication by any route, positioning, wound care and other measures to   
         relieve pain and suffering. Use oxygen, suction and manual treatment of airway obstruction as needed for  
         comfort. Antibiotics only to promote comfort. Transfer if comfort needs cannot be met in current location.  

Limited Additional Interventions Includes care described above. Use medical treatment, antibiotics, and IV 
fluids as indicated. Do not intubate. May use non-invasive positive airway pressure. Generally avoid intensive 
care. 

            Do Not Transfer to hospital for medical interventions. Transfer if comfort needs cannot be met in current  
            location. 
       Full Treatment  Includes care described above. Use intubation, advanced airway interventions, mechanical   
         ventilation, and defibrillation/cardioversion as indicated. Transfer to hospital if indicated. Includes intensive care. 
        
       Additional Orders:  _______________________________________________________________ 

        ___________________________________________________________ 
 

D

FIGURE 4-2  Medical intervention form offering patients three choices for care.
SOURCE: Sudore, 2014.

2010). She noted that work done by a group called Respecting Choices, 
which works with trained facilitators to conduct in-depth conversa-
tions with patients, produced documented end-of-life wishes accurately 
representing patient desires approximately 90 percent of the time. These 
discussion-centered methods also increased patient understanding and sat-
isfaction and helped surrogates know what patients want. These discussions 
also decreased cost and increased the quality of care. The lesson from these 
studies, said Sudore, is that discussions are needed to confirm understanding. 

Sudore then spoke about the work that she and her colleagues have 
done to modify the consent process. The study she described was nested 
in a study of the advance directive trial she had already noted. It involved 
providing test subjects with a consent form written at the sixth-grade read-
ing level and reading it to them verbatim in either English or Spanish. The 
researchers then assessed the patients’ knowledge with seven true/false 
questions about the content of the consent form and followed that assess-
ment with a teach-to-goal process that used repeated, targeted education 
until the patients achieved comprehension (Sudore et al., 2006). Through 
the first pass of the program, only 28 percent of the people were able to 
answer correctly all of the knowledge questions. Some 52 percent needed 
a second pass, and 20 percent needed a third pass. All of the non-native 
English speakers required more than one pass. “We found that as the lit-
eracy score decreased, the odds of requiring more passes increased,” said 
Sudore (see Figure 4-3). The good news from this study was that all study 
participants were able to understand the information presented within three 
passes.

Limited health literacy is surmountable, Sudore said. She cited a study 
on hospitalized patients with asthma as an example (Paasche-Orlow et al., 
2005). In this study, mastery of an inhaler was achieved in 100 percent 
of the patients after three passes through the instructions. In addition, a 
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study of surgical intensive care patients found that repeat or teach-back 
techniques improved informed consent comprehension from 53 percent of 
the patients to 70 percent, and the improvement was particularly notable 
with regard to understanding risks and alternatives (Fink et al., 2010). The 
investigators found that this repeat-back process took a mere 2.6 minutes 
longer than the regular informed consent process. The lessons for informed 
consent, said Sudore, are that an interactive teach-to-goal techniques may 
be necessary and that literacy and language do need to be addressed.

Sudore explained that the basic teach-back or teach-to-goal process 
starts with a new concept or new piece of health information and then uses 
an iterative process to achieve and assess understanding (see Figure 4-4). 
The problem with this approach, said Sudore, is that it gives patients infor-
mation on risks, benefits, and alternatives before it addresses the patient’s 
concerns. “What matters most to patients is not the treatment, but the 
outcome of the treatment,” said Sudore. As an analogy, she said the current 
process is like putting the cart before the horse. “It is not intubation, CPR, 

                           36   24  12   0 
Literacy Score (36 is percentage score, 0 is illiterate)  

0

0.5

1

1.5

2

2.5

3

3.5

4
O

dd
s o

f r
eq

ui
rin

g 
m

or
e 

pa
ss

es
 

 

FIGURE 4-3  Results of assessment indicating that as literacy score decreased, the 
odds of requiring more passes increased.
SOURCE: Sudore et al., 2006.
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surgery, blood transfusion, or chemotherapy, which I call the cart, but how 
their life will be after treatment, which I am calling the horse,” she said. As 
one patient from a focus group said, “If I go through all of this, how weak 
will I be? Will I be able to get myself up out of bed and take a bath, you 
know, or what will happen to me?” 

To make this point, Sudore presented another example from one of her 
surgery colleagues (Schwarze et al., 2013). As described in Schwarze and 
colleagues’ publication, “a 77-year-old frail woman came into the emer-
gency room with a large abdominal aneurysm. Though she had previously 
declined elective surgery on multiple occasions, she now agreed to have 
surgery, given that the main risk of not having surgery was death. After 
eight hours of surgery and admittance to the intensive care unit, the patient 
went into cardiac arrest and was brought back to the operating room to 
have her bleeding controlled. After another six hours of surgery and 45 
units of blood stabilized her, the patient was brought back to the intensive 
care unit without the need for blood pressure support.” Sudore said the 

FIGURE 4-4  The teach-back or teach-to-goal process.
SOURCE: Schillinger et al., 2003. 
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surgeons were happy because they believed that this was the best outcome 
they could expect for this frail older person. The woman’s family, however, 
was horrified because the extra life-support treatments went against the 
woman’s values and wishes—for years, the woman had voiced fears about 
the use of life support and spending her remaining life in a nursing home. 

Revisiting the concept of using best-case and worst-case scenarios that 
Schenker had described in the previous panel session to get at this patient’s 
values and wishes, Sudore said that a better approach than using risks, 
benefits, and teach-back might be to first understand what is the most 
important outcome to the patient and then describe all the options in terms 
of best-case and worst-case expected outcomes (Schwarze et al., 2013). This 
allows a range of options the patient can choose from that is focused on the 
outcome of treatment and what their life may look like after a particular 
treatment path. The best-case outcome for surgery in this example would 
be a 6- to 10-hour operation followed by 5 to 7 days of intensive care with 
a breathing tube and maybe dialysis, 2 to 3 weeks in the hospital, and then 
transition to a nursing home. After the surgery, it is unlikely that the patient 
would be able to return to living independently and would likely require 
living the rest of her life in a nursing home or with palliative care. The best-
case outcome of palliative care would be that the patient would be admitted 
to the hospital’s palliative care service, which would provide enough pain 
medication to stop the pain in her chest and enable the woman’s family to 
be with her at her bedside during what would likely be another 24 to 48 
hours before death. It might even be possible for the patient to go home, 
with hospice care providing pain relief. The lesson from this and other 
similar examples, said Sudore, is that “the first thing we need to do is elicit 
patients’ values and then describe the outcome of treatment in real-life 
terms that the patient can understand.” The use of stories can be helpful 
for understanding, she added.

Sudore noted that back when Terri Schiavo’s story was in the news, 
she and her colleagues found that 92 percent of both English and Spanish 
speakers—including those who were illiterate and could not read in either 
language—were familiar with Schiavo and the media coverage of her case 
and that as a result, 70 percent of those people had clarified their own goals 
for medical care, and more than 60 percent had been motivated to discuss 
their wishes with their family and wanted to complete advance directive 
forms (Sudore, 2008). In addition to stories in the news, video images help 
improve understanding, increase engagement, decrease decisional conflict, 
and help people identify their own goals, Sudore added. 

Geriatric patients have their own issues, including clinician bias that 
assumes that older patients have dementia. “People often automatically 
assume that older adults are demented, delirious, and cannot make their 
own decisions. Clinicians often defer to caregivers, when they haven’t done 
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the work to find out if a patient has decision-making capacity,” said Sudore. 
Other issues result from chronic illness and neurocognitive processing 
deficits, both from disease and medication, that can cause cognitive slow-
ing. However, this does not automatically mean that these patients cannot 
process information. It may be necessary to speak more slowly when going 
over informed consent documents or discussing end-of-life issues. 

In addition, 63 percent of adults over age 70 and 80 percent of people 
over age 85 have hearing loss, particularly with respect to high-frequency 
hearing that helps make consonants distinct and understandable. Unfor-
tunately, Sudore added, speaking more loudly does not help, and often 
patients misinterpret information as a result (Bainbridge, 2014). Many 
patients also lose their hearing aids during a hospitalization, making them 
vulnerable to poor understanding. The use of a small portable amplifica-
tion device can be a lifesaver, and Sudore recommended that everyone 
who works in a hospital have one. “We will go into the ICU, and people 
will say that this person does not understand, and they think the patient 
is delirious. We put a pocket talker on them and have a completely lucid 
conversation,” she said. 

She also noted that patients often lose their glasses while in the hos-
pital, which can create communication difficulties because many patients 
accommodate their hearing loss by lip reading. In fact, it is important to 
always face patients when speaking to them, she said—often, health care 
providers are working on a computer while talking to their patients, making 
it hard for patients to both hear and see. She also recommended decreas-
ing background noise by putting each patient’s back to the wall, sitting as 
close as possible to the patient, and using all forms of hearing amplification, 
including hearing aids and portable amplification devices. Sudore recounted 
the story of a patient in the intensive care unit who had a tracheotomy 
tube and could not communicate. Having the respiratory therapist insert 
a Passy-Muir valve enabled the patient to speak and have a meaningful 
conversation about her care.

In the case of patients with dementia, teach-back may not work, but the 
possibility exists that it could, because even people with cognitive impair-
ments can make informed medical decisions. When they cannot, caregivers 
are the alternative for consent, but caregivers do not always have high 
health literacy. One study found that 36 percent of paid caregivers for the 
elderly had low health literacy (Lindquist et al., 2011). 

In summary, Sudore listed six lessons that she hoped the workshop 
participants would take from her presentation: 

•	 An interactive teach-to-goal process may be necessary.
•	 Literacy and language need to be addressed.
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•	 Patients’ values need to be elicited first, and then the outcome of 
the treatment needs to be described in real-life terms.

•	 Visual images and stories are powerful teaching tools.
•	 Hearing and all forms of communication should be maximized.
•	 Health care providers need to be aware of age/dementia bias and 

caregiver literacy.

ESTABLISHING HARMONY BETWEEN THE 
RULES AND HEALTH LITERACY2

Christopher Trudeau 
Thomas M. Cooley Law School

“How can we create a form that complies with the law and promotes a 
conversation?” asked Christopher Trudeau at the start of his presentation. 
That is the question he is attempting to answer in his work, specifically 
with regard to the design of informed consent forms for medical procedures 
as opposed to those for clinical trials. He noted that the former are easier 
than the latter because there are fewer rules and regulations at the federal 
level and because most state-enacted regulations are based on the common 
law principles that Jeremy Sugarman talked about in the workshop’s first 
presentation. 

While every state has slightly different requirements, the informed 
consent document must always describe the risks and alternatives, contain 
a description of the procedure, and provide a place for the patient to give 
consent to treatment; it might also contain a few other legal disclosures that 
depend on the state and provider’s needs, Trudeau said. These are the basic 
limitations, but they do not mandate the specific language or words that 
have to be used to fulfill these regulations, though most legal counsel that 
Trudeau speaks with believe that the regulations do mandate specific lan-
guage. “That is not true. These topics need to be covered, but the language 
that we use is usually not covered by law,” said Trudeau. What the consent 
form language does have to satisfy is one of two standards: the professional 
customs standard, used by 23 states, and the reasonable patient standard, 
required by 24 states and the District of Columbia. Tennessee uses an inter-
national tort standard, and the other two states use a hybrid of the pro-
fessional and patient standards. The professional customs standard refers 
to what the prevailing practicing physician knows in a specific locality or 
community. The reasonable patient standard refers to what a reasonable 

2  This section is based on the presentation by Christopher Trudeau, associate professor at the 
Thomas M. Cooley Law School, and the statements are not endorsed or verified by the IOM.
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patient would understand, which, as Trudeau pointed out, is not the same 
thing as what is reasonable to a judge or lawyer. 

He also noted that when laws and regulations concerning informed 
consent for treatment were first being promulgated at the turn of the 20th 
century, there was no knowledge base about health literacy. That type of 
information about what patients understand is only 15 to 20 years old, he 
explained. So how, asked Trudeau, does health literacy fit within the legal 
standards? “It doesn’t,” he said. In fact, his attempt to find cases where 
people have argued that a lack of health literacy and understanding should 
lower the standard has largely failed, being confined to three or four cases 
that deal with a patient not understanding a piece of information because 
the individual could not read. 

Trudeau argued that, from an advocacy perspective, it may be neces-
sary to threaten or pursue lawsuits to trigger changes in the consent form 
regulations that reflect the health literacy literature that has developed 
over the past two decades. If health literacy starts becoming the standard, 
and groups such as the IOM or the American Medical Association (AMA) 
start promoting that standard, it will provide lawyers who are suing over 
a lack of informed consent to better make the argument that standards 
must change. “Once we get one liable case, everybody starts to change 
their forms and get on board with us, which is really what we want,” said 
Trudeau. 

Acknowledging that inducing change in this manner will take time, 
Trudeau said that some steps can be taken now to aid patient understand-
ing for the simple fact that the law and health literacy are not mutually 
exclusive, even though lawyers sometimes think they are. “Frankly, that’s 
because most lawyers do not know what health literacy is,” he said, adding 
that advocacy can change that misperception. 

Trudeau’s efforts to redesign informed consent forms has focused on 
colonoscopy, a nonemergency procedure for which there is time in advance 
to procure informed consent. He showed three forms that he found in a 
random search and noted that all three were written at about an 11th-grade 
level. That two of the forms were similar, he suggested, makes it likely that 
one facility found a standard form and modified it to fit its particular needs 
as determined by a lawyer, and all three of the forms had many problems 
with the writing above and beyond the grade level at which they were writ-
ten. He questioned, for example, whether it was necessary to use medical 
terms such as “coagulation,” “sedation,” or “digital optical instrument” 
or to create ambiguity using constructs such as “and/or,” by adding what 
seemed to be random “(s)” after some nouns but not others, or by being 
inconsistent in the use of the first-person singular or second person. He 
pointed out these flaws not just to show how unintelligible these forms 
could be but also to underscore that lawyers are not good at creating these 
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documents. “We are good at protecting our clients from liability,” said 
Trudeau. “We are not good at document design. We are not good at think-
ing about the impact of language on the patients and on others.” 

One example that he thought was particularly egregious described 
what would happen during the colonoscopy if some abnormality was spot-
ted. Instead of saying something such as “small growths can frequently be 
completely removed,” this document said, “If an abnormality is seen or 
suspected, a small portion of tissue may be removed for microscopic study 
or the lining may be brushed and washed with a solution that can be sent 
for analysis of abnormal cells, cytology,” none of which wording is required 
by law. His point in describing one flaw after another was to show that 
lawyers do not think about patient understanding and about drafting a 
clear form. They just draft a form that is going to comply with what they 
believe is mandated in a specific state’s regulations.

The first step in creating a form that complies with the principles that 
have been raised at this workshop is to understand where the form fits into 
the consent process, given that the form is just part of the consent process, 
Trudeau said. In the case of a colonoscopy, the process starts when a phy-
sician recommends to someone 50 years or older that he or she needs to 
get a colonoscopy. Ideally, Trudeau explained, there should be a conversa-
tion at this point with some initial information and some questions from 
the patient, and the patient should receive some educational materials or 
complete a tutorial that helps the person understand the procedure, the 
alternatives, and the risks. The patient then prepares for the exam, goes 
to the appointment, and then receives the consent form. Even though it 
is unlikely that the patient would back out at this point, having already 
prepped for the procedure, there should be time for further discussion and 
the opportunity for teach-back before the patient signs the consent form. 
Trudeau noted that, although his emphasis is on redesigning the form, there 
is also the need to redesign most of the educational materials on colonos-
copy that patients receive. 

Step two in the process, he said, is to create clear content that incorpo-
rates health literacy principles while also containing the necessary language 
that describes the technique and outlines the risks, alternatives, and other 
information germane to a particular treatment that federal and state regu-
lations mandate. Step three is to consider a design strategy that limits the 
document in size—two pages maximum for a colonoscopy, said Trudeau—
and that provides space for office administrative needs and signature lines, 
including lines for witnesses in states with that requirement. Trudeau noted 
that no regulations specify what a consent document must look like and 
that the design is subject to the discretion of each organization. 

With these ideas in mind, and after reviewing the dozens of consent 
forms that he could find and the requirements of his state, he created a 
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couple of versions of a consent form for colonoscopy. The first version (see 
Figure 4-5) is one piece of paper, front and back, and makes liberal uses of 
subheads that pose the common questions that patients ask, but Trudeau 
said that this version appears too dense and has too much information. 
After thinking about how to create more white space so that the form is 
more inviting, he created a second version (see Figure 4-6), which uses 
simplified explanations of the basic concepts of colonoscopy on the assump-
tion that the patient would have already received some information from 
the physician who recommended that the patient undergo this procedure. 
This second version, he said, tested at a 7.18 grade level and noted that the 
words “colonoscopy” and “colonoscope” are enough to increase the grade 
level. He also conceded that it might be possible to replace “bowels” with 
“colon” or “insides.”

To go along with this form, a physician could start the conversation, 
before handing out the form, by describing the procedure with language 
such as this: “This is what is going to happen. We are just going to go in the 
behind and look at your large bowel and see if there are any problems with 
your bowel such as cancer.” Trudeau pointed out that he did not have to 
use the word “polyp.” He noted, too, that in his state, only a physician, not 
a nurse practitioner or physician’s assistant, can start the consent process. 
The physician could explain the colonoscope with language such as “I may 
use this instrument to remove any growths that I find or to remove small 
pieces of your bowel for testing.” 

Trudeau questioned whether his use of the word “risks” in a subhead 
was the best approach and wondered if describing the worst-case, best-case, 
and most likely scenarios might be more understandable by the average 
patient. If it was not possible to use that type of presentation on the consent 
form, he suggested that such information be included in education materi-
als to accompany the consent form. He also wondered if his approach to 
quantifying risk was the best one—instead of stating the risk of bleeding 
at 1 in 100 or perforating the bowel at 1 in 1,000, the document explains 
that 99 people will not bleed and that one will and that 999 people will 
not have a hole in the bowel and that one will. “This is just a different way 
of conveying the same information that might have an impact on at least a 
wider array of people,” he explained. 

The second side of both forms contains the consent boxes, signature 
lines, and teach-back area. It will be necessary, said Trudeau, to teach phy-
sicians how to conduct a teach-back using this form. He explained that if 
the provider is properly trained, the form and the discussion that goes with 
it at this point not only will help with patient understanding but should 
also make the lawyers happy by providing a record of the patient’s under-
standing in case of later litigation. In the end, said Trudeau, there are many 
design options that can increase readability and understandability, but they 
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will not by themselves do much good if the content is neglected and if the 
physician’s intent is to simply hand out the form and get the patient to sign 
it. “What I want you to understand is that we can cover our legal bases and 
use plain language and incorporate teach-back and probably produce more 
legal protection for all of our providers as well,” said Trudeau in closing 
his presentation. “Don’t let lawyers tell you it can’t be done. We can create 
this harmony.” 

DISCUSSION

Cindy Brach opened the discussion by asking Trudeau why lawyers are 
not leading the charge to simplify forms and explain terms and concepts 
more clearly. To her, lawyers should be most concerned about liability 
concerns that would go along with having patients sign forms they do not 
understand. “How do we get them over that hump to realize, even if their 
only goal is to protect against lawsuits and malpractice that this is what 
they should be arguing for?” asked Brach. Trudeau blamed the lack of 
lawyer leadership on this issue to two factors. First, he said, lawyers need 
to know about and understand health literacy and the impact of poorly 
designed and complicated forms, and, second, they need the skills to draft 
these forms. Lawyers, he said, have little training in literacy principles, let 
alone those of health literacy—if they had, he stated, the Affordable Care 
Act would not be 2,200 pages long, and credit card agreements would not 
be written at a 12th-grade level. 

Law schools share at least part of the responsibility for this lack of 
knowledge, he added, and noted that there is a significant body of research 
on what judges want to see in a legal brief, and in general they want docu-
ments that are clear and understandable. Nonetheless, he said, law schools 
spend little time instructing students in how to draft documents that are 
clear and understandable despite the efforts of what he called the plain lan-
guage movement. He noted that he is part of several organizations that are 
working to inform lawyers about literacy factors, yet despite their efforts 
change is occurring slowly. What could move the field along more quickly 
is to use the stick of litigation over forms that are not understandable, given 
that lawyers are trained to be more concerned with what the courts say than 
with what the average person says.

Andrew Pleasant first commented that moving the informed consent 
moment to a time prior to the colonoscopy appointment would potentially 
save time and money if someone says no to consent, and it would reduce 
the pressure of deciding on consent when the procedure is about to take 
place. He also supported the idea of framing the consent document and 
discussion around outcomes, but he wondered if physicians are resistant 
to discussing outcomes because they tend to be hesitant about predicting 
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Consent Form:
Colonoscopy

[Insert company name]
[Insert company address]

[insert phone number & website]

Patient’s Name: 

Date of Birth:

What is a colonoscopy? 

   Your medical provider will use an instrument called a 
colonoscope to look at the inside lining of your bowel. 
   Your provider will start from your rectum and look at your 
large bowel. This is done to see if there are any problems 
with your bowel, such as cancers, growths that could turn into 
cancer, or other medical problems.
   During this process, your provider may use the instrument 
to remove any growths found or to remove small pieces of 
your bowel for testing.  

Will I need drugs during the colonoscopy? 
   Yes. These drugs are usually very safe, but there are risks 
and side effects with any drugs. Your risks will depend on a 
number of factors, such as your weight, whether you smoke, 
and your past or current medical conditions. 
   Usually, you will receive drugs that make you feel very 
relaxed during the procedure. You may remember some (or 
very little) about what happened during the procedure.
   Your medical provider will discuss these risks with you 
before these drugs are given.

What are the risks of having a colonoscopy?  
   There are risks and complications with this procedure. They 
include, but are not limited to, the following: 

Common risks and complications: 
• Mild pain or discomfort in your mid-section that can last up      
to 5 days.
• A weak or numb feeling in your arm due to your body posi-
tioning during the procedure.
• Nausea and vomiting.
• Dizziness or feeling faint, typically when you start to move. 
• Headaches and muscle aches. 

Uncommon risks and complications:
• 1 in 100 people will significantly bleed from their bowel 
after a growth is removed. If this happens, further scoping, an 
operation, or a blood transfusion may be needed. 

• 1 in 1000 people will get a hole (perforation) in their bowel 
causing the bowel’s contents to leak into the abdomen. If this 
happens, you may need surgery to repair the hole. 

What if I do not have the colonoscopy?

Rare risks and complications: 
• Blood infection (called Bacteraemia), which will require 
antibiotics.
• Stroke.
• Severe allergic reaction (anaphylaxis) to the drugs given at 
the time of the colonoscopy. 

   A colonoscopy helps to catch problems earlier, so they 
are more treatable. If you do not have one, it will be harder 
to diagnose your illness or screen for cancer.

Do I have other options?

   Rectal exam: Your provider will examine you by hand. This 
is not painful, but it does not examine your colon. 

   Barium enema: In this test, a fluid is put in your rectum 
that makes your colon show up on X-ray. But if some-
thing shows up on X-ray, then your provider will suggest a 
follow-up colonoscopy. 

   Fecal blood test: This test checks your stool for blood that 
you can’t see. Your doctor gives you a test kit and instruc-
tions to use it at home. But this test can result in false posi-
tives. 

   Flexible sigmoidoscopy: In this test, your provider puts 
a thin, flexible, hollow tube with a light on the end into your 
anus. This does not go up very far, so your provider cannot 
see problems in your upper colon. 

What can I expect after the colonoscopy?
• You will be in recovery until the effects of the drugs wear off. 
• You may not drive after the colonoscopy. You must have 
someone take you home. 
• You might have some bloating or cramping caused by air 
entering the bowel during the colonoscopy. Moving around 
will help get rid of this. 
• Your provider will tell you when you can eat or drink. 
Typically, you can do this right away. 
• Your provider will tell you the results of the colonoscopy. 
You may need to come back to discuss the results.  

