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The purpose of the proposed study was to explore pediatric oncology nurses’
perceptions of ethical issues that may arise in the process of obtaining informed consent
in adolescent and young adult patients (aged 16-24 years) who participate in clinical
research trials and to examine if nurses engage in advocacy on behalf of these patients.

A descriptive, exploratory research design utilizing an anonymous online survey
was used for this study. The sample consisted of registered nurses living in the United
States currently employed full or part-time in direct care roles with pediatric oncology
patients.

A total of 270 participants was recruited from three sources: 1) a contact
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CHAPTER 1: INTRODUCTION

INTRODUCTION

This dissertation is organized into five chapters, including appendices, tables,
figures, and a reference list. Chapter One introduces the dissertation research study by
fully describing the problem, purpose, and significance of the study. Furthermore, it
outlines the theoretical framework, defines the variables, the specific aims and research
questions, and gives a brief overview of the study design. Chapter Two presents a review
of the related literature regarding informed consent in the pediatric, adolescent, and
young adult population to date. Relevant nursing advocacy studies are also presented.
Chapter Three describes the research design and methodology of the study, including
data collection procedures, sampling, and data analysis. Chapter Four provides the study
results and findings. Chapter Five includes an in-depth discussion section and synthesis
of the research findings and current literature, as well as conclusions and

recommendations for future nursing research.

PROBLEM STATEMENT

Currently, there are more than 13,000 new cases of cancer per year diagnosed in
adolescent and young adults (ages 15 to 24 years) and more than 47,000 survivors aged
15 to 19 years that are living in the United States (Miller, et. al, 2016). This age group
comprises nearly 2% of all invasive cancers and is more than 2.7 times more likely to be

diagnosed with cancer than those in the first fifteen years of life (Bleyer, et. al, 2006).



Overall cancer incidence in children and adolescents has been increasing slightly (by
0.6% per year), with the increased number of leukemias diagnosed contributing to the
overall rise, along with lymphomas and brain tumors (Siegel, et al., 2018). Based on data
from SEER 18 Cancer Statistics Review, an estimated 84.6% of children and adolescents
diagnosed with leukemia and 74.9% with central nervous system (CNS) tumors survive
at least 5 years after treatment (Noone et al., 2017). However, in spite of increasing
survival rates, many adolescents do not respond as well overall to the experimental or
conventional treatments as either younger or older patients with similar cancer types.
Adolescents often have to undergo additional treatments beyond the five year period due
to relapse, new variants of the original cancer, or related illnesses. Researchers suggest
the biological course of these specific cancers in this adolescent age group may differ
substantially from the disease trajectory in other populations (Keegan, et al., 2016).

The increase in cancer rates and overall survival among the adolescent and young
adult (AYA) population has a direct impact on pediatric oncology nurses’ clinical
practice across the United States. Nurses are in a unique position to work closely with
adolescent and young adult oncology patients who must navigate the difficult and often
confusing and detailed process of giving informed consent to receive cancer-directed
treatment protocols and treatments. While informed consent is an issue for all age groups,
it particularly affects the adolescent and young adult since there is limited research
regarding the quality and comprehension for this particularly vulnerable group. Most
literature related to informed consent addresses issues related to children with cancer and
parental decision-making or examines comprehension and understanding of consent

among adults. Pediatric oncology nurses interact with the researchers, the patients, and



families in discussions of informed consent and may answer questions for the adolescent
and young adult on all aspects of treatment for a life-threatening illness (Newman, et al.,
2019). In addition, recent research also points to a rise in diagnoses of specific forms of
cancer including leukemias, lymphomas, and brain tumors among the adolescent
population (Siegel et al., 2018) and a decreased enrollment of this age group in
experimental cancer clinical trials in the United States (Aristizabal, et al., 2015; Collins,
et al., 2015; Parsons, et al., 2011; Shaw & Ritchey, 2007).

In spite of the increase in cancer rates and in enrollment in cancer clinical trials
among the adolescent and young adult (AY A) population, there has been limited research
and scholarship examining the unique ethical and legal issues which may arise during the
consent process with this specific age group of patients. There is also limited research
exploring the oncology nurse’s experiences and views about consent dilemmas and
possible advocacy roles they may engage in to help assure adequacy, truthfulness, and
understanding of the informed consent process. However, oncology nurse clinicians are
increasingly recognized as integral members of experimental cancer research teams.
These nurses play a vital role in helping adolescent and young adult oncology patients
navigate, often for the first time, the difficult, detailed, and frequently confusing process
of giving informed consent to receive cancer-directed treatment protocols and procedures

(Rebers, et al., 2016; Padberg & Flach, 1999).

BACKGROUND

Increasing recognition over the past several decades from bioethicists, legal

scholars, federal regulatory agencies, and health professionals exists that older children
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and adolescents should have some level of involvement in the informed consent process
regarding their overall medical treatment and participation in clinical trials (Katz &
Webb, 2016; Holder, 2010; Annas, 2004; Institute of Medicine, 2004). Much of the
related dialogue and debate focuses on the legal rights and scope of parents to make
treatment decisions on behalf of their children, as well as, the extent to which older
children and adolescents have ethical and legal rights, and sufficient capacity to
understand proposed treatments and to have a voice in assenting or consenting to
treatment decisions which directly affect them (Cherry, 2017; AAP, 2016; Coleman &
Rosoff, 2013; Steinberg, 2013; Joffe, et al., 2006).

The American Academy of Pediatrics Committee on Bioethics, citing the
evolving maturation and decision capacity of older children and adolescents over time,
has been at the forefront of efforts since the 1970’s to promote the concept of assent and
consent in pediatrics citing the evolving maturation and decision capacity of older
children and adolescents. The Committee further noted that seeking assent or consent
from this age group may help foster moral growth and development of autonomy (Katz &
Webb, 2016; AAP, 2016; Jofte, et al., 2006)). An important distinction is, although
securing assent and informed consent from children and adolescents is recommended for
overall clinical care, that it is mandated by federal regulations that older children and
adolescents considered for experimental cancer clinical trials be consulted and when
possible give informed assent or consent (IOM, 2004). Guidelines for inclusion are
codified in IRB regulations (1977), as well as, in NIH policy and guidelines (2015) on
children as research subjects and other federal guidelines, including 45 CRF part 46 or

the “common rule” (Menikoff, et al., 2017). In these guidelines, parents are clearly seen
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as having primary decision-making authority for younger children and adolescents to be
enrolled in clinical trials research, but researchers are required to involve older
adolescents and young adults in the consent process and to secure their informed consent.

There are several categories of adolescent minors, typically under the age of 18,
who may be able to make medical decisions about participation in research without
parental consent based on specific state laws. These include minors who can be
considered as emancipated from their parents before reaching the age of majority through
marriage, military service, or living separately from their parents and self-supporting.
Although not consistent by federal mandate, some states provide that certain minors can
be considered as medically emancipated if they have had a long-term chronic illness and
are very knowledgeable about their treatment and related risks. Most states have also
adopted the “Mature Minor Doctrine” that allows minors to consent to medical care
considered routine, non-emergency care with a low risk of harm, although this typically
excludes experimental cancer clinical trials (Steinberg, 2013; IOM, 2004).

The concept of nursing advocacy, nurses acting on the behalf of their patients, is
embedded in the American Nurses Association (ANA) Code of Ethics - Provision 3 states
that nurses “promote, advocate for, and protect the rights, health, and safety of the
patient” (ANA, 2015, p. v). The International Council of Nurses (ICN) position
statement further explains that the scope of nursing practice is a “combination of
knowledge, judgement and skill that allows the nurse to perform direct care giving and
evaluate its impact, advocate for patients and for health, supervise and delegate to others,
lead, manage, teach, undertake research and develop health policy for health care

systems” (ICN, 2013, p. 1). In addition, the American Nurses Association (ANA)
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recently defined advocacy as “the act or process of pleading for, supporting, or
recommending a cause or course of action”, either for persons or for an issue (ANA,
2015, p. 57). Both the ANA and the ICN clearly promote advocacy as a call to action on
the part of nurses to ensure every patient receives quality health care treatment in a safe
environment. Gerber (2018), Selander, et al., (2012), and Grace (2001) also reported that
advocacy is acknowledged as a part of ethical nursing practice, and an important
philosophical principle helping to assure patient rights and safety. The nurse is an
advocate, both when working to achieve quality patient outcomes and when patients are

unable or unwilling to advocate for themselves.

SIGNIFICANCE

While informed consent can be problematic for patients of all ages, it may be
particularly challenging for older adolescents and young adults, who are between
adolescence and adulthood, as they are asked to assume a role as the primary decision-
maker for their experimental cancer treatment instead of their parents or guardians.
Pediatric oncology nurses are often the link between researchers, patients, and families
participating in important informed consent discussions, regarding patients’ concerns and
questions about treatment of their life-threatening illnesses (Joffe, et al., 2006; Ruccione,
1994). There is ample research addressing the informed consent process in adult patients
regarding treatments and procedures and the assent process in the minor child. However,
there is little research about the informed consent process and comprehension in
adolescents and young adults, 16-24 years of age. In addition, pediatric oncology nurses

have not been previously studied in the literature to ascertain if they view themselves as
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advocates in the implementation of informed consent for this age group, as well as, their
assessment of the adequacy of the informed consent process itself. The purpose of the
study is to investigate pediatric oncology nurses’ advocacy behaviors as well as, the
nurses’ perceived knowledge of the adequacy and comprehension of informed consent of
adolescent and young adults, 16-24 years of age. This age-group of pediatric patients
comprise a portion of the population who consents to clinical trials, while
developmentally they may not yet be mature enough to fully comprehend the outcomes
of their decisions. Furthermore, the outcomes of this research seeks to explore if
experienced nurses see themselves as advocates and if they evaluate the adequacy of the
informed consent process in a different manner than the inexperienced or new nurse with
less than five years’ experience. The major gaps addressed by this study include the
presence or absence of nursing protective advocacy behaviors in the inexperienced versus
the experienced nurse, the adequacy or inadequacy of the informed consent process, and
the relationships of these variables with various demographic characteristics.

This research may enhance knowledge of protective advocacy behaviors in both
experienced and inexperienced pediatric oncology nurses as well as their perceptions of
the quality of informed consent in adolescent and young adult patients. The importance of
this research is underscored by the need to support both experienced and inexperienced
nurses working with a vulnerable population of still developing adolescents. Current and
subsequent studies could provide substantive data that have the potential to positively
change nursing practice by modifying nurses’ approach to adolescent and young adult
patients confronting treatment decisions. The research objectives associated with the

specific aims of this study are significant because they examine nurses’ perceptions about



the quality of the informed consent process in adolescent and young adult oncology
patients as well as the extent to which nurse engage in protective advocacy to protect the
health and well-being of these patients. Exploring the quality of informed consent in
adolescent and young adult populations can contribute to a knowledge base that helps
further discussion and research that can be used to address consent issues that may arise
in other treatments for this age group such as reproductive health, mental health, chronic

disease progression, and risk factors for future disease processes.

THEORETICAL FRAMEWORK

The unique framework that was used to guide this research study was Gadow’s
(1980) theory of existential advocacy. The adolescent and young adult cancer patient can
be among the most vulnerable of all who seek treatments for their life-threatening
illnesses. The cancer diagnosis and long and arduous treatment plan can render
adolescents and young adults powerless and unaware of the best course of action to
pursue without clinical guidance. In addition, all courses of treatment may be marked by
the uncertainty of the outcomes of disease progression, remission, and long term
sequelae. As a result, adolescent and young adult patients may experience a feeling of
loss of personal control and an increased reliance on others to help guide and educate
them regarding the best course of action. The nurse advocate is in the unique position to
support adolescent and young adult patients, along with their families, as they may
require assistance in understanding the meaning of their long term illness and treatment,
and how it will affect their health, future plans, and overall well-being (Bishop &

Scudder, 2003). Pediatric oncology nurses, as advocates, can assist adolescent and young

8



adult patients to discern and clarify their personal beliefs, values, and goals that Gadow
(1989) sought to integrate with the available treatment options for their illness.

Informed consent is not just relaying all of the facts regarding the disease process
and progression, treatments, and statistics for survival. Adolescents and young adults
must also weigh all of the disclosed information and choose the course of action that best
meets the values, beliefs, and goals that they have set for their future, while also
considering their decisions within the milieu of their family (Sibley, et al. 2018; Cherry,
2017; Madden, et al., 2016; Baines, 2011). Whether or not an adolescent young adult has
the capacity to provide informed consent is a realistic question; it is presumed that adults
have the capacity to provide informed consent, but the opposite is true for children
(Santelli et al., 2017). While the adolescent and young adult with a cancer (because of
their long term experience with the diagnosis) may have the capacity to provide a true
informed consent, more research is needed in this area to understand and support their
capacity to make informed decisions.

Since this research study focused on pediatric oncology nurses establishing a
relationship of trust while promoting both patient autonomy and self-determination,
Gadow’s (1980) framework of existential advocacy provides a meaningful framework
nurse and patient’s interactions. Gadow proposed that one of the central roles is “the
nurse’s participation with the patient in determining the unique meaning which the
experience of health, illness, suffering, or dying is to have for that individual” (p. 81).
Accordingly, her premise is “based upon the principle that freedom of self-determination

is the most valuable human right” (p. 84). Gadow stressed that the ideal nurse—patient



relationship affirms that patients have the right to decide for themselves about all
personal matters, which include health care decisions.

Gadow (1989a) further affirmed that the informed consent process is one that
includes both subjective and objective information identified by the nurse, as an
advocate, who assists the adolescent and young adult to understand the often complex
medical diagnosis and proposed treatment regimen presented during the informed consent
process. She also asserts (1989a) that the nurse, in the role of advocate, helps the
adolescent/young adult assess the personal meaning and potential impact of this diagnosis
and treatment on their current life and goals for the future. She concluded that the actions
of the nurse advocate support the autonomy of the patient (Gadow, 1989b).

In the model, it is the patient who must determine their beliefs and goals of
health; the nurse assists the patient in defining and establishing their beliefs. Gadow
reiterates that the nurse advocate enables the adolescents and young adults to decide what
to do for themselves. Through self-examination, patients can find meaning in their own
experience (Gadow, 1989b). In addition, nurses participate in the informed consent
process by assessing the adolescent and young adult’s comprehension of the current
course of treatment and by continuing to aid them in clarifying relevant information as it
relates to their goals and beliefs for their health and future. Gadow (1989a) also integrates
other aspects of life-threatening illness into the nurse’s advocacy role: fear of the
unknown, desire to be cured, reluctance to address end-of life decisions, and the health
care professional’s own investment in treatment for the young individual. It is these
issues that increase the adolescent and young adult’s vulnerability and affects their ability

to make a decision without the advocacy of the professional nurse.
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By incorporating Gadow’s (1980) Theory of Existential Advocacy as the
theoretical framework of the research study, factors contributing to adolescent and young
adult’s self-determination and autonomy can be explored. Pediatric oncology nurses’
perceptions and advocacy action behaviors during the informed consent process can also

be explored.

CONCEPTUAL DEFINITIONS

Advocacy for this study is defined as “work on behalf of self and/or others to raise
awareness of a concern and to promote solutions to the issue” (Tomajan, 2012). Nursing
advocacy has its origin in the legal definition of advocate, defined as “a person who assists,
defends, pleads, or prosecutes for another” (Garner, 2000, p. 43). American Nurses Association
(ANA) recently defined advocacy as “the act or process of pleading for, supporting, or
recommending a cause or course of action”, either for persons or for an issue (ANA, 2015, p. 57).
Hanks (2008a, 2008b) indicated nursing advocacy as “communicating with and informing
patients, protecting patients, speaking out and speaking for patients, and building relationships.”

Informed Consent is defined as the “knowing consent of an individual or legally
authorized representative, so situated as to be able to exercise free power of choice without undue
inducement or any element of force, fraud, deceit, duress, or other form of constraint or coercion”
(DHHS, 1981). Informed consent entails “providing information, assessing comprehension of the
information provided, and ensuring the consent is voluntary and not coerced by circumstances”
(Santelli, et al., 2017, p. 2).

Assent is a child’s (or adolescent under the age of majority) affirmative agreement to
participate in research (Field, & Behrman, 2004; Santelli, et al., 2017). The concept of assent

recognizes the emerging developmental capacity of children, even where they may not be fully
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capable of providing informed consent. It includes the following: achievement of a
developmentally appropriate awareness of the condition, information related to tests and
treatment, a professional clinical assessment of the minor’s understanding of the situation, and an
expression of willingness of the child to accept the proposed care (AAP, 2016; Katz & Webb,
2016)

Adolescent and Young Adult (AYA) is defined for this research study as any person or

persons between the ages of 16 and 24 years of age.

DESCRIPTION OF VARIABLES

° Years of Nursing Experience - measured by direct inquiry on the demographic survey as
a count of years since RN licensure.

° Advocacy Behaviors - measured by the PNAS-1: Acting as Advocate -16 items and
PNAS-2: Work Status and Advocacy Action - 5 items

° Adequacy of the Informed Consent Process - measured by NEQ-1: Decision-Making — 9

items, NEQ-4: Informed Consent — 13 items, and NEQ-5: Patient Knowledge — 6 items

PURPOSE AND GOAL

The purpose of the study was to explore pediatric oncology nurses’ perceptions of
ethical issues that may arise in the process of obtaining informed consent in 16-24 year
old adolescent and young adult oncology patients enrolled in experimental cancer clinical
trials and to examine the extent to which the nurses engaged in protective advocacy
behaviors related to informed consent on behalf of these patients. In addition, the study
examined whether years of nursing experience correlated with the nurses’ perceptions

about the ethical adequacy of the informed consent process and the extent to which they
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engaged in protective advocacy behaviors on behalf of their adolescent and young adult
patients. The goals of this study were 1). to explore pediatric oncology nurses’
perceptions of ethical issues related to the process of obtaining informed consent in the
adolescent and young adult oncology patient, 2). to explore pediatric oncology nurses’
perceptions of their advocacy behaviors regarding adolescent and young adult oncology
patients who were enrolled in experimental cancer clinical trials, and 3). to examine if
pediatric oncology nurses’ protective nursing advocacy skills and behaviors were related
to their perceptions of ethical issues that could arise in the process of obtaining adequate
and fully understood informed consent in the care of adolescent and young adult
oncology patients. Moreover, for all three goals, was there a relationship between the
years of nursing experience and the pediatric oncology nurses’ perception of the
adequacy and understanding of the informed consent process and their advocacy

behaviors when caring for the adolescent and young adult.

SPECIFIC AIMS AND RESEARCH QUESTIONS

AIM 1: To explore pediatric oncology nurses’ perceptions of ethical issues related to the
process of obtaining informed consent in 16-24 year old adolescent and young adult
oncology patients who were enrolled in experimental cancer clinical trials.

RQ 1.1: What are the perceptions of the informed consent process in adolescent

and young adult patients as perceived by pediatric oncology nurses?

RQ 1.2: Is there a relationship between the years of nursing experience and

nurses’ perceptions about the adequacy and understanding of the informed
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consent process in the 16-24 year old adolescent and young adult oncology
patients?
AIM 2: To explore pediatric oncology nurses’ perceptions about their advocacy
behaviors regarding 16-24 year old adolescent and young adult oncology patients who
were enrolled in experimental cancer clinical trials.
RQ 2.1: What are the perceptions of their nursing advocacy behaviors regarding
adolescent and young adult patients by pediatric oncology nurses?
RQ 2.2: Is there a relationship between the years of nursing experience and the
perceptions of pediatric oncology nurses about their advocacy behaviors for 16-24

year old adolescent and young adult oncology patients?

AIM 3: To examine if pediatric oncology nurses’ protective nursing advocacy skills and
behaviors are related to perceptions of ethical issues that may arise in the process of
obtaining adequate and fully understood informed consent in the care of 16-24 year old
adolescent and young adult oncology patients, and whether their years of nursing
experience affect this relationship.
RQ 3.1: Is there a relationship between the pediatric oncology nurses’ perception
of advocacy behaviors (PNAS) and their perceptions about and experiences with
ethical dilemmas they have encountered in obtaining informed consent (NEQ)
from 16-24 year old adolescent and young adult oncology patients?
RQ 3.2: Do years of pediatric oncology nursing experience impact the
relationship between nurses’ perception of their advocacy behaviors (PNAS) and

their perceptions about and experiences with ethical dilemmas they have
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encountered in obtaining informed consent (NEQ) from 16-24 year old adolescent

and young adult oncology patients?

