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The current tenets of informed consent
have evolved since the 1940s. The
guidelines and mechanisms to ensure
respect for persons, beneficence, and
justice within today’s sophisticated
and vastly evolving research studies
warrant revisiting. The following is an
overview of future discussions that will
examine how informed consent really
is within various research scenarios.
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he history of informed consent
Tdates back as early as the 16th

century (Selek, 2010). The cur-
rent tenets of informed consent
pertaining to the ethical conduct
of research on human participants
predominately stems from the 1947
Nuremberg Code (National Insti-
tutes of Health, 2016), which was
created following the Nuremberg
trials at the end of World War II.
The unethical conduct of research
on human participants during the
Holocaust, coupled with experi-
ments (e.g., the Tuskegee syphilis
study), prompted a more formal-
ized structure for ensuring the well-
being and autonomy of human par-
ticipants in research studies. The
World Medical Association (2013)
created the Declaration of Geneva
in 1948 (Fischer, 2006), followed
by the Declaration of Helsinki in
1964, to apply ethical principles
to medical research involving hu-
man participants (Fischer, 2006;
Rickham, 1964). A decade later, on
July 12, 1974, the National Research
Act was signed into law (U.S. De-
partment of Health and Human
Services [HHS], 1979). Through
this act, the National Commission
for the Protection of Human Sub-
jects of Biomedical and Behavioral
Research was formed and charged
with developing guidelines for the
conduct of biomedical and be-
havioral research. The guidelines
were established in the Belmont
Report (HHS, 1979; U.S. Depart-
ment of Health, Education, and
Welfare, 1979), which continues to

be periodically updated. The Bel-
mont Report describes the general
principles of respect for persons,
beneficence, and justice, and it
outlines the process of obtaining
informed consent to ensure that
these principles are followed (HHS,
1979). In 1998, an informed con-
sent checklist was instituted (HHS,
1998). Although clearly outlined,
defined, and described in consent
forms, it is beneficial to revisit how
informed participants are when
they enter research studies, par-
ticularly for patients undergoing
treatment for cancer. This article
will provide an overview of several
areas for consideration.

Clinical Trials as Treatment
Options

Entering a clinical trial is volun-
tary. The individual signing the
consent must have the capability
to sign in addition to having a full
understanding of the requirements,
risks, and benefits of the trial (Ab-
hyankar, Velikova, Summers, &
Bekker, 2016). However, fear could
overshadow the decision-making
process. For example, when under-
going treatment for cancer, some
patients may learn that no single
protocol will guarantee cure; there-
fore, having options for new phar-
maceutical therapies in varying
phases of testing can be intriguing.
In cases in which standard therapy
can only offer the hope of a few
years of survival, entering a clinical
trial for a new therapeutic may give
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the illusion of a possible “miracle
cure.” In this common scenario,
the patient’s focus may be on the
dangling carrot of potential cure,
not the process, risks, and conse-
quences of the research study. For
patients who meet the inclusion
criteria for multiple trials, the infor-
mation can be overwhelming in try-
ing to determine which will provide
the best chance for survival.

Challenges in Health Literacy

With emerging investigative meth-
ods like genomics, proteomics,
metabolomics, transcriptomics,
and pharmacogenomics, many
healthcare providers are unable
to clearly describe the details of
an “omics”-centric investigation
(Burke & Clarke, 2016). Patients are
often targeted for research studies
to investigate various pathways of
disease and treatments through
the omics lens. The area of health
literacy, particularly in the world
of omics, is substantially lacking
(Burke & Clarke, 2016).

Creating and Using Big Datasets

The push for fast answers to
research questions to reduce the
burden of cancer includes ad-
vancements in data science for
large-scale investigations of pre-
collected data (Kaiser & Couzin-
Frankel, 2016). Many large datasets
from genomic analyses, long-term
longitudinal studies, and pooled
resources create the possibility
of answering salient questions
quickly. These types of datasets
include data from studies in which
patients have given written consent
and agreed to have their data used
in multiple analyses.

Aside from these large studies,
another venue for investigations is
in the creation of new fast datasets
by abstracting patient variables
from medical records. The benefits
are tremendous. The ability to
answer certain research questions

that can better inform prospective
studies is preferable over the time
and resources it would take to
answer the initial questions by en-
rolling patients and collecting the
data. However, the impracticality of
identifying patient medical records,
contacting patients, and requesting
permission to use their informa-
tion as part of a deidentified pool
has prompted institutional review
boards to grant exempt status for
such studies, allowing researchers
to obtain data without consent.
Although the congregate is dei-
dentified, the first point of contact
with the medical record identifies
each patient. In general, patients
are likely unaware that entering
the healthcare system may place
their information into a study.
Similarly, deidentified data from
insurance carriers are also often
used in large-scale, population-
based investigations. Some institu-
tions, particularly those known for
research or affiliated with a strong
research-based academic center,
may have a notation about using in-
formation as part of the consent to
receive health care. The patients’
actual notice and understanding of
this is unclear. In addition, the push
for patients to be more actively
involved as research partners may
lead to an informed consent para-
digm shift (Ashley, 2015). The con-
cept of broad consent for answer-
ing multiple and ongoing research
questions may play a major role in
reforming the consent content and
process.