Page 1 of 2

99 people 
will not bleed

1 person
will bleed

999 people 
will not get a hole

1 person 
will get a hole

© 2014 Christopher R. Trudeau Continues ⇒

(Version #1: described alternatives)

FIGURE 4-5  A colonoscopy consent form incorporating teach-back.
SOURCE: Trudeau, 2014.
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Patient's Consent 
to Treatment

Medical Provider's 
Acknowledgment of Consent

(Patients: please read and initial each statement) (Providers: record answers in patient's own words)

I understand what a colonscopy is, and I know it involves 
risks, including risks specific to me.

I have been educated about these risks, and my provider 
has answered my questions about these risks.

I understand the other treatment options available, but I 
have decided against those options. 

I allow my provider (or anyone directed by my provider) 
to treat me. I understand that this means I may be treated 
by providers still in training.   

I understand that drugs will be used to help relax me and 
relieve pain. My provider has discussed this with me, and 
I understand the risks of using these drugs. 

I understand that there are no guarantees about the 
results of the colonscopy, and I realize that the procedure 
will not cure medical conditions.

I allow my provider to remove tissue for testing and to 
treat any growths or cancers that can be treated with the 
instrument.

If anything immediate and life-threatening occurs during 
the colonoscopy, I allow my medical provider to treat me.  

I allow my provider to record video or take images of my 
bowel if it will help determine the proper treatment. 

I was able to ask my provider questions about this proce-
dure, my risks, and my other options. My questions have 
been answered, and I agree to receive a colonoscopy:

Sign your name here

Print your name here

Today's date

What is a colonoscopy? 

What are some of the risks we discussed?

Do you have any questions about these risks?

What are your other options besides a colonoscopy?

What can you expect after the colonoscopy? 

What other questions do you have?

The patient and I have discussed this procedure, its 
risks, and its alternatives. I have answered the patient's 
questions, and I believe that the patient is informed and 
consents to the colonoscopy:

Medical provider's signature

Printed name of medical provider

Today's date

Page 2 of 2

Why are we doing this colonoscopy? 

Initial

©2014 Christopher R. Trudeau

Disclaimer: This document was created for educational 
purposes by Chris Trudeau, a Michigan lawyer. It may not 
be used for medical purposes without his prior approval.

FIGURE 4-5  Continued
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Consent Form:
Colonoscopy

What is a colonoscopy? 

   Your medical provider will use an instrument called a 
colonoscope to look at the inside lining of your bowel.
   Your provider will start from your rectum and look at your 
large bowel. This is done to see if there are any problems 
with your bowel, such as cancers, growths that could turn 
into cancer, or other medical problems. 
   During this process, your provider may use the instru-
ment to remove any growths found or to remove small 
pieces of your bowel for testing.  

Will I need drugs during the procedure? 

    Usually, you will receive drugs that make you feel very 
relaxed during the procedure. You may remember some (or 
very little) about what happened during the procedure.
   These drugs are usually very safe, but there are risks 
and side effects with any drugs. Your risks will depend on a 
number of factors, such as your weight, whether you smoke, 
or your past or current medical conditions.
   Your medical provider will discuss these risks with you 
before the drugs are given.  

What are the risks of having a colonoscopy?  

  There are risks and complications with this procedure. 
They include, but are not limited to, the following: 

Common risks and complications: 
• Mild pain or discomfort in your mid-section that can last for 
1 to 5 days.
• Weak or numb feelings in your arm due to your body 
positioning during the procedure.
• Nausea and vomiting.
• Dizziness or feeling faint, typically when you start to move 
around. 
• Headaches and muscle aches. 

Uncommon risks and complications:
• 1 in 100 people will significantly bleed from their bowel 
after a growth is removed. If this happens, further scoping, an 
operation, or a blood transfusion may be needed. 

• 1 in 1000 people will get a hole (perforation) in their bowel 
causing the bowel’s contents to leak into the abdomen. If this 
happens, you may need surgery to repair the hole. 

What if I do not have the colonoscopy?

Rare risks and complications: 
• Blood infection (called Bacteraemia), which will require 
antibiotics.
• Stroke.
• Severe allergic reaction (anaphylaxis) to the drugs given at 
the time of the colonoscopy. 

   If you do not have a colonoscopy, it will be harder to diag-
nose your illness or screen for cancer. Colonoscopies help 
to catch problems early, so they are more treatable. 

Are there other options to a colonoscopy?

   Yes, there are other options to a colonoscopy. These may 
include fecal blood tests or radiologic-imaging tests. These 
tests have their own problems, risks, and benefits. 
   Your provider will discuss these options with you. 

What can I expect after the colonoscopy?

• You will be in recovery until the effects of the drugs wear off. 

• You may not drive any type of vehicle after the colonoscopy. 
You must have someone take you home. 

• You might have some bloating or cramping pain caused by 
air entering the bowel during the colonoscopy. Moving around 
will help get rid of this. 

• Your provider will tell you when you can eat or drink. 
Typically, you can do this right away. 

• Your provider will tell you the results of the colonoscopy. 
You may need to come back to discuss the results.  

Page 1 of 2

99 people 
will not bleed

1 person
will bleed

999 people 
will not get a hole

1 person 
will get a hole

[Insert company name]
[Insert company address]

[insert phone number & website]

Patient’s Name: 

Date of Birth:

©Christopher R. Trudeau, 2014 continues ⇒

(Version #2: more white space)

FIGURE 4-6  A colonoscopy consent form incorporating teach-back and a more 
open design with alternatives minimized.
SOURCE: Trudeau, 2014.
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Patient's Consent 
to Treatment

Medical Provider's 
Acknowledgment of Consent

(Patients: please read and initial each statement) (Providers: record answers in patient's own words)

I understand what a colonscopy is, and I know it involves 
risks, including risks specific to me.

I have been educated about these risks, and my provider 
has answered any questions I have about these risks.

I understand that there are other treatment options avail-
able, but I have decided against those options. 

I allow my medical provider (or anyone directed by my 
provider) to treat me. I understand that this means I may 
be treated by providers still in training.   

I understand that drugs will be used to help sedate me 
and relieve pain. My provider has discussed this with me, 
and I understand the risks of using these drugs. 

I understand that there are no guarantees about the 
results of the colonscopy, and I realize that the procedure 
will not cure medical conditions.

I allow my medical provider to remove tissue for testing 
and to treat any growths or cancers that can be treated 
with the instrument.

If anything immediate and life-threatening occurs during 
the colonoscopy, I allow my medical provider to treat me.  

I allow my provider to record video or take images if it will 
assist in determining the proper treatment. 

I was able to ask my provider questions about this proce-
dure, my risks, and my other options. My questions have 
been answered, and I agree to receive a colonoscopy:

Sign your name here

Print your name here

Today's date

What is a colonoscopy? 

What are some of the risks we discussed?

Do you have any questions about these risks?

What are your other options besides a colonoscopy?

What can you expect after the colonoscopy? 

What other questions do you have?

The patient and I have discussed this procedure, its 
risks, and its alternatives. I have answered the patient's 
questions, and I believe that the patient is informed and 
consents to the colonoscopy:

Medical provider's signature

Printed name of medical provider

Today's date

Page 2 of 2

Why are we doing this colonoscopy? 

Initial

© 2014 Christopher R. Trudeau

Disclaimer: This document was created for educational 
purposes by Chris Trudeau, a Michigan lawyer. It may not 
be used for medical purposes without his prior approval.

FIGURE 4-6  Continued
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outcomes and, in fact, are not trained to do so, given the potential liability 
problems that could come with predicting outcomes as opposed to merely 
describing procedures. Trudeau agreed with Pleasant about giving patients 
the consent form earlier in the process, perhaps with the education forms, 
but he wondered about the practicality of reforming the process in that way. 
Regarding Pleasant’s comment about outcomes, Sudore responded that the 
potential for liability when discussing outcomes is higher when the physi-
cian does not know the patient who is being asked for consent and does 
not know what that person’s desires and goal are relative to the treatment 
procedure in question. 

Michael Villaire noted that his organization and others teach the prin-
ciples of health literacy to people who create forms and who write patient 
education materials. “We give them all of the basics on how to use white 
space and plain language and graphics and limit messages and all of those 
principles that at least remove barriers to comprehension,” he explained. 
“Nothing will ever guarantee comprehension, but we can at least take out 
as many barriers as we can see.” Where the process of creating health-
literate consent forms and education materials fails is often when they 
reach a company’s attorneys, he said. “There is often a power imbalance 
in many organizations where the patient educator, the person writing these 
forms, does a great job in creating these documents. Then it goes to legal, 
and that’s the end of it,” said Villaire. He asked Trudeau if he had any ideas 
on how to approach the legal department and start a conversation over the 
balance between understandability and legal obligation. 

Trudeau noted that he was preparing a 3-hour answer to that very 
question that he would be presenting to the FDA the day after the work-
shop and that he could not do justice to this question. He did reiterate his 
earlier statement that the problem lies in the balance of power, with the 
lawyers in the power position. “In reality they [lawyers] don’t know what 
they are talking about when it comes to creating an understanding. They 
know what they are talking about when it comes to protecting the client,” 
said Trudeau. Correcting that imbalance is what drove him to create simpli-
fied forms that he can use to show lawyers that their client protection goals 
are not incompatible with health literacy goals. It also drives him to try to 
recruit others in his profession to become what he calls “health literacy 
lawyers.” “We have a lot of health lawyers in the country,” said Trudeau, 
“people that know everything about HIPAA [Health Insurance Portability 
and Accountability Act] and the Affordable Care Act, but they are not nec-
essarily the best health literacy lawyers. We need to teach those folks and 
that, I think, is going to pay dividends in the long run because you will get 
some of those folks that could be champions for you.”

Villaire asked how to start the process of creating a cadre of health 
literacy lawyers, and Trudeau said the first step should be to provide plain 
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language training to lawyers in the health care field and to convey the fact 
that plain language can provide greater protection to their clients. At the 
same time, it is important to recognize that lawyers will always put client 
protection first because that is how they were trained, and it is why they 
were hired in the first place. 

Referring to Sudore’s anecdote about the woman whose directives were 
not in sync with her wishes, roundtable member Winston Wong asked if 
there was a way to systematically document the health literacy capacity 
of both the patient and family members. Is there a way, he wondered, to 
document that patients have spoken to their family members about their 
wishes and that the family members understand the implications of the 
patients’ decisions. “Is there a role for family health literacy to be part of 
this solution?” he asked. Sudore replied that this issue arises all the time, 
such as when dealing with patients with severe dementia or when addressing 
advance care planning. What she does is to make sure that family members 
are part of the discussion and then to use teach-back with both the patient 
and the family. “For instance,” said Sudore, “somebody will say to me, ‘This 
is what I want, and here are the reasons.’ We will talk about that, and then 
I will turn to a family member and say, ‘Did you just hear what [somebody] 
said, and can you say in your own words what that means to you?’” She 
then documents that this conversation took place. Trudeau added that he 
has added places where caregivers also need to demonstrate understanding 
for procedures, such as signing on for insulin infusion pump therapy, and he 
reiterated the idea that the discussion that proceeds signing the form is just 
as important as getting that signature on the form. He added that educating 
caregivers would probably be beneficial from a legal standpoint, too. 

Benard Dreyer commented that his institution forbids the use of pre-
printed consent forms. He asked Trudeau if there were any question-based 
template guides that would allow people to create a form similar to his 
colonoscopy form and if he had given any thought regarding how to insti-
tute those templates in medical care. Dreyer thought such templates would 
be useful for procedures that are not as common as colonoscopy and for 
which preprinted forms do not exist regardless of the institution. Trudeau 
said that he needed more time to think about this problem, but he did note 
that the question-and-answer format itself can serve as a template from 
which a well-trained physician could create a form. He suggested that the 
IOM or AMA could create templates for most procedures, and then the 
templates could be used to individualize forms for even rarer procedures. 
He added that it might not be a bad thing to force lawyers and doctors to 
work together to create forms for use with some rare procedures that entail 
a major risk. 

Lindsey Robinson, president of the California Dental Association, com-
mented on how much she values the work that Trudeau is doing and the 
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empirical research he provided to the roundtable. She then asked Sudore 
if she could expand on how the advance directive can reflect health lit-
eracy principles, given that directives are often drafted in a lawyer’s office. 
Sudore said that advance directives can come from many places, including 
from nurses and doctors. She then recounted a story from her own family 
involving her grandmother’s advance directive. Her grandmother had to be 
hospitalized, and when Sudore asked her father where her grandmother’s 
advance directives were, he told her everything was okay because they were 
with the family lawyer. Sudore then asked her father if the doctor had a 
copy because the lawyer was not the one treating grandma in the hospital. 

“I think a lot of times the lawyers do a good job, but not always,” said 
Sudore. “I have met many dedicated lawyers who want peoples’ voices to 
be heard and actually sit down and have conversations and document them, 
but then they [the documents] stay at the lawyer’s office, or they stay in 
somebody’s file cabinet rather than make it to the doctor’s office. I would 
say that even with the advent of electronic medical records, if somebody 
could figure this one piece out—I know there are a lot of companies looking 
at cloud-based options and things like that—that could really help.” She 
did mention that the American Bar Association has an app that allows indi-
viduals to upload to their phone the documents created by their lawyers.

Robinson asked Sudore to comment on a personal story involving 
her own mother, who was diagnosed with a terminal pulmonary disease. 
Robinson’s mother’s primary care physician would not refer her mother 
to hospice, even though that was her mother’s and the family’s desire, 
because this physician once had a patient who had outlived the permitted 
stay at hospice. Sudore said that she discharges patients from hospice care 
frequently and that there are studies showing that people who get pallia-
tive care live longer. “If someone graduates from hospice, it is usually not 
a problem,” said Sudore.

George Isham also provided an anecdote about advance directives and 
estate planning, an exercise he recently completed. At one point, the lawyer 
suggested including an option that would allow two doctors to determine 
whether Isham would want treatment if he were otherwise incapacitated, 
an idea that Isham thought was the worst possible recommendation that 
he could imagine. “It seems that we are approaching this document with 
very different assumptions depending upon whether you are a lawyer or 
whether you are using it,” said Isham, and he wondered if there might be 
some upstream remedies to that fundamental issue in terms of viewing the 
document as more than just a legal document, but rather being explicit 
about that in terms of training lawyers as well as doctors and other health 
professionals.

He also wondered if the experts in this field ought to be challenged to 
think more about the time dimension regarding when to start the consent 
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process and the information requirements associated with the progression 
from being well and doing advance planning to then developing a disease 
and having to make some of these decisions in a more immediate time 
frame. “It seems like there is a model or framework that needs some good 
intellectual work to suggest when it is appropriate to have which conversa-
tions and what kinds of issues and domains to discuss and then make some 
proposals about a systems approach to handling these issues,” said Isham.

Sudore responded to Isham’s comment by noting that too much of 
advance planning is focused on the end of life and that much of her work 
aims to bring that process upstream, to redefine the planning in advance 
planning. She added that advance planning should not be just about CPR 
and mechanical ventilation; it should also be about helping people even 
when they are healthy learn how to talk to their doctors, how to identify 
what is important to them, and how to translate those desires into the 
right medical care, whether that be starting a blood pressure medication 
or having elective knee surgery. Trudeau voiced his approval for starting 
the process earlier in life and said that although there could be a synergy 
between what Sudore does and what he does, it is probably not feasible yet 
to merge the two efforts. Sudore replied that she is in fact working with 
faculty from the University of California Hastings School of Law and that 
there are medical and legal partnerships forming.

Lori Hall, consultant on health education at the Lilly Corporate Center 
and a roundtable member, asked Trudeau if he could see informed consents 
coming into the realm where quality would be judged according to some 
metrics on plain language. Trudeau responded that judges are the ones who 
now do the measuring and that is why he believes that convincing one judge 
of the merits of a lawsuit based on low-health-literacy consent documents 
would have a major impact. He acknowledged that metrics might be useful 
but that he had not given it much thought yet.

Wilma Alvarado-Little commented on the fact that some of the forms 
she sees have signature lines for witness, patient, responsible party, and 
physician. Others have signature lines for patient legal representative and 
witness or for patient, witness, and physician, and she wondered if there 
was any significance to these different formats. She also asked if there 
should be a place for her to sign as an interpreter—not as a witness, which 
would be inappropriate—to represent that the patient was given informa-
tion in a language-appropriate manner. Trudeau replied that whether these 
differences are significant has to do with state regulations. Some regula-
tions require a witness signature, others require it only for certain types of 
treatments, but having a witness signature even when it is not required will 
not cause any problems. He also remarked that some countries do make 
provisions to have the interpreter’s signature on the consent form, and he 
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thought that adding such a provision to consent forms would be easy to 
accomplish and a good idea. 

Bernard Rosof told the workshop that during the discussion he looked 
at the website of the American College of Gastroenterology to see what it 
had to say on the matter of informed consent and found an entire Power-
Point presentation using many of the discussion points that had been raised 
at this workshop. In particular, three bullet points seemed important to 
him. The first was that shared decision making among patient, family, and 
physician is the key to obtaining legally effective informed consent regard-
less of what consent form is used. The second point was that, in Louisiana, 
an expert advisory group develops a list of material risks that is updated 
on a regular basis for physicians to use. The third point was that current 
lists and shared decision making are the primary keys to maintaining a 
constitutionally valid informed consent statute. Trudeau commented that 
Louisiana is unusual because its legal system is derived from the French 
system and therefore is based more on civil law rather than common law. 
Although the principles are similar, the list of requirements will be longer 
under civil law. He noted that any consent form that he would draft would 
include all of the risks as listed by the expert advisory group because the 
form has to comply with state regulations. 

The final question for this panel came from Brach, who asked Sudore to 
clarify how she presents the best-case and worst-case scenarios to patients 
and to comment on whether she elicits not only a patient’s preference but 
also their understanding of how likely the different outcomes are for their 
choices. Sudore replied that she and her colleagues do present patients with 
that information and that they do communicate to patients how likely each 
outcome is relative to the other. She noted that the most likely and least 
likely scenarios are going to differ according to each patient’s health status. 
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5

The Future of Informed Consent

The workshop’s final panel featured two presentations on how 
informed consent may evolve over the coming years. Kenneth Saag, 
the Jane Knight Lowe Professor of Medicine at the University of 

Alabama at Birmingham, discussed ways in which information technol-
ogy could improve the informed consent process. Michael Paasche-Orlow, 
associate professor of medicine at Boston University School of Medicine, 
spoke about the need to create a culture of change that can drive improve-
ments in the informed consent process. An open discussion followed the 
two presentations.

INFORMED CONSENT, CLINICAL TRIALS, 
AND INFORMATION TECHNOLOGY1

Kenneth Saag 
University of Alabama at Birmingham

As an example of how information technology can improve the 
informed consent process, Kenneth Saag discussed how he and his col-
leagues are using an electronic consent platform to address the challenge 
of obtaining informed consent in the context of pragmatic clinical trials. 
Pragmatic clinical trials, he explained, measure “real-world” effectiveness 

1  This section is based on the presentation by Kenneth Saag, the Jane Knight Lowe Professor 
of Medicine at the University of Alabama at Birmingham, and the statements are not endorsed 
or verified by the IOM.
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and not efficacy, using large sample sizes to produce results that are gener-
alizable. He noted that the Patient-Centered Outcomes Research Institute 
(PCORI) and the NIH Research Collaboratory, among others, are investing 
substantial resources in developing the infrastructure to conduct pragmatic 
clinical trials. 

Pragmatic clinical trials use less-restrictive patient eligibility crite-
ria, broader patient populations, and simpler treatment arms than the 
traditional randomized controlled trials used for drug approvals, Saag 
explained. The goals of well-designed and executed pragmatic clinical trials 
are to involve community physicians and study sites that are not typically 
included in traditional phase III clinical trials, to create a learning health 
care environment, and to turn routine clinical care into a potential research 
encounter (Chalkidou et al., 2012). Saag said that there are many chal-
lenges to achieving those goals, however, with cost being the biggest one. 
As an example, Saag cited the $125 million Antihypertensive and Lipid-
Lowering Treatment to Prevent Heart Attack Trial (ALLHAT) study that 
showed that low-cost thiazide diuretics were as effective as more expensive 
antihypertensives at reducing mortality in patients with clinically advanced 
peripheral artery disease. Although this study was undoubtedly valuable, 
the nation does not have the resources to conduct many pragmatic clinical 
trials at this price, he said. 

Improving the efficiency and effectiveness of conducting pragmatic clin-
ical trials will require addressing several other challenges, Saag said, such 
as the need to efficiently collect data and conduct study procedures that 
include recruiting patients, measuring outcomes, and obtaining informed 
consent (Eapen et al., 2014; Warner et al., 2013). Meeting the complex reg-
ulatory requirements of multiple IRBs, institutions, and partners involved 
in large multisite studies is another real challenge, as is engaging busy 
practicing clinicians and clinical staff who are not charged with conducting 
research as part of their daily responsibilities. 

Saag explained that there are also a number of challenges for using 
informed consent in pragmatic clinical trials. For example, there are few 
validated methods for soliciting effective, efficient, and ethical informed 
consent in the community setting at sites with limited research expertise. 
Few community practices, he added, have dedicated research staffs or on-
site coordinators, let alone IRBs, with the know-how or certification to 
oversee research. In addition, optimizing study participant comprehension 
and satisfaction while minimizing the burden on the staff is a significant 
challenge to overcome, he said. 

Electronic informed consent may offer one approach to addressing 
these challenges. Saag noted that, for researchers, electronic consent offers 
several potential benefits. It is a paperless process, one that reduces admin-
istrative burden yet still allows a copy to be printed for study participants 
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or an IRB. Electronic consent can provide the opportunity to follow study 
progress at multiple sites, yet allow the flexibility to alter the consent form 
to meet the requirements of local IRBs or translate it into other languages, 
and it can provide real-time monitoring of recruitment and the informed 
consent process. Interactions are recorded immediately into a tracking sys-
tem, creating an audit trail of timed and dated information on the consent 
process. Saag pointed out that electronic consent can improve security and 
privacy protections via the ability to upload data to a remote, central site 
and remove it from the specific device used to collect patient information 
and consent. 

There are potential benefits for the study participant as well, he said. 
Electronic consent, explained Saag, is patient centered because it allows 
participants to review the consent with the family, particularly if the study 
allows for online or at-home enrollment. Electronic consent can also include 
audiovisual aids, other educational information, dictionaries, and transla-
tional capabilities aimed at increasing comprehension, and it can include 
real-time knowledge assessment to determine whether a participant truly 
understands the consent materials. 

There are challenges to using electronic consent, however, said Saag. 
Start-up expenses are high, given the cost of building the initial infrastruc-
ture needed to manage online documents, validate electronic consent, and 
even verify the identity of the participants in direct-to-patient studies. There 
are also compliance challenges regarding electronic data and data security 
as required by Title 21, Part 11 of the Code of Federal Regulations, which 
imposes certain requirements on an entity when it chooses to maintain FDA-
required records and signatures in electronic form. Electronic consent can 
also present challenges for participants, given that not everyone is familiar 
or comfortable with new electronic technologies and that electronic consent 
can make it more difficult to have consent discussions with investigators. 
Participants might also have confidentiality concerns in terms of who will 
have access to the consent documentation and the answers given to screen-
ing questions. Saag said that he and his colleagues have tried to make their 
electronic consent application as simple as using an ATM machine.

Citing a study that Sara Goldkind mentioned during the workshop’s 
second session (Flory and Emanuel, 2004), Saag said that a systematic 
review of 12 trials using multimedia as a means of improving comprehen-
sion in the consent process found that only 3 of the studies showed signifi-
cant improvement in participant understanding. The authors of that study 
concluded that having a study team member or a neutral educator spend 
more time with the patient was the best way of improving research partici-
pants’ understanding. However, noted Saag, having a study team member 
or a neutral educator spend more time with the patient is not going to be 
practical for studies involving thousands of patients at hundreds of sites. 
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“We can’t add more personnel to the equation,” said Saag. “We need to 
figure out how to do it cheaper and more efficiently in addition to maintain-
ing adequate understanding and comprehension.”