SUMMARY

This study explored pediatric oncology nurses’ perceptions of and advocacy
responses to ethical issues in securing informed consent in adolescent and young adult
patients. In order to accomplish the study purpose and goals, a descriptive, exploratory
research design was used for this study. In addition, nurse participants were given the
opportunity to provide narrative responses to one optional, open-ended question
regarding the pediatric oncology nurses’ personal experiences with informed consent
and/or advocacy in this age group. Their narratives were analyzed for categorical
response frequencies.

Research findings may be meaningful and applicable to pediatric oncology
nurses who work with adolescent and young adult cancer patients and families. The study
examined nurses’ perceptions about the process and quality of informed consent with this
vulnerable population and identified advocacy behaviors that nurses engaged in to insure
that the informed consent process was ethical and thorough prior to these young patients

making decisions about entering clinical trials.
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CHAPTER 2: REVIEW OF LITERATURE

INTRODUCTION

This chapter will present a review and critique of the extant literature that
explored informed consent in the pediatric, adolescent, and young adult populations, and
related research studies involving nursing advocacy behaviors are inherent in the
interactions of nurses during the course of informed consent. Adolescent and young adult
(AYA) patients have shown a decreased enrollment in cancer clinical trials when
compared to their pediatric counterparts under fifteen years of age, especially for solid
and CNS tumors (Aristizabal, et al., 2015; Collins, et al., 2015; Parsons, et al., 2011;
Shaw & Ritchey, 2007). In 2006, the National Cancer Institute (NCI) identified the
adolescent and young adult as a distinct health disparity population (Faulk, et al., 2020).
Faulk et al. (2020) further revealed that research has identified additional factors leading
to reduced enrollment for adolescent and young adult patients, such as: site of oncology
treatment and care, low physician referral rates, sub-optimal health insurance coverage,
poor clinical trial knowledge and questions regarding informed consent (Faulk, et al.,
2020; Buchanan, et al., 2014; Parsons, et al., 2014; Parsons, et al., 2011; Ford, et al.,
2008; Burke, et al., 2007). Unguru, et al. (2010) found that although the children wanted
to be involved in the decision making, they exhibited a limited understanding of research
even with their doctors’ explanations and felt minimally involved in the decision to enroll
in research clinical trials since their parents provided the consent. These findings
highlight the need for pediatric oncology nurses to ensure both the quality and

understanding of the informed consent process and recognize the nursing advocacy
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behaviors and actions for the AYA patients so that quality of life outcomes and
psychosocial factors remain at the forefront of care during the long course of treatment
for this vulnerable and at risk population.

Informed consent for clinical research is regulated by the Department of Health
and Human Services 45CFR part 46 (2018) that mandates the investigator obtain
agreement to the basic elements of research after allowing the participant sufficient
opportunity to discuss and consider whether or not to participate. It also requires that the
information shared be only that which any reasonable person would want in language
understandable to them without coercion or undue influence to make an informed
decision as outlined by the Belmont Report of 1979 (DHHS, 2018; Adashi, et al., 2018;
Bester, et al., 2016). When Appelbaum & Grisso (1988), in their seminal work,
evaluated the rights of patients to accept or refuse treatment according to their decision
making capacities, they concluded that patients had to be informed properly and given the
chance to demonstrate mental functioning at their highest level of aptitude. Furthermore,
they concluded that the legal standards for declaring competence included the skills of
communicating a choice, understanding relevant information, recognizing the current
situation and its consequences, and possessing the ability to weigh the possible choices.
(Appelbaum & Grisso, 1988). Therefore, informed consent can be seen as an ongoing
process that requires healthcare professionals to undertake it with expert knowledge, open
communication, and a willingness to participate in shared decision-making with the
patient, and the patient’s guardian or parents if the patient is a minor (Bester, et al., 2016;

Grady, et al., 2014; Varricchio & Jassak, 1989).

The American Academy of Pediatrics’ policy statement for informed consent in
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decision-making in pediatric practice committee on bioethics (2016) includes several
standards that are applicable to this research with the understanding that pediatricians
should be well-versed at talking to their patients on their developmental and cognitive
level. First, that shared family-centered decision making is increasingly used and builds
on collaborative communication between families and providers, and physicians should
intervene if the patient is at risk for serious harm. Second, when mature adolescents have
expressed wishes about their goals of care before deterioration of cognitive function,
these wishes will be respected by parents and providers at the appropriate time. In
addition, the parents’ responsibility in informed consent is to support the interests of the
child and to preserve the family relationship, instead of expressing their own individual
choices. And lastly, when the mature adolescent minor faces a terminal illness with poor
prognosis, it is important that pediatricians uphold the assent or refusal for continued
treatment when facing end-of-life decisions (AAP, 2016; Katz & Webb, 2016; Caplan,
2007). Moreover, physicians should recognize that older adolescents with medical
experience, because of chronic illness, can be minors with enough decision-making
capacity, moral intelligence, and judgment to provide informed consent or informed
refusal for their proposed care plan and should participate in the discussions (AAP, 2016;
Katz & Webb, 2016).

Current research indicates that the adolescent brain is still evolving its emotional
and intellectual maturation until approximately twenty-five years of age (Casey, et al.,
2011; Cherry, 2017), and brain development could even progress well into the third
decade of life (AAP, 2016; Katz & Webb, 2016). The decisions made by the adolescent

and young adults’ parents or guardians must encompass both health care needs and
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treatments together with overall family dynamics, personal cultural beliefs, values, and
goals (Katz & Webb, 2016; Cherry, 2015). Varricchio & Jassak (1989) emphasized that
with the publication of the American Hospital Association’s Patient Bill of Rights in
1973 (rev. 1992), the consent process moved from one of traditional physician disclosure
to one of a shared decision-making between the physician and patient with the family.
Physicians and providers can nurture the growth of autonomy and moral independence in
young patients by including children and adolescents in the discussions of medical
interventions and by seeking assent (Katz & Webb, 2016). An adequate assent process
for the adolescent oncology patient under legal age should still be considered as essential
as the informed consent process is for adults, even if parental permission is required by
law.

Since pediatric research raises certain ethical and legal issues and children are
presumed to have insufficient cognitive ability to consent to participate in research, it is
difficult to know the appropriate age at which they can consent to cancer clinical trials
(Knoppers, et al., 2016; Presidential Commission for the Study of Bioethical Issues,
2013; Levine, 2008). Counter-research demonstrates that adolescents, especially those
age 14 and older, may have the same decisional skills necessary as adults 18 years of age
and older. Indeed, in most states, 14 years is the age at which a minor is considered
mature enough to consent to certain medical treatments, even if by state law that age can
vary from age 12 to 15 years (Weisleder, 2004). Hence, there is a period of time when
brain development is not complete and yet the adolescent and young adult after age 18
are responsible for their own treatment decisions. And, even if parental support is still

present, a nurse or other healthcare provider is likely to answer questions and support the
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self-determination of their life goals and treatment choices.

The National Cancer Institute (NCI) affirms that children cannot legally consent
to clinical research protocols until the age of majority as defined by the state or locality in
which treatment is sought; the majority of states have determined the legal age to be
eighteen years for adulthood (NCI, 2016). Although the competence of minors and
young adults to make informed medical decisions is related to both their intellect and the
situations under which these skills are applied, there are circumstances, such as a cancer
diagnosis, which weakens or strengthens the psychosocial attributes that could impair
their decision-making (Silber, 2011). The AYA’s participation in the decision-making
process can also be affected by the development of several different skills such as:
maturity of judgement, cognitive ability, and moral authority, which may not be at the
same level for every patient (Levine, 2008; Weithorn & Campbell, 1982; McCabe, 1996).
Steinberg (2013) further argues that the skills and abilities needed to make an informed
choice are likely in place several years before the AYA is able to control the cognitive
behaviors under emotional conditions.

Interestingly, in adolescent health behavior research, the confidentiality of
adolescents and their right to agree to participate in research is essential (Brawner, et al.,
2013; Olds, 2003). If adolescents could not provide their own informed consent in these
situations for behavioral research, then researchers would not have the representative data
source needed to plan appropriate interventions. The practice of involving children in
research involves placing an emphasis on a progression of assessments that combine
appreciating the child’s defenselessness combined with a respect for their developing

maturity (Hein, et al. 2015a; Fisher, 2003; Kodish, 2003a,). The decision of what is best

20



for the adolescent assumes that parents, as surrogates, are the appropriate decision-
makers to determine the benefit of medical care for their adolescent. However, since the
intention of research is to contribute to the development of generalizable knowledge, this
means its purpose is to benefit society and not an individual (I0OM, 2009; Kodish, 2003b).

Then there are longitudinal research studies. With longitudinal research,
depending on the timeline, there is the possibility of studies that began in childhood and
extend into adulthood. Seeking the parents’ consent at the beginning of the study for the
child’s participation could extend their participation after they reach the age of adulthood.
In this instance, the now adult participant should either re-consent to the study or decide
to decline continued participation, but only if re-approached by the researcher. Therefore,
there are instances when the parents have the authority to make decisions on behalf of
their children that will actually extend into adulthood (Berkman, et al., 2018).

Despite the gains that have been made in treatment of pediatric malignancies, fear
and anxiety still exist which have an impact on the efforts of the adolescents and young
adults to cope with the many facets of a life-threatening illness. The majority of cancers
diagnosed in the adolescent and young adult (AYA) have not shown the same survival
progress as the younger and older patient (Keegan et al., 2016), and young adults are also
less likely to carry personal health insurance plans (Parsons, et al., 2014). Although the
AYA may see the treatment as beneficial, their decision to consent could be affected by
the belief that the continued relationship with their physician provider depends on
agreeing to participate in research, and/or that the provider or parent is acting in their best
interest (Cherry, 2017; Bester et al., 2016). Hickey (2007) added that the determination

of an adolescent’s competence needs to include evidence that they understand the
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purpose of the treatments, the risk of treatment in the short and long term, any benefits to
their disease course, and the alternatives to the proposed treatment, in addition to, giving
their consent to treatment without pressure from parents or others.

Accordingly, Schlam and Wood (2000) assert that the transition from incapable to
capable decision-maker does not occur instantaneously upon reaching the age of
majority, but instead is a process that the adolescent and young adult has participated in
since the beginning of treatment choices and is a continual along the entire course of the
disease and its treatment. Unrestricted, voluntary informed consent to clinical cancer
research can cause anxiety in individuals who lack adequate development of all of the
mental and perceptual capacities necessary to consent on their own behalf (Cherry, 2017).
Furthermore, Higgins and Daly (2002) stressed that bioethical principles tend to focus on
autonomy and non-maleficence rather than to tackle the challenging problem of how to
assess voluntariness, assure comprehension, and safeguard vulnerable and young
population. Often, the parents are dependent on the physician’s support and knowledge
as they do not remember much of the information presented when informed consent is
obtained, or truly understand what is presented, because the complex clinical research
forms and the need to make decisions are delivered when they are in highly anxious state
(de Vries, et al., 2011; Ruccione, 1994). Since parents are tasked with making the
decision or participating in the decision with the young adult, they want to do what is best
for their child, and at the same time are fearful of making the wrong decision (de Vries, et
al., 2011).

The adolescent and young adult may feel overwhelmed and alone, even in the

presence of family, when protocols are discussed and informed consent obtained. Mayer
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(1985) and Johansen, et al. (1991) reiterate that the nurse should remain empathetic to the
patient and family’s state of anxiety, and how this apprehension affects the retention of
the large volume of information given during the informed consent process. Since the
diagnosis of cancer can emotionally and physically impact quality of life and lessen the
AYA’s sense of control, this may broach issues that suppress their autonomy (Gadow,
1989a). Pediatric oncology nurses are involved in almost every part of the informed
consent process, their role is to support, answer questions, and assess the knowledge and
comprehension of both the patient and the family members, while recognizing their own
personal biases and preferences (Rosse & Krebs, 1999).

Informed consent requires and ethicists recommend healthcare professionals to
assess comprehension prior to accepting their assent or consent (Kon & Klug 2006).
Because most pediatric cancers start at a young age or have pediatric origins, adolescent
and young adult patients remain with their pediatric oncologists long into adulthood.
Therefore, the pediatrician’s ability to continue to communicate with the AYA is vitally
important. As the quality of life wanes, mature adolescents and young adults want their
expressed wishes about goals of care to be respected by parents and providers at the
appropriate time (AAP, 2016; Katz & Webb, 2016).

Lastly, pediatric oncology nurses are aware of the here-and-now attitude of the
adolescent and young adult and realize, therefore, that activities such as: school,
graduation, 18th & 21st birthdays, and social relationships will all affect the young
adult’s decision-making processes in regards to treatment decisions (Butow, et al., 2010).
In addition, the adolescent and young adult is transitioning from mostly interactions with

parent to predominantly peer interactions, and these peer relationships have an
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importance to them and their primary outlook on life (Hein, et al., 2015a).

INFORMED CONSENT STUDIES

Although much has been written about informed consent, few studies have been
conducted on children and adolescents with or without their parents. Grady, et al. (2014)
conducted a study regarding research participation agreement or assent in 177
adolescents, aged 13 to17 years, who were enrolled in cancer clinical research protocols
in two highly regarded cancer institutions in the United States, along with their parents.
At the time of the study, little research had been undertaken regarding the views of
adolescents and their parents about the process of informed consent or the varying
aspects of parental involvement in clinical research enroliment decisions. The study
found that most participating adolescents believed their feelings and ideas about
enrollment in a cancer research protocol mattered more or at least equal to their parents’
opinions. The study suggested that the adolescents and their parents routinely made
decisions together. Indeed, most adolescents surveyed perceived the assent/permission
process as satisfactorily respectful to their needs and most felt they could and should sign
the consent forms. Furthermore, the adolescents divulged that they trusted their parents to
guide then in making important decisions, as well as, expected them to respect their
choices (Grady, et al., 2014; Broome & Richards, 2003).

Koyfman et al., (2013) and Sharp (2004) both studied the readability of consent
forms for cancer clinical trials. Although it was felt that these forms should be at or
below an eighth grade reading level, the forms were found to be above eleventh grade

reading level and very lengthy with an average length of 6 -35 pages. Between the
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complicated language of the consent forms and increased number of pages, both groups
of researchers deduced that it was not surprising that adults demonstrated poor
comprehension. Therefore, it would follow that it would also be difficult for anxious
parents and adolescent and young adult patients to comprehend lengthy consent forms
with complicated medical language.

Kon and Klug (2006) analyzed responses from 102 clinician participants, both
pediatric and adult, regarding whether or not they assessed comprehension or decisional
capacity in patients prior to seeking consent. They found that only about two-thirds did
assess comprehension with no differences among pediatric and adult participants. They
concluded that assessment of both comprehension and decision making capacity should
become a necessary standard to seeking validity in informed consent for all potential
subject of study protocols, regardless of age, as many investigators do not ensure and
document comprehension of the consent process.

Hein, et al. (2014) interviewed 161 children and adolescents between 6 to 18
years in the Netherlands utilizing the MacArthur Competence Assessment Tool for
Clinical Research (MacCAT-CR) developed by Grisso and Applebaum (2001) and
modified for children by permission with a validity study (Hein, et al., 2012). The
structured 13 item interview tool assessed the decision-making abilities and competence
of subjects to consent to participation in research. The tool was derived from the original
instrument, the MacArthur Competence Assessment Tool for Treatment (MacCAT-T,;
Grisso & Applebaum, 1998). Study outcomes found that while the investigators assessed
54 children of the 161 (33.5 %) to be incompetent prior to instrument administration

using standard reference; of these the MacCAT-CR found 61 children (37.9 %). These
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results suggested that the MacCAT-CR scores of the four domains of adult competency:
understanding, appreciation, reasoning, and choice could be condensed to a single score
when utilized with children. Therefore, in children older than age twelve, seeking their
informed consent could be reasonable if competence could be established on a case-by-
case basis using the MacCAT-CR instrument. (Hein, et al., 2014).

Subsequently, as a follow up study, Hein, et al. (2015b) used the MacCAT-T
(MacCAT for Treatment) to assess children’s knowledge to consent to medical treatment,
such as genetic testing. The results demonstrated that the MacCAT-T was promising for
standardizing competence assessment in children that were exposed to treatment
situations. In this pilot study of 17 pediatric patients between the ages of 6 and 18, the
MacCAT-T considered 16 of them to have clinical judgment and competency to make
treatment decisions when involved in the informed consent process. These studies by
Hein, et al., using a structured interview approach in children, are among the most recent
in the literature demonstrating the ability of adolescents under 18 years of age to
participate in the informed consent process with the same decision-making capabilities of
adults.

No previous quantitative studies of adolescent and young adult patients 16-24
years of age were found in the literature. Therefore, adult informed consent studies need
to be considered to provide an overall summary of informed consent in the adolescent
and young adult (AYA). The MCAT-CR was administered to 50 adults with bipolar
disorder by Klein et al. (2019) and their findings suggested that certain measures of
illness severity were associated with lower levels of capacity to provide informed

consent. Candilis, et al. (2008) when studying a population of three categories of patients
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in equal parts (n=160) schizophrenia, diabetes and non-ill subjects, again using the

MCAT-CR found outcomes of cognition, education, and mental status to be important
factors in decision-making capacity. However, the study indicated that future research
should also consider physical and emotional functioning among different populations.

Joffe, et al. (2001b) studied a cross section of adults participating in cancer
clinical trials and found that approximately 30% of them believed that the cancer protocol
recommended to them to which they had consented had already been proven as the best
treatment for their cancer. In a systematic review of interventions to improve adult
research participants’ understanding, Flory & Emmanuel (2004) suggested that research
participants repeatedly did not understand information provided to them in the informed
consent process, and continued creative solutions to improve the understanding of
consent through the use of multimedia-enhanced forms had had limited success. More
research with multimedia consent forms was needed before a positive effect on
understanding could be proposed.

Coleman & Rosoff (2013) wrote that the legal scope of a mature adolescent’s
authority to consent to medical treatment still requires parental signature. Individual
rights, including parents’ rights, are determined by age of majority which is eighteen
years of age. Most states do not permit even mature minors to consent to general medical
care unless the adolescent has been declared emancipated by legal means; parental
consent is necessary (Coleman & Rosoff, 2013). Moreover, Coleman and Rosoff (2013)
recommend that healthcare providers have protection from liability when meeting the
informed consent requirements as established in individual cases, as well as, maintain

appropriate records concerning the maturity of the patient and parent availability and
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participation in the process. Accordingly, parents can disregard an adolescent’s dissenting
voice and permit medical treatment in the best interest of the adolescent (Caplan, 2007).
For healthcare providers, the adolescent’s ability to speak rationally and make
responsible decisions can change and grow as they mature, and older adolescents and
young adults have similar developmental and intellectual abilities. (Coleman & Rosoff,
2013).

Kathleen Ruccione, RN (1994) reiterates that there are four components of
informed consent: disclosure, comprehension, competency, and voluntariness which
resulted from the Nuremburg Code defining informed consent as the person involved
having “the legal capacity to give consent; should be so situated as to be able to exercise
free power of choice, without the intervention of any element of force, fraud, deceit,
duress,...; and should have sufficient knowledge and comprehension of the elements of
the subject matter involved to enable him/her to make an understanding and enlightened
decision” (Trials of War Criminals before the Nuremberg Military Tribunals under
Control Council Law No. 10, 1949). In a qualitative study with the parents of 28
pediatric oncology patients, Ruccione found that although parents were generally pleased
with the consent process, they had varying feedback and insights on how the treatment
protocol was explained, and this was found to consistent with their visible anxiety and
noted educational background (Ruccione, et al, 1991). Her research results maintained
the patient and family suffered the repercussions when cancer treatments and potential
side effects were not presented in a manner that parents could absorb, retain, and recollect
when needed (Ruccione, et al., 1991). In 1994, Ruccione continued that since nurses

were at the bedside providing 24/7 care and could ask follow up and clarification
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questions for families, they needed to be educators for the family, while also advocating
for the adolescent patient in the informed consent process.

While Hickey (2007) maintained that the determination of an adolescent’s
competence to assent/consent needed to include evidence that they could understand the
purpose of the treatments, the risk of treatments in the short and long term, any benefits,
and even the alternatives to the proposed treatment, it was most important that they gave
their assent/consent to treatment without coercion.