Surveys

Obtaining current information
from patients through surveys can
provide relatively fast, informative
data that ideally can be used to ex-
pedite the improvement of patient
care. Informed consent for surveys
varies. Often, a written consent
precedes the patient being handed
a paper-based survey. However,
online surveys sent via emails with
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links bypass this process under
the logic that an individual who
chooses to answer the survey is
consenting to do so. Many cancer
centers also use tablet devices
given to patients in the waiting
room to report real-time symptoms
and distress that can be immedi-
ately addressed by the clinician.
Because of time constraints that
seem to limit clinicians from asking
the same questions directly to the
patients, the tablet point-of-care
survey has shown to improve man-
agement and outcomes (Bennett,
Jensen, & Basch, 2012). However,
that method requires resources to
support the technology. Such tech-
nology has been successfully used
to guide patient treatment decision
making (Berry et al., 2013). Three
routes exist for this type of infor-
mation gathering: (a) direct point-
of-care information for healthcare
management, (b) purposeful data
collection for research investiga-
tions, and (c) real-time patient
management and investigations
to inform future practice. Again,
questions arise pertaining to the
level of patient awareness regard-
ing the information being used for
research purposes when the pri-
mary intent of the tool is not based
in research. In addition, answers
that are true for the patient may
not be an option on a Likert-type
survey, but the patient is forced
to select an answer (or sometimes
leave it blank). Although multiple
methods exist for statistically ad-
dressing these survey limitations,
the downstream effect of trans-
lating this type of research into
practice can bring into question
how evidence-based the practice
really is.

Conclusion

Current protocols for the protec-
tion of human participants have
certainly prevented the ability to
repeat the horrific events in the
history of biomedical research.
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However, revisiting informed con-
sent from the current lens of a
fast-paced, highly sophisticated
research agenda is greatly needed.

References

Abhyankar, P., Velikova, G., Summers, B.,
& Bekker, H.L. (2016). Identifying com-
ponents in consent information needed
to support informed decision making
about trial participation: An interview
study with women managing cancer.
Social Science and Medicine, 161, 83-91.
doi:10.1016/j.socscimed.2016.05.040

Ashley, E.A. (2015). The precision medi-
cine initiative: A new national effort.
JAMA, 313, 2119-2120. doi:10.1001/jama
.2015.3595

Bennett, A.V., Jensen, R.E., & Basch, E.
(2012). Electronic patient-reported out-
come systems in oncology clinical prac-
tice. CA: A Cancer Journal for Clinicians,
62, 337-347. doi:10.3322/caac.21150

Berry, D.L., Halpenny, B., Hong, F., Wolpin,
S., Lober, W.B., Russell, K.J., . . . Swan-
son, G. (2013). The Personal Patient
Profile-Prostate decision support for
men with localized prostate cancer: A
multi-center randomized trial. Urologic

560

Oncology, 31, 1012-1021. doi:10.1016/
j.urolonc.2011.10.004

Burke, K., & Clarke, A. (2016). The chal-
lenge of consent in clinical genome-wide
testing. Archives of Disease in Childhood.
Advance online publication. doi:10.1136/
archdischild-2013-304109

Fischer, B.A,, 4th. (2006). A summary of im-
portant documents in the field of research
ethics. Schizophrenia Bulletin, 32, 69-80.
doi:10.1093/schbul/sbj005

Kaiser, J., & Couzin-Frankel, J. (2016). Biden
seeks clear course for his cancer moon-
shot. Science, 351, 325-326. doi:10.1126/
science.351.6271.325

National Institutes of Health. (2016). Laws
related to the protection of human sub-
jects: The Nuremberg Code. Retrieved
from https://history.nih.gov/about/time
lines/nuremberg.html

Rickham, P.P. (1964). Human experimenta-
tion: Code of ethics of the World Medical
Assocation. Declaration of Helsinki. BMJ,
2, 1717.

Selek, S. (2010). A written consent five centu-
ries ago. Journal of Medical Ethics, 36, 639.
doi:10.1136/jme.2010.037713

U.S. Department of Health and Human
Services. (1979, April 18). The Belmont
Report. Retrieved from http://www.hhs
.gov/ohrp/regulations-and-policy/
belmont-report

U.S. Department of Health and Human Ser-
vices. (1998). Informed consent checklist.
Retrieved from http://www.hhs.gov/ohrp/
regulations-and-policy/guidance/check
lists/index.html

U.S. Department of Health, Education, and
Welfare. (1979). Protection of human sub-
jects; Belmont Report: Notice of report
for public comment. Federal Register, 44,
23191-23197.

World Medical Association. (2013). World
Medical Association Declaration of Helsin-
ki: Ethical principles for medical research
involving human subjects. JAMA, 310,
2191-2194. doi:10.1001/jama.2013.2810
53

Authorship Opportunity

Research Ethics addresses issues
of ethics in writing for academic
purposes. The column strives to
address common problems found
in research. Materials or inquiries
should be directed to Associate
Editor Marilyn J. Hammer, PhD,
DC, RN, at marilyn.hammer@nyu
.edu.

VOL. 43, NO. 5, SEPTEMBER 2016 *+ ONCOLOGY NURSING FORUM