 To illustrate how he and his colleagues are addressing these challenges, 
Saag discussed the Effectiveness of Discontinuing Bisphosphonates (EDGE) 
trial, a pragmatic study of 9,500 subjects at about 300 study sites to look 
at the effect of either continuing or discontinuing alendronate therapy for 
osteoporosis. The study was designed to answer the question of how long 
patients should stay on this drug, given reports of rare but severe adverse 
side effects. Participants are screened, asked for consent, and randomized 
using a tablet application. The study design adheres to the principles of 
pragmatic clinical trials: minimal inclusion and exclusion criteria; limited 
patient responsibilities and minimal commitment of time for providers; 
same-day single-visit enrollment; and dynamic randomization performed 
centrally on the day of that visit. Saag noted that the EDGE team is net-
working with primary care physicians to create a practice-based research 
network. Another innovation in this study, he said, is that it links to data 
that are collected more passively, such as Medicare and insurance data and 
electronic health records, as a means of trying to lower the cost of conduct-
ing such a study.

Saag talked about the results of a pilot study designed to test the fea-
sibility of using tablets for enrollment and consent and to develop some of 
the tools needed for the EDGE study. The pilot found that 80 percent of the 
160 women 65 years or older who were asked to participate in the study 
agreed to complete the osteoporosis screening questions in 10 different 
family physician offices (Mudano et al., 2013). In general, the women who 
completed the screening questions preferred the tablet over an interactive 
voice response system (see Table 5-1), and they were able to use the tablet 
without too much difficulty and without significantly burdening the staff or 
interrupting workflow. Saag inferred that, compared to the voice interactive 
response system, the tablet was judged easier to use and understand and 
was less time-consuming. Users of the tablet were more likely to express an 
interest in participating in future trials, and they reported that they would 
not mind spending extra time in their physician’s office to enroll in a study, 
Saag said. 

A second pilot study, using the Mytrus electronic consent platform, 
compared pen-and-paper consent with electronic consent and was con-
ducted as a mock trial in order to more closely model how potential 
participants would behave in a real trial. Saag noted that the reason for 
not conducting this pilot study as part of a bigger study was that investiga-
tors did not want to use an unproven technology in their trials. He also 
explained that the hypothesis for this pilot, which was conducted at nine 
primary care sites, was that clinics and patients would prefer the tablet 
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over pen-and-paper consent, leading to improved efficiencies and a more 
effective consent process. All told, 41 participants were screened, and 31 
were enrolled in the pilot. 

As Linda Aldoory explained in her earlier presentation at the work-
shop, the Mytrus system has been vetted by more than 30 IRBs in the 
United States and abroad, and the FDA has encouraged its use in clinical 
trials. Saag noted that the consent form is embedded in the tablet applica-
tion. Participants can scroll back and forth through the consent form to 
see different parts of it as they complete the consent process. The platform 
also allows participants to click on terms they do not understand and get 
additional illustrated explanations, and it includes quiz questions to ensure 
that the participants understand key concepts of the study and the consent 
process.

The Mytrus application also collects some preliminary demographic 
data and links individuals to their Medicare data. After the participant has 
signed the consent document electronically, the tablet application also veri-
fies inclusion criteria and randomizes participants dynamically via links to 
the Web. Saag acknowledged that although this system has been approved 
by many IRBs, there is still some controversy associated with it, the reasons 
for which he did not discuss in his presentation.

Although the pilot involved a small number of participants, Saag said 
that the data suggest that participants trended toward being more interested 
in using the tablet than in using pen and paper and that their comprehen-
sion was better using the tablet. The study design also allowed Saag and 
his team to compare what providers thought about the tablet compared to 
pen and paper, and there was some indication that the tablet was better 
received among providers. 

Saag also reviewed a prospective randomized study that Mytrus con-
ducted comparing both participant and researcher satisfaction using its 
interactive tablet application or an IRB-approved pen-and-paper consent 
form (Rowbotham et al., 2013). The results of this study showed that 
overall satisfaction and overall enjoyment slightly favored the tablet pre-
sentation among both participants and researchers and that combining an 
introductory video, standard consent language, and an interactive quiz on a 
tablet-based system improves comprehension of research study procedures 
and risks. Saag noted that the tablet consent process took longer than pen 
and paper.

Summarizing what he thinks about the use of electronic consent based 
on the results of these pilot studies and his reading of the literature, Saag 
said that informed consent barriers are a particular concern when consider-
ing the growing national interest in pragmatic clinical trials. Platforms do 
exist that use multimedia information technology to facilitate the informed 
consent process. Preliminary data suggest similar to better effectiveness 
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and satisfaction, with adequate efficiency, compared to traditional pen-
and-paper consent. He cautioned, though, that regulatory and economic 
barriers may delay the widespread implementation of electronic consent 
technology. Regarding the policy implications of electronic consent, Saag 
said that there are a number of questions that need answering. What, for 
example, are the best study types for electronic consent? Would it be sim-
pler studies, pragmatic trials, direct-to-patient trials, or more complicated 
studies? What are the best patient populations for using electronic consent? 
Is it those that have lower literacy or who are not native English speakers 
and who might find illustrations helpful? Would children, who tend to like 
playing games, benefit from electronic consent forms? Saag noted that there 
has been some research to suggest that mentally ill patients may do better 
with multimedia consents. 

When it comes to researchers, his focus has been on community-based 
physicians who may lack sufficient staff and expertise or the infrastructure 
to support the consent process associated with clinical trials. “If we can 
link this to the electronic health record and make this part of the learning 
health care environment, I think we will have gone a long way,” said Saag. 

INITIATING A CULTURE CHANGE 
AROUND INFORMED CONSENT2

Michael Paasche-Orlow 
Boston University School of Medicine

Michael Paasche-Orlow began the workshop’s final presentation by 
stating that he believes people should be angrier about the current state of 
informed consent. Paasche-Orlow used terms such as “travesty,” “sham,” 
and “a shame” to characterize the current state of informed consent. In his 
mind, risk managers do not care enough about informed consent, appear to 
be stymied by their own aversion to change, and fear using new models for 
informed consent that are available. He said that providers and research-
ers do not care enough because informed consent is not their priority, and 
patients do not care enough because they have become acculturated to 
checking off consent concepts everywhere they go. It is hard to change these 
attitudes in the health context. “It’s actually much more work to learn all 
the things we want them to learn,” said Paasche-Orlow. 

He then addressed what he sees as the goals of the consent process. 
Liability protection seems to be the number one goal these days, he said, but 

2  This section is based on the presentation by Michael Paasche-Orlow, associate professor 
of medicine at Boston University School of Medicine, and the statements are not endorsed or 
verified by the IOM.
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informed consent should have the goals of serving an ethical duty, empow-
ering patients, and strengthening trust between patient and physician or 
study participant and researcher. A health-literacy analysis can further all 
of these goals, he said, but it will take a major cultural change to bring 
health-literacy concerns front and center, and the field should not wait 
for regulatory change or the evolution of jurisprudential norms to make 
that happen. He also noted that these concerns are tied heavily into social 
justice, given how low the rate of health literacy is in the U.S. population 
(see Figure 5-1), particularly among those individuals with less than a high 
school education (see Figure 5-2) and among members of ethnic and racial 
minorities (see Figure 5-3). 

Paasche-Orlow then described research that he conducted 11 years ago 
that looked at the readability of informed consent forms compared to the 
standards set by the organizations that created them (Paasche-Orlow et al., 
2003). He and his colleagues extracted relevant data from 114 of 123 medi-
cal school websites. Of these, 61 (54 percent) had a grade level standard in 
the 5th- to 10th-grade levels, and 47 (41 percent) had descriptive guidelines 
such as “in simple lay language.” The mean Flesch-Kincade grade level 
across all of the templates was 10.6, but in schools with a specified grade-
level standard, only 5 of 61 (8 percent) met their own specific standards 

FIGURE 5-1  Percentage of U.S. adults in each health-literacy level.
SOURCE: National Center for Education Statistics, 2003.
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FIGURE 5-3  Percentage of U.S. adults in each health-literacy level by race/ethnicity.
SOURCE: National Center for Education Statistics, 2003.

FIGURE 5-2  Percentage of U.S. adults in each health-literacy level by highest edu-
cational attainment.
SOURCE: National Center for Education Statistics, 2003.

Informed Consent and Health Literacy: Workshop Summary

Copyright National Academy of Sciences. All rights reserved.

http://www.nap.edu/19019


84	 INFORMED CONSENT AND HEALTH LITERACY

Text Is Written at Lower Grade
Level Than Target 

Text Is Written at Higher Grade
Level Than Target 

Figure 5-5
Bitmapped

FIGURE 5-4  Actual versus target readability scores for the 61 institutions with 
stated standards in 2003.
SOURCE: Paasche-Orlow et al., 2003.

(see Figure 5-4). On average, the consent forms from those institutions 
tested at nearly three grade levels higher than the stated standard. Paasche-
Orlow called this difference the “hypocrisy index.” When he repeated this 
exercise a decade later, he found that the hypocrisy index improved slightly, 
but that it was still unacceptable (Paasche-Orlow et al., 2013). Ten years 
after his initial study, the mean Flesch-Kincade grade level across all of the 
templates had dropped to 9.8, and 12 percent now met their own standard, 
with the average template scoring a little over two grade levels higher than 
the standard (see Figure 5-5). However, this improvement is only evident 
because he had examined HIPAA language separately, as this language had 
not been in place at the time of the initial study.

In fact, inclusion of the HIPAA-mandated text only made matters 
worse. Including HIPAA-mandated language increased the mean Flesch-
Kincaid grade level to 11.6, and only 8 percent of institutions were able 
to meet their own standards, with the average template scoring over four 
grade levels above the standard. “This sends a very, very bad message to all 
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Di�erence Between Grade Levels (actual minus target)

Figure 5-6
Bitmapped

FIGURE 5-5  Actual versus target readability scores for the 64 institutions with 
stated standards in 2013.
SOURCE: Paasche-Orlow et al., 2013.

of the investigators and all of the clinicians out there. We are telling them 
to do a better job, but the templates from the organizations themselves are 
deplorable,” said Paasche-Orlow.

Reiterating what other speakers had said regarding informed consent 
being a process, not just a form, Paasche-Orlow said that it would nonethe-
less be cynical not to do a better job of acting on research that shows that 
simplifying and shortening informed consent forms improves understand-
ing. In fact, he said, the forms can be useful because patients and partici-
pants can take them home and learn from them, and the forms can inspire 
questions and further discussion with clinicians and researchers. They can 
even inspire staff to do better. In the end, though, readability will only be 
part of the answer, given that some concepts, such as randomization or con-
flict of interest, will still be confusing to patients and participants. He also 
reinforced the message that others at the workshop had delivered, which is 
that it is impossible to know what people do and do not understand unless 
there is a mechanism to test for understanding. “Without checking, without 
confirming comprehension, you just won’t know what people understand 
or don’t understand,” said Paasche-Orlow.
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What is needed, he said, is a massive cultural shift—not a subtle one—
that has to occur at the organizational level, at the practitioner and inves-
tigator level, and at the patient level. This shift, he said, requires moving 
from persuasion to pedagogy. He said that when he listens to audiotapes of 
the consent process, the basic thing that he hears is persuasion. “The clini-
cians, the investigators are trying to persuade someone to do something,” 
said Paasche-Orlow. Shifting to a model based on pedagogy will flip the 
default situation from one in which the patient or participant has to step 
forward and ask for more information to one that embraces a positive ethi-
cal duty to ensure and document substantive comprehension. 

“When an investigator or research assistant or a clinician says, ‘So do 
you have any more questions?’ I would say that is not an honest play for 
an interaction to learn about questions,” said Paasche-Orlow. The reason it 
is not an honest attempt to judge a patient’s comprehension, he explained, 
is that the medical profession has taught the general public that its time is 
not as important as a doctor’s time. “We have acculturated people to say 
be quiet,” explained Paasche-Orlow. Referring to Yael Schenker’s likening 
the current process to the Miranda warning, Paasche-Orlow said that the 
situation is worse than one in which the patient or participant has the right 
to remain silent. “You sign this form, and we are going to imply to you 
that you can’t sue us,” he said. “Once you sign this form, it is some kind of 
weird act that you sign this form and give away your rights. Actually, it is 
not supposed to give away your rights, but that is how people understand 
it. They think this is some kind of a contract where they have lost rights 
by signing the form.” 

Paasche-Orlow said the deck is so stacked against the patient or par-
ticipant that, in fact, they do not even read the consent document in many 
cases. Studies that he and his colleagues have conducted using gaze tracking 
show that even when given the time to read the consent document, patients 
and participants are not really reading it. 

One question that intrigues him is how organizational leaders, clini-
cians, and research staff learn about the consent process. Many research 
assistants report that they do not get any training at all, so part of the move 
toward pedagogy will require that everyone involved in the consent process 
receive adequate training and supervision and that institutions implement 
quality control metrics to ensure that staffs are properly trained. Paasche-
Orlow recommended that there be a national survey of training, supervi-
sion, and documentation approaches in order to compile best practices that 
could be relevant to the informed consent process. He also recommended 
that the nation should establish a model training program for investigators, 
clinicians, organizational leaders, and patients. He noted that successful 
large organizations outside of health care devote significant resources to 
training, monitoring, quality control, and feedback, and that it is time for 
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health care organizations to follow suit to improve and support informed 
consent. 

Paasche-Orlow cautioned that “we do have to be humble about these 
things,” given that people have tried to develop interventions in this area, 
but many have not succeeded. Part of what will need to be done is to test 
different models on the basis of pedagogy. His group, for example, has 
been thinking about this problem in terms of general adult education and 
looks at the person doing the consent process as an educator. Taking that 
perspective leads to an examination of the materials that are available to 
educate the patient or participant. Today, for example, there is no teaching 
version of consent forms, so Paasche-Orlow recommended that institutions 
create a teacher’s version that embeds all of the things that you want them 
to do—this is a common pedagogic practice that educators use outside of 
health care—and then see if they actually take all of those actions. “If you 
want to have a result, you should check it,” said Paasche-Orlow. 

Part of the idea of confirming comprehension, he explained, is that it 
can shift the goals of the people involved in the consent process. The goal 
today for the most part is to get people into the system, whether it be for 
surgery or other procedures or as study participants. Making a cultural 
change that turns research assistants or nurses or surgeons into educators 
gives them a different job and a different goal. He noted, as had earlier 
speakers, that the physician may not be the best person to conduct the 
consent process. In fact, in his experience, physicians are the least likely 
participants in the consent process to change their behavior.

Taking this approach will create opportunities for monitoring and 
providing feedback on what works and what does not. It can, however, 
decrease patient and participant satisfaction because it often increases the 
time to complete the consent process, said Paasche-Orlow. Again, a culture 
change is needed to create an environment that alters the public’s percep-
tion of why the consent process is important and why patients should truly 
understand the information they receive during that process. He noted that 
patients often believe that their physician, whom they trust, would not put 
them in the placebo arm of a trial, because they misunderstand the research 
process. 

A shift has to happen at the organizational level, too, one that embold-
ens leadership to support creating interventions that will address current 
structural problems. One problem that must be addressed, which other 
speakers referred to, is the Hobson’s choice that surgery patients often face. 
He explained that a Hobson’s choice is an ethical scenario in which neither 
choice is good. In the case of the patient being prepared for surgery, the 
Hobson’s choice is either sign the consent form with no real comprehension, 
or there will not be surgery. 

Part of the solution, said Paasche-Orlow, is advocacy. Time is money in 
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these organizations, and solving this problem requires an ongoing program 
of training, supervision, and evaluation that will be implemented only if 
patients and prospective study participants advocate for health systems 
spending the necessary money to create those programs. On the practitioner 
side, he said, there is an overt culture that needs to be developed to override 
the hidden culture that exists in the medical profession. “Every single time 
the attending says to the lowest person on the team, ‘Go consent that per-
son,’ it is a very, very strong hidden message that ‘I don’t care about this,’” 
said Paasche-Orlow. Recognizing and understanding this hidden culture is 
necessary to eliminate it from the culture of the organization.

He also said that the professional standard for judging when to 
do consent is inadequate. In his opinion, a patient is asked for consent 
based more on professional traditions than on the actual level of risk, but 
Paasche-Orlow said that what is risky is in the eye of the beholder. “Why 
is it that you consent for every little punch biopsy of a mole, but you don’t 
consent for incredibly toxic pills that the doctor gives you?” he asked. The 
answer, in his view, is that there is some kind of convention about surgical 
procedures versus pills. “We have all kinds of biologics that are incredibly 
dangerous, but no consent is happening,” he said. 

Instead of this tradition-based, professional standard, the decision on 
what needs consent should be based on what a reasonable patient would 
want to know. For a relatively dangerous drug, patients should truly under-
stand the possible side effects and the risks involved in taking the drug or 
stopping therapy at some point in the future. “The professional standard 
has not been a good guide of where this should be done,” said Paasche-
Orlow. In his opinion, research in health literacy has revealed the risk that 
the professional standard can lead to racial or cultural bias. Simply giving 
patients time to read a form is not enough, he said in closing. The cultural 
agenda for physicians has to become one that promotes shared decision 
making, and there needs to be an advocacy agenda to promote such a cul-
ture. He also summarized his recommendation as follows:

•	 Shorten the forms.
•	 Simplify the forms.
•	 Require documentation of comprehension.
•	 Conduct a national survey of training, supervision, and documen-

tation approaches.
•	 Establish model training programs for health system leaders, clini-

cians, investigators, patients, and families.
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DISCUSSION

Cindy Brach started the discussion by recounting the results of an 
AHRQ project demonstrating the Health Literacy Universal Precautions 
Toolkit (DeWalt et al., 2010). This demonstration project attempted to use 
tablets to help overcome literacy barriers, but of the 10 practices selected to 
participate in this project, half ended up using paper and pencil because of 
several problems, including slow Internet connections, their patients’ prefer-
ences, troubleshooting challenges, and others. “I just want to point out that 
I don’t think we are quite there yet for those kinds of solutions,” said Brach. 
With that in mind, she questioned whether Paasche-Orlow’s recommenda-
tion to conduct a national survey of best practices was in fact doable today. 
She then asked him for any ideas he might have on what documentation of 
confirmed understanding would look like and how it would function as one 
of the levers to achieve cultural change in an organization. Paasche-Orlow 
first responded that he likes the Brief Informed Consent Evaluation Protocol 
(BICEP), which was developed by Jeremy Sugarman and his colleagues and 
is administered by a third party via telephone interview immediately fol-
lowing consent (Sugarman et al., 2005). He then explained that at the end 
of the toolkit, there is a form for evaluating comprehension in the context 
of research that would provide a document that people could examine and 
then discuss with the staff. 

Saag remarked that it is important not to discount the potential for 
technology to improve the informed consent process just because some 
physicians are reluctant to overcome the challenges inherent in switching 
from pen and paper to tablets. For example, Saag said, “I would argue 
that one size fits none. Maybe tablets are not at all what we need to use, 
and then again, it may not be that you need Wi-Fi and that maybe a WAN 
[Wide Area Network] signal is sufficient. Maybe people are going to be 
doing more of this at home. Maybe they are going to be using the kiosk in 
the waiting room. These are all things that are very rapidly changing, and 
I think we should think more about what the technology can bring and 
less about the hardware.” He then recounted a recent experience in which 
he and his collaborators were going to use storytelling via a Web-based 
application, and the grant review committee said that there also had to be 
a DVD available for those who did not use the Web. His team did spend 
the money and time developing the DVD, but in the end, nobody used it—
everyone went to the Web. “When we try to dumb down the technology, 
we are always a step behind,” said Saag. He also referred to recent poll-
ing numbers showing that use of the Web continues to grow, even among 
older Americans. Paasche-Orlow noted that even his homeless patients have 
phones, many of them smartphones. 
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Laurie Francis commented that she believes there is a way to go to get 
to a place where patient priorities and preferences drive all conversations, 
and she agrees with the Hobson’s choice analogy that Paasche-Orlow 
noted. “That idea of shared decision making isn’t about us taking time 
for the patient to get on board with our decisions but, in fact, is bidirec-
tional. I would love for us to confirm understanding and use teach-back,” 
she said. Paasche-Orlow responded by saying that he had just finished 
1 month on the wards and heard clinicians complaining frequently that 
they spend more time with the computer than they do with the patients, 
a sentiment for which he has little compassion. He then commented that 
he believes that values clarification and bidirectional agenda setting is 
potentially time saving. He also thinks that insurers should get involved by 
stating that meeting patients’ agendas matters to them. Paasche-Orlow did 
acknowledge that perhaps agenda setting might need to happen in a more 
complicated way, perhaps by first meeting with another staff member to 
determine that agenda. He noted that there have been studies looking at 
that type of activity. 

Andrew Pleasant commented that it may be useful to look at the social 
sciences for a model of how to change culture, given that social sciences 
researchers approach people from very different perspectives. He noted 
that some of the missing best practices in a clinical context may already be 
available from the social sciences. 

Ruth Parker thanked Paasche-Orlow for his recommendations and 
wondered if there might be another item on that list, that is, to better 
understand what the public wants and needs to know about various health 
care–related topics, whether that topic be what various drugs do or what 
some surgical procedure entails. Similarly, she thought it might be useful 
to know what pharmaceutical companies, for example, have learned from 
their own safety and efficacy studies about what patients need to know. 
Paasche-Orlow agreed that the lack of understanding about what patients 
want to know is a serious problem. He noted some work that he has done 
in which he asked various clinicians about what they thought a patient 
would need to know about various medications, and the agreement among 
them was “horrendous.” He also said that what patients know today about 
their medications largely comes from direct-to-consumer advertising, and 
he has had patients come in asking if they can please have a particular side 
effect that was mentioned in an advertisement. He then recounted work 
that he and his collaborators have done to identify the critical information 
that patients need for more than 1,000 drugs. They also prepared a set of 
additional questions, with the corresponding answers, that patients who 
want more information might ask. Despite the researchers’ spending thou-
sands of hours preparing that supplementary information, patients never 
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used it. However, when he asked patients if they need that information in 
the system, they said they did.

Saag said he believes that part of the problem is that, because of the 
driving force of risk aversion, “we are busy [getting the consent] for things 
that aren’t important, both in clinical care and in research studies, and so 
we are not doing a good job when it really matters.” He suggested that 
what is needed is a public relations campaign to get out the word that get-
ting medical care is dangerous and that there is a benefit to being part of a 
learning health care system. “There is a public good in doing that, and there 
is an ethical framework for promoting that,” said Saag. Focusing on what 
is important and getting rid of the superfluous content in consent forms 
would improve things dramatically, he added.

Benard Dreyer applauded Paasche-Orlow for his anger at the current 
state of the field and commented that the powers that be are all happy 
with how the system works today and that getting them to change, in his 
experience, is nearly impossible. He also recounted his experience with an 
effort to train all of his institution’s pediatricians to use teach-back with 
regard to asthma treatments. During the study, all of the pediatricians used 
teach-back, and they did it effectively, said Dreyer, but when the research 
project stopped, the pediatricians stopped using teach-back immediately. He 
asked Paasche-Orlow if he had any ideas on how to sustain good practices 
in the face of this type of behavior. Paasche-Orlow replied this is not a set-
it-and-forget-it activity, like roasting a turkey. “This is one of those kinds 
of things that require supervision and feedback,” he said. Various studies 
and his experience support that need. He did note that some health care 
professionals, particularly pharmacists, are easier to train and to persuade 
them to continue in these kinds of activities. He also said that this is a 
broader cultural issue. “For whatever reason, medical schools somehow 
communicate one way or the other that patient education and empower-
ment is somebody else’s job,” said Paasche-Orlow. Both he and Dreyer 
characterized their efforts at training doctors to be Sisyphean in that regard.