It has become increasingly clear indicates that research participants of any age
have incomplete comprehension of data specific to the research studies in which they
have consented and are misinformed about the process and purpose of research (Corbie-
Smith, et al., 2002; Freimuth, et al., 2001), particularly for racial and ethnic minority
research participants (Quinn, et al., 2012; Sudore, et al., 2006). Barnes, et al., (1998)
interviewed 31 Chinese, Latino, and Anglo-American patients regarding their beliefs
about informed consent and found that the patient’s culture and language impacted how
much the patients understood about the treatment and protocols. Interestingly, all three
groups were affected by use of subtle differences in wording and indirect expressions of
language. In addition, it was discovered that patients wanted to passively accept medical
decisions instead of making fully informed independent and autonomous decisions about
the plan of care. Lastly, when patients did not speak the same first language it was found
that the patient’s recall of information was significantly lowered and using an interpreter
did not always help the situation for the patient. For these patients, more time and
repetition was needed, as well as, more teach back of the information. If adults

demonstrate difficulty with informed consent documents and process, how much more
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must the adolescent and young adult oncology patient be affected.

Joffe, et al. (2001a) developed a survey tool entitled the QuIC (Quality of
Informed Consent) based on the NIH template for informed consent. During their
research, they noted that adult cancer trial participants had universal problems with
understanding (Lidz, et al., 2004; Joffe, et al, 2001b). Subsequently, Joffe, et al. (2001b)
surveyed 207 patients from the Dana Farber Institute who were enrolled in clinical trials
using a questionnaire designed to assess the usefulness of the National Cancer Institute
template and their providers. They found that 90% or 186 of these respondents
considered themselves to be well informed and satisfied with the informed consent
process. However, the results of research found that participants did not recognize
nonstandard treatment (74%), risks of participation (63%), unproven nature of treatment
(70%), uncertainty of benefits to self (29%), or (25%) that clinical phase I trials were
undertaken to benefit future patients (Joffe, 2001b). The lowest scores on the survey
were associated with less than a college education and the use of a language at home
other than English. Joffe, et al. (2001b) concluded that several simple interventions,
such as: the use of a structured consent template, the presence of a nurse, careful reading
of the forms, and not signing it at the initial meeting all increased the study participants’
knowledge. As an incidental finding, only 28 of 61 providers queried (46%) recognized
the main reason for clinical trials is to benefit future patients (Joffe, et al. 2001b).

Poston (2016) used the QuIC in her pilot descriptive mixed-methods study of a
small group of adolescents, their parents, and their physicians and found that the
participants had a reduced level of understanding of main elements of informed consent

and assent on the objective portion of the survey compared to the subjective portion and
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self-reported poor recollection of some of the key details of the informed consent and
assent discussion. She concluded that the study participants built a relationship of trust in
their providers that guided them through the clinical trial and more research needed to be
done regarding informed consent.

Broome and Richards (2003) conducted a qualitative study of 34 children and
adolescent study participants utilizing a semi-structured interview to explore the children
and adolescents’ understanding of clinical research and sociocultural factors that
influenced their decisions. They concluded that three themes emerged from the data that
affected the decision making process of the children: faith in their parents, rapport with
the research team, and consequences of disagreement with parents’ decisions (Broome &
Richards, 2003). Sibley, et al., (2018) conducted a two stage study of 239 pediatric
patients and their parents to explore the decision making power and ability of the child
within the family as the child matured. The researchers concluded that none of the
pediatric patients desired to make all decisions themselves, but that they trusted their
parents to make good decisions for them, and appeared to understand their place in the
familial hierarchy. In addition, the parents proposed that their children were capable of
making some decisions, but felt that children wanted some input from their parents. The
parents also expressed a desire to guide the decision making without strict enforcement.

Beadle, et al. (2011) studied oncology nurses regarding their perceptions of
ethical issues relevant to cancer clinical trials. Using an investigator-designed tool, the
researchers found that oncology nurses had perceptions of patients’ understanding,
knowledge, and willingness to participate in cancer clinical trials, in addition to the

informed consent process, and patients’ health and safety. The Likert scale 50 item
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assessment tool consisted of six parts: understanding of clinical trials, informed consent,
participant welfare, willingness of subjects to participate, personal perception of
vulnerability, and benefit to society of clinical trial research (Beadle, et. al, 2011). The
results of the study suggested that oncology nurses have a good understanding of the
ethical considerations of cancer research and can provide valid experiences of the daily
conduct of clinical trials, as well as, provide potentially important insights into the
application of ethical ideas (Beadle, et. al, 2011). All of the prior research concludes that
there is much to be done to ensure the quality and understanding of informed consent in
all age groups, and certainly the adolescent and young adult patient is a knowing

participant to the process.

NURSING ADVOCACY STUDIES

Bu and Jezewski (2007) examined the concepts of advocacy in nursing literature
with a systematic review and concluded that there were three core attributes which
included “safeguarding patients’ autonomy, acting on patients' behalf, and supporting
social justice while providing health care” (p.104). This led to the development of the
APAS (Attitude towards Patient Advocacy Scale), a 64 item Likert scale instrument with
three subscales to align with the three core concepts. The APAS was administered to two
sample groups of oncology nurses to validate psychometric properties (Bu & Wu, 2007).
Barrett-Sheridan (2009) utilized the APAS in her dissertation research to study the
association between the political behaviors of nurses and attitudes of nurses to advocate
for patients at the macro-social level. The study suggested that a barrier exists between
the positive attitudes of nurses toward macro-social patient advocacy and acting on the
needed political behaviors by nurses to accomplish patient advocacy goals (Barrett-

Sheridan, 2009).
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Abbaszadeh et al. (2013) studied Iranian nurses and asserted that the nurses are
advocates because nursing builds relationships with patients within healthcare and are
involved in direct patient care. They further confirmed that since nurses provide frontline
care to patients within hospital networks, this affords them the opportunity for advocacy.
Their findings also indicated that the older, experienced nurse advocated for patients
more than the younger, inexperienced nurse. (Abbaszadeh, et al., 2013). In a further
qualitative study, Davoodvand, et al. (2016) examined the viewpoint and experiences of
15 Iranian clinical nurses and found that patient advocacy consisted of empathy with the
patient and protecting the patients. Other advocacy studies revealed nurses utilize their
professional knowledge to interceded on behalf of patients with actions of fighting,
speaking, and standing up for patients (Choi, 2015; Hanks, 2008; Chafey, et al., 1998) or
acting as the patient’s voice (Davoodvand, et al., 2016; Haylock, 2015; Kalaitzidis &
Jewel, 2015; Hank, 2008; Foley, et al., 2000). Nonetheless, Black (2011) cautioned that
nurses, as employees of hospitals, were in a precarious position to advocate. Accordingly,
nurses might not advocate due to fear of losing their jobs (Black, 2011), or if doing so
caused them moral or emotional distress (Ramos, et al., 2018).

Several other qualitative research investigations are available in the patient
advocacy literature. In 2005, O’Connor and Kelly found when studying nurses in Ireland,
the primary role of the nurse advocate was as liaison between the patient and the health
care environment. Their results also highlighted that advocacy could result in conflict and
confrontation with others that could be damaging, both personally and professionally, to
the involved nurses (O’Conner & Kelly, 2005). Chafey, et al. (1998) interviewed 17
nurses in three sites in Montana and found that advocacy occurred when patients could
not express their own needs, had a nurse with the traits to support advocacy, and had an
environment conducive to advocacy. Toda, et al. (2015) similarly interviewed 21 mental

health nurses in Japan with 5 or more years’ experience and found that although nurses
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sought harmony as per Japanese tradition, they would protect patients’ rights against the
cultural norms based on respect, but they first sought solutions suitable to the cultural
norms before any other solutions (Toda, et al., 2015).

Hanks (2008) conducted a doctoral research to validate psychometric properties
for the Protective Nursing Advocacy Scale (PNAS) using a study sample of 419 medical-
surgical registered nurses in Texas. According to Hanks (2008), the Protective Nursing
Advocacy Scale (PNAS) measures the presence of nursing advocacy behaviors in the
health care environment from the perspective of protecting patients. More specifically, it
looks at beliefs and action behaviors of nurses to protect or advocate for patients. Hanks
developed his 38-item Likert Scale to quantify the nurse’s advocacy actions after an
exhaustive review of literature that found mostly qualitative research describing the
essence and meaning of nursing advocacy from the perspective of nurses. Hanks
concluded that there was a need for a reliable and valid measurement of nursing
advocacy. He ascertained that the results of the study could improve the quality of
nursing advocacy along with other safety initiatives as the PNAS instrument provided a
specific measure of protective nursing advocacy beliefs and actions (Hanks, 2010).
Hanks (2010) further surmised that using the PNAS in continuing education programs
could increase an awareness of advocacy actions and beliefs in currently practicing
nurses that could positively impact patient outcomes and lead to increasingly effective
advocacy.

Thacker (2008) also felt that educational exposure to nursing advocacy behaviors
helped increase the quality of end-of-life care. The study employed a descriptive design
which compared the differences among novice, experienced, and expert nurses about
their perceptions of advocacy behaviors. Thacker (2008) found in this study no
significant differences between the perceptions of patient advocacy and the experience

levels of the nurses surveyed. However, the results did show a significant difference
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between nurses who had participated in educational programs compared to those nurses
who had not been trained in advocacy (Thacker, 2008). Like Hanks, Thacker concluded
that formal advocacy education was fundamental to the implementation of advocacy
behaviors in nursing practice. Hewitt (2002) wrote that before nurses could empower
patients, they needed to be empowered first to do so.

While exploring Swedish nurses’ perceptions of influencers on patient advocacy,
Josse-Eklund, et al. (2014) interviewed 18 nurses using phenomenology as the research
design. They found that influencers on patient advocacy exist on three levels: the nurses’
own character traits, the bond with the patient, and the organizational conditions that
create the surroundings where the nurses work. The study’s results suggest that the
primary agent of patient advocacy is the patients’ unmet or unconsidered needs.
Therefore, nurses need to be accustomed with their patients and their conditions to be
confident and comfortable to advocate for patients (Josse-Eklund, et al., 2014). All of the
studies provide insight on the importance of nursing advocacy behaviors in the provision

of patient care.

SUMMARY OF LITERATURE

In summary, although informed consent is a necessary component of the clinical
trial process, limited studies have addressed issues related to the adolescent and young
adult population. While there are numerous studies related to informed consent with
adults and parental decision-making for children as well as pediatric assent and none
have examined the ability of adolescent and young adult oncology patients to fully
comprehend the impact of their decision to participate in clinical trials, nor have any

studied the pediatric oncology nurses’ roles in the process. In addition, the present body
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of nursing advocacy literature has concentrated on mostly qualitative studies of nurses’
beliefs of advocacy behaviors, each with small numbers of participants. Although those
studies focused on advocacy in nursing specialties in various countries, most utilized
semi-structured interviews and self-report. Although few quantitative studies explored
nursing advocacy behaviors, this current study was the first to explore advocacy
behaviors of pediatric nurses who care for adolescent and young adult patients in a
variety of clinical settings who were faced with informed consent decisions related to
cancer clinical trials. Collectively, past studies have not addressed both issues of
informed consent and nursing advocacy behaviors together in one study. There is a need
for ongoing research related to the ethical and potential legal issues in the informed
consent process with this vulnerable group of adolescent and young adult patients, as well
as additional research which addresses differential knowledge and advocacy responses of

both inexperienced and experienced nurses.
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CHAPTER 3: RESEARCH DESIGN AND METHODOLOGY

INTRODUCTION

This chapter identifies the research design, and describes the recruitment,
sampling methods, and data collection methods. It also establishes the study setting and
inclusion/exclusion criteria, discusses the study tools, and presents the limitations and
ethical considerations relevant to human subject participation. It concludes with the

explanation of the data analysis procedures.

RESEARCH DESIGN

A descriptive, exploratory research design was used for this study. An exploratory
research design is used when the researcher wants to investigate the relationship among
two or more variables. This approach predicts the effect of one variable on another and
tests the relationships between variables or population demographics supported by
clinical theory (Portney & Watkins, 2009, p. 277). A descriptive research methodology
was used to identify and describe the perceptions of pediatric oncology nurses and
advocacy responses to ethical issues in securing informed consent in adolescent and
young adult patients. Furthermore, it sought to describe the relationship between the
numbers of years of nursing experience and how informed consent and advocacy was
perceived by pediatric oncology nurses caring for the adolescent and young adult. This
type of research design was specified because it allows data collection without the

introduction of an intervention or treatment (Polit & Beck, 2014).
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SAMPLE, SETTING AND RECRUITMENT

The study sample consisted of 270 pediatric oncology registered nurses living in
the United States currently working full or part-time providing direct care for adolescent
and young adult pediatric oncology patients. Participants with an email account were able
to access the survey via a recruitment email with a corresponding Survey Monkey®© link.
Each participant was able to complete the survey in any location of their choosing, at any
time of day, and could return to the survey until it was completed and submitted.
Additionally, the sample consisted of voluntary participants using purposive sampling
design techniques, creating a specific sample of pediatric oncology nurses and nurse
practitioners for inclusion in this study. Survey participants were recruited from the
membership roster of the Association of Pediatric Hematology/Oncology Nurses
(APHON), an international association with about 3,000 members, snowballing of
participants from contacts at previous employers, oncology units at a Fort Worth
Children’s Hospital, and sample emailing lists from online database services specializing
in healthcare marketing and research. The Email Recruitment Letter is included in

Appendix D.

INCLUSION CRITERIA

Inclusion criteria for participation were nurses currently working full or part-time
caring for adolescent and young adult pediatric oncology patients in the U.S. To be
included in the sample population, these pediatric oncology nurses were at least 21 years
of age, able to read and understand the English language, had access to the internet, and

were employed and worked for at least six months as a nurse.
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EXcLUSION CRITERIA

Exclusion criteria for participation in the study were nurses currently practicing
outside the United States or caring for patients other than pediatric oncology patients.
Also, excluded were pediatric oncology nurses who could not read nor understand the
English language. Currently unemployed or retired nurses formerly caring for pediatric
oncology patients were also excluded. In addition, the study excluded pediatric oncology
nurses who did not have access to the internet, were younger than 21 years of age, and/or

had been employed or had worked for less than six months as a nurse.

DATA COLLECTION

Data collection began on July 14, 2019 and ended on February 8, 2020. The data
collection process consisted of 3061 individually sent recruitment emails, containing a
Survey Monkey link to the questionnaire which included the demographic data questions,
the PNAS (Protective Nursing Advocacy Scale) and the NEQ (Nurse Ethics
Questionnaire) instruments. The recruitment email provided a brief explanation of the
proposed research, and invited each pediatric oncology nurse to participate in the study. It
also provided informed consent and protection of subjects’ information, described the
time requirements to complete the survey, and furnished the researcher’s contact

information, along with UTMB IRB protection language (Appendix D).

The survey data was collected by Survey Monkey®©, an online survey database
company. A reminder email was sent from Survey Monkey one week after the initial

email invitation. A second reminder email was sent by Survey Money to all potential
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participants on October 20, 2019 with a response rate of 30 more responses. On
November 26, a reminder email was sent to the 60 participants who had partially
completely the survey at that time with completion of 3 more surveys. A final reminder
email was sent on December 14, 2019 to 1167 of the recipients who had opened the email
link but not yet responded. Of the initial 3000 emails sent, 1817 of the emails reached
their destination and were opened, 1154 individual emails were never opened or went to
junk or spam mail, 20 emails bounced as inaccurate or no longer valid email addresses,
380 at least reviewed the survey email inquiry, and 70 people opted out of Survey
Monkey © emails. The overall email survey response rate was 332; of these returned
surveys 270 were complete for the NEQ instrument, 260 for the PNAS, and 62 were
partially complete or had missing data points and had to be removed for data analyses. A
conservative power analysis for the study recommended a minimum sample size of 318
from the initial population size of 1817 opened email inquiries using a response
distribution of 50%, a 95% confidence level and a 5% margin of error on the Raosoft

sample size calculator (Raosoft.com, 2018).

DATA MANAGEMENT

As data was collected, it was stored as part of Survey Monkey’s © secure
database then downloaded, cleaned and transferred to an excel file on a password
protected laptop. It was then entered into a separate dataset using data analysis software
IBM SPSS Statistics for Windows (v. 26). The data were evaluated for completeness and
secured within a password protected laptop, as well as, backed up with a password

protected flash drive at the primary investigator’s home office. Completed surveys were
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printed out and collected and stored in a locked cabinet in the primary investigator’s
home office. Original surveys were randomly compared to the completed dataset and
validated for completeness. The narrative responses to the single narrative question
regarding an example situation were transcribed by the researcher and stored in a separate

Microsoft Word document identified only by a participant code.

INSTRUMENTATION

This study utilized two instruments and a bio-demographic data sheet, as well as,
a single narrative response question. The first instrument was the Nursing Ethics
Questionnaire (NEQ) developed by Beadle, et al. (2011). The second was the Protective
Nursing Advocacy Scale (PNAS) developed by Hanks (2008) in his dissertation research
and copyrighted by Sage Publications (2010). The demographic data information sheet
was created by Beadle, et al. (2011) and adapted for the sample population of the
Pediatric Oncology Nurse. A single, optional narrative response question was included at
the end of the survey that stated: Describe in detail, as much as you can remember, an
experience of the informed consent process and/or an experience of a situation when you
were called upon to be a nurse advocate involving an adolescent and young adult

oncology patient participating in a cancer clinical trial.

DEMOGRAPHIC SURVEY

Demographic data was obtained from the pediatric oncology nurse participants
through the use of demographic questions from the Demographic Data Information Sheet

modified specifically for this research study (Appendix A). It collected the following
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information: age in years, years of nursing experience, gender, ethnicity
(White/Caucasian, Hispanic/Non-White, Black/African American, Asian/Pacific Islander,
American Indian/Alaskan Native), education - the highest nursing degree (Diploma,
Associate’s Degree, Bachelor’s Degree, Master’s Degree, Doctoral Degree), type of work
setting (Teaching hospital, Non-teaching Hospital, Outpatient Clinic), and field of
nursing (Patient care, Education, Administration, Clinical Research). It also asked the
participants several questions related to their work setting regarding the adolescent and
young adult oncology patient population. Age and work status were also used as

screening variables to assure participants met the inclusion/exclusion criteria.

NURSING ETHICS QUESTIONNAIRE (NEQ)

This questionnaire is an investigator-developed tool designed to gain an
assessment of oncology nurses’ perceptions of whether ethical research ideals were
encountered in the daily conduct of cancer clinical trials (Beadle, et. al, 2011).
Cronbach’s alpha for the entire scale was 0.74. It was designed to evaluate six different
domains of cancer clinical trials: nurses’ perception of the reasons patients participate
(NEQ-1: Decision-Making — 9 items) and their knowledge (NEQ-5: Patient Knowledge -
6 items), the perception of the care patients receive (NEQ-2: Patient Care), and the
perception of the informed consent process (NEQ-4: Informed Consent — 13 items), the
general nurses’ attitudes towards and the value of clinical trials (NEQ-3: Attitudes
Toward Clinical Trials), as well as, the nurse’s level of participation in clinical trials

(NEQ-6: Participation).
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The tool was first adapted after compiling a series of ethical questions and
statements from an extensive literature review which was then evaluated by a focus group
of six oncology nurses with varied experience for item clarity, evaluation of relevance,
and response options, and then the items were modified according to the feedback
(Beadle, et. al, 2011). The first three domains assessed the nurses’ experiences of cancer
clinical trials relevant to trial participation and the fourth domain assessed the perceptions
of the patient’s willingness to participate in cancer clinical trials. Response options to
items in each of these subscales were all of the time, most of the time, some of the time,
rarely, never, and don’t know. The remaining two domains assessed the nurses’ personal
perceptions of the vulnerability of potential research subjects and the societal benefits of
cancer clinical trials. For items in these two domains, the response options were strongly
agree, agree, unsure, disagree, strongly disagree, and don 't know. Scores for each item
of the subscale were added together to provide summated subscale scores for each of the
six parts to the questionnaire and a total scale score.