As for how to change culture at the level above the physicians, 
Paasche-Orlow said that culture change takes leadership and gumption. 
One approach might be to find lawyers who can be compatriots in this 
effort and to get insurers more involved in setting an agenda. “There is a 
lot of power in that room that hasn’t been tapped for this agenda,” he said. 
Saag agreed with these ideas but worried about placing yet another burden 
on primary care physicians, who already have too much to do. “We have to 
come up with a solution that doesn’t involve adding more responsibilities to 
primary care providers,” said Saag, who suggested that pharmacists, nurse 
educators, and others could take on the added responsibility of agenda set-
ting and better understanding patient desires and needs. 
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Robert Logan asked Paasche-Orlow if the pedagogically oriented para-
digm that he advocates is more about decision making or about empow-
ering those who have the least influence in the consent process, namely, 
patients and caregivers. Paasche-Orlow replied that he would like it to be 
about empowerment and that shared decision making can be empowering 
for people. One of reasons that he worries about the subjective standard is 
that people often judge what others need to know on the basis of what they 
look like or how big a vocabulary they have. “You can see that people who 
are more educated are given more information by their clinicians,” he said. 

Kim Parson reiterated the idea that one size does not fit all regarding 
what technologies are appropriate to use in a given setting. Each person, 
she said, has his or her own style of learning and is in his or her own space 
in terms of health needs at a particular moment in time. She also stressed 
the importance of discussion and of the finding that most people, regard-
less of literacy level, are unable to recall or understand the information 
presented to them during an informed consent process. George Isham then 
said that his impression is that many of the people attending the workshop 
are too close to this issue and are not seeing the forest for the trees. “I think 
one of the things that I have gotten from today is the fact that informed 
consent is really part of a larger patient education/patient decision-making 
framework. I don’t have, at the end of this day, a sense that we have a 
good logic model that encompasses all those things,” said Isham. He also 
wondered what Paasche-Orlow’s recommendations would look like if the 
field took a bigger view of this issue in terms of the kinds of things that 
could be done. “We need the smart people who are in this room to come to 
a working session where we would have white boards and stickies and get 
people working on processes and take advantage of their knowledge in a 
different kind of way to understand the issues and try to create solutions,” 
said Isham. He then added that he believes that problem lies with clinicians 
and institutional leaders who have created a culture that does not respect 
patient desires to the extent that it should. 

 Saag responded with the observation that what was missing from this 
workshop was the view of patients, particularly patients from different 
educational backgrounds and greater diversity in terms of ethnic and racial 
backgrounds and language skills. “That is the perspective that we need 
to bring in, particularly in the area of patient-centeredness,” said Saag. 
Paasche-Orlow remarked that he has seen too many projects on organiza-
tional change fail because of poor management or commitment or lack of 
resources. What is needed, he said, is for an organization to embrace an 
entire campaign, complete with marketing and infrastructure, for cultural 
change. He also noted that this change will take generations to complete.
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Reflections on the Workshop

Cindy Brach started this session by recounting what she heard regard-
ing the tools that are available to create a new culture in health care 
organizations. Her list started with medical and continuing educa-

tion, IRB education in the case of research, and legislation and regulations, 
including those that state which standard applies and that mandate access 
to language-appropriate documents or translators. Malpractice suits and 
the threat they hold are also a potential tool, and she asked Christopher 
Trudeau if he would provide a list of the most salient cases in that area after 
the workshop’s conclusion. She thinks that efforts to empower patients to 
demand change and to support leadership that drives change should also 
become part of the toolkit for culture change. Brach asked if there are other 
things that leadership cares about that can be a driver for change, such as 
patient-centered care or shared decision making. She also commented on 
the need to “hardwire” these change agents through sustained attention and 
the role that better consent forms, communication tools, supervision, and 
documental and other structural processes can play as levers in that regard.

Kim Parson commented that what she heard was that the current 
system for informed consent is not effective for any person, no matter 
the health-literacy level. She noted that there have been many attempts at 
making processes and documents more patient friendly, that these efforts 
should be applauded, and that the lessons learned from those efforts should 
be applied going forward. The unintended complexity that results from the 
intended protections put in place by state departments of insurance and 
through multiple regulations from federal agencies has a disproportionate 
impact on patients, caregivers, and providers, she said. Parson thought that 
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the day’s discussions were a good starting point for further exploration of 
the impact of rules and regulations on organizations’ abilities to act in a 
health-literate manner. Parson also heard that the opportunity exists to 
compile best practices for informed consent that are built on the concepts 
of simplicity, human-centered design principles, and, above all, partnerships 
with patients and participants. “By co-creating with patients who have 
experienced the informed consent process and with people who are poten-
tial participants in the process, we will discover their needs and how they 
want those needs to be met. The results will be a more knowledgeable, will-
ing, and engaged end user while we are achieving the goals of those seeking 
consent,” said Parson. George Isham added the comment that the next step 
may be for the roundtable to convene a conversation around determining 
needs and wants and design principles.

Lori Hall commented that she is often inspired by sources outside of 
health care and noted a book called A Whole New Mind by Daniel Pink. 
In this book, Pink talks about how in this age of information overload, 
although it is possible to create efficiencies and streamline processes, the 
power of empathy should not be overlooked. With that in mind, she noted 
that nothing replaces the power of human engagement to induce change. 
Patient engagement, she said, is required to build the trust needed to edu-
cate and empower patients so that true shared decision making can take 
place.

After thanking Paasche-Orlow for his list of recommendations and 
several of the speakers for emphasizing the need to add cultural and lin-
guistic pieces to the informed consent process, Wilma Alvarado-Little noted 
the importance of tone of voice when interpreting for visually impaired 
patients. She also noted that it is important to remember that the deaf and 
hard-of-hearing community is full of people who do not speak English 
as their native language or who are not literate. Simply handing them a 
consent document will not be sufficient to obtain meaningful informed 
consent, she said. 

Another thing to keep in mind, said Alvarado-Little, is that a patient’s 
caretaker, regardless of education, may not have the foresight to ask certain 
questions, particularly when the caretaker has an emotional connection to 
the patient. She stressed the need to educate health care providers on the 
proper use of an interpreter in the consent process. Alvarado-Little said 
that if she, in her role as an interpreter, misspeaks with the consent form 
in front of her, she can be subpoenaed just like anybody else. She also said 
that from a community research perspective, IRBs in academia need to have 
some insight about what resonates with the community.

Alvarado-Little also provided comments from Lindsay Robinson, who 
had to leave the workshop prior to this discussion. Robinson noted that 
dentistry was not represented in these discussions, in part because dentists 
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are not asked to engage in informed consent even though they should be 
for many procedures. The perception exists that the level of risk associated 
with dental procedures is low and that there is less litigation in dentistry 
compared to medicine. There is also an inherent conflict of interest, she 
said, because most of the services are provided by dentists who are in a 
private business, and they are the ones making the decisions.

Robert Logan mentioned that some law schools have programs in 
mediation that train attorneys to think of a standard or goal that is higher 
than meeting the needs of one particular client or adversary. He wondered 
if there is a vital role for mediation in establishing better cooperation and 
collegiality among the stakeholders involved in the informed consent pro-
cess. He added that he does not think of the legal profession as part of the 
problem but a potential part of the solution. “I think we are not talking to 
the right lawyers today,” said Logan, suggesting that those who are con-
cerned about informed consent should speak with experts in mediation who 
can look at informed consent not as a means of protecting a hospital from 
litigation but as a tool that can serve a broader social purpose. Isham said 
that he supported this idea because working through judges, while effective, 
will take too long to achieve the necessary change. 

Logan also thought it would be useful to outline in a paper all of the 
individual, cultural, clinical, ethical, social, public health, and community 
harm that stems from dense language or excessive complexity in consent in 
other clinical forms, an idea that Isham said that he supports. Logan noted 
that there is currently no good way of outlining those issues to people so 
that anybody who is interested in those things will see immediately how 
they are involved in a process that causes enormous harm. “Can’t we find 
people who can better outline the range of that harm and, from a very ethi-
cal perspective across the range, demonstrate what that is?” Logan asked. 

Catina O’Leary commented that the discussions at the workshop were 
rather narrow in their focus on what is informed consent and why it mat-
ters, whereas the paper that the roundtable commissioned also highlighted 
the fact that not much is known about health literacy and informed consent 
in community-based research. While acknowledging that it is important 
to talk about risks involved in participating in clinical trials in a hospital 
setting, she said that the risks of doing informed consent poorly in the com-
munity setting is that it can destroy the trust of researchers and health care 
providers throughout a community. She stressed the importance of having 
conversations on who gets to decide who gets to have the conversation, 
what shared decision making is, and who gets to lead that conversation in 
shared decision making. 

Bernard Rosof supported O’Leary’s emphasis on community research 
and said that there is a notable lack of guidelines and toolkits for health-
literate informed consent in community-based research, particularly given 
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the increasing emphasis that is being put on community-based research as 
a means of improving population health and defining healthy living. “If 
we talk about shared decision making, particularly between the family and 
the participant or the patient, I think the community is the area where that 
needs emphasis more than anything else in the hospital environment,” said 
Rosof. 

Benard Dreyer focused his initial comments on the role of language in 
informed consent and said that the field is nowhere near where it should 
be in terms of providing appropriate interpretation of any kind to the large 
and growing population of people in this country who have limited English 
proficiency. He said that raising awareness of the challenges in achieving 
health literacy in this group of less-than-proficient English speakers is an 
important task, given how little progress has been made in this area despite 
its obviousness. He then commented on the important role that partner-
ships with patients and families can play in creating a better informed con-
sent process. Building these partnerships will require empowering patients 
and families and educating them on the importance of asking questions 
during the informed consent process. 

Regarding complexity, Dreyer said he was impressed with the tension 
between the obvious need to create simpler and more understandable forms 
and the need to convey specific information to patients or study partici-
pants. “When you start adding all of those things up, it ends up, even if it 
is in clear language, being pretty complex,” said Dreyer. He encouraged the 
roundtable to think further about how to address this tension. 

Winston Wong said that for him, informed consent comes down to 
two conflicting dynamics—protection and empowerment. Taken from an 
institutional point of view, there is protection of the organization, the indi-
vidual, and the provider, and empowerment to be able to do the right kind 
of thing ostensibly for the benefit of the patient, explained Wong. That same 
dynamic is also apparent with regard to patient and family, that is, protect-
ing patients from insult and injury, but also empowering them to make the 
right kinds of decisions for themselves and their families. “It seems that 
there is a very thin line between what constitutes protections and empow-
erment,” said Wong. “To that extent, I think that having the patient voice 
be the definitive voice with regard to looking at how the balance between 
protection and empowerment is achieved is a really important point.” 

Dreyer also noted that the field needs to consider the role that numer-
acy plays in conveying risk and to integrate what has been learned about 
numeracy into the informed consent process. The field also needs to develop 
a better understanding about the role of culture in influencing health beliefs 
and how to accommodate that in the informed consent process.

Isham remarked that the field needs to use data systematically to under-
stand the needs of patients, both in the aggregate and individually, a point 
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with which Rosof agreed. Rosof then noted that improving informed con-
sent is not really about patient education but rather is about a culture 
change for researchers, IRBs, clinicians, and other members of the health 
care team. Wong suggested that the argument for change could be made 
from the perspective of health equity and health disparities. Another possi-
bility, said Wong, would be to capture the kind of suffering that is occurring 
because of poor informed consent processes. 

In his comments, Gem Daus, public health analyst for the Health 
Resources and Services Administration, underscored the importance of 
language in informed consent and the fact that translation does not equal 
comprehension. “Translating is not the end of the intervention,” said Daus. 
“It is really just the beginning.” He encouraged the roundtable to continue 
discussing the role of language in informed consent and, more broadly, 
health literacy. He also noted that his agency is quite interested in primary 
care, primary care physicians, and the system of primary care. From this 
perspective he commented that it is not just the primary care physician’s 
responsibility to educate patients and ensure comprehension, but it is also 
that of other members of the care team who interact with the patient along 
the care continuum. He pointed out that community health centers, which 
are by law consumer focused and required to have consumers on their 
boards, could be an important venue for accomplishing many of the tasks 
that were raised at the workshop in terms of building partnerships and 
changing expectations among members of the community. He also noted 
that by increasing health care plan enrollment, the Affordable Care Act has 
created opportunities to reach a larger proportion of the American public as 
well as created the challenge of obtaining consent from more of them. His 
final comment was that he supported the use of infographics and pictures 
to enhance comprehension throughout the consent process.

Steven Rush, director of the Health Literacy Innovations Program at 
UnitedHealth Group, said that he heard several concepts repeated several 
times during the workshop. The first was that informed consent needs to 
move from an ethos of persuasion to one of pedagogy and that the focus 
has to shift to that of consumers and their values. He commended Trudeau 
and others for stressing the importance of plain language and its potential 
role as an agent of change. The third concept was that one size does not fit 
all for informed consent and for shared decision making. 

Michael Villaire’s takeaway from the workshop was that informed 
consent needs to get back to its original intended function, which was to 
protect the patient. From that perspective, it is essential to ask patients 
what they want and use that as a baseline for how much information and 
complexity to build into the consent process. He liked the emphasis that 
the workshop speakers placed on putting the patient at the center of the 
informed consent process. To him, “patient centered” means using all of 
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the arsenal, all of the terminology, and all of the facets of how health care 
providers look at patients in terms of language and culture and how much 
they are activated by and are interested in the informed consent process. 
A patient-centered process also means that patients will be given the time 
that they need to understand all of the important concepts and terms in a 
consent document. Villaire asked the question, “Who does the informed 
consent process serve?” and his answer was that it should be serving the 
patient. “We need to communicate on their turf, not on ours,” said Villaire. 

Andrew Pleasant pointed out that it is easy to criticize the informed 
consent form and process from a perspective that is different from what 
the process and form were initially designed to do. It would be lovely, he 
said, if informed consent were designed to protect patients, but as Jeremy 
Sugarman noted, it was designed to protect institutions and professionals 
from lawsuits. “To change the culture, I believe we need to be direct and up 
front that we are not asking for tweaks to the process, we are asking for a 
very different process with a very different desired outcome,” said Pleasant. 
“Anything else, and people who have the power to make those changes will 
sort of nod their head and say how nice for you and walk away as they have 
done for some time because their priorities are not our priorities.”

He supported the need for more work in the area of informed consent 
in community-based research and noted that he would not be surprised 
that when that research is conducted, it will identify best practices that can 
guide all aspects of the informed consent process. Pleasant also reiterated 
the importance of language interpretation and pointed out that there are 
existing laws regarding interpretation that are not being enforced. Having 
made that point, he said that he is convinced that enough is known to push 
regulations forward beyond where they are now to change the process. 
“Whether that happens in the guidance aspect, the regulations, or in the 
actual writing of a law or the issuing of an executive order is something 
that a group should explore and figure out,” said Pleasant. He also said that 
there is enough evidence on health literacy, shared decision making, and 
how to create informed decisions among patients in health care contexts to 
move that bar forward now. “More research is always nice, but not at the 
expense of actual action,” he said.

One thing that he did not hear over the course of the day, he said, was 
including a group process in the informed consent process, something that 
can save time and money in that one person’s question becomes the group’s 
question. Although the whole consent process cannot be performed solely 
in a group format, it can be an important contributor to the process. He 
also commented that the field does a good job at getting information to 
people but not so much at getting people to a place where they comprehend 
that information in the context of their lives and getting them to act on 
that information. “That is something that most informed consent processes 
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absolutely don’t do, helping patients communicate their understanding to 
their friends and families around them to create a platform for behavior 
change,” said Pleasant. “As a result, we really don’t achieve a true informed 
consent because we haven’t included those processes of health literacy in 
the overall effort. I think we can and should.” 

Laurie Francis said that the field is getting better at nesting health lit-
eracy in the context of human-to-human interactions, and so she applauded 
the panelists for making that connection repeatedly throughout the day. She 
also noted that the field has much to learn from the way that the palliative 
care and mental health communities involve patients in shared decision 
making. She made the point that “until we understand what the person 
with whom we are engaging wants and needs in their lives and how our 
conversation fits with that, I think we have missed the boat.” 

Francis also said that testing should extend not only to patient com-
prehension but also to health care provider comprehension. “Test us on 
if we understand the priorities of the people we are sitting across from 
and how this informed consent fits within their priorities,” said Francis. 
“I really think we would move the world with that test.” She finished her 
comments by stating that “we are a lot of smart people in the room, but 
we are not as smart as we think. I think that to really change our mental 
model, we actually need different thinkers at the table. Bringing ourselves 
together over and over to try and tweak a system we are pretty comfortable 
in probably won’t create the disruptive innovation we need in this world 
to try to engage people in the way that they can make behavior changes.” 

Parson seconded that idea and suggested that the nation needs to have 
a shared conversation about informed consent. Parson also said that there 
is a need for a primer on informed consent that would answer basic ques-
tions about informed consent: What is it? How do I administer it? Why is 
it important for me? Why is it important for my family and my commu-
nity? Such a primer could serve as the basis for having a shared national 
conversation. She noted that one of the beauties of working on this topic 
and striving to improve informed consent is that it encourages everyone 
participating to care. “I applaud those who are engaged in caring and the 
opportunity to be part of a conversation with others working to roll the 
Sisyphean ball,” said Parson.

Christopher Trudeau said that he liked the idea of taking a systems 
approach to informed consent and getting the right stakeholders to sit 
down and hash out a system that could create informed consent for those 
rare occasions when there will not be any type of preprinted form. He said 
he believes that it is possible to create a system for categorizing informed 
consent according to the setting or risk levels, for example. Isham sec-
onded this idea and wondered if something like the Institute for Healthcare 

Informed Consent and Health Literacy: Workshop Summary

Copyright National Academy of Sciences. All rights reserved.

http://www.nap.edu/19019


100	 INFORMED CONSENT AND HEALTH LITERACY

Improvement’s Improvement Map1 would enable a group of stakeholders 
to figure out what informed consent is really about, who it is serving, what 
the desired outcomes are, and what each stakeholder needs to get from the 
process.

The last comments came from Alicia Fernandez, who reminded attend-
ees that even simple changes can be slow in coming. As an example, she 
pointed out that the science of hand washing is more than 100 years old. 
Yet when she was a medical student in the Bronx at the height of the HIV 
epidemic, hand washing was not yet common in the wards. Today, everyone 
washes their hands, but it took a great many actions, including education 
and leadership, to change the culture to one in which nobody now thinks 
twice about washing their hands when they come into the wards. In her 
mind, we are facing a much more difficult task than making hand washing 
standard procedure because there are entrenched interests that are happy 
with the system as it now exists. She encouraged continuing efforts to shine 
a light on informed consent and health literacy, stating that doing so will 
bring others to the table. “If you say informed consent matters and we need 
to look at literacy and language and all of the issues that were raised here 
today, perhaps the [American Association of Medical Colleges] will con-
sider it a core competence in communication that medical students should 
learn to do informed consent and that that should be a measurable core 
competence for every medical student,” said Fernandez. 

Isham thanked the roundtable and planning committee members, speak-
ers, and participants for an interesting and informative day and adjourned 
the workshop. 

1  According to the Institute for Healthcare Improvement’s website, “The Improvement Map 
is a free, interactive, Web-based tool designed to bring together the best knowledge available 
on the key process improvements that lead to exceptional patient care.” See http://www.ihi.
org/Engage/Initiatives/Improvemaphospitals/Pages/default.aspx (accessed December 10, 2014).
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Workshop Agenda

Informed Consent and Health Literacy: A Workshop

Keck Center Building, Room 100 
Washington, DC 

July 28, 2014

OPEN SESSION

8:30–8:45		�  Welcome, Workshop Overview, Introduction of First 
Speakers

				    George Isham, Roundtable Chair

8:45–10:00 		  Overview
	
	 8:45–9:05	 Informed Consent: Why Do We Care?
			   	 Jeremy Sugarman
				    Johns Hopkins University

	 9:05–9:25	� Best Practices and New Models of Health Literacy 
for Informed Consent: Review of the Impact of 
Informed Consent Regulations on Health-Literate 
Communications (presentation of commissioned 
paper)

				    Linda Aldoory
				    University of Maryland
	
	 9:25–10:00	 Discussion

10:00–10:15		  BREAK
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10:15–11:45		�  The Current State of Informed Consent in Research 
and Treatment

	 10:15–10:20	 Introductions

	 10:20–10:40	� Impact of Poor Informed Consent Process on Clinical 
Trials (including information sharing)

				    Sara Goldkind

	 10:40–11:00	� Informed Consent and Minority Underrepresentation 
in Clinical Trials

				    Sandra Crouse Quinn
				    University of Maryland

	 11:00–11:20	� Developing a Better Process for Informed Consent
				    Yael Schenker
				    University of Pittsburgh

	 11:20–11:40	� Disproportionate Impact of Poor Informed Consent 
Process on Minorities

				    Alicia Fernandez
				    University of California, San Francisco

	 11:40–12:15	 Discussion

12:15–1:15 		  LUNCH 

1:15–2:30		  Approaches to Informed Consent

	 1:15–1:20	 Introductions

	 1:20–1:40	� Importance of Conversation/Discussion as Well as the 
Form

				    Rebecca Sudore
				    University of California, San Francisco

	 1:40–2:10	� Establishing Harmony Between the Rules and Health 
Literacy

				    Christopher Trudeau
				    Thomas M. Cooley Law School

	 2:10–2:45	 Discussion
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2:45–3:00		  BREAK

3:00–4:15		  The Future of Informed Consent

	 3:00–3:05	 Introductions

	 3:05–3:25	 Informed Consent Using Information Technology
				    Kenneth Saag
				    University of Alabama at Birmingham

	 3:25–3:45	 Initiating a Culture Change Around Informed Consent
				    Michael Paasche-Orlow
				    Boston University School of Medicine

	 3:45–4:15	 Discussion

4:15–5:00		�  Reflections on the Day (Roundtable members are 
each asked to identify one key point from the day’s 
presentations.)

5:00–5:15		  Participant Discussion

5:15		  ADJOURN
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Appendix B

Biographical Sketches of 
Workshop Speakers and Planning 

Committee Members1

Linda Aldoory, Ph.D., is Endowed Chair and Director of the Herschel S. 
Horowitz Center for Health Literacy and associate professor in behav-
ioral and community health at the School of Public Health, University of 
Maryland, College Park. The center was created to advance the science 
of health literacy and to evaluate communication tools and messages used 
by government, media, and health care settings. Dr. Aldoory’s research 
focuses on the role of health communication in improving health literacy. 
She is part of the recent Health Enterprise Zone grant awarded to Prince 
George’s County, Maryland, and she received a grant from Atlantic General 
Hospital to develop a health literacy curriculum for Worcester County 
Public Schools in Maryland. Through her research, she has faced informed 
consent challenges with study participants who do not speak English, 
who have limited formal education, and who have low health literacy. 
Dr. Aldoory has designed culturally competent and simple messages to 
use during informed consent procedures. She has also completed several 
interview-based studies and has used expert panels for government reports. 
Her research is published in the top journals in her field, such as the Jour-
nal of Health Communication and Health Communication. Dr. Aldoory 
has worked in health communication for more than 20 years, specializing 
in campaigns and media messages for women of color and adolescents. 
She has consulted for the Centers for Disease Control and Prevention 
(CDC), the Food and Drug Administration (FDA), and the U.S. Depart-
ment of Agriculture regarding health media and campaigns in food safety, 

1  Names appear in alphabetical order.
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injury prevention, and teen health. Before joining the School of Public 
Health in 2011, Dr. Aldoory was associate professor in communication 
at the University of Maryland for 13 years. She also formerly worked 
for the Bronx Perinatal Consortium, a maternal child health organization 
in the Bronx, New York, and for the American Psychiatric Association in 
Washington, DC, in public affairs. 

Alicia Fernandez, M.D., is a professor of clinical medicine at the University 
of California, San Francisco, and an attending physician in the General 
Medical Clinic and the medical wards at San Francisco General Hospital. 
Her research primarily focuses on health and health care disparities, and she 
is particularly interested in vulnerable populations, Latino health, immigrant 
health, and language barriers. In addition to her research and clinical prac-
tice at San Francisco General Hospital, she does a great deal of mentoring 
for students, residents, fellows, and faculty. She has received several honors 
and awards, including the Arnold P. Gold Professorship for Humanism 
in Medicine. She has served as an adviser to the Robert Wood Johnson 
Foundation, The California Endowment, the National Quality Forum, the 
Commonwealth Fund, the American Medical Association, the American 
Board of Internal Medicine, and other organizations on projects focused on 
health care disparities, Latino health, and limited English proficiency popu-
lations. She was a standing member of the Agency for Healthcare Research 
and Quality’s (AHRQ’s) Health Care Quality and Effectiveness study section 
(2006–2010) and is currently a member of National Institutes of Health’s 
(NIH’s) Health Services Organization and Delivery study section.

Sara Goldkind, M.D., M.A., is a bioethics consultant in research and 
clinical settings. Recently she left the FDA, where she served as the senior 
bioethicist for more than 10 years. In that position, she addressed ethical 
issues arising in cutting-edge research, such as informed consent processes; 
rare diseases; pregnant women; children; consent-impaired individuals; and 
emergency care. In addition, she is an active member of the Walter Reed 
National Military Medical Center’s clinical ethics committee. Dr. Goldkind 
is a board-certified internist, having completed her internship and residency 
at Boston City Hospital and her M.D. from the University of Maryland 
School of Medicine. She was on the faculty at the University of South 
Florida School of Medicine, Department of Internal Medicine. She obtained 
an M.A. in religious studies with a concentration in comparative religious 
ethics and completed a fellowship in clinical ethics from the University of 
South Florida.

Lori Hall, R.N., is a health education consultant with Eli Lilly and Com-
pany and has nearly 30 years of health care experience, including direct 
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patient care and work in the diagnostics and pharmaceutical industries. 
Throughout her career, her focus has been in the areas of training and 
leadership development, adult learning, and coaching.

Lilly’s Health Education Department develops and delivers nonbranded, 
nonpromotional, patient-focused education materials aligned with health 
literacy principles in the areas where Lilly has presence and expertise. 
Ms. Hall played an integral role in Lilly’s entry in the Eleventh Annual 
Institute for Healthcare Advancement Health Literacy Awards, “Feel Your 
Best: Patient Education Brochures,” which was selected as the winner in 
the Published Materials category, thus giving national recognition to the 
company’s commitment to health literacy principles.

Ms. Hall is also spearheading an effort to raise corporate awareness on 
how better health communications help to improve patient adherence and, 
therefore, achieve better health outcomes. Through her work with a grass-
roots initiative of Lilly advocates from other major patient “touch points,” 
health literacy pilot programs are being conducted in the areas of clinical 
trial management and informed consent, medical call centers, medical edu-
cation grants, global patient safety, and consumer marketing. Each of these 
pilot programs aligns with the overall vision to help engage, educate, and 
empower patients to be more active in their own health care. Ms. Hall has 
a bachelor of science degree in nursing from Purdue University. 

Laurie Myers, M.B.A., leads the health literacy strategy for Merck in 
the United States. In this role, she focuses on the integration of health 
literacy across the organization, including patient labeling, data transpar-
ency for clinical trials, and patient education. She represents Merck as part 
of the Walgreens/Northwestern/Alliance of Chicago partnership, measur-
ing the impact of the Universal Medication Schedule on patient adherence 
and health. In May 2011, she led a breakout session at the Institute for 
Healthcare Advancement’s Health Literacy conference regarding integrating 
health literacy into a large organization. Ms. Myers joined Merck in 1999 
after receiving her M.B.A. in health care management from the Wharton 
School at the University of Pennsylvania and her B.A. in psychology from 
Yale University.

Michael Paasche-Orlow, M.D., M.A., M.P.H., is associate professor of 
medicine, Boston University School of Medicine. Dr. Paasche-Orlow is a 
general internist and a nationally recognized expert in the field of health 
literacy. Dr. Paasche-Orlow is currently a coinvestigator with five funded 
grants that examine health literacy, including two intervention studies 
evaluating simplified information technologies for behavior change among 
minority patients with a range of health literacy levels. Dr. Paasche-Orlow’s 
work has brought attention to the role that health literacy plays in racial 
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and ethnic disparities, self-care for patients with chronic diseases, end-of 
life decision making, and the ethics of research with human subjects. Dr. 
Paasche-Orlow is the associate program director for the Boston University 
School of Medicine’s General Internal Medicine Academic Post-Doctoral 
Fellowship Program and the associate section chief for research for the 
Section of General Internal Medicine in the Boston University School of 
Medicine’s Department of Medicine.

Kim Parson joined Humana’s Innovation Center in 2006 as part of the 
team that developed SmartSummary and SmartSummaryRx, the health care 
industry’s first comprehensive and personal consumer-focused health benefits 
budgeting, planning, and reporting statements. These statements are a tool 
consumers can use to communicate with doctors and pharmacists about 
health care services they receive and medications they take. SmartSummary 
helps consumers understand plan benefits and better manage their costs. 
Proactive consumer messaging is designed to change consumer behavior and 
to improve clinical outcomes. 

In her current role in the corporate Consumer Experience Center of 
Excellence, Ms. Parson is part of a collaborative effort to define the desired 
Humana consumer experience. She explores external partnership oppor-
tunities for joint consumer learning and identifies innovative technologies 
that improve processes, leading to transformed consumer experiences. Her 
team facilitates business area identification of the current consumer experi-
ence utilizing experience design processes based on human-centered design 
methodology. Ms. Parson designs and leads ideation workshops and futur-
ing sessions using experiential learning to stimulate innovative thinking.

Her previous work to identify the holistic provider experience with 
Humana led to the identification of the financial impact of health literacy 
on consumers and payers, prompting Humana to create a team focused 
on health literacy efforts internally and externally. In her time at Humana, 
Ms. Parson also led the Provider Interface department, which is responsible 
for helping providers and Humana reduce administrative costs by increas-
ing provider self-service.

During Ms. Parson’s earlier career as a journalist with the Tribune Com-
pany, Knight Ridder, and Gannett, she led staffs at the Orlando Sentinel and 
the Lexington Herald-Leader that received numerous writing and design 
awards. A Society of News Design award winner herself, Ms. Parson served 
as a judge in the society’s 28th international design competition. She earned 
bachelor’s degrees in journalism and English and has done graduate studies 
in communications management at Western Kentucky University.

Sandra Crouse Quinn, Ph.D., is the associate dean for academic affairs, 
professor in the Department of Family Science, and senior associate direc-
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tor of the Center for Health Equity at the School of Public Health, 
University of Maryland, College Park. She is the principal investiga-
tor (PI) (with S. Thomas) on a Center of Excellence on Race, Ethnicity 
and Health Disparities Research, funded by the National Institute for 
Minority Health and Health Disparities, NIH. Within that center, she is 
also the PI of a 4-year study, “Uncovering and Addressing Cultural Beliefs 
Behind Vaccine Racial Disparities.” In addition, Dr. Quinn is currently the 
PI on a study titled “Investigating Factors Associated with Participation 
of Racial and Ethnic Minority Populations in FDA Regulated Research,” 
funded by the FDA through the Maryland Center for Regulatory Science 
and Innovation. 

Until the grant’s completion in 2012, Dr. Quinn was the PI (with 
S. Thomas) on “Building Trust Between Minorities and Researchers: A Bio-
ethics Research Infrastructure Initiative” (NIH Grand Opportunity grant) 
funded by the National Institute for Minority Health and Health Disparities 
and the Office of the Director, NIH. She was the co-PI on a 5-year Research 
Center of Excellence on Minority Health Disparities funded by the National 
Institute for Minority Health and Health Disparities, NIH. From 2008 to 
2010, she was also the co-PI on a 5-year, CDC-funded Preparedness and 
Emergency Response Research Center, Public Health Adaptive Systems 
Studies (PHASYS) project, which focuses on public health systems’ capaci-
ties to respond to disasters and emergencies. In the PHASYS Center, her 
specific focus was on risk communication and vulnerable populations. From 
2009 to 2010, Dr. Quinn was the PI on a CDC-funded national study of 
public attitudes toward H1N1. From 2002 to 2005, she was the PI on a 
CDC-funded study on communication between postal workers and public 
health professionals during the 2001 anthrax attack. Finally, she was the 
site PI on a subcontract for the Mid-Atlantic Public Health Training Center, 
funded by the U.S. Health Resources and Services Administration (prime 
grantee: Johns Hopkins Bloomberg School of Public Health). 

Her research interests include engagement of minority and marginalized 
communities in research; vaccine acceptance, attitudes, and communica-
tion; and risk communication in emergencies, disasters, and pandemics 
with a specific focus on minority populations and disparities. In recent 
years, Dr. Quinn has served as guest editor for several journals, including 
a 2013 theme issue on ethical issues on inclusion of minority populations 
in research in the American Journal of Public Health; a 2008 theme issue 
on emergency risk communication and pandemic influenza for the journal 
Health Promotion Practice; and a 2006 theme issue on health disparities 
in Health Education and Behavior. She has presented internationally on 
her research in Israel, Japan, the Netherlands, Portugal, South Africa, 
Thailand, and the United Kingdom. She co-led the development of an 
interactive educational website, www.buildingtrustumd.org, which focuses 
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on enabling minorities to become informed decision makers about partici-
pation in research.

Dr. Quinn was a 2006–2007 fellow in the Hedwig van Ameringen 
Executive Leadership in Academic Medicine Program for Women. She was 
also a Fulbright Senior Specialist at the Universidade de Fortaleza in Brazil 
in 2010. 

Kenneth G. Saag, M.D., is the Jane Knight Lowe Professor of Medicine, 
Division of Clinical Immunology and Rheumatology, at the University of 
Alabama at Birmingham (UAB) in Birmingham, Alabama. Dr. Saag’s pri-
mary research interests are in the epidemiology of osteoporosis and gout, 
methods to translate evidence into practice, and the design of large prag-
matic trials in rheumatic disease. He is the founding director of AHRQ’s 
Deep South Center for Education and Research on Therapeutics, estab-
lished in May 1999. He is also director of the AHRQ-supported UAB T32 
in Health Services Research and UAB K12 in Patient-Centered Outcomes 
Research, the UAB Center of Research Translation in Gout and Hyperuri-
cemia, and codirector of the Multidisciplinary Clinical Research Center. 
He has received support from the National Institute of Arthritis and Mus-
culoskeletal and Skin Diseases as a K24 recipient, allowing him to mentor 
more than 35 students, fellows, and junior faculty. He has published more 
than 220 peer-reviewed manuscripts and has also written more than 100 
other materials, including reviews, editorials, books, and book chapters. 
Recently he published the first edition of the clinical handbook Diagnosis 
and Management of Osteoporosis. 

Dr. Saag is on the American College of Rheumatology (ACR) Board 
of Directors, has been a leader in the development of the 2008 and 2011 
ACR Recommendations on the Treatment of Rheumatoid Arthritis, and 
is a member of the ACR Council on Healthcare Economics. He received 
the ACR Rheumatology Research Foundation Excellence in Investigative 
Mentoring Award in 2013. He also serves as vice president on the Board of 
Trustees of the National Osteoporosis Foundation, is on the Board of Direc-
tors of the Gout and Uric Acid Society, and is a member of the National 
Committee for Quality Assurance Expert Panel, Osteoporosis Advisory 
Workgroup.

Yael Schenker, M.D., M.A.S., received her undergraduate degree in litera-
ture from Harvard University. She completed all of her medical training at 
the University of California, San Francisco, before joining the faculty of the 
University of Pittsburgh in 2010. She is currently an assistant professor in 
the Division of General Internal Medicine, Section of Palliative Care and 
Medical Ethics, and holds a secondary appointment in the Clinical and 
Translational Science Institute. She is also an affiliate faculty member in 

Informed Consent and Health Literacy: Workshop Summary

Copyright National Academy of Sciences. All rights reserved.

http://www.nap.edu/19019


APPENDIX B	 115

the Center for Bioethics and Health Law, a member of the Biobehavioral 
Oncology Program at the University of Pittsburgh Cancer Center, and an 
associate faculty member of Clinical Research Modeling of Acute Illness in 
the Department of Critical Care Medicine. Dr. Schenker’s research focuses 
on the integration of palliative care services in oncology, surrogate deci-
sion making, informed consent, and medical advertising. She has received 
funding from the National Palliative Care Research Center, the University 
of Pittsburgh Clinical Research Scholars program, and the National Cancer 
Institute. Dr. Schenker is also a practicing primary care physician and con-
ducts palliative care consults at the University of Pittsburgh Medical Center. 

Rebecca Sudore, M.D., is a geriatrician and a hospice and palliative care 
physician at the San Francisco VA Medical Center and an associate profes-
sor at the University of California, San Francisco. Dr. Sudore is a former 
K23 and VA Career Development Award recipient and VA–Robert Wood 
Johnson Physician Faculty Scholar. She has also been awarded a VA IIR and 
R01 through the NIH and a Patient-Centered Outcomes Research Institute 
(PCORI) grant to conduct research on improving advance care planning 
and medical decision making for diverse, vulnerable older adults with lim-
ited health literacy. She has designed and tested an informed consent pro-
cess for patients with limited literacy and an advance directive that is both 
literacy and culturally appropriate. Her current research program is focused 
on creating and testing culturally and literacy appropriate tools to help 
patients engage in advance care planning. She developed a new paradigm 
of advance care planning that focuses on preparing diverse, older adults to 
communicate their evolving wishes over time and to make real-time, com-
plex medical decisions over the course of chronic and advanced illness. She 
recently launched the PREPARE website (www.prepareforyourcare.org), 
which walks patients and their families through a step-by-step process to 
prepare for communication and medical decision making. The goal of this 
work is to better enable patients to engage in the advance care planning 
process and to make informed medical decisions at the end of life. 

Jeremy Sugarman, M.D., M.P.H., M.A., is the Harvey M. Meyerhoff Pro-
fessor of Bioethics and Medicine, professor of medicine, professor of health 
policy and management, and deputy director for medicine at the Berman 
Institute of Bioethics at Johns Hopkins University. He is an internationally 
recognized leader in the field of biomedical ethics with particular expertise 
in the application of empirical methods and evidence-based standards for 
the evaluation and analysis of bioethical issues. His contributions to both 
medical ethics and policy include his work on the ethics of informed con-
sent, umbilical cord blood banking, stem cell research, international HIV 
prevention research, global health, and research oversight. 
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Dr. Sugarman is the author of more than 200 articles, reviews, and 
book chapters. He has also edited or coedited four books (Beyond Con-
sent: Seeking Justice in Research; Ethics of Research with Human Subjects: 
Selected Policies and Resources; Ethics in Primary Care; and Methods in 
Medical Ethics). Dr. Sugarman is a contributing editor for IRB and is on 
the editorial boards of several academic journals.

Dr. Sugarman consults and speaks internationally on a range of issues 
related to bioethics. He has served as senior policy and research analyst for 
the White House Advisory Committee on Human Radiation Experiments, 
as consultant to the National Bioethics Advisory Commission, and as senior 
advisor to the Presidential Commission for the Study of Bioethical Issues. 
He also served on the Maryland Stem Cell Research Commission. 

He was the founding director of the Trent Center for Bioethics, Human-
ities and History of Medicine at Duke University, where he was also a pro-
fessor of medicine and philosophy. He is a faculty affiliate of the Kennedy 
Institute of Ethics at Georgetown University and an Academic Icon of the 
University of Malaya. 

Dr. Sugarman currently serves on the Scientific and Research Advisory 
Board for the Canadian Blood Service, the Ethics and Public Policy Com-
mittee of the International Society for Stem Cell Research, and the Board 
of Directors of PRIM&R (Public Responsibility in Medicine and Research). 
He is cochair of the Johns Hopkins Institutional Stem Cell Research Over-
sight Committee. In addition, he is chair of the Ethics Working Group of 
the HIV Prevention Trials Network and is the ethics officer for the Resus-
citation Outcomes Consortium. 

Dr. Sugarman has been elected as a member of the American Society 
of Clinical Investigation, the Association of American Physicians, and the 
Institute of Medicine. He is a fellow of the American Association for the 
Advancement of Science, the American College of Physicians, and the Hast-
ings Center.

Christopher Trudeau, J.D., is an associate professor at Thomas M. Cooley 
Law School. He teaches all forms of legal research, analysis, and writing, 
but he particularly enjoys teaching legal drafting. Professor Trudeau is a 
zealous advocate for plain language. He has focused much of his recent 
research on combating archaic, traditional language in law, health care, 
government, and business. 

He recently published novel empirical research on the public’s prefer-
ence for plain language—“The Public Speaks: An Empirical Study of Legal 
Communication”—in volume 14 of The Scribes Journal of Legal Writing 
(2012). Professor Trudeau received a grant from Lexis/Nexis to conduct 
this research, the first U.S. study of its kind. 
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In addition to his research on plain language, Professor Trudeau is 
active in the Legal Writing Institute, Scribes (the American Society for 
Writers on Legal Subjects), and Clarity International (an international plain 
language organization). He has presented at numerous conferences for 
these organizations, and he has spoken on health literacy for the Institute 
of Healthcare Advancement, the FDA, and other health care organizations. 
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INTRODUCTION AND EXECUTIVE SUMMARY

“Informed (But Uneducated) Consent” (Ingelfinger [editorial], 
New England Journal of Medicine, 1972)

“How Informed Is Informed Consent?” (Howard and DeMets, 
Controlled Clinical Trials, 1981)

“Informed Consent: Is It a Myth?” (Herz, Looman, and Lewis, 
Neurosurgery, 1992)

“Consent Documents for Oncology Trials: Does Anybody Read 
These Things?” (Sharp, American Journal of Clinical Oncology, 
2004)

“Improving the Quality of Informed Consent: It Is Not All 
about the Risks” (Fernandez [editorial], Annals of Internal Medi-
cine, 2010)

For decades, authors have debated and tested the value of informed 
consent for people considering clinical trials and preparing for surgery or 
diagnostic procedures. The body of knowledge has become massive and 
includes randomized control trials, essays, websites, and computerized 
presentations. Across much of this literature, authors have struggled with 
creating better communication for informed consent within the constraints 
of federal regulations that interfere with the use of plain language and 
other health-literate practices. Individuals with limited health literacy are 
less likely to understand terminology, risks, and benefits as described in 
traditional informed consent documents (Donovan-Kicken et al., 2012). In 
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fact, studies have shown that most people, regardless of literacy level, are 
unable to recall or understand the information presented to them during 
an informed consent process (Cordasco, 2013). As a result, individuals are 
more likely to give uninformed consent, to refuse beneficial medical treat-
ments, and to prematurely drop out of clinical trials (Davis et al., 2002). 
Studies have examined how to improve the format and content of informed 
consent documents to address low health literacy and improve patient 
understanding while abiding by requirements for information mandated by 
the U.S. Department of Health and Human Services (HHS).

There is an abundance of helpful advice already published to address 
health literacy in informed consent; what can a commissioned paper for the 
Institute of Medicine possibly add? First, we find support across the most 
recent research and expertise for a set of best practices and lessons learned. 
Second, we identify significant gaps in the recent literature to create a future 
research agenda. Finally, we share two visual models we developed to help 
explain health-literate informed consent.

We collected, filtered, and analyzed more than 120 research studies, 
government reports, videos, toolkits, and presentations and then inter-
viewed eight experts in informed consent. This report summarizes themes 
found in the literature review and lessons learned from interviewees and 
then lists best practice suggestions. In summary, the research emphasized 
written communication and recommended reducing complex and confusing 
wording of documents. A combination of written, verbal, and some multi-
media formats was generally more effective in adhering to federal require-
ments while gaining participant understanding. In emergency settings and 
with low literacy, greater comprehension resulted from verbal exchanges 
with someone to ask questions and take as much time as needed. Relying 
on multimedia formats and computerized interactivity showed promise 
among certain populations, such as highly educated and younger partici-
pants. Helpful toolkits have been produced that offer a universal precau-
tions approach to simplifying informed consent documents while adhering 
to federal mandates. These toolkits include templates for health-literate 
forms and are described in this paper and listed in the bibliography. In other 
research, however, the level of risk in a study emerged as an important situ-
ational factor in deciding how comprehensive and complex the informed 
consent procedures might need to be.

As in the United States, international research is testing standardization 
of formats and messages for low literate audiences and studying the role of 
technology in improving patient understanding. These complexities across 
different countries, cultures, medical institutions, and research practices 
have fostered hundreds of studies. The European Union and countries 
outside the European Union currently espouse different guidelines and cul-
tural norms that influence informed consent, making it challenging to find 
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standardized best practices. According to Matiasek and Wynia (2008), “In 
countries where autonomy and shared decision making are less prevalent 
models of care, clinicians might rarely solicit patient . . . opinions, and 
patients might have experienced few opportunities to make choices about 
the care they receive” (p. 135). They add that in some countries where 
lawsuits are not pervasive, researchers may not present patients with a stan-
dard list of potential risks. The varied nature of international regulations 
and cultural norms makes it impossible to suggest global, health-literate 
improvements. Nevertheless, certain patterns of behaviors can be normal-
ized, such as valuing the informed consent process, empowering the partici-
pants to make decisions on their behalf, and simplifying written documents 
to be at a lower grade level. For this paper, however, given the specificity 
of the U.S. regulations as well as national norms for medical and scientific 
procedures, we analyzed only U.S.-based communication practices.

After winnowing down the literature found and synthesizing best prac-
tices with expert input from interviewees, we identified gaps in the recent 
body of knowledge. The gaps were significant and pointed to five key areas 
of health literacy and communication. First, there were few models that 
described and visualized the sequential steps required for health-literate 
informed consent and when to do what to improve comprehension and 
decision making. Second, limited work has been done on the role and 
impact of situational yet critical factors, such as risk and literacy levels, on 
informed consent communication and content. Third, empirical research is 
lacking to confirm the benefits of new technology and multimedia formats 
on informed consent. The findings are mixed as to the effect of interactive 
communication modules. Fourth, little research has focused on low-health-
literate populations and health literacy disparities in informed consent 
outcomes. Finally, there is a dearth of research on communicating informed 
consent in community-based research. A couple of interviewees expressed 
frustration over the lack of guidelines and toolkits for health-literate com-
munity-based work.

Once research gaps were identified, we conceptualized two models 
explaining the current status of health-literate informed consent. One model 
is a step-by-step path for what to do and when to do it. A second model is 
a situational assessment of what content to use in informed consent depend-
ing on contextual factors, such as risk level. The two models are described 
in more detail in the Discussion and Conclusion section of this paper and 
are shown in Appendixes C-A and C-B.

The implications of this paper are threefold. First, the accounting of 
recent research and expert perspectives updates as well as confirms some 
unifying best practices and principles for health-literate informed consent. 
Second, by reviewing recent literature, gaps in the body of knowledge 
from the last decade became visible, and we were able to develop a future 
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research agenda to help close these gaps. Finally, we developed two proto-
type models for use in future testing and debate over what makes health-
literate informed consent that is framed within federal regulations.

Methods for Data Collection

Two procedures were conducted to gather data relevant for the paper: 
a literature review and interviews with individuals experienced with alter-
native approaches for informed consent. Each procedure is described here, 
with findings from each separated and summarized in later sections.

Phase 1: Literature Review

Phase 1 was a systematic collection and review of research, government 
reports, and Web-based information focused on informed consent and health 
literacy. The following search engines were used: Medline, HealthSource, 
and PubMed databases, plus Communication and Mass Media Complete, 
ERIC, PsycInfo, and Academic Search Premiere from EPSCO. We generated 
a list of inclusion and exclusion criteria for the search. Below are listed the 
criteria used to guide the collection of information:

•	 Study populations: Included were all adults over age 18 from all 
races, ethnicities, sexes, and other culturally defined groups.

•	 Time period: Literature published or presented since 2004 (includ-
ing 2004). The most recent literature was our priority in order to 
home in quickly on the role of health literacy in informed consent 
and on best practices for health-literate informed consent.