The NEQ was administered to a random sample of two-thirds the nursing
membership of the Cancer Nurses Society of Australia who worked with physicians,
researchers, and adult oncology patients participating in all phases of cancer clinical trials
(1, 11, and 11). The results of this study demonstrated that oncology nurses did have
opinions about the ethical constructs associated with how cancer clinical trials were
conducted generating the need for further investigation to explore the ideals of ethical
research and development of the NEQ instrument (Beadle, et al., 2011).

For the purposes of this study only the NEQ-1: Decision-Making (9 items), NEQ-

4: Informed Consent (13 items), and NEQ-5: Patient Knowledge (6 items) were utilized
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to assess the perception of the pediatric oncology nurse as to the patients’ decision to
participate in cancer clinical trials, informed consent, and knowledge of the clinical trials.
The Cronbach’s alpha for the NEQ-1 subscale was reported as .75, for the NEQ-4 as .76,
and for the NEQ-5 as .74. Response options to items in each of these three subscales
were according to a Likert scale of all of the time, most of the time, some of the time,
rarely, never, and don 't know. Totals for the subscales were added together to achieve a
summative total scale score. Low total scores on the NEQ were the desirable outcome,
indicating the item responses were present all of the time, with a total score range of 28 to
140, with don 't know scored as a 0. Percentages of each item within each subscale were
also assessed for overall knowledge of the subscale’s concept. The NEQ instrument had
not been involved in any further studies according to the authors and permission to use
the instrument for this research was granted by Dr. Geoffrey Beadle and Patricia Yates,
RN, Queensland, Australia. The NEQ instrument and its instructions are included in

Appendix B.

PROTECTIVE NURSING ADVOCACY SCALE (PNAS)

The Protective Nursing Advocacy Scale (PNAS) was copyrighted, following
dissertation research by Dr. Robert Hanks in 2008, utilizing medical surgical nurses in
Texas. It was developed to provide a quantitative measure of nursing advocacy beliefs
and actions from the patient protection perspective (Hanks, 2010). The reliability for the
entire PNAS instrument, calculated by Cronbach’s alpha from the research, was .803. In
addition, the four subscales have reliabilities ranging from .70-.93 and are as follows:

PNAS-1: Acting as Advocate consisting of 16 items - .91, PNAS-2: Work Status and
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Advocacy Actions consisting of 5 items - .93, PNAS-3: Environment and Educational
Influences consisting of 8 items - .73, and PNAS-4: Support and Barriers to Advocacy
consisting of 8 items - .70. Content validity was evaluated using a panel of eight medical
surgical nursing experts that rated content relevance of items to the constructs being
measured using a Likert Scale and the index for this was 0.79 (Hanks, 2008).

The final PNAS instrument consisted of a 38-item questionnaire utilizing a Likert
Scale with response options of strongly disagree, moderately disagree, neither agree nor
disagree, moderately agree, and strongly agree. The totals for each subscale are added
together for a summative final scale score. For the purpose of this research, two subscales
of the PNAS instrument were utilized, and these were the PNAS-1: Acting as Advocate,
where the 16 items reflect education and experience as influential on the ability to
advocate, and PNAS-2: Work Status and Advocacy Actions, where the 5 items reflect
the interaction between advocacy and the workplace setting (Hanks, 2010). For the
PNAS-1 the desirable outcome was a high score, and for the PNAS-2 the desirable score
was low. The scale scores ranged from 16 to 105. In order to utilize the PNAS
instrument for this research, Dr. Robert Hanks was asked, and Sage Publications granted
permission to use the copyrighted instrument. The PNAS instrument and its instructions

are included in Appendix C.

PROTECTION OF HUMAN SUBJECTS

The University of Texas Medical Branch Institutional Review Board (IRB) gave
permission to conduct this study. (Appendix E). All data collected remained confidential

and anonymous. Completed questionnaires were stored in a password protected database
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accessible on a password secured laptop. Participants were able to answer the survey tool
questions using a computer at a location and time of their choosing. Prior to accessing
and completing the survey questions, participants were instructed that opening and
completing the survey indicated their consent to participate. Average time to complete
the survey was 7 minutes. In addition, participants were informed in the recruitment
email that study participation was voluntary, and they could withdraw at any time by
simply not completing the electronic survey or not submitting the link at the end of the
guestionnaire.

Participants were provided with contact information for the researcher in the
recruitment email, and submitted individual responses to the survey were not linked to
any email addresses or other identifying information. No participant was denied
involvement in the research study based on gender, age, ethnicity, religion, sexual
orientation, or educational status. Email addresses were the only identifying contact

mode of communication and were not associated with any names or locations.

LIMITATIONS AND ASSUMPTIONS

The research study was affected by several limitations. The first was the use of
email addresses as the method of invitation to participate which was affected by server
firewalls, spam settings, and the overall email security utilized by organizations and
individuals to protect the integrity of the email server. The study was also limited to
available email addresses either by specialty association directory membership,
snowballing purposive sampling, or marketing email sample lists. Therefore, not all

eligible, currently employed, pediatric oncology nurses in the United States email
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addresses were accessible to the researcher for participation. Moreover, not all nurses
who opened the survey completed it, and those who did open the email may not have met
the eligibility requirements. The subjects who voluntarily agreed to participate may not
have been representative of the general population of pediatric oncology nurses. The
interpretation of the findings was limited to the participating subjects at the period of time
that data collection occurred. The ability to generalize the results of the current study
could have been limited by the relatively small sample size and small number of
inexperienced nurses in the overall sample, as well as, the overrepresentation of
Caucasian, highly educated, older, and experienced oncology nurses. In addition, there
were several assumptions applicable to the current study. The researcher assumed nurses
provided truthful and accurate responses to the survey according to their knowledge of
the subject at the time they completed the survey. The items on the subscales were
assumed appropriate to measure the study variables. The researcher assumed that those
who answered the survey tools valued the role of patient advocacy in nursing, had
knowledge of and participated in the informed consent process with adolescent and

young adult oncology patients, and were familiar with experimental cancer clinical trials.

DATA ANALYSIS

In this descriptive, exploratory research design, pediatric oncology nurses from
across the U.S. completed the online study survey, which included the Nursing Ethics
Questionnaire (NEQ), the Protective Nursing Advocacy Scale (PNAS), a single narrative
question, and the Demographic Data Information Sheet. The IBM Statistical Package for

Social Sciences (SPSS) version 26.0 was utilized for the purposes of scoring, statistical
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analyses, and comparison of results. All data was entered as received and then examined
for systematic missing data. Data was analyzed using descriptive statistics which
included measures of central tendency, interquartile ranges, analysis of variance, standard
deviations, tests of differences (i.e., independent samples t test), Pearson’s (r), and partial
correlations as needed. A statistical significance of 0 < .05 was the standard used for this
research. Preliminary analyses addressed subscale and total instrument reliability using
Cronbach’s alpha, a measure of internal consistency, and validity using Exploratory
Factor Analysis, Kaiser-Meyer-Olkin (KMO) measure of sampling adequacy, and
Barlett’s Test of Sphericity for each of the dependent variables to ensure adequate
reliability and validity for subsequent analyses. All of the data were scrutinized for
normality and homogeneity of variance to support if the observed differences were
enough to be meaningful to the data. Standard descriptive statistics were used to describe
the distribution of scores for each subscale.

The years of nursing experience were assessed as both a continuous variable and a
dichotomous variable (5 or less years and more than 5 years) using the t test for
differences in the means or mean ranks of the study’s scales and subscale scores. The
independent or unpaired t test is used to compare the means of two groups and can be
used even with unequal numbers for each group (Portney & Watkins, 2009). Pearson’s
correlation was utilized to address the relationship between years of nursing experience
as continuous variable with the three subscales of the NEQ and the two subscales of the
PNAS. The correlation coefficient result can range from -1 to +1, with -1 indicating a
perfect negative correlation, +1 indicating a perfect positive correlation, and zero (0)

indicating no correlation at all (Portney & Watkins, 2009). Since the NEQ instrument
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included a response category of don 't know, during analyses this response category was
coded as a zero (0), so as not to affect the mean score of either the subscales or total score
of the instrument.

The collection of narrative responses to the single optional question was reviewed
and analyzed utilizing Naturalistic Inquiry to describe and interpret the written
experiences and actions of pediatric oncology nurses in their own words engaging in the
informed consent process or utilizing nursing advocacy behaviors with adolescent and
young adult pediatric oncology patients (Lincoln & Guba, 1985). The Specific Aims and
Research Questions were analyzed as described below:

Aim 1: Research Question 1.1 was answered using descriptive statistics (means,
interquartile ranges, medians, frequency distributions and skewness) to compute for the
adequacy of the Informed Consent process. Descriptive statistics were used to present the
distribution of scores for each subscale to illustrate the shape, central tendency and
variability within a set of data to define a population (Portney & Watkins, 2009). In
addition, numbers and percentages of responses to each item of the subscales were
reported. Research Question 2.1 used Pearson’s Correlation to explore the relationship
between years of nursing experience and the revised NEQ subscales 1, 4 and 5.

Aim 2: Research Question 2.1 was answered using standard descriptive statistics
to present the distribution of responses for PNAS subscale 1 and 2. Descriptive statistics
were used to propose the distribution of scores for each subscale to characterize the
shape, central tendency and variability within the set of data to refer to a population

(Portney &Watkins, 2009). Research Question 2.2 was answered using Pearson
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correlation, to explore the relationship between years of nursing experience and the
PNAS subscales 1 and 2.

Aim 3: Research Question 3.1 was answered using Pearson’s correlation analyses
to explore the relationship between the PNAS subscales 1 and 2 and the revised NEQ
subscales 1, 4 and 5. Research Question 3.2 was answered using partial correlation
analyses to explore the relationship between the PNAS subscales 1 and 2 and the revised
NEQ subscales 1, 4 and 5 while controlling for years of experience. The results of the

preliminary and final analyses are presented in Chapter 4.
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CHAPTER 4: RESULTS AND FINDINGS

INTRODUCTION

Chapter four presents the results of the study including the pediatric oncology
nurses’ demographic characteristics, the descriptive psychometric results for the study
sample, and the analysis and results for each research question. The chapter also includes
the complied responses to the single narrative question related to the participant’s
personal experience with either the informed consent process or a situation of nursing
advocacy while caring for an AYA patient.

The study had one purpose and three aims. The purpose of the study was to
explore pediatric oncology nurses’ perceptions of ethical issues that may arise in the
process of obtaining informed consent in 16-24 year old adolescent and young adult
patients who participate in experimental cancer clinical trials, and to examine if nurses
engage in advocacy behaviors on behalf of these patients. The three aims of the study
were as follows: 1). to explore pediatric oncology nurses’ perceptions of ethical issues
related to the process of obtaining informed consent in 16-24 year old adolescent and
young adult oncology patients enrolled in experimental cancer clinical trials, 2). to
explore pediatric oncology nurses’ perceptions about advocacy behaviors regarding 16-
24 year old adolescent and young adult oncology patients enrolled in experimental cancer
clinical trials, and 3). to examine if pediatric oncology nurses’ protective advocacy skills
and behaviors are related to perceptions of ethical issues that may arise in the process of
obtaining adequate and fully understood informed consent in the care of 16-24 year old

adolescent and young adult oncology patients, and whether their years of nursing
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experience affect this relationship. The chapter will conclude with a summation of the

research study findings.

PEDIATRIC ONCOLOGY NURSES DEMOGRAPHIC CHARACTERISTICS

A final sample of 270 pediatric oncology nurses recruited via the email link
completed the demographic survey and NEQ instrument (n=270). From a total of 332
returned surveys, 62 of them had to be removed from data analysis completely related to
incompleteness, and 10 more for analysis of the PNAS (n = 260). The resultant sample
(270) was largely White/Caucasian (86%) and female (98%). The age of the participants
ranged from 23 to 75 years, with a mean age of 44.7 years (sd=11.6). The majority of
nurses (47%) had a bachelor’s degree and 39% also held a Master’s degree. The sample
population had more than 42% of the participants with over 20 years of nursing
experience. The years of oncology nursing experience ranged from 1 to 44 years, with a
mean of 16.4 years (sd=10.43). Furthermore, the work setting was largely in a teaching
hospital (61%) and most nurses were involved in patient care (73%).

The majority of respondents had adolescent and young adult patients (AYA) in
their work setting that participated in cancer clinical trials (97%). For 99 % of those who
responded, the adolescent and young adult patients comprised from 1 to greater than 50%
of the total amount of patients participating in clinical trials in the work setting.
Additionally, 85% of the nurses answered that providing care to the AY A patient
required anywhere from 1 to 50% of their daily work time. More than half (54%) held a
specialty certification as an Oncology (OCN) or Pediatric Oncology (APHON) nurse.
Completed surveys were returned from 43 states in the Unites States with Texas (38) and
California (36) having the most representation, followed by Florida (15), New York (12),
and Georgia (11). Demographic information for the sample population is presented in

Table 4.1.
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Table 4.1: Demographic Characteristics of Pediatric Oncology Nurse Sample

N=270 Minimum Maximum Mean s.d. (o)
Age 23 75 44.70 11.60
Years in Nursing 1 55 19.92 11.74
Years in Oncology 1 44 16.41 10.43
Nursing
Variable Value Frequency | Percent
Gender 1= Male 6 2
2 = Female 264 98
Ethnicity 1 = White/Causacian 233 86
2 = Non-White 37 14
Highest Nursing Degree 1 = Associate’s Degree 11 4
2 = Bachelor’s Degree 128 47
3 = Master’s Degree 105 39
4 = Doctorate 20 8
5 = Other 6 2
Nursing Certification 1=0NC 8 3
2 = APHON 138 51
3 = Not Currently Certified 26 10
4 = Other 98 36
Work Setting 1 = Hospital — Teaching 165 61
2 = Hospital — Non-Teaching 14 5
3 = Outpatient Clinic 76 28
4 = Other 15 6
Field of Nursing 1 = Patient Care 197 73
2 = Education 23 9
3 = Administration 14 5
4 = Clinical Research 17 6
5 = Other 19 7
Do AYAs participate in 1=Yes 262 97
clincial trials at your work | 2=No 8 3
setting?
Percentage of AYA patients | 1= 0% 1 <1
in clinical trials at your 2 =1-25% 113 42
work setting? 3 =26-50% 86 32
4 = >50% 69 26
5 = Not applicable (not 1 <1
involved in clinical care)
Percentage of work time 1=0 4 2
devoted to care of AYA 2=1-25% 112 42
patients 3=26-50% 111 41
4 =>50% 43 16
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To analyze if any of the demographic characteristics (other than years of nursing
experience) would influence the research findings, statistical tests were performed to
ascertain the relationship between the demographic variables and both the total NEQ
score and subscales and the total PNAS score and its subscales. Correlational analysis
using Pearson’s correlations were performed on the relationship between age, and the
PNAS, NEQ, and their subscales. Tests of differences were utilized to explore ethnic and
educational group differences on the PNAS, NEQ, and their subscales. Since the sample
only included six males, analysis was inappropriate for gender.

Group demographic difference analyses (Whitney-Mann U test, ANOVA)
resulted in no significant difference (p<.05) for ethnicity or highest education in either
total scales or subscales. For the demographic of age and years in oncology nursing, there
was also no significant difference (p<.05) for both of the scales and subscales. There was
a significant difference in years of nursing to years in oncology nursing (r=.810, p=.000)
since these two demographics mirror nearly the same demographic, as nurses who choose
oncology appear to stay with the same specialty for their career. For the purposes of this
study, the years of nursing experience demographic data was utilized. The Pearson’s

Correlations for age and years in oncology nursing are presented in Table 4.2.

Table 4.2: Pearson’s Correlations of Demographic Data

NEQ PNAS
NEQ-1 | NEQ-4 | NEQ-5 | Total | PNAS-1| PNAS-2 | Total
Age Pearson -031| -.029| -081| -.053| -.057 .073| -.018
Sig. (2-tailed) .616| .641 184 .382 .360 242 770
Yrs Onc |Pearson A11)  .047| -.049| .054 .076 -.059 .042
Nurs Sig. (2-tailed) .068| .446 427 374 219 344 .500
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INTERNAL CONSISTENCY AND VALIDITY FOR INSTRUMENTS

The reliability index for internal consistency was addressed for the two
instruments: Nursing Ethics Questionnaire (NEQ) and Protective Nursing Advocacy
Scale (PNAS). Internal consistency is a measurement of the correlation of the items in the
scale to each other and to the total score (Portney & Watkins, 2009, p. 606) utilizing
Cronbach’s alpha. DeVellis (2017) cites the following criteria as his “personal comfort
zone” for research scales: between .65 and .70, minimally acceptable; between .07 and
.80, respectable; between .80 and .90, very good; and much above .90, results in thoughts
to shorten the scale (DeVellis, 2107, p.145). Nunnaly and Bernstein (1994) and Pedhazur
and Schmelkin (1991) both also addressed the standards of reliability as values of .70 and
above will suffice.

Beadle, et al. (2011) reported the Cronbach’s alpha for the NEQ-1 subscale as .75,
for the NEQ-4 as .76, for the NEQ-5 as .74 and for the overall NEQ scale as .74. In this
study, both the NEQ-1 and NEQ-5 had a Cronbach’s alpha within the acceptable range of
.70 - .79, while NEQ-4 and the overall NEQ were in the good range of .80 - .89.

Hanks (2008) reported Cronbach’s alphas for PNAS subscales (1 & 2) at .91 and
.93, respectively, and for the entire instrument when utilizing all four subscales as .803.
For this study, Cronbach’s alphas for PNAS subscales, PNAS-1 and PNAS-2 (.90 and
.94, respectively), and overall PNAS score (.86) were in the high/excellent range.

Therefore, for this research, the NEQ and PNAS scales and subscales have
internal consistencies adequate for the research study. As can be seen in Table 4.3, the
Cronbach’s alphas have stayed in the same range relatively for this research for each of
the subscales of the NEQ and PNAS, as the authors who developed the two scales

previously reported, with both of the overall scales’ Cronbach’s alphas slightly higher.
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Table 4.3: Cronbach’s alpha for Instruments and Subscales

NEQ (Nursing Ethics Questionnaire) Cronbach’s | Cronbach’s
alpha Alpha
Subscales Overall
NEQ-1 Decision Making (9 items) 0.78
NEQ-4 Informed Consent (13 items) 0.82
NEQ-5 Patient Knowledge (6 items) 0.74
NEQ Scale (1,4, &5) -Overall 0.89
PNAS (Protective Nursing Advocacy Scale) Cronbach’s | Cronbach’s
Alpha Alpha
Subscale Overall
PNAS-1 Acting as an Advocate (16 items) 0.90
PNAS-2 Work Status and Advocacy Actions (5 items) 0.94
PNAS Scale -Overall 0.86

PRELIMINARY ANALYSES

Each study is a validity study and the instruments need to be validated in addition

to being assessed for reliability. The approach of choice is exploratory factor analysis to

assess whether the subscale dimensions are distinctly separate. To test the suitability of

the data set for an exploratory factor analysis, the Kaiser-Meyer-Olkin measure of

sampling adequacy (KMO) and Bartlett’s Test of Sphericity were undertaken. The KMO

results validated that the data set was appropriate for factor analysis and are presented in

Table 4.4. The preliminary exploratory factor analyses using principle components

analysis and scree plots for both instruments were conducted. The results of the

preliminary factor analyses for the NEQ and the PNAS are presented in Appendices F

and G.
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Table 4.4: KMO and Bartlett’s Test for Instruments

NEQ PNAS
Kaiser-Meyer-Olkin Measure .881 .893
of Sampling Adequacy
Bartlett’s Test of Approx. Chi-Square | 2868.83 3304.23
Spericity Df 378 210
Significance .000 .000

For the NEQ, the exploratory factor analysis (FA) recovered seven factors using
the eigenvalue > 1.0 rule with three major factors (which matches the instrument
proposed structure) and several small subfactors (4-7). The results of the initial
exploratory factor analysis for the NEQ can be found in Appendix F. The results
supported rerunning the factor analysis as a Forced FA specifying three factors. In
addition, three of the factors had secondary loadings suggesting that the varimax rotation,
which forces all items into independent groups, may not be the optimal solution and an
oblimin rotation, which allows items to correlate, may be a better solution for the data. A
direct oblimin rotation is used when the variables could be correlated to each other and an
oblique (non-orthogonal) solution is needed (DeVellis, 2017). The Forced Factor
Analysis with a varimax and then direct oblimin rotation for construct validation was
explored for the three subscales on the NEQ.

Forced factor results with both rotation solutions had the first three items of the
NEQ-1 loading more strongly with the NEQ-4 than their own subscale; however the
majority (5 out of 9) of the items did load together on their own cluster for NEQ-1 in both
solutions. For the NEQ-4, only 5 of the 13 items grouped together (less than 50%) with

the others split between the other two subscales. The NEQ-5 subscale only had one
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secondary loading on the Forced Factor varimax rotation which was resolved with the
oblimin rotation. Overall, the Forced Factor analysis for the NEQ-5 subscale of 5 items as
created by Beadle, et al. (2011) reflected a very coherent and valid subscale. Because
varimax rotations are more easily interpreted and the results between the two approaches
did not substantially differ, the results of the Forced Factor analysis with varimax rotation
for the NEQ instrument are presented in Table 4.5, followed by the Scree Plot for the

NEQ which is presented in Figure 4.1.

Table 4.5: NEQ Forced Factor Analysis with Varimax Rotation

Principal Component Analysis/Varimax with Kaiser Normalization Component
1 2 3
1. Adolescent Young Adult (AYA) patients understand why they .076| .105| .678
participate in cancer clinical trials
2. AYA patients want to participate in cancer clinical trials 141] 126 .596
3. AYA patients request to participate in cancer clinical trials .365| .068| .419
4.  AYA patients have unrealistic expectations of the treatments in cancer 431 .602| .126

clinical trials*
5. AYA patients believe that the treatments in cancer clinical trials offer a .623| .060| .196
better chance of benefit than standard treatment
6. AYA patients who participate in cancer clinical trials are more motivated | .574| .039| .087
to do well because they participate in a trial
7. AYA patients do not like being asked to be in a cancer clinical trial* 527 | .263| .199
AY A patients will participate in anything that offers them hope .639| .049| .212
9. AYA patients will participate in cancer clinical trials even if they know 559 | .087| .248
the treatments will not cure them

®

10. Adolescent Young Adult (AYA) patients consent freely 297 | .260| .528

11. AYA patients have enough time to decide whether or not to participate in | .158 | .321| .586
clinical trials

12. AYA patients do not understand the risks of participating in cancer 322 .503| .436

clinical trials*
13. AYA Patients are willing to participate in cancer clinical trials even if the | .407 | .562| .248
treatments have toxic effects
14. AYA patients are unrealistic in their expectations of the benefits from 360 .329| .263
cancer trial treatments™
15. AYA patients do not fully understand the cancer clinical trials to which 244 437 492
they consent*

16. AYA patients give consent quickly .622| -.008| .105
17. AYA patients participate knowingly in trials of limited drug efficacy .628| .150| .119
18. AYA patients are willing to receive toxic treatments .388| .377| .017
19. AY A patients are coerced to participate in cancer clinical trials* 188 .027| .668
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20. AY A patients do not realize they are participating in a cancer clinical .057| .283| .615
trial*
21. AYA patients understand how they can withdraw from a cancer clinical .068| .319| .552
trial
22. AYA patients would prefer the doctor decide about their participation in 587 .133| -.187
a cancer clinical trial
23. AYA patients understand their prognosis -137| .602| .284
24, AY A patients understand their treatment options -182| .609| .440
25. AYA patients are realistic about the benefits of cancer clinical trials 203 712 171
26. AYA patients are realistic about the benefits of treatments other than 363 | .664| -.044
those in cancer clinical trials
27. AYA patients do not understand how their cancer and its treatment will -005| .411| .303
affect their survival*
28. AYA patients do not understand how their cancer and its treatment will .048| .533| .172
affect their daily lives*
* Items were affirmatively coded for the purpose of final analyses.
Figure 4.1 Scree Plot for NEQ after Forced Factor Analysis
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In the results of the exploratory Factor Analysis for the PNAS, the scree plot and

eigenvalue agreed more closely. Although the scree plot (Figure 4.2) suggested that five

factors could exist, the eigenvalue rule indicated four. An examination of the items
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indicated the two proposed subscales were represented by two clusters of homogeneous
subscale items each. This aligned with the proposed structure of the PNAS-1: Acting as
Advocate subscale made up of protection, actions, and need dimensions. The PNAS-2:
Work Status and Advocacy Actions subscale items all loaded almost exclusively on
factor 2. As the four factor solution indicated two sub-clusters for each original subscale,
the decision was made to repeat the analyses as a Forced Factor Analysis with two
components with a varimax rotation. The PNAS with two components shows all item
loadings with at least .40 or higher and no secondary loadings greater than .18. Factor
loadings greater than .40 are generally considered to point to some degree of a
relationship with another factor (Portney & Watkins, 2009). As a consequence, the
PNAS scale was utilized in the final analyses without any necessary changes to its current
structure as a valid tool. The results of the Factor Analysis using Principal Components
Analysis (PCA) are displayed in Table 4.6, followed by the Scree Plot for the PNAS

which is presented in Figure 4.2.

Table 4.6: PNAS Forced Factor Analysis with Varimax Rotation

Protective Nursing Advocacy Scale (PNAS) Component
1 2
1. Patients need nurses to act on the their behalf 422 182
2. Nurses are legally required to act as patient advocates when patients are .525| -.050
perceived to be in danger
3. Asanurse, | keep my patient's best interest as the main focus of nursing .630| -.118
advocacy
4. Nurses who understand the benefits of patient advocacy are better patient .645| -.064
advocates
5. 1 am acting on my patient's behalf when acting as the patient's advocate .654 | -.052
6. | speak out on my patient's behalf when acting as my patient's advocate J41| -.077
7. | am acting as my patient's voice when | am advocating for my patient .627 124
8. | am acting as the patient's representative when | am acting as the patient's .529 .54
advocate

60



9. | am advocating for my patient when | protect my patient's rights in the Jq41 | -.024
health care environment

10. | am acting as a patient advocate when | am protecting vulnerable patients 792 -.067
from harm

11. Nurses that act on a patient’s behalf are preserving the patient’s dignity .666 .099

12. | am ethically obligated to speak out for my patients when they are 762 -.022
threatened by harm

13. Nurses that provide information to patients about patient care are acting as 707 -.020
patient advocates

14. Patients have varying degrees of ability to advocate for themselves .611 .043

15. Vulnerable patients need my protection in harmful situations 721 -.113

16. Nurses are acting as advocates when nurses protect the rights of patients to 711 -.097
make their own decisions

17. | may suffer risks to my employment when acting as a patient advocate -.014 .868

18. Nurses that speak out on behalf of patients may face retribution from .006 914
employers

19. | may be punished for my actions by my employer when | inform my -.057 .896
patients of their own rights

20. Nurses that speak out on behalf of vulnerable patients may be labeled as 0.12 .863
disruptive by employers

21. When nurses inform and educate patents about patient rights in the clinical -.057 915

setting, the nurses may place their employment at risk

Figure 4.2 Scree Plot for PNAS after Forced Factor Analysis
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In response to the solutions provided by the Factor Analyses, the decision was
made to revise the three subscales for the NEQ to align the subscales accordingly.
Cronbach’s alpha reliability analyses were repeated on the revised NEQ subscales and the
overall instrument and showed little variation from the previous Cronbach’s alphas. The

Cronbach’s alphas for the revised NEQ subscales are presented in Table 4.7.

Table 4.7: Cronbach’s alpha for Revised NEQ and Subscales

NEQ (Nursing Ethics Questionnaire) Cronbach’s alpha Cronbach’s Alpha
Subscales Scale Overall
NEQ-1 Decision Making (9 items) 0.78
NEQ-4 Informed Consent (13 items) 0.79
NEQ-5 Patient Knowledge (6 items) 0.81
NEQ Scale (1,4, &5) -Overall 0.89

The NEQ newly revised subscales, used for the analyses of the research questions
of the study, are presented in Table 4.8. For the PNAS, the two subscales remained
unchanged as proposed by Hanks (2008) in his doctoral research study after completion

of the exploratory factor analyses.

Table 4.8: Revised NEQ Subscales post Factor Analysis

NEQ-1 Decision-Making

1. AYA patients give consent quickly

2. AYA patients participate knowingly in trials of limited drug efficacy

3. AYA patients are willing to receive toxic treatments

4. AYA patients have unrealistic expectations of the treatments in cancer
clinical trials

5. AYA patients believe that the treatments in cancer clinical trials offer a
better chance of benefit than standard treatment

6. AYA patients who participate in cancer clinical trials are more motivated
to do well because they participate in a trial

7. AYA patients do not like being asked to be in a cancer clinical trial

AY A patients will participate in anything that offers them hope

9. AYA patients will participate in cancer clinical trials even if they know
the treatments will not cure them

10. AYA patients would prefer the doctor decide about their participation in a
cancer clinical trial

®
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NEQ-4 Informed Consent

11. Adolescent Young Adult (AYA) patients consent freely

12. AYA patients have enough time to decide whether or not to participate in
cancer clinical

13. AYA patients do not fully understand the cancer clinical trials to which
they consent

14. AYA patients are coerced to participate in cancer clinical trials

15. AYA patients do not realize they are participating in a cancer clinical
trial

16. AYA patients understand how they can withdraw from a cancer clinical
trial

17. Adolescent Young Adult (AYA) patients understand why they
participate in cancer clinical trials

18. AYA patients want to participate in cancer clinical trials

19. AYA patients request to participate in cancer clinical trials

NEQ-5 Patient Knowledge

20. AYA patients understand their prognosis

21. AYA patients understand their treatment options

22. AYA patients are realistic about the benefits of cancer clinical trials

23. AYA patients are realistic about the benefits of treatments other than
those in cancer clinical trials

24. AYA patients do not understand how their cancer and its treatment will
affect their survival

25. AYA patients do not understand how their cancer and its treatment will
affect their daily lives

26. AY A patients do not understand the risks of participating in cancer
clinical trials

27. AYA patients are willing to participate in cancer clinical trials even if the
treatments have toxic effects

28. AYA patients are unrealistic in their expectations of the benefits from
cancer trial treatments

STUDY QUESTIONS

AIM 1: To explore pediatric oncology nurses’ perceptions of ethical issues related to the
process of obtaining informed consent in 16-24-year-old adolescent and young adult
oncology patients who were enrolled in experimental cancer clinical trials.

RQ 1.1: What are the perceptions of the informed consent process in adolescent and

young adult patients as perceived by pediatric oncology nurses?
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In order to explore the pediatric oncology nurses’ perceptions of related to the
informed consent process in adolescent and young adult oncology patients enrolled in
cancer clinical trials, the responses to the three NEQ subscales and the NEQ scale overall
are presented in the following tables. The summary descriptive statistics are provided in
Table 4.9 for each of the NEQ revised subscales and the NEQ overall. The total scores
could range from 28-140 ranging from 1 = all of the time to 5 = never,; 0 = don’t know.
All of the subscales and total NEQ scale had a negative or left skew. Because the overall
scale has a kurtosis greater than 3, the scale has heavier tails than a normal distribution
with scores on each end of the distribution. The mean score = 64.8 for the scale overall

with a standard deviation of 14.5.

Table 4.9: Summary Descriptive Statistics of NEQ subscales (n=270)

Mean Median Min. Max. | Skewness Kurtosis

(Standard (Interquartile

Deviation) Range)
NEQ-1 10 items 22.6 (7.0) 24.5(9) 0 37 -1.10 1.02
NEQ-4 9 items 19.9 (5.5) 20(8) 0 34 -.591 .999
NEQ-5 9 items 22.3 (5.0) 23 (5) 0 35 -1.26 3.30
NEQ Overall 64.8 (14.5) 67 (16) 5 95 -1.44 3.40

Table 4.10 depicts the percentage of responses for each Likert category to each
item of the revised NEQ-1: Decision-making skills (10 items). When reviewing the
percentages of each answer from the responses, the only item that the participants
responded all of the time greater than 1% of the time was to item response #8: AYA'’s will
participate in anything that will offer them hope (8%). For the majority of the other item
responses, the participants chose most of the time or some of the time most frequently.

Sixty-seven percent of the respondents answered most of the time or some of the time for
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item #10 that AYA patients would prefer the doctor decide about their participation in a
cancer clinical trial. For the negatively worded item #7: AYA patients do not like being
asked to be in a cancer clinical trial, 48% answered rarely is that the case. Overall, for
this subscale, there were many respondents that answered don 't know, as high as 29% for
the item #6: AYA patients who participate in cancer clinical trials are more motivated to
do well because they participate in a trial. In order not to affect the data analyses total
scores, the don’t know answer choice was coded as “0.” However, the don 't know answer
choice is included in Tables 4.10, 4.11, and 4.12, respectively, to present where and how

often the respondents chose don 't know when completing the instrument questionnaire.

Table 4.10: Nurses’ Perceptions of AYA’s Decision-Making SKkills - NEQ-1

All of the | Most of | Some of Don’t
Response category (%) n=270 time the time | the time |Rarely | Never | Know
1. AYA patients give consent quickly 3 86 128 24 1 28
(1%) (32%) | (47%) | (9%) | (<1%) | (10%)
2. AYA patients participate knowingly in trials of 1 36 137 28 1 67
limited drug efficacy (<1%) | (13%) | (51%) | (10%) | (<1%) | (25%)
3. AYA patients are willing to receive toxic treatments 3 87 123 30 3 24
(1%) (32%) | (46%) | (11%) | (1%) | (9%)
4. AYA patients have unrealistic expectations of the 3 23 137 47 2 58
treatments in cancer clinical trials (1%) (9%) (51%) | (17%) | (1%) | (21%)
5. AYA patients believe that the treatments in cancer 3 64 133 11 1 58
clinical trials offer a better chance of a benefit than (1%) (24%) | (49%) | (4%) | (<1%) | (21%)
standard treatments
6. AYA patients who participate in cancer clinical 1 33 105 49 4 78
trials are more motivated to do well because they (<1%) | (12%) | (39%) | (18%) | (1%) | (29%)
participate in a trial.
7. AY A patients do not like being asked to be in a 0 4 65 129 12 60
cancer clinical trial. (0%) (1%) (24%) | (48%) | (5%) | (22%)
8. AYA patients will participate in anything that offers 22 141 77 2 0 28
them hope (8%) | (52%) | (29%) | (1%) | (0%) | (10%)
9. AYA patients will participate in cancer clinical trials 3 77 141 13 1 35
even if they know the treatments will not cure them (1%) (29%) | (52%) | (5%) | (<1%) | (13%)
10. AYA patients would prefer the doctor decide about 4 57 123 45 10 31
their participation in a cancer clinical trial (1%) (21%) | (46%) | (17%) | (4%) | (11%)
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The pediatric oncology nurses’ perception of the informed consent for the AYA’s
in their work environments is the subject of the NEQ-4 Informed Consent revised
subscale (9 items). In this subscale, the majority of nurses answered that the AYA
consented freely, generally had enough time to make their decision, understand why they
participate in cancer clinical trials, they want to participate, and they understand how they
could withdraw. Only three items had all of the time above 10 %, including item #11:
Adolescent Young Adult (AYA) patients consent freely, item #12: AYA patients have
enough time to decide whether or not to participate, and item # 16: AYA patients
understand how they can withdraw from a cancer clinical trial. The response of don’t
know was chosen for every item with the highest percentage of 16% for requesting to
participate in cancer clinical trials. Interestingly, for item #13: AYA patients do not fully
understand the cancer clinical trials to which they consent, although negatively worded,
there was 56% response of some of the time or most of the time. All of the responses to

the NEQ-4 are presented in Table 4.11

Table 4.11: Nurses’ Perception of the Informed Consent Process - NEQ-4

All of the | Most of | Some of Don’t
Response category (%)  n=270 time the time | the time [Rarely | Never | Know
11. Adolescent Young Adults (AYA) patients 39 150 64 4 2 10
consent freely (14%) (56%) (24%) | (1%) | (1%) | (4%)
12. AYA patients have enough time to decide 32 95 94 31 1 17
whether or not to participate in a cancer clinical trial | (12%) (35%) (35%) | (11%) | (<1%) | (6%)
13. AYA patients do not fully understand the cancer 1 36 117 87 9 20
clinical trials to which they consent (<1%) (13%) (43%) | (32%) | (3%) | (7%)
14. AY A patients are coerced to participate in cancer 0 7 40 105 91 27
clinical trials (0%) (3%) (14%) | (39%) | (34%) | (10%)
15. AYA patients do not realize they are 0 6 59 102 87 16
participating in a cancer clinical trial (0%) (2%) (22%) | (38%) | (32%) | (6%)
16. AY A patients understand how they can 49 100 48 39 2 32
withdraw from a cancer clinical trial (18%) (37%) (18%) | (14%) | (1%) | (12%)
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17. Adolescent Young Adult (AYA) patients 16 163 78 6 0 7
understand why they participate in cancer clinical (6%) (60%) (29%) | (2%) | (0%) | (3%)
trials

18. AYA patients want to participate in cancer 4 150 98 1 0 17
clinical trials (1%) (56%) (36%) | (<1%) | (0%) | (6%)
19. AYA patients request to participate in cancer 0 19 99 98 12 42
clinical trials (0%) (7%) (37%) | (36%) | (4%) | (16%)

The NEQ-5 Knowledge of Clinical Trials subscale (9 items) asked the pediatric
oncology nurses about their perception of the adolescent and young adult’s knowledge of
the clinical trial. The majority of participants responded to item # 25 that most of the time
and some of the time the AYA did not know the effects that cancer and its treatment would
have on their daily life (71%). For the items regarding prognosis, treatment options, and
benefits of a clinical trial, the majority chose either most of the time or some of the time.
In addition, to the item #24 that spoke to understanding how their cancer and treatment
will affect their survival, there was a dichotomy of the majority of answers as 52% said
some of the time and yet 32% said rarely. Overall, no items had all of the time as the
response greater than 5% of the time and don 't know also had somewhat fewer overall

responses. All of the responses to the NEQ-5 are presented in Table 4.12.

Table 4.12: Nurses’ Perception of AYAs’ Knowledge of Clinical Trials - NEQ-5

All of | Most of | Some of Don’t
Response category (%) n=270 the time | the time | the time |Rarely | Never | Know

20. Patients understand their prognosis 9 168 86 5 0 2
(3%) (62%) (32%) (2%) | (0%) | (1%)

21. Patients understand their treatment options 13 164 80 11 0 2
(5%) (61%) (30%) (4%) | (0%) | (<1%)

22. Patients are realistic about the benefits of cancer 4 107 127 18 0 14
clinical trial treatments (2%) (40%) (47%) (6%) | (0%) | (5%)

23. Patients are realistic about the benefits of treatments 4 89 135 11 0 31
outside cancer clinical trials (2%) (33%) (50%) (4%) | (0%) | (11%)
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24. Patients don’t understand how their cancer and 2 28 141 86 7 6
treatment will affect their survival (<1%) (10%) (52%) | (32%) | (3%) | (3%)
25. Patients don’t understand how their cancer and 3 45 146 67 4 5
treatment will affect their daily lives (1%) (17%) (54%) | (25%) | (1%) | (2%)
26. AYA patients do not understand the risks of 0 19 112 104 13 22
participating in cancer clinical trials (0%) (7%) (41%) | (39%) | (5%) | (8%)
27. AYA patients are willing to participate in cancer 3 87 123 30 3 24
clinical trials even if the treatments have toxic effects (2%) (32%) (46%) | (11%) | (1%) | (8%)
28. AYA patients are unrealistic in their expectations of 0 24 157 52 2 35
the benefits from the cancer trial treatments (0%) (9%) (58%) | (19%) | (1%) | (13%)

AIM 1: To explore pediatric oncology nurses’ perceptions of ethical issues related to the
process of obtaining informed consent in 16-24-year-old adolescent and young adult
oncology patients who were enrolled in experimental cancer clinical trials.

RQ 1.2: Is there a relationship between the years of nursing experience and nurses’
perceptions about the adequacy and understanding of the informed consent process in the

16-24 year old adolescent and young adult oncology patient?

In Table 4.13 the descriptive statistics for the newly revised NEQ are separated by
years of nursing experience. From the sample population, 238 participants were
categorized as an experienced nurse or one with more than five years of nursing
experience. There were 32 inexperienced nurses with five or less years of experience to
make up the sample of completed survey questionnaires. Overall, the mean scores for
pediatric oncology nurses with greater than five years’ experience were slightly lower on
all three subscales in addition to the overall NEQ as compared to the inexperienced nurse

(< 5 years) reflecting greater concern with ethical issues for AYAs participating in
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clinical research by the older more experienced nurse. The standard deviation, standard

error, skewness, and kurtosis are also included in the table.