•	 Location of study site: Limited to the United States and its ter-
ritories. There is federal specificity to informed consent guidelines 
and procedures, along with cultural norms and societal values 
governing informed consent expectations. Lidz (2006) stated that 
informed consent is framed in ways that honor a central value 
in the United States, that of individual autonomy. With respect 
to U.S.-bound federal regulations and best practices within those 
regulations, the review of literature was limited to this country.

•	 Publication language: English language only.
•	 Search term: The term health literacy was searched so that health 

literacy would be included as an aim, as a mediator, or as a mod-
erating factor in the literature collected. Although there were a few 
articles specifically centering on health literacy as a main variable 
(e.g., Donovan-Kicken et al., 2012; Hammil et al., 2011; Lorenzen 
et al., 2008; Miller et al., 2011), several articles were related to 
health literacy and were included in the collection. These other 
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articles focused on readability of forms, literacy level of partici-
pants, comprehension factors among participants, and research on 
media and communication modalities.

We originally collected more than 120 published research articles, book 
chapters, government reports, nongovernmental white papers, and other 
documents. Hundreds of resources discuss implications and evaluations 
of informed consent for various medical conditions and procedures, but 
we filtered this literature to include those specifically pertinent to a paper 
on health literacy and informed consent. The pertinent literature fell into 
a wide variety of types of documents. In addition to the scholarly journal 
articles and government reports, the search also turned up the following:

•	 Toolkits were found online that were specifically focused on how 
informed consent can be conducted to address low-health-literate 
populations of patients. These were primarily found on websites 
of teaching hospitals, nonprofit organizations, and federal and 
state agencies. For example, Temple University’s health system, 
Temple Health, hosts a comprehensive toolkit on informed consent 
and health literacy; it is available at http://www.templehealth.org/
ICTOOLKIT/html/ictoolkitpage1.html.

•	 There are presentations and supplemental materials for trainings 
in health literacy and informed consent for patients undergoing 
surgery or medical treatments. These were typically produced by 
medical schools, nonprofit organizations, and federal agencies. For 
example, the Dartmouth Medical School has a training presenta-
tion that is accessible online titled Effective Patient Communica-
tion: Informed Consent. It is available at http://www.slideshare.net/
pickerins/informed-consent-final-with-video-link.

•	 Videos of presentations and lectures exist that are focused on 
health literacy and informed consent. In particular, the Institute of 
Medicine’s workshops and presentations on informed consent and 
health literacy in clinical trials can be found online at http://www.
youtube.com/watch?v=S36nnF9sVLk.

•	 Paid online and technological vendor services are also available. 
Companies have created online and electronic informed consent 
procedures, some originally geared for pharmaceutical controlled 
trials but now broadened to offer lessons on improving communi-
cation for patient decision making. iMedConsent, for example, is 
a Web-based application for conducting informed consent online. 
Mytrus (2014) offers a product called Enroll, another Web-based 
informed consent and patient enrollment system for clinical trials. 
It is available at https://www.mytrus.com/en.
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We reviewed all of these to ensure that we highlighted a fair range of best 
practices and alternative informed consent forms and procedures. As the 
literature was being reviewed, first by one reviewer, and then by two oth-
ers for verification to include in the analysis, the redundancy in topics and 
best practices became apparent; we quickly reached a saturation point of 
new best practices.

Phase 2: Expert Interviews

Phase 2 involved interviews with experts who could speak about best 
practices and specific case examples of health-literate informed consent 
approaches. Originally, we invited 10 individuals to be interviewed, but 
two prospective participants were unable to schedule an interview in the 
time frame allotted. The eight participants included an institutional review 
board (IRB) chair, scholars known for their work on informed consent, and 
researchers who have created alternative health-literate informed consent 
processes. The original list of invited experts was derived from two sources: 
(1) the literature collected where experts were cited frequently and offered 
best practices; and (2) experiences by authors with researchers and other 
professionals who successfully used alternative informed consent processes. 
After this purposive and convenience sampling, we used snowball sampling 
to obtain other names of prospective interviewees; some of the interview-
ees were recommended by other interviewees. Interviews lasted between 
20 minutes to 1 hour; some were in person at the interviewees’ worksite, 
and others were done by phone if the interviewees were not within a short 
traveling distance. The interviews were audio recorded in order to capture 
details to be reviewed later, and notes were taken during the interview 
sessions.

An interview guide was developed with open-ended questions that 
asked about health literacy and informed consent. Questions addressed per-
ceptions about informed consent, applicability of federal guidelines, chal-
lenges experienced with the process and forms, and examples and resources 
that would be helpful in increasing the health literacy of the informed 
consent process. See Appendix C-D for the interview guide.

Interview notes were combined and coded for common responses across 
topics. The topics analyzed and relevant for this paper were as follows:

•	 Perceptions of applicability of federal guidelines,
•	 Challenges faced in completing informed consent,
•	 Lessons learned about informed consent, and
•	 Suggestions for best practices and helpful resources to improve 

informed consent among low-health-literate participants.
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Once the process of analyzing interviews and coding by topic was com-
pleted, an independent reviewer read through the interview notes and 
codes to verify similar analyses and links between codes and topics. Once 
the codes were verified, a summary by topic was drafted and included in 
this paper.

A SUMMARY OF FEDERAL GUIDELINES

The main sources for guidelines on informed consent were the HHS (45 
CFR 46.116), and the FDA (21 CFR 50.25). The HHS informed consent 
guidelines source is Section 46.116, “General Requirements for Informed 
Consent,” found in Part 46, “Protection of Human Subjects,” of the Code 
of Federal Regulations (HHS, 2009) (see Appendix C-E). The regulations 
explain that the informed consent process comprises three elements: (1) 
disseminating information to inform the individual, (2) ensuring that deci-
sions are voluntary, and (3) facilitating comprehension of the information 
conveyed to the individual (HHS, 2009). The FDA informed consent guide-
lines are found in 21 CFR Section 50.25, “Elements of Informed Consent” 
of Part 50, “Protection of Human Subjects” (FDA, 2014).

Requirements state that the informed consent process must include 
information on the fact that a study involves research, and it must explain 
the purpose of the study, provide explanations of procedures, and describe 
which of them are experimental. In addition, the information must outline 
benefits and possible risks, list confidentiality measures, and provide a name 
of a contact for information. A statement should be included that explains 
that the FDA may access certain documents. The informed consent process 
must convey voluntariness of the participant and include an explanation 
about having the right to refuse or discontinue participation at any time 
(FDA, 2014). When applicable, informed consent must also describe alter-
native treatments that might benefit the individual, whether compensation 
or special accommodations will be made in case of related injury, and con-
tact information for whom to reach.

The regulations cite optional information when necessary. Informed 
consent should include possible future risks to an unborn baby in the case 
of pregnancy, costs that may appear as a result of participation in a clinical 
trial, and the promise that if study findings influence desire to participate 
in research, these findings will be shared with participants (FDA, 2014).

There are exceptions to the informed consent requirements, outlined 
in Section 50.23 of the FDA guidelines. Exceptions can include life-threat-
ening emergency situations, lack of time to receive consent from a legal 
representative, and circumstances in which there is no alternative treatment 
or method to address a life-threatening situation.

Consent from participants does not have to be in a written format. 
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Consent can be received verbally as well. In addition, short forms are 
allowed in the informed consent process as long as the process includes the 
required elements.

The FDA guidelines include suggestions for constructing consent mate-
rials for low health literacy. One main recommendation is to ensure that the 
reading level for documents does not exceed the eighth-grade level. Other 
recommendations involve word choice, pronoun usage, and terminology. 
For example, the FDA recommends writing consent documents that mirror 
oral conversations between the investigator and the participant. Thus the 
use of the pronouns you, I, and we is encouraged. The following explains 
the reason for this pronoun usage:

This second person writing style also helps to communicate that there is 
a choice to be made by the prospective subject. Use of first person may 
be interpreted as presumption of subject consent, meaning the subject has 
no choice. Also, the tone of the first person “I understand” style seems to 
misplace emphasis on legal statements rather than on explanatory wording 
enhancing the subject’s comprehension. (FDA, 2014)

The federal government offers several resources for constructing read-
able consent documents and for improving the informed consent process 
while incorporating the federal guidelines. In addition to HHS recommen-
dations for word usage and grade level of documents, the National Insti-
tutes of Health (NIH) has prepared a compendium of resource links and 
toolkits addressing different stages in the informed consent process (NIH, 
2007). Also, the Agency for Healthcare Research and Quality (AHRQ) has 
developed a toolkit to facilitate the process of obtaining informed consent 
in minimal risk settings (AHRQ, 2009). According to AHRQ, the toolkit 
“is consistent with the regulations for obtaining and documenting informed 
consent for participation in minimal risk research and authorization for use 
of protected health information as required under HIPAA” (2009, p. 1). 
Included in the toolkit is a recommended process for improving informed 
consent, a checklist for covering all the information with participants, 
and sample consent forms. Appendix C-F has a copy of AHRQ’s Sample 
Informed Consent Form.

FINDINGS FROM THE LITERATURE REVIEW

The body of literature on informed consent and health literacy mainly 
fell within two domains or major areas for informed consent. First, 57 per-
cent of the published studies and reports examined patient-based informed 
consent for surgery, medical treatments, and diagnostic screenings. Second, 
36 percent of the literature tested informed consent within the setting of 
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clinical trials, particularly for pharmaceutical trials. A handful of studies 
and reports, about 7 percent of the total, addressed community-based 
research or IRB processes in general or were systematic reviews of research 
(Albala et al., 2010; Wee et al., 2009). One recent article studied advanced 
directives (Sudore et al., 2006). More than half of the collected articles 
were published since 2010. When analyzing this literature for communica-
tion challenges, impact on patient understanding, and best practices, the 
findings are not distinguishable by domain of informed consent. In other 
words, with few exceptions informed consent for clinical research, medical 
treatment, and diagnostics offer similar best practices for health-literate 
communication. This is likely due to similar attempts at adhering to the 
same federal guidelines for protection of human subjects. The summary 
below is thus organized by best practices for health literacy before, during, 
and after enacting informed consent procedures. First, however, we define 
the terms “informed consent” and “health literacy” and describe the overall 
trend across the literature.

Informed Consent Defined

About one-quarter of the documents offered a formal definition of 
informed consent, which was constructed out of either the legal context 
or the provider-patient relationship. For example, Marco (2008) stated, 
“The doctrine of informed consent is a fundamental principle of the U.S. 
legal system, introduced by case law in 1957. . . . Informed consent and 
refusal of treatment are recognized as significant legal and ethical rights of 
patients” (p. 269). Matiasek and Wynia (2008) defined informed consent 
as the “willing and uncoerced acceptance of a medical intervention by a 
patient after adequate disclosure . . . of the nature of the intervention, its 
risk and benefits, as well as of alternatives with their risks and benefits” (p. 
127). Informed consent is viewed as valid in clinical trials if a participant 
understands the following: study purpose, study protocol, risks, benefits to 
self, benefit to others, freedom to withdraw, alternatives, duration of study, 
voluntariness, confidentiality, and whom to contact (Tait et al., 2005). 
Hammil et al. (2011) summarized successful informed consent as includ-
ing five principles: voluntarism, capacity, disclosure, understanding, and 
decision making. In the communication discipline, informed consent has 
been characterized as “a complex exchange of information between profes-
sionals and patients that occurs through both interpersonal and mediated 
communication,” where the process is only meaningful “to the extent that 
communication is complete, transparent, and effective” (Donovan-Kicken 
et al., 2012).
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Health Literacy Defined

In most cases, the literature did not define health literacy. However, a 
few articles that had health literacy as a central factor defined it by refer-
ring to the definition of the Institute of Medicine and Healthy People 2020: 
the degree to which individuals have the capacity to obtain, process, and 
understand basic health information and services needed to make appropri-
ate health decisions (Hammil et al., 2011; Lorenzen et al., 2008).

Overall Trend Across the Literature

Overall, the literature reflected the following trends in health sciences 
research and health care practice in this country: (1) in medical and surgi-
cal procedures, more patient-centered approaches for informed consent; 
(2) in clinical trials, increasingly empowered and active decision making for 
participants; and (3) across domains for informed consent, increased use of 
technology to streamline the informed consent process and improve patient 
understanding. As authors have shown, traditional consent forms have 
been intended primarily for the providers’ legal protection, so the forms are 
swathed in complex medical and legal terminology and often written above 
the eighth-grade reading level (Brink, 2012; Lidz, 2006; Lorenzen et al., 
2008; Matiasek and Wynia, 2008; Paasche-Orlow et al., 2003). Informed 
consent literature over the last four decades has consistently been testing 
and improving forms and content to increase patient comprehension of 
clinical trials and medical procedures; however, authors today emphasize 
technological advances that might enhance patient control and active deci-
sion making, Much of the recent research frames the desired outcome of the 
informed consent process as meaningful consent and not just informed con-
sent of a medical procedure or clinical trial (Goske and Bulas, 2009; Lidz, 
2006; Matiasek and Wynia, 2008; Sugarman and Paasche-Orlow, 2006). 
Brink (2012), for example, developed a framework for “a patient-centric 
approach to the consent process” (p. 36) that included patient knowledge, 
patient values and preferences, and patients’ everyday lives. Some of the 
literature focused on the context, format, and structure of informed con-
sent, and other research tested effects of verbal, written, and multimedia 
messages on patient understanding. Findings for best practices were pulled 
together, and each best practice is summarized below; within each best prac-
tice, we included information on the challenges to developing this practice 
and the effects on patient understanding. The best practices are organized 
in sequential order: before, during, and after informed consent takes place.
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Before: Preparation for Informed Consent

Know Your Setting

Researchers have suggested that the setting for informed consent has 
influenced participant comprehension and satisfaction (Fink et al., 2010; 
Schenker et al., 2011; Wee et al., 2009). Health-literate informed consent 
resulted in patients feeling more comfortable and created an environment 
that allowed for more dialogue with providers (Miller et al., 2011).

Providing participants with sufficient time for interpreting and com-
pleting informed consent forms can help increase satisfaction as well as 
comprehension and compliance (Fink et al., 2010; Griffin et al., 2006; 
Lorenzen et al., 2008). Having more time not only encourages questions 
but also allows time for the patient and patient’s family to understand the 
information being given and allows time for “repeat back” (Lorenzen et 
al., 2008). Schenker and Meisel (2011) stated that completing forms before 
arriving for a procedure or appointment might keep participants from 
feeling rushed or pressured to sign the informed consent forms without 
expressing their questions or concerns. The authors wrote, “If patients are 
expected to engage in informed consent as a meaningful process of shared 
decision making, they must be given time for contemplation before having 
to decide” (p. 1131). Hammil et al. (2011) and others further argued that 
there should be a short time span between the informed consent process and 
the actual procedure being done (Fink et al., 2010; NQF, 2005b). Fink et 
al. (2010) posited that “comprehension was maximized when the informed 
consent discussion was undertaken for 15 to 30 minutes.”

Know the Risks

Studies on the informed consent process illustrated the primary need 
for practitioners and investigators to know the study’s protocol and the 
weight of its risks and benefits in order to convey the risk level to par-
ticipants (NQF, 2005a). The result of having the staff or others conduct 
informed consent without this knowledge may lead to an informed consent 
process with a greater burden of time and effort than the study itself. Some-
times attempts at standardizing informed consent produce this imbalance. 
Sugarman and Paasche-Orlow (2006) claimed in an editorial, “While the 
methods of standardizing informed consent and ensuring comprehension 
. . . are important, it is unclear whether such ‘big guns’ should be used for 
minimal risk research” (p. 898). These authors suggested that the time to 
do an in-depth and comprehensive procedure for informed consent is when 
the research in question “poses clear psychosocial, economic, or physical 
risk to participants” (p. 898). Similarly, authors of a systematic review of 
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research on weight loss surgery suggested providing realistic risk estimates 
that consider patient characteristics and health provider characteristics, 
such as experience, that may affect level of risk (Wee et al., 2009). Volker 
(2005) suggested that level of risk should influence the type of format used 
to communicate informed consent. In his pilot study of a high-risk research 
context, interactive video on mobile tablets increased patient knowledge 
and compliance.

Goske and Bulas (2009) presented a model of informed decision making 
that they claimed uses individual risk estimates and provides participants 
with a context of everyday relevancy. The approach suggests using several 
different formats and examples that coincide with different participants’ 
preferences and backgrounds. These authors have claimed that different 
health problems and medical treatments contextualize the informed consent 
materials and should guide how the materials are formatted and written.

Know Your Staff and Their Level of Expertise

The literature revealed several aspects of the complexities of informed 
consent that mandate the need for well-trained staff. In particular, in clini-
cal trials and medical procedures with high risk, authors recommend spe-
cially trained communicators (Fernandez, 2010). Lorenzen et al. (2008) 
recommended training staff on the importance of the informed consent 
process and on health-literate approaches to informed consent. Authors 
outlined four steps for staff:

•	 Completing a computer-based learning module defining health lit-
eracy concerns and means of improving communication,

•	 Adding material on health literacy to a learning module on patient 
rights for new employee orientation,

•	 Updating staff education annually, and
•	 Designing a health literacy program for physicians.

Other authors have suggested that the person who conducts the con-
sent procedures be different from the researcher responsible for the study 
outcomes (Sugarman and Paasche-Orlow, 2006). These authors argue that 
the researcher has a stake in the successful enrollment and retention of 
participants in the study, and thus, in order to ensure a focus on health 
literacy and participant comprehension regardless of the outcome goals of 
the study, the roles should be separated.
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Know Your Participants

Some authors studied the importance of understanding cultural and 
other differences that may influence how participants comprehend informed 
consent (Fink et al., 2010; Wee et al., 2009). Studies have shown that, 
depending on cultural and social norms as well as prior experiences with 
the health care field, participants may misconstrue the rationale behind 
informed consent or assume that other family members should be part of 
their decision making (Matiasek and Wynia, 2008). One of the simpler 
recommendations offered for handling cultural and language differences 
among participants was to translate informed consent forms into languages 
prevalent in the targeted participant communities (Matiasek and Wynia, 
2008). However, as Matiasek and Wynia (2008) argued, “even with trans-
lated forms, patients will need opportunities to discuss the information 
on the forms and ask questions” (p. 135). Some participants may assume 
they can invite a friend or family member to accompany him or her to 
the informed consent discussion, and researchers have found this tactic to 
increase comfort level and interpretation of risks (Hammil et al., 2011).

Disparities in Health Literacy

Some of the literature addressed disparities in health literacy that 
certain vulnerable populations have that leads to more problems with 
informed consent. Groups that have been given greater attention in research 
have been non-English speakers, Spanish speakers, African Americans, and 
those with low levels of formal education (Brice et al., 2008; Clark et al., 
2011; Cordasco, 2013; Cortes et al., 2010; Fink et al., 2010; Griffin et 
al., 2006). Fink et al. (2010) found that patients’ race, education, and age 
predicted the level of comprehension in medical consent, whereas gender, 
literacy, and marital status did not influence comprehension level. Another 
study found that individuals with a high school reading level were over 
four times more likely to comprehend information given than individuals 
with a third-grade reading level or lower (Kripalani et al., 2008). A review 
of the literature from 1966 to 2011 found very limited research on how to 
improve informed consent for low-literacy populations. Only six research 
studies met authors’ criteria, and evidence showed that teach-back and 
other verbal interactions were the most effective type of communication for 
less literate participants. Authors concluded that difficulty and risk differ-
ences across studies might have served as a confounder in their evaluation 
(Tamariz et al., 2013).

Nonnative speakers of the English language have significant difficulty 
understanding informed consent in this country (George et al., 2013; 
Schenker et al., 2007; Sudore et al., 2006). Cordasco (2013) reviewed 
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research that cited significant differences between patients with limited 
English proficiency and native English speakers. Creating a comfortable 
environment that invites the former group to express their questions and 
concerns is of particular importance because they often fail to share their 
low level of literacy and may be embarrassed to ask questions throughout 
the process (Sudore et al., 2006; Wee et al., 2009).

Within the limited literature on health literacy disparities, suggestions 
were made to improve informed consent. Some authors suggested that 
the teach-to-goal method be used to help reduce disparity (Sudore et al., 
2006). Other practices, such as the use of multimedia, animation, and visual 
images, were found to be beneficial tools for increasing knowledge of the 
study, meaningful dialogue, and number of questions (Brice et al., 2008; 
Cortes et al., 2010; George et al., 2013). Some researchers found that an 
additional class, such as one on endoscopy in this particular case, increased 
comprehension in non-English speakers and individuals with a low educa-
tional background (Clark et al., 2011; Siao et al., 2014). Siao et al. (2014) 
indicated that the multilingual class increased patients’ recall of facts about 
the screening and the understanding that they could refuse the procedure. 
Prearranging verbal translations of information also addressed gaps for 
non-English speakers (Brice et al., 2008). Schenker et al. (2007) posited that 
“for patients who do not speak English, additional time and effort may be 
required to find a consent form in the patient’s primary language, obtain 
the services of an interpreter, and ensure adequate understanding.” Other 
studies mentioned putting the informed consent form in the language of 
participants (Cortes et al., 2010; Matiasek and Wynia, 2008; NQF, 2005a). 
An article that focused on Spanish speakers with low health literacy in clini-
cal trials demonstrated the importance of additional training for researchers 
to increase their ability to effectively interact with this group to ensure that 
particular information needs are met (Cortes et al., 2010). Fink et al. (2010) 
found that additional time for the consent process can improve comprehen-
sion of low-literacy populations.

During: Communication and Informed Consent Documents

The majority of studies compared the effects of the type of format—
written, verbal, multimedia, or combination—on participant comprehen-
sion and satisfaction. In summary, findings show mixed results (McCarthy 
et al., 2012). One of the more significant trends found in the literature of 
the last decade is the exploration of alternative technologies for informed 
consent (Brink, 2006, 2012). As Brink (2012) argued, for clinical trials 
“the informed consent process has yet to make significant use of electronic 
technologies after initial recruitment, remaining firmly focused on a paper 
consent document” (p. 36). However, researchers are experimenting with 
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multimedia presentations to impart study information and with digital and 
online systems to conduct informed consent. For much of the work, verbal 
formats were more favored for low-literacy audiences, and multimedia 
programs sometimes improved patient comprehension, especially about the 
knowledge and risks of the study (Schenker et al., 2011). However, Marco 
(2008) found that written was as good as verbal if simplistic and graphical, 
and Tait et al. (2005) found that written documents that complied with 
federal guidelines for readability and processability improved participant 
comprehension. Flory and Emanuel (2004) found little effect from multi-
media formats. Authors have claimed that the differences in findings could 
be the result of the type of informed consent being addressed, such as surgi-
cal versus community-based survey research, where personal risks are low 
(Schenker et al., 2011).

Written Communication

The literature is consistent in citing problems with the written format 
and messaging used in consent forms and other documents related to the 
informed consent process. Authors have indicated that common problems 
across clinical trials, medical treatment, and community research studies 
vetted through IRBs include consent forms that are too long, have complex 
terminology, and have high reading levels (Albala et al., 2010; Brink, 2012; 
Donovan-Kicken et al., 2012; Lorenzen et al., 2008). These problems are 
ongoing despite several attempts at improvement by individual research-
ers and health care systems (Albala et al., 2010; Schenker et al., 2011). In 
fact, Albala and colleagues (2012) found that the length of consent forms 
increased over time, from 1978 to 2002.

The literature includes several studies comparing the effects of differ-
ent content length, readability, and visual cues to be used during informed 
consent to increase the likelihood of comprehension among low-literacy 
audiences. The length of the informed consent form has been found to be 
negatively associated with comprehension and retention (Denzen et al., 
2012; Sharp, 2004). Sharp (2004) found that consent forms longer than 
1,000 words are unlikely to be read. Others recommended using bul-
leted lists as opposed to long sentences and dividing text into subheadings 
(AHRQ, 2009; Denzen et al., 2012). Another study found that prioritizing 
the most important pieces of informed consent at the start and end of a 
slide-show presentation improved retention of vital information (Carr et al., 
2012). Denzen et al. (2012) suggested five key elements in developing easy-
to-read informed consent forms: organization, layout, typography, plain 
language, and avoiding the use of stylized initial letters or all capitals. Other 
studies recommended including a brief introductory summary that explains 
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what it means to participate in a research study and why the informed 
consent process is important in research (Cortes et al., 2010; Marco, 2008).