Table 4.13: Summary Statistics of NEQ & Subscales by Years of Experience

1= (<5years) 2 = (>5years) N Mean Star.ldz?rd Std. Error Skewness | Kurtosis
Deviation Mean

NEQ-1 1 32 19.63 8.41 1.486 -.901 .156
2 238 23.04 6.66 432 -1.084 1.060
Total 270 22.63 6.96 424 -1.096 1.021

NEQ-4 1 32 18.81 7.56 1.337 -.845 173
2 238 20.03 5.8 .336 -.392 789
Total 270 19.88 5.51 335 -.591 .999

NEQ-5 1 32 21.81 5.42 .958 -.973 1.164
2 238 22.33 4.94 320 -1.307 3.759
Total 270 22.27 4.99 .304 -1.257 3.301

NEQ Total 1 32 60.25 19.09 3.38 -1.377 1.608

Score 2 238 65.39 13.72 .889 -1.352 3.530
Total 270 64.78 14.512 .883 -1.439 3.396

The Pearson’s correlations for the NEQ and its subscales were analyzed for years
of nursing experience with years of experience both as a continuous variable and
dichotomized into two ranges (< 5 years vs. > 5 years). Table 4.14 provides the Pearson’s
correlations for each of the subscales and the overall NEQ scale controlling for age, since
age could influence years of nursing experience. The Pearson’s correlation is used to
evaluate if there is a linear relationship when there are continuous variables, such as the
dichotomized nursing experience ranges (Portney & Watkins, 2009). Both will measure

the extent to which two variables change together, both in strength and direction.
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Table 4.14: Pearson’s Correlations for NEQ Scale

Years in Controlled | Years in Nursing
Nursing (cont.) | For Age | (<5yrs.vs. >5yrs.)
NEQ-1 Ao 189  -031 159
Sig. (2-tailed) .002 616 .009
NEQ-4 Ao 085  -029 071
Sig. (2-tailed) 162 641 243
NEQ-5 pearsen 001  -081 033
Sig. (2-tailed) 992 184 584
NEQ Total pearsen 1237 -053 115
Sig. (2-tailed) 043 382 .060

While the NEQ-1 Decision-making subscale was statistically significant for years
of nursing by both dichotomized years and years as a continuous variable, the fact that all
the other NEQ subscales failed to strongly correlate with years of experience masked that
relationship in the NEQ Total score and produced correlation coefficient close to 0,
indicating no clinically meaningful relation between the years of nursing experience and
the nurses’ overall perceptions regarding the adequacy and understanding of the informed
consent process in 16-24 year old adolescent and young adult oncology patients. Had
subscale analyses not been conducted, the relationship with decision making and
experience would have been missed. However, it is telling that controlling for age
essentially accounted for the entire effect of experience as these two variables are highly
correlated. One could argue that age is an embedded characteristic of years of experience

since it is impossible to obtain one without the other and understood to be inseparable.

Figure 4.3 presents the scatter plot of years of nursing experience and NEQ scale,

which visually shows that there appears to be no relationship between the two variables,
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as there is no pattern of scores with multiple outliers. Although many total scores fall
between 60 and 80, there are many scores that fell well below and above for this study
question. Furthermore, there is indication of high variability in NEQ total score in those
respondents between 0 and 20 years of nursing experience which is quite a wide range of

years.

Figure 4.3: Scatter Plot of NEQ Total Score vs. Years of Nursing Experience
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The independent samples t test was then performed to explore if there was a
difference between the pediatric oncology nurses’ years of nursing experience (<5 years
vs. > 5 years) and the mean score of each of the three subscales and also the NEQ total
instrument score. The t test is a parametric test performed to compare the means of two
groups of subjects and does not need the groups to be the same size (Portney & Watkins,
2009).

First, the Levene’s test for equality of variances was used to measure the

homogeneity of the data in order to determine whether an adjustment for heterogeneity
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was necessary (unequal variances versus equal variances assumed). For the NEQ-1 and
the NEQ-5 subscales, the Levene’s test was not significant, meaning the variability in the
two groups was about the same for the two subscales, and therefore the equal variances
assumed t test could be performed. The NEQ-4, which encompasses the Informed
Consent process, was the only subscale of the instrument that showed a significant
Levene’s result (p = .002) necessitating the use of the unequal variances t-test which
applies a conservative statistical adjustment factor as evidence by the reduced degrees of
freedom (df). As can be seen in Table 4.15, of the subscales only NEQ-1: Decision
making, demonstrated a significant value for the t test of .009 with the experienced
nurses’ mean = 23.04 versus the inexperienced nurses’ mean = 19.63. This indicates that
the inexperienced nurse perceived the decision making process in the adolescent and

young adult patient as more adequate when compared to the experienced nurse.

Table 4.15: Independent Samples T Test for NEQ by Years of Nursing Experience

ILevene’s
Test For (1=<5yrs | 95% Confidence
Equality of s Interval of the
Variance 2 =>5yrs) Difference
Sig. (2- | Mean for
F Sig. t df | tailed) Groups Lower Upper
NEQ-1 2.74 .098| -2.63| 268 .009|1 19.63 -5.97| -.861
2 23.04
NEQ-4* 9.78 .002| -880| 35 385|1 18.81 -4.011| 1.585
2 20.03
NEQ-5 293 .589 -55| 268 5841 2181 237 1.34
2 22.33
NEQ Total 5.03 .025|-1.473| 35.4 15001 60.25 -12.22| 1.942
2 65.39

*Unequal variances assumed for reported t-test results based on Levene’s significance.
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Because the adjustment for heterogeneity under the unequal variances t test is
highly conservative, oftentimes legitimate relationships are missed with parametric
approaches. Therefore, the scale underwent further analyses with the nonparametric
Mann-Whitney U test (see Table 4.16).

Based on the Levene’s results indicating the presence of heterogeneity for NEQ-4,
employment of nonparametric analyses were deem necessary to confirm findings with
that scale. The nonparametric Mann-Whitney U is utilized when the data is not assumed
to be normally distributed, or the Levene’s test for equality of variance has shown a
significant value thus rejecting the null hypothesis that there is equal variability in the
two groups (Portney & Watkins, 2009). All data in nonparametric analyses are
transformed into rank (ordinal) data and mean ranks calculated rather than mean scores.

The results of the Mann-Whitney U test is presented in Table 4.16. Several
differences in the pattern of results emerged. First, the NEQ-1, which was only
marginally significant using the parametric t-test demonstrated significance (experienced
nurses’ mean rank = 139.52 versus inexperienced nurses’ mean rank=105.63) indicating
that experienced nurses more often felt that the decision-making in the adolescent and

young adult was lacking.

Table 4.16: Mann-Whitney U Test Results for the NEQ

N Mann-Whitney Sig.
U test (2-tailed)
NEQ-1 270 2.31 .021
NEQ-4 270 294 769
NEQ-5 270 446 .655
NEQ Total 270 1.17 243
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Secondly, the NEQ 4, which was significant using a conservative adjustment for
heterogeneity in the parametric t-test became a non-significant variable reflecting the
lesser sensitivity frequently found in ordinal data. This suggests that the parametric
results should be viewed with caution until additional confirmatory evidence emerges.
Lastly, the significant differences found for NEQ Total scores similarly failed to be
replicated which is more expected given the failure of two out of the three components to
significantly differ.

Given the disparate findings between the parametric and nonparametric results, a
deeper investigation was conducted by looking at the individual item responses of the
NEQ instrument’s three subscales. There were five item responses in which the
inexperienced nurse and experienced nurse had mean scores that differed by greater than
0.4. This included four item responses from the NEQ-1 Decision-Making subscale and
one item from the NEQ-4 Informed Consent subscale. The mean scores and standard
deviations for the five item responses by the dichotomous inexperienced and experienced
nurses’ groups are displayed in Table 4.17.

Differences on the individual item responses were then analyzed using the
Levene’s test for equality of variances and the independent samples t test. The Levene’s
test showed significant heterogeneity in all five of the items (see Table 4.18), as well as,
significant t test results (unequal variances assumed) for Item #1: AYA patients consent
quickly and item #10: AYA patients would prefer the doctor to decide about their

participation in a cancer clinical trial.
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Table 4.17: Summary of NEQ Item Responses that Differed

NEQ Item response Experience | N Mean | Std. Deviation
1. AY A patients consent quickly 1* 32 1.91 1.304
2% 238 2.52 .988
5. AY A patients believe that the treatments in cancer clinical trials | 1 32 1.72 1.397
offer a better chance of a benefit than standard treatments 2 238 2.20 1.212
8. AY A patients will participate in anything that offers them hope |1 32 1.75 1.107
2 238 2.05 .868
10. AY A patients would prefer the doctor to decide about their 1 32 1.78 1.408
participation in a cancer clinical trial 2 238 2.77 1.154
19. AYA patients request to participate in cancer clinical trials 1 32 2.44 1.664
2 238 2.98 1.373

*5 years’ experience or less
**greater than 5 years’ experience

For item #1 the inexperienced nurses’ mean score was 1.91 and that of the
experienced nurses’ was 2.52, indicating that the inexperienced nurse tended to see the
item has present most of the time and the experienced nurse chose some of the time.
Interestingly, for this item the inexperienced nurse thought the AYA consented quickly
more often than the experienced nurse.

For item #10: the inexperienced nurses’ mean score was 1.78 and the experienced
nurses’ mean score was 2.77. In this case, the experienced nurse was more likely to
perceive that the AY A wanted their doctor involved in the decision. Although the other
three items did not demonstrate significance, item #8: AYA patients will participate in
anything that offers them hope was marginally so with a .070. The results of the
Levene’s test for equality of variances and the independent samples t test all five item
responses are displayed in Table 4.18.

The item responses were then analyzed using the Mann Whitney U test since the

significance of the Levene’s test suggested that their variances were not equal for
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all of the five items (#1, #5, #8, #10, and #19).

Table 4.18: Levene’s Test for Equality of Variances and Independent T test

participate in cancer clinical trials

Item Response Levene’s T
Test test
F Sig. T df Sig. Mean. Std
(2tailed) | Diff | Error
Diff

1. AY A patients consent quickly 6.23 .013 | -2.55 | 35.9 | .015 -.61 24
5. AY A patients believe that the 5.66 .018 | -1.86 | 37.5 | .070 -.48 .26
treatments in cancer clinical trials
offer a better chance of a benefit than
standard treatments
8. AYA patients will participate in 7.36 .007 | -1.46 | 36.3 | .154 -2.96 | .20
anything that offers them hope
10. AYA patients would prefer the 6.45 .012 | -3.82 | 36.8 | .001 -.99 .26
doctor to decide about their
participation in a cancer clinical trial
19. AYA patients request to 6.51 .011 | -1.76 | 36.8 | .086 -54 31

*Unequal variances assumed due to significant Levene’s results

The results of the analysis of all five items, including the mean ranks for the

inexperienced and the experienced nurse for the Mann Whitney U test, are displayed in

Table 4.19. Item #1 AYA patients consent quickly and item #10 AYA patients would

prefer the doctor to decide about their participation in a cancer clinical trial

demonstrated significance with the Mann Whitney U. For both of these items, the

experienced nurse had a larger mean rank score than the inexperienced nurse. The

inexperienced nurse perceived that the AYA consented to cancer clinical trials quickly

and let the doctor decide for them, more so than the experienced nurse. The other three

items did not demonstrate a significant difference in their mean rank scores with the

Mann Whitney U analysis.
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Table 4.19: Mann Whitney U Tests Results for the 5 NEQ items

NEQ Item Response 1=<5yrs
Mann Whitney U 2=>5yrs
N=270
Test Statistic Sig. Df Mean
Rank
1.U£;IIA patients consent 12.16 011 5 1 104.94
quickly 2 139.61
5. AY A patients believe that the
treatments in cancer clinical 14.49 098 5 ; Egg
trials offer a better chance of a '
benefit than standard treatments
8. AYA patients will participate
in anything that offers them 6.83 211 5 ; g%g
hope '
10. AYA patients would prefer
the doctor to decide about their 11.91 000 S L 88.72
S L 2 141.79
participation in a cancer clinical
trial
19. AY A patients request to
participate in cancer clinical 14.18 090 4 L 114.64
trials 2 138.30

AIM 2: To explore pediatric oncology nurses’ perceptions about advocacy behaviors
regarding 16-24 year old adolescent and young adult oncology patients who were
enrolled in experimental cancer clinical trials.

RQ 2.1: What are the perceptions of advocacy behaviors regarding adolescent and

young adult patients 16—24 years of age by pediatric oncology nurses?

The Protective Nursing Advocacy Scale (PNAS) is an instrument used to provide
a quantitative measure of nursing advocacy beliefs and actions from the patient protection
perspective (Hanks, 2010). Although the instrument evaluates four different domains

with respect to nursing advocacy actions for the purpose of this research two subscales of
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the PNAS instrument were utilized: PNAS-1: Acting as Advocate where items reflect
education and experience as influential on the ability to advocate, and PNAS-2: Work
Status and Advocacy Actions where items reflect the interaction between advocacy and
the workplace setting (Hanks, 2010). These two PNAS subscales utilize a 5 point Likert
Scale with response options of strongly disagree, moderately disagree, neither agree nor
disagree, moderately agree, and strongly agree. The instrument is scored with strongly
disagree =1 to strongly agree = 5. The highest achievable score for the scale’s 21 items
responses is 105, with 80 total for the PNAS-1 and 25 total for the PNAS-2.

A sample of 260 pediatric oncology nurses completed the instrument. The PNAS-
1 subscale is left skewed, which then skews the entire scale to the left slightly, which
results in mean scores clustered around the right side or tail of the distribution. On the
other hand, the PNAS-2 subscale is skewed slightly right of the center point. The mean
score for the instrument is 78.8 (sd 9.2). Table 4.20 presents the descriptive statistics for

the two subscales and the overall PNAS instrument.

Table 4.20: Summary descriptive statistics of PNAS and subscales (n=260)

Mean Median Min. Max. Skewness Kurtosis
(Standard (Interquartile | Score | Score
Deviation) Range)
PNAS-1 16 item 68.5 (8.3) 68 (11) 16 80 -1.89 10.76
PNAS-2 5 item 10.3 (4.2) 10 (5.0) 5 22 778 .046
PNAS Overall 78.8 (9.2) 79 (12) 26 102 -1.17 7.27

Table 4.21 depicts the numbers and percentage of responses for each Likert
category to each item of the PNAS-1 Acting as an Advocate (16 items). When reviewing
the percentages of each answer from the responses, the majority of participants responded

as moderately agree or strongly agree to most items. The few items that had strongly
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disagree or moderately disagree were the following items: #1. Patients need nurses to act
on their behalf (14%), #7. | am acting as my patient's voice when | am advocating for my
patient (11%), and #8. | am acting as the patient's representative when I am acting as the
patient's advocate (21%).

There were four items that had neither agree nor disagree greater than 10 % of
the time and these items were #1. Patients need nurses to act on their behalf (12%), #7. |
am acting as my patient's voice when | am advocating for my patient (17%), and #8. | am
acting as the patient's representative when | am acting as the patient's advocate (14%),
and #11. Nurses that act on a patient’s behalf are preserving the patient’s dignity (20%).
Overall, for the PNAS-1 subscale, most study participants responded favorably to the
majority of the advocacy statements, which indicates that they perceive advocacy action
behaviors in their role as pediatric oncology nurses with the adolescent and young adult

patient undergoing cancer clinical trials in their work setting.

Table 4.21: Acting as an Advocate — PNAS-1

Neither
Strongly | Moderately | Agree nor [Moderately | Strongly
Response category (%) n=260 Disagree Disagree Disagree Agree Agree
1. Patients need nurses to act on their behalf 19 17 32 106 86
(7%) (7%) (12%) (41%) (33%)
2. Nurses are legally required to act as patient 8 5 9 102 136
advocates when patients are perceived to be in danger (3%) (2%) (3%) (39%) (53%)
3. As anurse, | keep my patient's best interest as the 5 0 6 94 155
main focus of nursing advocacy (2%) (0%) (2%) (36%) (60%)
4. Nurses who understand the benefits of patient 5 3 12 86 154
advocacy are better patient advocates (2%) (1%) (5%) (33%) (59%)
5. 1 am acting on my patient's behalf when acting as the 3 10 16 111 120
patient's advocate (1%) (3%) (6%) (43%) (47%)
6. | speak out on my patient's behalf when acting as my 2 6 14 130 108
patient's advocate (<1%) (2%) (5%) (50%) (42%)
7. 1 am acting as my patient's voice when | am 6 22 45 103 84
ladvocating for my patient (2%) (9%) (17%) (40%) (32%)
8. | am acting as the patient's representative when | am 8 48 35 106 63
acting as the patient's advocate (3%) (18%) (14%) (41%) (24%)
9. | am advocating for my patient when | protect my 4 0 3 123 130
patient's rights in the health care environment (19%) (0%) (1%) (48%) (50%)
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10. | am acting as a patient advocate when | am 2 0 5 92 161
protecting vulnerable patients from harm (<1%) (0%) (2%) (36%) (62%)
11. Nurses that act on a patient’s behalf are preserving 3 8 51 107 91
the patient’s dignity (1%) (3%) (20%) (41%) (35%)
12. |1 am ethically obligated to speak out for my patients 2 0 2 81 175
when they are threatened by harm (<1%) (0%) (<1%) (31%) (68%)
13. Nurses that provide information to patients about 2 9 17 119 113
patient care are acting as patient advocates (<1%) (3%) (6%) (46%) (44%)
14. Patients have varying degrees of ability to advocate 3 1 4 122 130
for themselves (1%) (<1%) (2%) (47%) (50%)
15. Vulnerable patients need my protection in harmful 2 1 23 114 120
situations (<1%) (<1%) (9%) (44%) (46%)
16. Nurses are acting as advocates when nurses protect 2 2 6 124 126
the rights of patients to make their own decisions (<1%) (<1%) (2%) (48%) (49%)

The PNAS-2 subscale reviewed work status and advocacy actions (5 items). The
majority of respondents chose strongly disagree or moderately disagree to all of the
items in the subscale alluding to the fact that the work setting does not impede their
ability to advocate for patients. In addition, the neither agree nor disagree was chosen
from 9 - 17% of the time. One item had a response percentage of 12% to moderately
agree and that was “Nurses that speak out on behalf of patients may face retribution from
employers”. For the item, “I may suffer risks to my employment when acting as a patient
advocate,” there were 11% in agreement statements and another 14% of neither agree
nor disagree. Table 4.22 presents the percentages of responses for each of the items for

the 260 participants who completed the subscale.

Table 4.22: Work Status and Advocacy Actions — PNAS-2

Neither
Strongly | Moderately | Agree nor |Moderately | Strongly
Response category (%)  n=260 Disagree Disagree Disagree Agree Agree
17. 1 may suffer risks to my employment 73 123 37 23 4
when acting as a patient advocate (28%) (47%) (14%) (9%) (2%)
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18. Nurses that speak out on behalf of 70 121 36 31 2

patients may face retribution from (27%) (46%) (14%) (12%) (<1%)
employers

19. I may be punished for my actions by my| 103 118 23 16 0
employer when | inform my patients of their| (40%) (45%) (9%) (6%) (0%)
own rights

20. Nurses that speak out on behalf of 60 110 44 40 6
\vulnerable patients may be labeled as (23%) (42%) (17%) (6%) (2%)
disruptive by employers

21. When nurses inform and educate 83 127 32 17 1
patents about patient rights in the clinical (32%) (49%) (12%) (6%) (<1%)

setting, the nurses may place their
employment at risk

AIM 2: To explore pediatric oncology nurses’ perceptions about advocacy behaviors
regarding 16-24 year old adolescent and young adult oncology patients who were
enrolled in experimental cancer clinical trials.

RQ 2.2: Is there a relationship between the years of nursing experience and the
perceptions of nurses about their advocacy behaviors for 16-24 year old adolescent and
young adult oncology patients?