Although less a main goal of the research published in the last few 
years, readability assessments remain part of the literature on consent 
documents, as is how to improve consent documents for persons with low 
health literacy (Cordasco, 2013; Denzen et al., 2012; Fernandez, 2010; 
Lorenzen et al., 2008). The consensus in the literature is to adhere to the 
federal guideline of forms written at the eighth-grade reading level or lower 
(Denzen et al., 2012). Some research found better results with forms low-
ered to the sixth-grade reading level (Donovan-Kicken et al., 2013; Hammil 
et al., 2011; Windle, 2008).

In summary, authors found that reducing the reading level, simplifying 
terminology, and shortening the length of forms increased the number of 
patients reading the consent forms and their ability to describe procedures 
in their own words (Cordasco, 2013; Lorenzen et al., 2008). Although 
there was no difference in the number of patients signing consent forms, 
Lorenzen et al. (2008) found that comprehension and active, meaningful 
consent increased significantly with simpler, easier-to-read forms.

Verbal Communication

Most of the literature focuses on written communication because 
informed consent documents are the primary means by which individu-
als are reaching their decisions to participate in trials, medical treatments, 
and screenings. Also, according to some authors, the research in health 
literacy has focused on print, with limited work conducted on oral literacy 
(McCarthy et al., 2012). Yet, patients often rely on spoken communica-
tion with providers and researchers to vet questions, comments, or other 
verbal feedback (McCarthy et al., 2012). The Oral Literacy Demand frame-
work was suggested in the McCarthy et al. (2012) study as a useful guide 
to improving the verbal portion of informed consent among low-health-
literate participants. The framework includes three factors: technical term 
use, general language complexity (such as grade level or passive voice), and 
structural dialogue characteristics, such as pacing, density, and interactiv-
ity. Researchers found that the Oral Literacy Demand metrics were useful 
in analyzing verbal communication for informed consent and that resident 
physicians’ discussions with patients were characterized by their verbal 
dominance and complex terminology.

Other tactics for verbal communication include speaking slowly and 
using plain language (Dawson, 2006). Also, some scholars suggest repeat-
ing information, particularly problematic gaps for the individual, until full 
comprehension is reached (Sudore et al., 2006; Wee et al., 2009). In this 
test of the teaching-to-goal process, investigators repeated the informed 
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consent information along with participants until the participant correctly 
answered questions about the study (Sudore et al., 2006). Verbal interac-
tions facilitate trust and improve comprehension (Miller et al., 2011; Tait 
et al., 2005). One study, however, found that verbal interactions in addi-
tion to a slide show and a readable format showed little improvement in 
comprehension (Carr et al., 2012).

Multimedia Formats for Informed Consent

Multimedia techniques have been found to have some mixed results, 
depending on literacy level, health problem being addressed, and type of 
medium. In several studies, video and computer formats have been shown 
to improve understanding and decision making among low-literacy partici-
pants and have resulted in perceived control by other participants (Brink, 
2006, 2012; Campbell et al., 2004; Cowan et al., 2007; Harmell et al., 
2012; Rossi et al., 2005; Wanzer et al., 2010). Research indicated that the 
use of electronic programs promoted consistency, provided an audit trail 
and documentation, improved recruitment rates, decreased patient anxiety, 
and improved comprehension (Brink, 2012; Harmell et al., 2012).

Harmell and colleagues (2012) found that among patients with schizo-
phrenia, Web-based consent documents increased comprehension and sat-
isfaction with a clinical trial. Brink (2012) argued that the availability of 
electronic media makes it worthy of testing for better informed consent, 
because the media combines sound, still pictures, video, and text. Brink’s 
(2012) article includes a chart outlining the advantages and disadvantages 
of using computers, telephones, televisions, or stand-alone kiosks in the 
informed consent process. Schenker and Meisel (2011) encouraged the use 
of interactive technology to keep costs down and “reduce variation in the 
quality of informed consent across institutions.”

Bickmore and colleagues (2009) tested the use of a computerized ava-
tar for information delivery and found that the animated computer agent 
was more successful in getting participants to understand and sign consent 
forms than a human agent. Participants with limited literacy, however, 
did poorly on comprehension across treatment conditions. According to 
Bickmore and colleagues (2009), “The low comprehension scores for par-
ticipants with inadequate health literacy indicate that much work remains 
to make the computer agent effective for this population” (p. 319).

Although findings are relatively promising on the use of multime-
dia (Bickmore et al., 2009; Brink, 2012; George et al., 2013; Harmell 
et al., 2012), some sources discouraged a radical move away from print 
and face-to-face formats (Flory, 2004; Synnot et al., 2014). For example, 
research has shown that patients in the emergency department, who may 
have less cognitive ability to understand informed consent in general, may 
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have corresponding trouble with multimedia formats (Cowan et al., 2007). 
Campbell and colleagues (2004) found that video and computer formats did 
not consistently result in improvements in comprehension over simplified 
print materials. Other studies found that video-enhanced consent materials 
made little difference in patient understanding compared to print forms 
(Flory and Emanuel, 2004; Sonne et al., 2013). Sonne and colleagues (2013) 
found that more-educated participants preferred the video to print, and the 
video version was lengthier than the print version. Although Harmell and 
colleagues (2012) supported the use of multimedia, they considered that 
low-literate patients might have relatively low computer experience, and 
therefore computer-generated resources might not prove to be beneficial. 
In addition, the Web-based approach was lengthier than the traditional 
written informed consent form. Other researchers similarly questioned 
large impacts of multimedia resources on informed consent (Clark et al., 
2011; Synnot et al., 2014). Some of the fears of using multimedia are that 
it would replace verbal discussion and provide more detail than patients 
want regarding their illness (Hall et al., 2012; Matiasek and Wynia, 2008; 
Rossi el al., 2005).

Some researchers have suggested that, in the absence of solid evidence, 
which format to use should depend on the aspects of the risk, the setting, 
and the staff (Schenker et al., 2011; Volker, 2005). Schenker and colleagues 
(2011) argued that teach-back procedures and simplified written consent 
forms may be easy ways to improve understanding without significant 
alterations in time and staff skill.

Online Systems

For online or digital systems that supplant on-site procedures, research 
has indicated some promising results. Hall and colleagues (2012) found 
that iMedConsent, an online informed consent process, increased patient 
comprehension of procedure-specific risks and benefits. It also increased 
participant engagement in the decision-making process. However, the sys-
tem provided more information than desired by patients. Other paid inter-
active computer programs, such as Enroll by Mytrus, provide information 
that attempts to be tailored to the individuals’ specific cultural background 
and literacy needs (Mytrus, 2014). On its website, the company defines the 
product’s role in informed consent:

While clinical research has been significantly impacted by technology such 
as electronic data capture systems, clinical trial management systems, and 
other automation tools that make the clinical trial process more efficient, 
a gap has emerged as the informed consent step has remained a highly 
inefficient paper process that leaves many patients feeling more confused 
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than informed and many sponsors feeling left in the dark as to what is 
happening at trial sites.

Researchers such as Saag and his colleagues (Mudano et al., 2013) are 
studying Enroll for its impact on effective patient screening and informed 
consent regarding orthopedic treatment.

Supplementary Visual Aids

Images, decision aids, and charts are recommended for further explain-
ing information (AHRQ, 2009; Cordasco, 2013). Several scholarly works 
suggest adding structural or supplementary resources as part of the informed 
consent process for low-literate patients.

Decision aids are designed to help people make choices by having a 
personalized and specific focus on options and outcomes of the treatment 
or trial (Cordasco, 2013). Decision aids and educational handouts have 
been found to improve participant comprehension. These materials have 
been described as helping to convey key information in treatment while also 
helping patients explore their own preferences among treatment options 
(Fernandez, 2010). Fernandez (2010) commented, “Routine use of decision 
aids can certainly be no worse than our current makeshift attempts to con-
vey [informed consent] complexities” (p. 343). Cordasco (2013) described 
touch-screen technology used to provide information on probabilities of 
risks from medicine options, which showed greater knowledge gain than 
traditional print format. One article used stickers or labels with information 
such as potential risks to hand out to each patient or participant to ensure 
that important points are covered and that terms are legible and easy to 
read (Wright, 2006).

After: Assessing Comprehension

A few studies focused on the effect of federal regulations and IRB 
requirements on participant understanding as it relates to informed consent. 
This literature also suggested how best to assess participant comprehension 
during the informed consent process (AHRQ, 2009; Cortes et al. 2010; 
Fernandez, 2010; Tamariz et al., 2013). Some authors have argued that 
comprehension is often measured only by how much is recalled about the 
specific goals and protocol of the one study or treatment option. This lim-
ited assessment may be reflecting confusion as to how to address federal 
mandates on ethical content of informed consent and how to assess compre-
hension of these ethics (Lidz, 2006; Sugarman and Paasche-Orlow, 2006). 
Sugarman and Paasche-Orlow (2006) stated that it is the “central ethical 
requirements” that should be tested for understanding. They claimed that 

Informed Consent and Health Literacy: Workshop Summary

Copyright National Academy of Sciences. All rights reserved.

http://www.nap.edu/19019


140	 INFORMED CONSENT AND HEALTH LITERACY

researchers should measure whether “all potential participants . . . under-
stand that participation is voluntary and that they can leave the research 
at any time. In addition, for research conducted in health care settings, 
potential participants need to understand that their decision will not affect 
their regular medical care” (p. 898).

Role of Self-Efficacy in Comprehension

Donovan-Kicken and colleagues (2012) tested the effects of self-efficacy 
on the relationship between health literacy and patient confusion and com-
prehension of informed consent forms. They found that lower health liter-
acy predicted lower self-efficacy, which predicted feeling less well informed 
and less prepared, being more confused about treatment procedures and 
risks, and wanting more information about the risks.

Use of Questioning

Studies examined different tactics to questioning participants as a mea-
sure of comprehension. If a participant demonstrates repeating or parroting 
of the information, it is important to question further and perhaps suggest 
that the participant explain ideas in his or her own words to ensure full 
comprehension (AHRQ, 2009; Brach et al., 2012; Cordasco, 2013). For 
example, one article used open-ended questions to encourage participants 
to feel comfortable enough to respond that they did not know the answer 
(Sudore et al., 2006).

The most effective procedures for evaluating comprehension is not nec-
essarily the most efficient, and some authors suggested that instead of creat-
ing new assessments, researchers should adapt procedures already created. 
Sugarman and Paasche-Orlow (2006) recommended the Brief Informed 
Consent Evaluation Protocol (BICEP). This short questionnaire developed 
by Sugarman and colleagues is administered via telephone interview imme-
diately following consent (Sugarman et al., 2005). The BICEP focuses less 
on study facts and more on the rights and voluntariness of the participant 
involvement.

Teach-Back

Close to one-third of the sources evaluated or recommended the teach-
back method. The teach-back method consists of asking participants to 
repeat back information conveyed to them to ensure full comprehension 
before they agree to the treatment or participation in the trial and sign the 
informed consent form (AHRQ, 2009; Hammil et al., 2011). Teach-back 
has been shown to improve comprehension and can possibly result in 
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hospital savings by decreasing last-minute surgery cancellations (Kripalani 
et al., 2008; Lorenzen et al., 2008; Miller et al., 2011; NQF, 2005a). While 
time consuming compared to traditional methods, the teach-back method 
is promoted as an alternative to other methods of ensuring comprehension, 
such as written questions and answers (AHRQ, 2009; Cordasco, 2013; 
Joint Commission, 2007).

Teach-to-Goal

In addition to using the teach-back method, some sources suggested 
the teach-to-goal strategy, or repeating information until there is full under-
standing. This method consists of continuing the educational exchange of 
the informed consent process until the patient or participant is able to suc-
cessfully demonstrate comprehension (Kripalani et al., 2008; Sugarman and 
Paasche-Orlow, 2006; Wee et al., 2009). On the basis of the gaps of under-
standing when applying the teach-back approach, the researcher can focus 
on specific elements of the informed consent that address the individual’s 
particular information needs (Fink et al., 2010). Sudore and colleagues 
(2006) tested the process of teaching-to-goal by having participants answer 
questions regarding seven aspects of a study after reading out loud simpli-
fied informed consent documents. The participants repeated the reading and 
questions until they answered most questions correctly. Authors described 
this process as a way to improve informed consent without a significant 
increase in effort and time on the part of the investigators.

FINDINGS FROM EXPERT INTERVIEWS

Interviewees were selected from various professional backgrounds and 
had experience with clinical trials, medical procedures, community-based 
research, and IRBs. These individuals were asked to share their perspec-
tives on different aspects of informed consent procedures, documents, and 
work with institutions and the federal government. The discussions mainly 
centered on three aspects: federal regulations, challenges to improving 
informed consent processes in the context of these regulations, and lessons 
learned about communicating informed consent. Each of these topics is 
summarized below.

Perspectives on Federal Regulations

Most of the interviewees perceived federal regulations as too often 
leading to challenges that complicate the informed consent process. One 
critique was that the regulations often result in language and words used in 
an informed consent process that are too technical and confusing. A couple 
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of interviewees who work with community-based organizations found that 
the federal regulations are even more complicated for local research. They 
thought the guidelines naturally created clinically based language and did 
not offer translations adapted for other types of studies, such as public 
health interventions. In general, interviewees agreed that they have diffi-
culty balancing patient comprehension needs with fulfilling ethical desires 
along with regulatory requirements.

Another common perception was the lack of uniformity across regu-
lations and down to local levels, as interviewees found that regulations 
seemed to differ across counties and states and between different federal 
agencies. One interviewee said that global regulations and individual coun-
try requirements do not offer enough details on how to provide informa-
tion for participants. Further exacerbating the lack of uniformity were the 
diverse interpretations by interviewees about what needed to be included in 
informed consent forms. This situation caused confusion about what altera-
tions and additions could be performed to the informed consent documents 
and overall process that would be permissible by the federal agencies that 
were funding research.

Some of the interviewees discussed working with IRBs and IRB inter-
pretations of the federal guidelines. Some interviewers described the bur-
densome process of getting approval for improvements and simplified 
documents they hoped to use in their studies. In addition, regulations can 
be misinterpreted and result in unnecessary roadblocks and personal limits 
to creativity and progress. However, despite challenges posed, interviewees 
viewed the regulations as necessary because they do bring attention to the 
importance of informed consent, and without them the process would 
receive less care and awareness by researchers and health practitioners.

Perceived Challenges

The main challenge discussed by interviewees was working with the 
federal regulations in a way that translated guidelines into readable and 
understandable messages for research participants. Just as time-consuming 
and difficult, however, was working with home institutions and IRBs in 
accepting changes to standardized forms and procedures. Requirements and 
forms have not been adapted for community-based research, so translating 
the forms can be challenging for some interviewees. One interviewee was 
frustrated because of the perception that there are no overarching models 
on how best to communicate informed consent. Although there were many 
studies on effective methods, the interviewee claimed, there is no “defined 
gold standard” for communicating about informed consent in clinical trials.

A poor organizational culture surrounding the informed consent pro-
cess creates a lack of value placed on the process and increases challenges 
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specific to health-vulnerable participants. One interviewee described a sci-
entific environment that seems disempowering and lacking the intent of 
having an honest and genuine informed consent process. An interviewee 
shared that medical training helps maintain traditional assumptions about 
informed consent. One norm is the practice of using an individual of lower 
academic seniority to carry out the informed consent procedures, giving 
other staff the impression that the process lacks importance and value.

A challenge related to cultural awareness and working with diverse 
populations is that a profound history of mistrust is often overlooked 
and ignored when working with certain community members. Because 
of negative past experiences that may include broken promises made by 
health professionals, participants might feel increased anxiety, mistrust, and 
confusion when signing the informed consent form. It is important to note 
that marginalized communities are more likely to feel anxiety and mistrust.

Lessons Learned

Value the Process

Research organizations need a culture that values truly informed deci-
sion making. “A dismissive attitude,” as one interviewee described it, is 
detrimental to increasing the commitment of participants. The staff member 
with the lowest seniority should not always be the one to carry out the 
informed consent process. This may send an incorrect message to other staff 
members that informed consent is not important. In addition, staff mem-
bers may be hesitant to document failures, so it is beneficial to create an 
environment that views failures as learning opportunities. One interviewee 
recommended the Clinical Trials Transformation Initiative as an example 
of organizational commitment and value placed on the informed consent 
process. One interviewee described the paradigm shift needed as one from 
“persuasion” to “pedagogy.”

Commit to Supervision and Accountability

Researchers and practitioners should supervise and monitor staff 
throughout the informed consent process and address possible improve-
ments that need to be made afterward to improve future informed consent 
procedures. They also need to assume that they are responsible for ensuring 
that the participant asks questions throughout the process and has full com-
prehension of information. Being accountable means that the researcher 
or practitioner is responsible if the staff is not well trained and sensitive 
to participants’ health literacy needs. Training the staff on how to address 
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possible challenges that may occur and how to prioritize information for 
participants is required.

Encourage the Interactive Exchange of Information

One way to avoid uninformed refusal is by encouraging and addressing 
questions and ensuring comprehension. Information delivery is an impor-
tant consideration, but just as important is opening up dialogue, allowing 
participants time to cognitively process and ask questions, taking time 
to respond, and using teach-back strategies. One interviewee relies on 
verbal explanations to supplement the forms and allots double the time 
expected to complete the process. Another interviewee described how the 
staff members at her office have participants read forms out loud as part of 
the exchange and then discuss each section point by point to get questions 
rather than waiting until the end to ask for questions. One interviewee said, 
“I notice body language getting more relaxed” after explaining what will 
be done with the information collected.

Be Aware That Multimedia and Technology May Offer Benefits to 
Certain Populations

The outcomes from using multimedia techniques are mixed, bu there 
are benefits for certain audiences. One interviewee recounted the successful 
use of a computerized avatar in imparting informed consent information 
to a low-literacy population. Another interviewee described the use of an 
electronic presentation along with video and verbal interactions with par-
ticipants. A third uses electronic consent forms. The lesson learned here 
is to consider and test alternative approaches for informed consent when 
thinking of the best way to increase the chances of comprehension by the 
target population.

Continuously Evaluate Success and Allow for Feedback

Details of every study should be documented to permit analysis of 
failures. One interviewee shared a third-party evaluation system, where the 
participants phone a reviewer who asks comprehension questions after the 
informed consent process. Another interviewee video records each process 
for proper documentation and evaluation. Also, interviewees view teach-
back and teach-to-goal approaches as very valuable in ensuring comprehen-
sion of consent forms.
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Ensure Both Patient-Centered and Patient-Driven Communication

Before beginning the informed consent process, it is important to know 
your audience and incorporate their language and level of comprehen-
sion into the process. Patients should be asked for feedback on what they 
already know at the start of the informed consent process to help tailor 
information that can efficiently address needs and gaps in understanding. 
One interviewee explained that using “common language” understood by 
participants is critical to increasing trust and comfort among participants. 
Another interviewee recommended using AHRQ’s Toolkit on Informed 
Consent (AHRQ, 2009) and the National Cancer Institute’s new informed 
consent template (http://ctep.cancer.gov/protocolDevelopment/templates_
applications.htm) as resources that help focus informed consent on the par-
ticipant’s information needs (NCI, 2013). NCI’s recommendations include a 
“lay” title for the study in addition to the official title, a description of risks 
from the participant’s perspective, and a list of potential side effects using 
a table format in the section of the form dealing with risks.

SUMMARY OF TOP 30 BEST PRACTICES

In synthesizing the literature with the interview findings, a set of best 
practices emerged. Many of these were redundant in both the literature 
and the interview findings, and some were unique to an interviewee’s 
experience with an IRB or with a new format piloted for informed consent 
communication. The best practices are organized in similar fashion as the 
literature summary earlier: practices important in preparing for informed 
consent, practices important for communicating during informed consent, 
and practices relevant for evaluating when informed consent is completed.

Preparing

  1.	Create a culture that places a high value on the informed consent 
process. Creating a culture that values truly, informed consent leads 
to better patient-centered practices and communication.

  2.	Know well the risks of the procedures and outcomes. The level of 
risk may influence the amount and type of information provided 
during informed consent procedures. Different medical treatments 
might change how information is formatted and written and how 
much information is provided.

  3.	Know how the setting of the project or study may affect participant 
comfort and comprehension of informed consent materials. Find 
out what type of room, what type of writing space, and what type 
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of noises might be part of the environment where informed consent 
is being requested.

  4.	Train staff on the new informed consent process. Include how to 
address possible challenges that may occur, how to encourage par-
ticipant questions, and how to prioritize information shared with 
the participant.

  5.	Assign a staff person to conduct informed consent who is not the 
principal investigator but who has a decision-making role in the 
project. This may be challenging because, on one hand, having 
the principal investigator conduct informed consent procedures 
reflects the important value of this stage to participants. On the 
other hand, in clinical trials the principal investigator has a stake in 
recruitment, and separating this role offers unbiased communica-
tion during informed consent.

  6.	 Supervise and be accountable. Address possible improvements and 
changes that need to be made to facilitate progress.

  7.	Allot enough time for participants to interpret and understand the 
content of forms. Some advise maximizing time allotment to 30 
minutes.

  8.	Weigh the benefits of using multimedia and new technology against 
population characteristics. Consider age, education, health literacy, 
the health problem being addressed, cultural values, and health 
beliefs to judge whether to alternate formats for informed consent 
information. Video and computer formats have been found to be 
more effective with higher education levels.

  9.	Translate all documents into the primary language used by 
participants.

10.	Measure the reading level of documents to ensure a less than 
eighth-grade reading level. Use one of several well-tested grade-
level reading assessments, such as the Flesch-Kincaid readability 
test.

11.	Borrow from toolkits that offer easy-to-use templates for forms. 
Look at AHRQ’s toolkit or NCI’s templates for assistance.

12.	 Invite friends and family of the participant. Some participants feel 
more comfortable if they have someone with them when they com-
plete the informed consent process.

13.	Think creatively for non-English speakers and people with low 
health literacy. Create an additional class, use an electronic pre-
sentation, add time to the meetings, and incorporate other tactics 
to ensure comprehension.
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Communicating

14.	Emphasize the voluntary role of the participant. One commonly 
misunderstood area of informed consent has been that participants 
do not understand that they do not have to participate and can 
withdraw at any time.

15.	 Judge what information or content is not necessary and more 
likely to overwhelm the participant. There may be some optional 
content for the particular study and its level of risk. For example, 
explaining confidentiality of data and personal risks are necessary 
to include, but it may not be necessary to include how study find-
ings may affect one’s desire to participate in subsequent studies.

16.	Rely on verbal exchange for supporting and reminding participants 
about most the important information, risks, voluntarism, and 
confidentiality.

17.	Encourage participants to ask questions.
18.	Use the “common language” used by participants as well as plain 

language.
19.	Never assume that language translation equals comprehension. 

Even with translated materials, participants will need someone 
available to ask questions and talk about the forms.

20.	Speak slowly.
21.	Repeat information in different ways until participants understand.
22.	Prioritize the most important pieces of the informed consent infor-

mation at the start and end of the process.
23.	Write with little to no technical jargon.
24.	Format documents using large type and white space.
25.	Use supplemental decision aids and other visuals, which can be in 

a video, on a computer, or in an infographic format.

Evaluating

26.	Document the process. Take notes or video- or audiorecord details 
of the process in order to outline failures that must be addressed.

27.	Assess comprehension before beginning informed consent proce-
dures. Ask participants for feedback on what they already know 
at the start of the process to tailor information that can efficiently 
address needs and gaps in understanding.

28.	Use teach-back strategies to assess comprehension during and after 
procedures.

29.	Use a variety of open-ended questions to ask participants to clarify 
what they learned.
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30.	Try the teach-to-goal approach to ensure comprehension. Have 
participants “tested” on aspects of the study and, equally impor-
tant, on aspects of voluntarism and confidentiality.