In order to explore if there is a relationship between the perception of nurses
about their advocacy behaviors and the pediatric oncology nurses’ years of nursing
experience, the summary statistics were first displayed and reviewed. There is little
difference in the mean scores between the pediatric oncology nurses with less than or
equal to five years of experience and the nurse with greater than five years of nursing
experience. Table 4.23 presents the summary descriptive statistics for the PNAS and its
subscales for the years of nursing experience (<5 years vs. > 5 years) for the

inexperienced nurse vs. the experienced nurse for the sample group.
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Table 4.23: Summary Statistics of PNAS & Subscales by Years of Experience

= < .
; _ E::ii::z N \ean | Standard st Error Skewness | Kurtosis
Deviation Mean
PNAS-1 1 31 68.97 11.55 2.07 -3.29 1491
2 229 68.48 7.79 .52 -1.29 7.73
Total 260 68.54 8.30 .52 -1.89 10.76
PNAS-2 1 31 10.32 4.04 .73 .25 -8.28
2 229 10.29 4.23 .28 .84 15
Total 260 10.29 4.2 .26 .79 .05
PNAS Total 1 31 79.29 12.11 .26 -2.78 12.42
Score 2 229 78.77 8.76 .58 -6.37 5.02
Total 260 78.83 9.19 .57 -1.17 7.27

The number of respondents for the two groups were uneven at 31 and 229,
respectively. In addition, there were two PNAS-1 scores of 16, meaning that strongly
disagree was chosen for all 16 items of the scale, which were outliers, with one
respondent in each dichotomous group of years of nursing experience. The PNAS
subscale had a range of scores from 5 (all strongly disagree) to 22, but is overall skewed
slightly right of the center point. The PNAS-1 subscale is skewed to the left and has more
variability in responses for the inexperienced group. The direction of the skewness is
unchanged by separating the mean scores by years of nursing experience.

To evaluate years of nursing experience both as dichotomous variable (< 5 years
vs. > 5 years), Pearson correlations were calculated the overall PNAS scale score and
each of its subscales. In addition, age was included as a continuous variable since it had
surfaced as a possible covariant in the preliminary analysis, although both age and years
of experience would increase in a linear trajectory. The resultant coefficients of the two
subscales and total PNAS were close to zero (0) and the p-values were all greater than
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.05, indicating there was not enough evidence to conclude there is a relationship or

correlation between either of the PNAS or its two subscales and years of nursing

experience. The Pearson’s correlations for the PNAS scale are displayed in Table 4.24.

Table 4.24: Pearson’s Correlations for PNAS Scale

Years in
Nursing Age Years in Nursing
(< 5yrs. vs. >5yrs.)
Pearson
PNAS-1 C_orrelatic_m .039 .057 -.019
Sig. (2-tailed) 536 360 760
Pearson
PNAS-2 C_orrelatic_m .013 .073 -.003
Sig. (2-tailed) 838 249 966
Pearson
PNAS Total C_orrelatiqn .041 -.018 -.018
Sig. (2-tailed) 515 770 767

The Independent samples t test was performed on the data to explore if there was

a difference between the pediatric oncology nurses’ dichotomized groups of years of

nursing experience and the mean score of each of the two PNAS subscales and the PNAS

total score. Table 4.25 displays the results of the analysis using the t test.

Table 4.25: Independent T Test for PNAS & subscales by Years of Nursing Practice

Levene’s

Test For 95% Confidence

Equality of Interval of the

\Variance Difference

Sig. (2- Mean
F Sig. t df | tailed) | Difference Lower Upper

PNAS-1 .560 455 1.51| 256 132 2.023 -.613 4.659
PNAS-2 .098 7541 .053| 256 957 .044 -1.572 1.659
PNAS Total .885 348 1.34| 256 181 2.067 -.971 5.104
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The Levene’s test showed no significance for either of the subscales or the PNAS
total instrument indicating homogeneity across groups. There were no significant
differences between the dichotomous groups of years of nursing experience groups on
mean scores for the two subscales or the total PNAS score, as well.

Figure 4.4 is the scatter plot of years of nursing experience as a continuous
variable and PNAS scale total score. It visually illustrates that there appears to be no
relationship between the overall PNAS scores and the years the pediatric oncology nurses
have been in nursing. The expected relationship would be that the pediatric oncology
nurse would learn and utilize more advocacy behaviors as they gain experience in the
advocacy situations and experience the work environment as favorable to advocacy

actions, providing a slope in a linear direction from left to right.

Figure 4.4: Scatter Plot of PNAS Scale vs. Years of Nursing Experience
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AIM 3: To examine if pediatric oncology nurses’ protective advocacy skills and
behaviors are related to perceptions of ethical issues that may arise in the process of
obtaining adequate and fully understood informed consent in the care of 16-24 year old
adolescent and young adult oncology patients, and whether their years of nursing
experience affect this relationship.

RQ 3.1: Is there a relationship between the nurses’ perception of advocacy behaviors
(PNAS) and their perceptions about and experiences with ethical dilemmas they have
encountered in obtaining informed consent (NEQ) from 16-24 year old adolescent and
young adult oncology patients?

In order to test the study question about the relationship between the pediatric
oncology nurses’ perception of advocacy behaviors and their experiences with the ethical
dilemmas that arise during the informed consent process, it was necessary to compare the
PNAS scale to the NEQ scale. First, each subscale was compared to each other and then
the overall scales. Pearson’s correlation was used to compare each of the NEQ subscales
to each of the PNAS subscales and then the total NEQ to the total PNAS scales.

In order to interpret results of the Pearson’s correlations it is useful to outline the
direction of meaning for each scale. Since the PNAS-1 (Acting as an Advocate) scores
the scale starting with 1= strongly disagree, the higher the total score on the subscale, the
more the participant sees the pediatric oncology nurse as an advocate for the AYA
patient. On the other hand, the PNAS-2 (Work Status and Advocacy Actions), utilizes
the same Likert responses, however a high score conveys that the work environment is
not conducive to advocacy behaviors. The NEQ, also a Likert scale for responses, has 1=

all of the time. Therefore, a lower score correlates with the items existing or necessary
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“all of the time” and is the outcome achieved if the informed consent and patient
knowledge of clinical trials are present, as well as, the AYA is able to utilize successful
decision —making skills.

The desired relationship would be low scores on the NEQ associated with high
scores on the PNAS-1 and low scores on the PNAS-2, meaning that the pediatric
oncology nurse works in an environment that allows for nursing advocacy actions and
perceive they can act upon ethical issues that may arise in the informed consent process
with adolescent and young adult patients. Conversely, high scores on the NEQ with low
scores on the PNAS-1 and high scores on the PNAS-2 demonstrate the opposite
relationship where the pediatric oncology nurse does not work in an environment
conducive to advocacy behaviors nor perceives that there is an adequate informed
consent process. As can be seen from Table 4.26, a relationship between the two
instruments cannot be established. The two scales overall scores do not demonstrate a
significant relationship (p > .05) when correlated. Although the PNAS-1 does

demonstrate a slight negative relationship with the NEQ, the correlation is not significant.

Table 4.26: Pearson’s Correlations for the NEQ and PNAS scales

NEQ-1 NEQ-4 NEQ-5 | NEQ Total

PNAS-1 Pearson Correlation -.020 -113 -.042 -.067
Sig. (2-tailed) 745 .068 .500 .280

PNAS-2 Pearson Correlation .030 1747 .249™ .166™
Sig. (2-tailed) 633 .005 .000 .007

PNAS Pearson Correlation -.005 -.023 .076 .015
Total Sig. (2-tailed) .940 711 224 .809

**_Correlation is significant at the 0.01 level (2-tailed).
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The PNAS-2 does demonstrate a relationship with the NEQ-4 and NEQ-5 (p < .05), but
not with the NEQ-1 (p > .05), indicating for the two Nursing Ethics Questionnaire (NEQ)
subscales (4 & 5) that work status and advocacy correlates with the nurses’ perception of
the informed consent process and patient knowledge.

The scatter plot for the NEQ and PNAS overall instrument scores, with each
compared to the other is displayed in Figure 4.5. Although there is somewhat of a
majority cluster of scores evident, there are many outliers including two scores that are to
the far left of the scatter plot. In addition, because the scatter plot results of the NEQ
were scattered throughout, the relationship to the more linear pattern of the PNAS could
not establish a relationship between the increase in the perceived knowledge of the
informed consent process and the advocacy actions behaviors of the pediatric oncology

nurses.

Figure 4.5: Scatter Plot of NEQ total score to PNAS total score
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AIM 3: To examine if pediatric oncology nurses’ protective advocacy skills and
behaviors are related to perceptions of ethical issues that may arise in the process of
obtaining adequate and fully understood informed consent in the care of adolescent and
young adult oncology patients 16-24 years, and whether their years of nursing experience
affect this relationship.

RQ 3.2: Do years of pediatric oncology nursing experience impact the relationship
between nurses’ perception of advocacy behaviors (PNAS) and their perceptions about
and experiences with ethical dilemmas they have encountered in obtaining informed

consent (NEQ) from 16-24 year old adolescent and young adult oncology patients?

The two instruments and their subscales were compared controlling for years of
pediatric oncology nursing experience as a continuous variable to see if the length of time
as a pediatric oncology nurse would impact the perceptions of nursing advocacy and
ethical dilemmas in the informed consent process with the 16-24 year old adolescent and
young adult oncology patient. The results of these analyses are presented in Table 4.27.

There was no demonstrated significant relationship between the two scales
controlling for years of nursing oncology experience, except the correlation between the
two subscales (NEQ-4 and NEQ-5) and the PNAS-2. The relationship of perceiving the
work environment favorable to advocacy behaviors with years of experience would be
expected, however there was not a relationship between the any of the NEQ subscales
and the PNAS-1. All three subscales of the NEQ demonstrate a very slight negative

correlation with the PNAS-1 and positive one with the PNAS-2, however it is not enough
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of a correlation to generate a significant result.

Table 4.27: NEQ vs. PNAS Controlling for Years of Oncology Nursing Experience

PNAS-1 PNAS-2 | PNAS Total

Years of NEQ-1 Correlation -.030 .037 -.010
Oncology Significance (2-tailed) .630 549 .873
Nursing Df 257 257 257
Experience NEQ-4 Correlation -118 77 -.025
Significance (2-tailed) .059 .004 .688

Df 257 257 257

NEQ-5 Correlation -.038 246 .078

Significance (2-tailed) 543 .000 210

Df 257 257 257

NEQ Total Correlation -.072 170 .013

Significance (2-tailed) 249 .006 .839

Df 257 257 257

The correlation result was negative meaning that a low score on the NEQ
corresponded with a high score on the PNAS-1 and vice versa. However, the correlation
was a positive result between the NEQ scale and the PNAS-2, implying that a low score
on the NEQ corresponded with a low PNAS-2 score. The NEQ and PNAS total scores do
not demonstrate a relationship to each other when accounting for years of nursing
oncology experience. Both the NEQ and PNAS scales were then compared to each other
controlling for other demographic variables of age and years of nursing experience to see
if these demographic characteristics would demonstrate a relationship.

The results of the partial correlation analyses comparing the two scales while
controlling for age, years of nursing experience, and years of oncology experience are
presented in Table 4.28. No significant relationship was demonstrated between the NEQ
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and the PNAS total scales when age, years of oncology experience, or years in nursing

were controlled.

Table 4.28: Partial Correlations of NEQ and PNAS

Controlling Variable Partial Correlation
Instrument PNAS
Oncology Years of NEQ Correlation .013
Experience Significance (2-tailed) .839
Df 257
Nursing NEQ Correlation .010
Years of Significance (2-tailed) 872
Experience Df 257
Age NEQ Correlation .014
Significance (2-tailed) .822
Df 257
Age\,(;gerasr(s)fog::orls;gng, & NEQ Correlation .011
Significance (2-tailed) .865
Df 255

Overall, there were no demonstrated significant relationships between the PNAS
and NEQ instruments and therefore, the study did not demonstrate that years of pediatric
oncology nursing experience impacted the relationship between nurses’ perception of
advocacy behaviors and experiences with ethical dilemmas encountered in obtaining
informed consent from 16-24 year old adolescent and young adult oncology patients.
However, because the group of inexperienced nurses was small (n=31) relative to the
experienced group (n=229), it may be that the sample size was not sufficient to

demonstrate a relationship for the data set.
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OTHER FINDINGS OF THE STUDY: NARRATIVE QUESTION

In addition to asking the study participants to complete the NEQ and PNAS instruments,
one narrative question was included in the study:

Describe in detail, as much as you can remember, an experience of the informed
consent process and/or an experience of a situation when you were called upon to be a
nurse advocate involving an adolescent and young adult oncology patient participating
in a cancer clinical trial.

Although the narrative question was included as the last question of the survey,
not all participants chose to answer the open-ended question section of the study. Of the
270 participants, 97 answered the narrative question either for nursing advocacy or
informed consent for the adolescent and young adult patient or both. Due to the open-
ended nature of the question, the participants could write as much or as little as desired,
which often resulted in multiple frequency counts for a single participant on category
data. The categories of narrative data used for the frequency counts were verified by an
outside reviewer.

For the narrative question as to the quality of the informed consent process for the
AY A patients, the most frequent responses were concerning parts of the process:
allowing adequate time for decision-making and questions, understanding of risks and
benefits of clinical trials, understanding the cancer clinical trial itself, the nurse being
called upon to answer questions for AY A and/or the parents, understanding the toxic/side
effects, and the AYA’s right to say “no” at any time. Other responses were shared but not

frequently voiced. The collective response categories to all of the narrative questions are
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outlined in Table 4.29. Many wrote of the nurse’s role in the informed consent process

and how the process itself led to advocating for the AYA.

Here are several examples of the responses to the narrative question regarding

informed consent:

“The times | have been present during consenting, | would have to say 99% of the
family and patient are in complete shock. They just do not want to be sick and die, so my
personal belief is they would sign just about anything to achieve the goal to live. Giving
the family and patient time to digest the information and formulate questions after
reviewing the consent is always best... The level of education/ability to understand the
information needs to be taken into consideration also. Speaking to patients and family

using words they understand is paramount.”  Participant #197

“Informed consent was first discussed in nursing school and rarely discussed

thereafter...”  Participant #216

“It is not unusual for a teen to confide in their nurses how and what they are
feeling--things they do not wish to tell parents for fear of upsetting them. Also the nurse
can ask in a nonjudgmental manner if the teen has questions and understands what is

going on now, and things to expect in the future.” Participant #197
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“In most consent situations, I review all pertinent info with the AYA patient as
part of the consent process. Both the attending and | directly address the patient when
getting consent as well as the parents. Child/parent dynamics can be complicated so all
people in the room have a chance to speak independently. They are also given the chance

to speak alone if requested.” Participant #4

“I have helped answer questions from teenagers who are undergoing the clinical
trial consent process. These questions are usually about how treatment will affect their

lives outside of the hospital.” Participant #275

Table 4.29: Narrative Question Responses for Informed Consent

Describe in detail, as much as you can remember, an experience of the informed consent
process and/or an experience of a situation when you were called upon to be a nurse
advocate involving an adolescent and young adult oncology patient participating in a
cancer clinical trial.

Category Frequency
Allowing adequate time for decision-making/questions 34
Understanding of risks/benefits of clinical trials 28
Understanding of cancer clinical trials 23
Nurse called upon to answer questions for AYA and/or parents 21
Understanding of toxic/side effects 18
AYA’s right to say “no” at any time 14
AYA looks to/wants to please parents 9
Allowing adequate time to decide 9
AYA does not give Consent/Parents supportive 7
AYA comprehends Informed Consent documents 6
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AYA does not give Consent/Parents unsupportive 5
AYA and/or Parents have unrealistic expectations 5}
RN left out of Informed Consent process 5
AYA wants to please provider/research team 4
Treatment given without patient assent/Prognosis withheld by parents 4
AYA gives Consent/Parents Supportive 4
Ability to comprehend/understand language 2
Diagnosis or Prognosis not known to AYA (by parents) 2
AYA assent/Parents’ Consent 2

Since the narrative question also included any experiences regarding advocacy,
the most frequent actions that the pediatric oncology nurses indicated they participated in
were answering questions/allowing for adequate time for decision making, advocating for
AYA patient when parents were involved or their decision differed from the patient, and
advocating for full comprehension of the clinical trial to which they consent. In addition,
nurses wrote examples of advocating for End of Life (EOL) wishes, advocating for the
understanding of alternatives and the patient’s beliefs, intervening in the process by
utilizing other resources, such as the ethics committee or social work, and advocating for

adolescent and young adult patients’ voice.

Here are several examples of the participants’ responses to the narrative question

regarding advocacy:

94



“Patient advocacy is constant and ongoing as a clinical research nurse
coordinator for all patients and their families involved in the clinical trials that |

manage.”’ Participant # 207

“When obtaining informed consent, | advocated by asking for clarification on
specifically what our treatment goal was- as in palliative (control) vs cure. This is a very
important aspect when consenting a patient, so they have realistic expectations of
treatment goal. When specifying palliation (control) vs cure it can open up the

conversation more for a better understanding.” Participant #38

“I am fortunate to work at a facility that has a culture of respecting patient
rights.... | am free to voice disagreement without fear of any negative consequences.”

Participant #53

“l am a strong advocate of ongoing education for all families. The treatment
plan and accompanying consent should be reviewed throughout treatment. Nurses must
be advocates for their parents and in my years of nursing I cannot remember an

incidence when a nurse advocated for the patient with intent to do harm.”

Participant #197

“A cognitively delayed patient whose cancer was not responding to treatment was

19 years old. At the end of the day, bedside RN's were instrumental in being advocates
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involving Social Work and the Ethics committed to sift through the many issues, legal and

ethical.” Participant #28

The categorical frequency of all responses by the study participants to the question of
sharing a detailed time as much as you can remember when you were called upon to be a

nurse advocate is summarized in Table 4.30.

Table 4.30: Narrative Question Responses for Nurse Advocacy

Describe in detail, as much as you can remember, an experience of the informed consent
process and/or an experience of a situation when you were called upon to be a nurse
advocate involving an adolescent and young adult oncology patient participating in a
cancer clinical trial.

Category Frequency
Advocating for full comprehension of the clinical trial to which they 25
consent

Advocating for understanding of benefits/side effects 24
Advocating for End of Life (EOL) wishes 17
Advocating for AY A patient when parents involved or their decision 14
differs

Advocating for understanding of alternatives/beliefs 13
Intervening in process by utilizing other resources (ethics, social work) 11
Advocate for AYA patients’ voice 11
Advocating for treatment withdrawal or refusal of participation in clinical 9
trial.

Advocating that AY A and/or family is overwhelmed 7
Advocating for AYA patient with physician or clinical trial team 6
Advocating when AYA sees last “hope” 5
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Nurses able to voice opinion without fear 4
Physician/PI pushing clinical trial on AYA 3
Advocating for home vs hospital therapy 2
Advocating with AYA'’s insurance coverage 1

CHAPTER SUMMARY

In summary, the demographic profile of these 270 pediatric oncology nurse
participants reflected some notable differences among this group from nurses in other
clinical specialties as noted in a national DHHS nurse survey (2019) -This oncology
group not only had more years of clinical experience but a greater number (90%) held
advanced degrees than the national average of non-oncology nurses. The majority of
nurses in the study indicated that they were affiliated with a teaching hospital, and
importantly, a large majority provided direct care to their adolescent and young adult
cancer patients.

Although these participants’ reflected lengthy and in-depth experience in
oncology nursing, this study was not able to establish a relationship between the years of
nursing or oncology experience for the pediatric oncology nurse participants in the study,
and the quality of the informed consent process, except with a select few item responses
on the NEQ questionnaire. The overall favorable responses for the PNAS-1 reflected that
pediatric oncology nurses felt strongly that they advocated for their adolescent and young
adult patients, but did not demonstrate that the behaviors were affected by years of

experience. The PNAS-2, which examined work status and advocacy action behaviors,
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also did not demonstrate a statistically significant difference in mean scores with years of
nursing experience. The NEQ subscales were revised after exploratory factor analysis
provided indications of the 3 concepts of the subscales but in different order. The newly
revised NEQ was used in the final analysis. The PNAS scale was utilized as developed
by Hanks (2008). Comparisons of demographic data and total NEQ and PNAS scores
did not indicate significant differences between groups of participants for the
demographic data, including the years of experience.