DISCUSSION AND CONCLUSION

The literature review and interviews completed for this paper focused 
on the past 10 years of research and expertise in informed consent to 
assess best practices for health-literate communications. This recent body 
of knowledge supported findings from earlier decades that recommended 
tactics for simplifying written documents, clarifying verbal exchanges, and 
spending time ensuring patient understanding of study risks. These tactics 
were simple ways to address federal regulations for protection of human 
subjects while also attempting to increase chances of patient understand-
ing. The current trends show that multimedia formats and computerized 
exchanges might ameliorate constraints to health-literate communications 
caused by federal mandates. However, the findings are still inconclusive on 
the effect of these alternative formats on low-health-literate populations. 
Some of the research espoused relatively simple solutions to communicat-
ing within the context of burdensome federal requirements: spend more 
time and meet one-on-one with participants while also using simplified and 
clear language. These types of best practices help to engage participants in 
active decision making during informed consent procedures because they 
reflect value and respect for participants while also implementing effective 
communication tactics. Interviewees and authors of various editorials and 
studies have argued for a move away from “persuasion” to get participants 
to consent and toward “pedagogy” and individualized empowerment for 
informed consent.

However, what we found surprising was that, even with the accumula-
tion of evidence and examples of best practices for communication, there 
continue to be barriers with regard to health literacy during informed con-
sent used in clinical trials, medical treatments, and diagnostic screenings. 
More than 40 years of research have highlighted ways to simplify docu-
ments and increase participant comprehension, and yet authors identified 
highly complex terminology, high-school-and-above reading levels, and 
lengthy forms. This research illustrates the ongoing challenges of abiding 
by federal regulations, which seem to continue to interfere with communi-
cating effectively for informed consent. We outline below a future research 
agenda that addresses this and other gaps in the current literature. We then 
describe two prototype models that are infographic representations of what 
we found in the literature and interviews about health-literate informed 
consent.
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Future Research Agenda

While the list of best practices suggests a relatively straightforward 
track from improved communication to increased patient comprehension, 
the landscape for health-literate informed consent actually conveyed a 
complex set of challenges and considerations (Goske and Bulas, 2009; Lidz, 
2006). On the one hand, it was apparent that simplified forms needed to 
be used during informed consent, verbal interactions remained important 
for participant comprehension, and step-by-step procedures needed to be 
enacted to ensure participant autonomy and voluntariness. It was also 
evident that the level of risk, setting characteristics, and participant factors 
might be used to construct clear and comprehensible informed consent pro-
cedures. On the other hand, there were gaps in the current literature about 
health literacy and its effects on informed consent, which led us to suggest 
a research agenda for the future. The key areas where gaps were found are 
listed below, along with suggested future research.

1.	 Few models were found that described and visualized the sequen-
tial steps required for effective informed consent and when to do 
what to improve comprehension and decision making. Whereas 
many simpler, easy-to-understand forms or procedures were avail-
able, few comprehensive models or process maps were found to 
help standardize an improved, health-literate system for informed 
decision making. Future research should develop and test process 
models for how to systematically incorporate health literacy before, 
during, and after informed consent procedures.

2.	 Limited work has been done on the role and effect of situational 
yet critical factors, such as risk and literacy levels, on informed 
consent procedures and content. Many authors encouraged stan-
dardized approaches to improving participant comprehension of 
clinical trials or medical treatments, though several authors argued 
for a tailored communications approach that allowed for flex-
ibility depending on participant factors and setting factors. How-
ever, few empirical studies were found that tested the factors that 
may affect knowledge, motives, self-efficacy, and decision making. 
Future research should tease out such factors as risk level and 
health literacy level to test effects on comprehension and decision 
making.

3.	 Empirical research is lacking to confirm the benefits of new tech-
nology on informed consent. The findings are mixed as to the effect 
of multimedia and computerized interactive modules and seem 
to point to the role of situational factors. In particular, authors 
highlighted differences by health literacy levels of participants and 

Informed Consent and Health Literacy: Workshop Summary

Copyright National Academy of Sciences. All rights reserved.

http://www.nap.edu/19019


150	 INFORMED CONSENT AND HEALTH LITERACY

setting characteristics such as type of treatment option and whether 
the situation was an emergency. This area of research is growing, 
and additional randomized controlled trials would help confirm 
findings for certain populations compared to others.

4.	 Little research has focused on low-health-literate populations and 
health literacy disparities in informed consent outcomes. Although 
education level, reading level, and socioeconomic status have been 
markers for low-health-literate populations, few studies measured 
health literacy in their study to assess specifically how health lit-
eracy moderates or mediates the relationship between communica-
tions and informed decision making. Findings that have included 
health literacy as a variable have shown mixed results as to the 
benefit of multimedia and verbal communications. Future studies 
should assess health literacy in participants to measure its impact 
on different informed consent contexts and outcomes.

5.	 There is a dearth of research regarding health literacy and informed 
consent for community-based research. Yet, in social work and 
public health, as well as other fields, community-based studies 
testing population health and preventive health interventions are 
widespread. A couple of interviewees expressed frustration over the 
lack of guidelines and toolkits for health-literate informed consent 
in community-based research. Future studies in community-based 
research should look to replicate the work done on informed con-
sent in clinical trials and medical treatments. While teasing out 
lessons learned, there should be efforts to create an independent 
agenda for informed consent research and practice. One of the pri-
orities might be the concern over trust, which seems to have eroded 
over time and affects informed consent successes. The Institute of 
Medicine might consider hosting a workshop focused on informed 
consent and health literacy in the community setting.

6.	 No research study was found that compared informed consent 
and communicating benefits and risks in the contexts of medical 
treatment, diagnostic screening, and clinical trials with the type of 
informed consent process appropriate for each participant. This 
seems particularly important when assessing informed consent for 
low-health-literate populations. For example, from a surgical con-
sent perspective, Hammil et al. (2011) pointed out that patients 
who are embarking on especially complex procedures, such as 
surgery, and who have low health literacy have an even more dif-
ficult time understanding forms. Research indicates that structural 
and supplementary resources may assist patients in understanding 
the informed consent process better. In particular, using decision 
aids, such as booklets, video, interactive computer programs, and 
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charts, may make the informed consent process less intimidat-
ing (Goske and Bulas, 2009). Less invasive, low-risk procedures 
may not require the same structural or supplementary resources 
(Sugarman and Paasche-Orlow, 2006). These differences require 
future research to assess if categorizing communication best prac-
tices by domain for informed consent is a worthy endeavor.

Visual Models for Health-Literate Informed Consent

In addition to summarizing best practices and noting research gaps 
for future studies, we have attempted to extend the identified practices 
and research into working models of health-literate informed consent. We 
developed two infographics, which were based on health literacy best prac-
tices and inspired by gaps found in the information gathered. Each model 
is framed within the philosophies grounding health literacy that we found 
to be interwoven in the literature and interviews about informed consent.

One philosophy is the “universal precautions” approach to health 
literacy (DeWalt et al., 2010). This approach was created to help design 
health-literate communications for everyone regardless of their level of 
health literacy. According to the Health Literacy Universal Precautions 
Toolkit, “Providers don’t always know which patients have limited health 
literacy” and should therefore consider systems or practices “to promote 
better understanding for all patients, not just those you think need extra 
assistance” (DeWalt et al., 2010, p. 2). In the area of informed consent, a 
universal precautions approach suggests that information be geared to the 
lowest health literacy levels, and a universal procedure of clear, meaningful, 
and simple messages would be implemented. Any one individual, regardless 
of education level or cultural background, would understand the process 
and make an informed decision to consent. The models we developed took 
the numerous best practices and recommendations framed within this phi-
losophy and visualized a standardized, step-by-step approach to completing 
health-literate informed consent.

The other model reflects somewhat of a universal precautions approach 
but also a second philosophy of a situational communication framework. 
This philosophy is derived from the “tailored communication” and cul-
tural sensitivity lines of research, which suggest that certain factors and 
characteristics within the situation guide messages and format. Although it 
is important to standardize certain content and patient comprehension of 
ethical mandates, the model we developed depends on level of risk, setting, 
and context.

The two infographics should be viewed as prototypes for what we 
hope will be well-developed models following future research. The models’ 
power is in explaining the need to develop a systematic path for health-
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literate procedures and in situating risk for purposes of communicating the 
federal guidelines for content and informed consent.

Roadmap to Health-Literate Informed Consent

Appendix C-A presents the “Roadmap to Health Literate Informed 
Consent,” an eight-step visualization of the sequential order of larger 
process phases to complete in order to reach patient understanding regard-
less of the level of health literacy among target participants. This model 
takes a universal precautions approach to standardizing practices for 
informed consent. A similar approach was found within AHRQ’s toolkit 
for informed consent in minimal-risk research. AHRQ’s steps included 
creating a research culture that promotes health-literate informed consent, 
staff training, knowing the physical environment where informed consent 
procedures will take place, and communicating to promote comprehension 
(AHRQ, 2009). Although other toolkits and resources illustrate steps to 
increasing the effectiveness of informed consent, we found no infographic 
to assist in visualizing the steps before, during, and after informed consent.

Each of the eight steps builds on the one before and embeds best prac-
tices that were found in the research and among the expertise for informed 
consent to low-literacy audiences. The first five steps are in preparation of 
enacting informed consent procedures; the last three occur during them and 
can help in evaluating success afterward.

1.	 The first step is to know your setting and the risks. The setting 
includes study details as well as risks to participants and practitio-
ner characteristics that might influence setting and study, such as 
experience and length of time for study.

2.	 After knowing all the details of the setting, train staff not just in the 
study protocol but in health-literate informed consent procedures. 
To assist with changing the culture that constrains health-literate 
procedures, the staff can also be part of the construction of health-
literate forms.

3.	 After the staff are trained in new informed consent techniques, the 
third step is to get to know your participants. Although individual 
levels of health literacy are not always possible to measure, there 
are several factors to understanding your population: what might 
be average health literacy levels and formal education, and how 
cultural norms and beliefs about medicine and health might influ-
ence the participants’ reaction to informed consent procedures.

4.	 Once an analysis of your population is complete, the next step is 
to prepare written forms on the basis of the population, the set-
ting characteristics, and, in particular, the risk level of the study. 
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This step, simplify written forms, is implemented when the toolkits 
available online as well as other best practices can be employed.

5.	 Once forms are adjusted according to best practices for less health-
literate audiences, the fifth step is to consider alternate formats. 
Video, computer presentations, computerized avatars, online inter-
activity, and other alternative media can be used as supplements 
to the main documents, as decision aids, or as a substitution for 
main print documents. The research on understanding population 
characteristics assists practitioners with this decision, although 
the findings on multimedia and computerized support are still 
inconclusive.

6.	 The sixth step is dialogue, which represents the verbal interactions 
that should occur during informed consent procedures.

7.	 The seventh step addresses a very important task, to assess com-
prehension. At this point, the research consistently points to the 
value of teach-back and teach-to-goal approaches in evaluating and 
confirming comprehension before moving forward.

8.	 Finally, the last step is to improve your process, that is, document 
and evaluate the system. The purpose of this step is to evaluate not 
the comprehension of a participant, but the success of the overall 
system put in place for health-literate informed consent. Having the 
staff document successes and discuss failures allows for transpar-
ency of the values and goals in place for what is really the intent 
of the informed consent process.

Situational Risk Model of Communicating Informed Consent

Appendix C-B presents the “Situation Risk Model for Communicating 
Informed Consent.” This visual model incorporates a “tailored” approach 
to communicating with different audiences on the basis of the level of 
risk in the study. The motivation behind the situational risk framework is 
derived from some of the literature and interviews. The level of risk indi-
cates the differing amount and type of content to share with participants, 
thus simplifying notions of informed consent for many projects. At the 
lowest level of study risk, such as with surveys or community public health 
interventions, the content of informed consent forms must include benefits, 
procedures, and information on voluntariness and confidentiality. At this 
level of risk, the AHRQ informed consent template is helpful (see Appen-
dix C-F for an example of this template). At a medium level of risk, where 
many clinical trials fall, not every detail of information is necessary, and in 
fact, some research supported the fact that too much information lessens 
comprehension for some participants. Yet, at this level additional informa-
tion is necessary about common side effects, for example. At the top of 
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the rating is the highest risk, such as life-saving surgeries and some clinical 
trials. Here, it is necessary to take the time to communicate all informa-
tion for participants to make informed decision making. This model is not 
appropriate when individuals face emergency medical situations or are 
incapable of making decisions. However, this may be a template to enable 
practitioners to consider variable factors that affect how much information 
is necessary. The model provided here is what we hope will be the begin-
ning of research on the different factors that influence how health-literate 
informed consent can be shaped.

Conclusion

The commissioned work that the Institute of Medicine requested com-
bined literature from the last decade and expert voices to examine the 
effects of informed consent regulations on health-literate communication. 
We did encounter limitations in the search, interviewing, and analyzing of 
resources, however. First, although the parameters for the literature search 
helped us complete a worthy paper within the assigned time frame, it also 
limited our ability to conduct a systematic, comprehensive literature search 
outside the United States and outside of the past decade. Although we feel 
confident that we amassed a thorough amount of literature, we did not col-
lect all the published and online resources available to help communicate 
about informed consent. Second, many individuals were out of the office or 
working on June deadlines for grants, so we did not obtain 10 interviews 
as originally planned, and we relied on convenient and snowball sampling 
for interviewees. The interviewees who participated offered insightful and 
creative expertise on informed consent and health literacy, but the paper 
might have been richer if more voices had been included with those that 
were summarized here.

Even with the limitations, we found the relationship between health 
literacy and participant understanding of informed consent to be a strong 
one, with research supporting the links between plain language, clear com-
munication, and informed consent. However, communicating for informed 
consent is complex. Participant characteristics, practitioner skills, and study 
risks interact to challenge practitioners to think about alternative formats 
effective for their populations. The most promising avenue of research 
seems to be with the use of computerized and online interactive commu-
nications, although findings are mixed. However, the mixed findings may 
reflect the need to understand participants better: their health literacy, 
cultural values, and beliefs about medicine. This ambiguity suggests future 
research opportunities, as do the gaps in research on situational factors, 
community-based informed consent, and testable communication models. 
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We hope this paper sparks dialogue on these and other topics in order to 
foster research on health literacy and informed consent.
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APPENDIX C-D

Interview Guide

The purpose of today’s interview is to talk about informed consent 
and your opinions about how to make the process better for people. We 
are interviewing a lot of people, and there are no right or wrong answers 
to these questions. Your responses are not part of a research project, but 
instead part of expert feedback from people experienced with informed 
consent. We are completing a paper for the Institute of Medicine and wish 
to get people’s feedback, along with the literature in the field that we are 
gathering. I am recording this just so I can listen and get details later.

1.	 To get started, I wanted to ask you what first comes to your mind 
when you think of “informed consent”?

	 1A. 	� What are the main types of informed consent you see or work 
with?

2.	 There are regulatory entities and requirements, from the FDA and 
Health and Human Services, for example, that guide informed 
consent. How have these guidelines affected your experiences and 
work with informed consent?

	 2A.	� How do you think government regulations affect how people 
understand the informed consent process?

3.	 What are the main barriers or challenges you have experienced or 
seen with informed consent today?

4.	 We are looking for examples or case studies of effective and per-
haps new ways of communicating the informed consent process to 
people. Do you have examples in your work of clear and under-
standable communications used to help the informed consent 
process?

	 4A. 	� Are there materials you can suggest; verbal cues; other exam-
ples? Have you heard of or use the teach-back method?

5.	 Some people talk about cultural competence in informed con-
sent. What have you experienced with cultural competence in the 
informed consent process?

6.	 Do you have examples of communication practices that should be 
avoided in informed consent because they have not worked?

7.	 What would be your recommended resources for more information 
about informed consent: any published articles, websites, or reports 
that you would refer us to?

Those are all of the questions; thank you!
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APPENDIX C-E

Code of Federal Regulations, Part 46, Protection of Human Subjects, 
Basic HHS Policy for Protection of Human Research Subjects, 

Sections on Informed Consent

§ 46.116 General requirements for informed consent.

Except as provided elsewhere in this policy, no investigator may involve 
a human being as a subject in research covered by this policy unless the 
investigator has obtained the legally effective informed consent of the sub-
ject or the subject’s legally authorized representative. An investigator shall 
seek such consent only under circumstances that provide the prospective 
subject or the representative sufficient opportunity to consider whether or 
not to participate and that minimize the possibility of coercion or undue 
influence. The information that is given to the subject or the representative 
shall be in language understandable to the subject or the representative. No 
informed consent, whether oral or written, may include any exculpatory 
language through which the subject or the representative is made to waive 
or appear to waive any of the subject’s legal rights, or releases or appears 
to release the investigator, the sponsor, the institution or its agents from 
liability for negligence.

(a)	 Basic elements of informed consent. Except as provided in paragraph 
(c) or (d) of this section, in seeking informed consent the following informa-
tion shall be provided to each subject:

(1)	 A statement that the study involves research, an explanation of the 
purposes of the research and the expected duration of the subject’s partici-
pation, a description of the procedures to be followed, and identification 
of any procedures which are experimental;

(2)	 A description of any reasonably foreseeable risks or discomforts to 
the subject;

(3)	 A description of any benefits to the subject or to others which may 
reasonably be expected from the research;

(4)	 A disclosure of appropriate alternative procedures or courses of treat-
ment, if any, that might be advantageous to the subject;
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(5)	 A statement describing the extent, if any, to which confidentiality of 
records identifying the subject will be maintained;

(6)	 For research involving more than minimal risk, an explanation as to 
whether any compensation and an explanation as to whether any medical 
treatments are available if injury occurs and, if so, what they consist of, or 
where further information may be obtained;

(7)	 An explanation of whom to contact for answers to pertinent questions 
about the research and research subjects’ rights, and whom to contact in 
the event of a research-related injury to the subject; and

(8)	 A statement that participation is voluntary, refusal to participate will 
involve no penalty or loss of benefits to which the subject is otherwise 
entitled, and the subject may discontinue participation at any time without 
penalty or loss of benefits to which the subject is otherwise entitled.

(b)	 Additional elements of informed consent. When appropriate, one or 
more of the following elements of information shall also be provided to 
each subject:

(1)	 A statement that the particular treatment or procedure may involve 
risks to the subject (or to the embryo or fetus, if the subject is or may 
become pregnant) which are currently unforeseeable;

(2)	 Anticipated circumstances under which the subject’s participation may 
be terminated by the investigator without regard to the subject’s consent;

(3)	 Any additional costs to the subject that may result from participation 
in the research;

(4)	 The consequences of a subject’s decision to withdraw from the research 
and procedures for orderly termination of participation by the subject;

(5)	 A statement that significant new findings developed during the course 
of the research which may relate to the subject’s willingness to continue 
participation will be provided to the subject; and

(6)	 The approximate number of subjects involved in the study.

(c)	 An IRB may approve a consent procedure which does not include, 
or which alters, some or all of the elements of informed consent set forth 
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above, or waive the requirement to obtain informed consent provided the 
IRB finds and documents that:

(1)	 The research or demonstration project is to be conducted by or subject 
to the approval of state or local government officials and is designed to 
study, evaluate, or otherwise examine: (i) public benefit or service programs; 
(ii) procedures for obtaining benefits or services under those programs; (iii) 
possible changes in or alternatives to those programs or procedures; or (iv) 
possible changes in methods or levels of payment for benefits or services 
under those programs; and

(2)	 The research could not practicably be carried out without the waiver 
or alteration.

(d)	 An IRB may approve a consent procedure which does not include, or 
which alters, some or all of the elements of informed consent set forth in 
this section, or waive the requirements to obtain informed consent provided 
the IRB finds and documents that:

(1)	 The research involves no more than minimal risk to the subjects;

(2)	 The waiver or alteration will not adversely affect the rights and wel-
fare of the subjects;

(3)	 The research could not practicably be carried out without the waiver 
or alteration; and

(4)	 Whenever appropriate, the subjects will be provided with additional 
pertinent information after participation.

(e)	 The informed consent requirements in this policy are not intended to 
preempt any applicable federal, state, or local laws which require additional 
information to be disclosed in order for informed consent to be legally 
effective.

(f)	 Nothing in this policy is intended to limit the authority of a physician 
to provide emergency medical care, to the extent the physician is permitted 
to do so under applicable federal, state, or local law.

[56 FR 28012, 28022, June 18, 1991, as amended at 70 FR 36328, June 
23, 2005]
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§ 46.117 Documentation of informed consent.

(a)	 Except as provided in paragraph (c) of this section, informed consent 
shall be documented by the use of a written consent form approved by the 
IRB and signed by the subject or the subject’s legally authorized representa-
tive. A copy shall be given to the person signing the form.

(b)	 Except as provided in paragraph (c) of this section, the consent form 
may be either of the following:

(1)	 A written consent document that embodies the elements of informed 
consent required by § 46.116. This form may be read to the subject or the 
subject’s legally authorized representative, but in any event, the investigator 
shall give either the subject or the representative adequate opportunity to 
read it before it is signed; or

(2)	 A short form written consent document 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. When this method 
is used, there shall be a witness to the oral presentation. Also, the IRB shall 
approve a written summary of what is to be said to the subject or the rep-
resentative. Only the short form itself is to be signed by the subject or the 
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 representative, in addition to a copy of the short form.

(c)	 An IRB may waive the requirement for the investigator to obtain a 
signed consent form for some or all subjects if it finds either:

(1)	 That the only record linking the subject and the research would be the 
consent document and the principal risk would be potential harm resulting 
from a breach of confidentiality. Each subject will be asked whether the 
subject wants documentation linking the subject with the research, and the 
subject’s wishes will govern; or

(2)	 That the research presents no more than minimal risk of harm to 
subjects and involves no procedures for which written consent is normally 
required outside of the research context.

In cases in which the documentation requirement is waived, the IRB may 
require the investigator to provide subjects with a written statement regard-
ing the research.
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APPENDIX C-F

AHRQ Sample Informed Consent Form from Toolkit 
(first two pages of sample)
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Consent Form 

Study Title 
 

Why sign this document? 
To be in this study, sign this document. 

 
Why are you doing this research study? 
We want to learn more about how to help people 
who have [insert condition]. This study will help us 
learn more about [insert specifics]. We are asking 
people like you who have [insert condition] to help us. 

 
What happens if I say yes, I want to be in 
the study? 
If you say yes, we will: 

 
 Give you a form with questions for you to 

answer. 
 Read the questions out loud and fill out the form 

with you, if you want. 
 

 

 

We are asking you to be in a research study.

You do not have to be in the study. 

If you say yes, you can quit the study at any time. 

Please take as much time as you need to make your choice.

Your medical care will not change in any way if you say no. 

Ask about [describe survey items, e.g., your health, what 
you eat, and if you exercise, smoke, or drink alcohol, and 
what medicines you take]. 

This form is designed for minimal risk, noninterventional 

*

*
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There are no right or wrong answers to these 
questions. You can skip any question you do not 
want to answer. 

 
How long will the study take? 
The study will take about [insert time] of your time. 

 
What happens if I say no, I do not want to 
be in the study? 
No one will treat you differently. You will not be 
penalized. 

 
 
 

The care you get from your doctor will not 
change. 

 
What happens if I say yes, but change my 
mind later? 
You can stop being in the study at any time. You 
will not be penalized. 

 
 
 
 
 

will not change. 
 

Who will see my answers? 
The only people allowed to see your answers will 
be the people who work on the study and people 
who make sure we run our study the right way. 

 
 

Your survey answers, health information, and a 
copy of this document will be locked in our files. 
We will not put your answers into your medical 
record. 

[Note to researcher: If there is a study sponsor that will have 
access to the data, name sponsor here.] 

 [Note to researcher: For studies with prospect of  
benefit add: While you would not get the benefit of being in this 
study, you will not lose any other benefits.] [Note to researcher:
For studies with no prospect of benefit add: You will not lose any
benefits.]  

 [Note to researcher: For studies with
prospect of benefit add: While you would not get the benefit of  
being in this study, you will not lose any other benefits.] [Note to
researcher:For studies with no prospect of benefit add: You will
not lose any benefits.]The care you get from your doctor
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