Optional narrative responses were written by 97 of the participants with a wide
variety of categories for both informed consent and nursing advocacy actions when
caring for the 16-24 year old adolescent and young adult oncology patient. The
relationship of the NEQ and PNAS findings to the theoretical framework, along with

implications for nursing, is discussed in Chapter 5.
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CHAPTER 5: DISCUSSION AND RECOMMENDATIONS

INTRODUCTION

This Chapter provides a brief overview of the study’s purpose and rationale, a
discussion of the major findings of the study and a synthesis of findings relative to the
theoretical framework and relevant research noted in the review of literature. It also
addresses important implications of key study results for oncology nurses related to
informed consent and patient advocacy with adolescent and young adult patients. The
chapter concludes with a discussion of the strengths of the study and potential limitations
as well as recommendations for future research that can further examine nurses’ critical
advocacy roles and actions related to the informed consent process with this unique, often
vulnerable population of adolescents and young adults.

The purpose of this exploratory research study was to examine nurses’
perceptions of ethical issues that may arise in the process of obtaining informed consent
in adolescent and young adult oncology patients enrolled in experimental clinical trials,
and secondly, to examine the extent to which nurses engage in protective advocacy
behaviors and actions on behalf of those patients. The relevance and significance of this
study is underscored by the large and growing number of both older adolescent and
young adult patients who are increasingly being diagnosed with specific forms of cancer
including leukemias, lymphomas, and brain tumors and enrolled in clinical trials (Siegel
et.al, 2018). Although the overall survival rate of this age group has increased, studies
suggest that they often do not respond as well as adults to conventional or experimental

treatments and often have to extend treatments beyond a five year period due to relapse
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or related illnesses (Keegan, et.al, 2016). This group of older adolescents and young
adult patients are increasingly being required to assume responsibility for their own
informed consent to treatment in place of their parents who have traditionally been
responsible for consent. However, there has been very limited related research which
examines actual or potential ethical issues regarding the quality of the informed consent
process for this age group, and importantly, their level of comprehension of proposed
treatments and the overall consent process.

Pediatric oncology nurses who provide direct care for this age group in the U.S
are in a unique position to serve as their advocates as they navigate the informed consent
process and enter into treatment and clinical trials. Although physician researchers and
scientists have legal responsibility based on federal and state regulations for obtaining
informed consent from these young patients before they can be enrolled in a clinical trial,
oncology nurses are a vital link between researchers and their patients. In spite of their
signficant caregiver roles with this age group of patients, however, there has been a
stirking lack of research which has addressed pediatric oncology nurses’ percpeptions
about ethical issues in the informed consent process and their actions to help advocate for
their adolescent and young adult oncology patients.This current study addressed those

substantial gaps in research.

DEMOGRAPHIC CHARACTERISTICS

The sample for this study consisted of 270 oncology nurses drawn from a national
population in the U.S. who currently provide care to adolescent and young adult patients

with cancer. The overall demographic profile of this sample provided an informative
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snapshot of the participants and also reflected several noteable differences between this
group and those from a recent national nurse survey conducted by DHHS (2019). Nurse
participants were largely White/Caucasian (86%) and female (98 %), and a mean age of
44.7 years (sd=11.58). The majority of nurses (94%) had at least a bachelor’s degree,
and of interest is that 39% had a Master’s degree in Nursing, with 8% a Doctorate. The
years of oncology nursing experience ranged from 1 to 45 years, with a mean of 15.6
years (sd=10.20). In addition, they reported that their clinical work setting was largely in
a teaching hospital (61.5%) and most nurses were involved in patient care (72.9%).

In comparison, statistics for nursing demographics from the 2018 National
Sample Survey of Registered Nurses reflect that the White/Caucasian nursing population
was 73.3% with 26.7% self-identified as minorities. The percentage of females in the
profession was listed as 90.4% (9.6 % were male) and 68.8% of nurses had a Bachelor’s
degree or higher, 19.3% with a Master’s degree, 1.9% a doctorate (US DHHS, 2019).
The average reported age for a nurse in the national study was 47.9 years.

This level of advanced education reflected in the study group may contribute to
nurses’ greater knowledge and confidence in clinical skills and decision-making and may
influence then to go to greater lengths to advocate for their patients.

Another important distinction from the National Nurses’ Survey data is that the
current study group was largely a much more experienced work force. The mean number
of years of oncology nursing experience for the group was 16.4 years and years of
nursing experience was 19.92. That level of experience as a nurse clinician, specifically

in oncology, could promote greater feelings of nurse efficacy and willingness to serve as
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advocates for adolescent and young adult patients, as well as, more opportunities to
participate in informed consent deliberations.

In addition to participants being a more experienced group of nurses, the majority
of pediatric oncology nurses (61%) worked in a teaching hospital and 28% worked in an
outpatient clinic, and importantly, 73% of the nurses provided direct patient care. It is
noteworthy that study participants reported that 97% of their adolescent and young adult
patients participated in cancer clinical trials in their specific work setting. Importantly,
this indicates that this group of respondents was familiar with the informed consent
process for adolescent and young adult oncology patients entering clinical trials, as well

as awareness of possible ethical and other issues that may arise in the process.

D1scussION OF MAJOR FINDINGS

The purpose of this study was to explore pediatric oncology nurses’ perceptions
of ethical issues that may arise in the process of securing informed consent in adolescent
and young adult oncology patients enrolled in experimental cancer clinical trials and to
examine the extent to which the nurses engaged in protective advocacy behaviors related
to informed consent. In addition, the study examined whether years of nursing experience
impacted the nurses’ perceptions about the ethical adequacy of the informed consent
process and the presence of nursing advocacy behaviors.

AIM 1. The first Aim was to explore pediatric oncology nurses’ perceptions of
ethical issues related to the process of obtaining informed consent in 16-24 year old

adolescent and young adult oncology patients who were enrolled in experimental cancer
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clinical trials. Nurses were queried about their perceptions of ethical issues that arose
during the informed consent process and the extent of adolescents and young adult
oncology patients’ understanding and comprehension of cancer clinical trials utilizing the
Nursing Ethics Questionnaire (NEQ). Previous pediatric researchers who have studied
patients’ and/or their parents’ knowledge of the research process and specific protocols
found that many research participants of any age were misinformed about research and
had incomplete comprehension of information (Poston, 2016; Flory & Emmanuel, 2004;
Corbie-Smith, et al., 2002; Freimuth et al., 2001; Joffe, et al., 2001)

Although this study explored pediatric oncology nurses’ perceptions of possible
ethical issues related to informed consent rather than directly querying their adolescent
and young adult patients, the results related to question one regarding the decision
making skills (see Table 4.15) paralleled several of the previous findings of other
researchers (Unguru, 2010; Hickey 2007; Ruccione, 1991). The total mean score for the
NEQ (Nursing Ethics Questionnaire) was 64.8, reflecting that most pediatric oncology
nurses who responded perceived that the informed consent process was not adequate all
of the time, as perceptions of thorough consent would have equated to an NEQ score near
or at 28. According to the instrument, lower mean scores on the NEQ scale demonstrate
perceptions of higher adequacy and comprehension of the overall process of informed
consent for cancer clinical trials. In addition, there was a 5 point difference in the mean
scores for the NEQ total scale score between the experienced nurse (Total NEQ mean=
65.39) and the inexperienced nurse (Total NEQ mean= 60.25) indicating that the more

experienced nurses reported perceptions of greater inadequacy in the informed consent
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process for the adolescent and young adult patient. As previously noted, the majority of
NEQ subscales failed to correlate with years of nursing experience which
resulted in a similar failure when using the NEQ total score.

However, it’s important to note that of the NEQ subscales, the NEQ-1 Decision-
making subscale did demonstrate a significant positive Pearson’s Correlation (r=.189,
p=009) , indicating that greater years of experience is related to more negative
perceptions of adequacy in the informed consent process for the study participants
(Table 4.14). In addition to revealing the added depth of insight displayed by more
experienced nurses, this finding dramatically illustrates the necessity of using subscales
that parse a phenomenon into succinct domains rather than global total scores that may
mask important distinctions.

Additionally, two individual item responses on the NEQ instrument did
demonstrate significance (p <.05; see Table 4.18). These items included nurses’
views/perceptions about the extent to which: 1). Adolescent & Young Adult (AYA)
patients consent quickly, and 2). AYA patients would prefer the doctor to decide about
their participation in a cancer clinical trial. In these items, the inexperienced nurse felt
the AY A contributed to the process at least most of the time on average, yet importantly,
the experienced nurses gravitated toward the belief that this group of adolescent and
young adult patients were involved in the informed consent process only some of the
time. This significant association between the increased number of years that the
pediatric oncology nurse has been practicing, and how knowledgeable they perceive the
adolescent and young adult patient to be regarding the informed consent process,

indicates that the more experienced the nurse, the more cautious they are about whether
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they believed the adolescent and young adult had both an adequate understanding and
knowledge of the process all of the time.

Another substantive finding for AIM 1 was that the pediatric oncology nurses in
the sample frequently indicated that these patients “wanted the doctor to decide”, which
had not been previously reported in the literature. In addition, pediatric nurse participants
selected the item response option of don 't know to several items reflecting components
of the informed consent process. For example, as many as 29% of participants chose
don’t know for items of the NEQ-1 subscale related to the AYA’s overall decision-
making skills, alluding to the belief that they could not assess if the decision making
skills were present. This response demonstrated ambiguity in the nurses’ overall
assessment of the AY A’s capability and comprehension of the informed consent process.

Since pediatric oncology nurses are responsible for the overall care of the
adolescent and young adult and have continuing close interactions with them and their
families over time, they are in a unique position to provide information regarding the
informed consent process and to gauge the AYA’s response. In addition, since the
findings indicate that these pediatric oncology nurses rarely selected the option that their
patients fully participated in the process and fully understood key information all of the
time but instead selected the options most of the time or some of the time, reflects that
there is a pressing need to improve the quality and comprehension of informed consent
for the adolescent and young adult.

Aim 2. The second Aim addressed pediatric oncology nurses’ advocacy behaviors
and utilized a tool (Protective Nursing Advocacy Scale-PNAS) developed by Hanks

(2008) to measure nursing advocacy beliefs and actions from the perspective of patient
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protection. Based on analysis of data drawn from participants’ responses to this
instrument, there was little difference in the mean scores on the PNAS subscales, and that
difference persisted when the years of nursing experience were compared. However,
there was more variability in the PNAS-1 scores for the inexperienced group. This may
reflect lesser confidence for the inexperienced nurse regarding their role in advocacy.
This is not a surprising result since it seems intuitive that nurses would learn more about
advocacy and engage in more advocacy-related actions as they gain experience in their
role.

The study results from these participants’ responses to the advocacy scale did
support previous researchers’ findings of nurses’ advocacy behaviors in speaking out,
acting on behalf of patients, and preserving the patient’s dignity (Bu & Jezewski, 2007;
Choi, 2015; Hanks, 2008; Chafey et al., 1998) and acting as the patient’s voice
(Davoodvand, et al., 2016; Haylock, 2015; Kalaitzidis & Jewel, 2015; Hank, 2010; Foley,
et al., 2000).

Aim 2 also examined the possible association between nursing advocacy
behaviors and years of nursing experience; however no significant differences were
demonstrated in the overall scores for nursing advocacy behaviors related to the nurse
participants’ years of experience. This study found no significant differences between the
perceptions of nursing advocacy behaviors and the experience levels of the nurses
surveyed which is similar to Thacker’s (2008) findings but differed from Abbaszadeh,
et al.’s (2013) findings of significant differences in nurse advocacy based on experience.

Aim 3. The third Aim of the research study explored informed consent and

nursing advocacy behaviors and how, if any, the years of experience impacted the
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responses. There was a demonstrated association between the NEQ-4 Informed Consent
and NEQ-5 Patient Knowledge subscales and the PNAS-2 Work status and Advocacy
Actions. Overall, nurses who felt that their work environment was conducive to advocacy
actions recognized their role in securing informed consent and improving patient
knowledge. This was shown for both the inexperienced and experienced nurses. No
association was demonstrated between the PNAS-1 Acting as an Advocate and any of the
three NEQ subscales. The years of nursing experience did not demonstrate a correlation,
and neither did the nurses’ age or years in oncology. While the absence of evidence (i.e.,
failure to reject the null hypothesis of no effect) is not evidence of absence, failure to find
relationships between the PNAS and NEQ dimension suggest that there is still much
work to do to ensure that adolescent and young adult patients have the knowledge,
decision-making, and understanding of the informed consent process to participate fully
in the process, as well as, to equip the pediatric oncology nurse with the skills necessary
to have conversations with this vulnerable age group.

Data from the narrative section of the study provided candid, insightful and often
poignant statements and reflections about the nurse participants’ experiences and
perceptions about informed consent with adolescents and young adult patients with
cancer. It is notable that ninety-seven of the nurse participants took the time to share
individual experiences and responses to and actions taken when ethical and /or other
issues arose. They were asked to share an experience about the informed consent process
and/or an experience of a circumstance in which they were called upon to be an advocate
on behalf of an adolescent or young adult oncology patient participating in a cancer

clinical trial.
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Based on their experiences related to the informed consent process, the nurse
participants’ narratives reflected several themes that they believed were critically
important in facilitating the AY A patients’ understanding of the process. These included
allowing adequate time for decision-making and questions, helping them understand the
potential risks and benefits of clinical trials, as well as, potential toxic side effects of
treatment, their ethical and legal right to say “no” or refuse experimental treatments at
any time, and the importance of family involvement in the process when feasible. These
narrative responses expanded on the survey questions by adding unique dimensions of the
informed consent process with adolescents and young adults.

One of the most important findings that emerged from the narratives was the
extent to which these pediatric oncology nurses reported that they had engaged in various
forms of advocacy on behalf of their adolescent and young adult patients. For example,
they took extra measures to ensure that their patients fully comprehended the nature and
rigor of clinical trials, as well as, had a better understanding of the possible benefits and
potential harsh side effects. Many also noted that they had engaged their patients who
were terminally ill in important discussions about their beliefs and preferences regarding
end of life (EOL) and possible withdrawal of life-supportive treatments. They also noted
their discussions with older adolescent and young adult patients regarding some of the
difficult issues that arise when parents want to be more involved in decision-making or
when their decision differ from the adolescent and young adult.

These narrative findings of very active nursing advocacy reinforce the research
findings of Gerber (2018), Selander, et al., (2012), Grace (2001) and others that advocacy

is a fundamental and crucial part of ethical nursing practice. These narrative responses, in
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conjunction with the Advocacy survey responses, underscore that there are often inherent
ethical issues in the informed consent process with the adolescent and young adult and in
response, pediatric oncology nurses’ often engage in on-going advocacy actions and
behaviors. Pediatric oncology nurses are in a unique position to make a positive impact

on the informed consent process for adolescent and young adult.

SUMMARY OF FINDINGS

The demographic profile of study participants revealed that they were a very
experienced workforce with a majority having advanced educational degrees and that a
majority worked in a teaching hospital. Importantly these nurses reported that ninety
seven percent of their patients were enrolled in ongoing clinical trials which reinforces
the need for nurses to be actively engaged in the informed consent process. The majority
of this sample was female and White /Caucasian, so the perspectives and experiences of
male and ethnically diverse participants could not be adequately examined.

Although the demographic variables of education, age, role, setting, and
certification did not have an anticipated impact on the study’s results, there were
significant findings that are directly related to study questions. For example, years of
experience did emerge as a differentiator when addressing nurses’ confidence in the
adequacy of a patient’s comprehension and understanding of the informed consent
process. The fact that experience gave nurses needed insight and confidence to act as
advocates for young patients highlights opportunities for utilizing other mechanisms

(e.q., education, research opportunities, mentoring) to bolster greater efficacy in nursing
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staff. The Nursing Ethics Questionnaire (NEQ) had two individual item responses that
demonstrated significance in the adequacy of informed consent between the experienced
and inexperienced nurse. Lastly, the high number of qualitative responses from nurses
who answered the optional narrative question provided a range of anecdotal experiences,
comments and thoughts on informed consent and nursing advocacy in the adolescent and
young adult population speaks strongly to the need to utilize feedback mechanisms that

might not have been captured with the format of a survey guestionnaire alone.

THEORETICAL FRAMEWORK RELATIONSHIP

Gadow’s pivotal concept of existential advocacy was the guiding theory for this
research study since pediatric oncology nurses can often play a critical advocacy role in
assisting adolescent and young adult patients determine and clarify their beliefs, values,
and goals with the available treatment options (Gadow, 1989). Although adolescents are
not yet adults, their ability to make decisions about their course of treatment and medical
care has been shown to be accepted by professionals in pediatrics and in child
development. Older adolescents and young adults are recognized as adept with self-
determination, especially in the presence of life-threatening illness (Caplan, 2007,
Frankel, et al., 2005). The results of the study underscore that pediatric oncology nurses
often see themselves as advocates for the adolescent and young adult population and
clearly recognize many of the actual or potential ethical issues that are inherent in
informed consent as many parts of the process are not seen as completed all of the time.

Responses by pediatric oncology nurses to the NEQ and PNAS instruments, which
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explored the adolescent and young adult’s self-determination and ability to make their
own decisions, supported Gadow’s (1980) ideal nurse—patient relationship that
encourages the adolescent and young adult to decide for themselves about all personal

matters, which includes healthcare decisions.

STRENGTHS

One of the major strengths of this research is that it was one of the first studies in
the U.S. to examine nurses’ perceptions about the adequacy of and ethical issues that may
arise in the informed consent process with adolescent and young adult oncology patients.
In addition, the study explored an important related question - was there a possible
relationship between nurses’ perceptions about the quality and ethical nature of the
informed consent process and their decisions to engage in advocacy on behalf of their
patients. There has been a striking overall lack of research within the nursing profession
about specific actions that nurses have taken or may take to protect their patients when
they believe there are possible ethical violations. In addition, although adolescent and
young adult patients are a growing segment of the population recruited into cancer
clinical trials, there has been limited research about the nature of their knowledge about
and/or participation in the informed consent process. Furthermore, survey questionnaires
were fully completed and returned by pediatric oncology nurses in 44 states which
provides a nationwide representation. Importantly, ninety-seven pediatric oncology
nurses responded to the optional opportunity to share a narrative describing an experience
related to informed consent issues with adolescents or young adults, demonstrating that

many nurses are compelled to share their experiences when invited to do so.
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STUDY LIMITATIONS

There were a number of limitations in the current study including the use of a
non-randomized convenience sample of 270 pediatric oncology nurses recruited from
across the U.S. which may limit the generalizability of the results to a larger population
of oncology nurses. The limited sample size and the relatively small number of
inexperienced nurses may have affected the ability to find a relationship between the
experienced and inexperienced nurse in both the adequacy of informed consent and
nursing advocacy behaviors. Furthermore, the online survey format, although seemingly
easier to reach a large audience of pediatric oncology nurses across the United States,
was negatively impacted by email security and firewalls. It is also possible that the
nurses did not open the email survey because they did not recognize the sender, or the
email server sent the email inquiry to the junk or spam folder.

The demographic characteristics of the sample related to gender, ethnicity, and
education affected its generalizability to the larger population of nurses. In addition, the
Nursing Ethics Questionnaire’s (NEQ) item selection choice of don 't know and the
neither disagree nor agree of the Protective Nursing Advocacy Scale (PNAS) may have
encouraged the participants to choose a neutral response. Lastly, the self-participation
survey may have only captured pediatric oncology nurse participants who had a specific

interest in the topic of informed consent in the adolescent and young adult patient.

IMPLICATIONS FOR NURSING

One of the major implications of this study’s findings is a need for oncology
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nurses to develop a greater awareness of the overall complexity and impact of the
informed consent process for adolescent and young adult oncology patients. This process
is often challenging and complicated by the relative maturity of adolescents and young
adults to make critical informed medical decisions on their own behalf, as well as,
potentially powerful family dynamics among parents who may believe they should retain
their longstanding decision authority. The adolescents/young adults’ informed consent
can also be greatly affected by their often dynamic and evolving health care status as they
progress through various stages of cancer and treatments.

Although the study found only a marginal difference in inexperienced and
experienced nurses’ informed consent, results suggested that novice nurses working with
adolescent and young adults often overestimated adolescents’ knowledge about and
actual involvement in the informed consent process. Those nurses may need more
education and guidance about the process. One of the striking implications for nursing
was the finding that nurses who believed their work environment was conducive to
advocacy actions recognized their unique role in facilitating informed consent and in
improving their patients’ knowledge of and participation in the process.

The anecdotal experiences cited in the narrative responses highlighted nurses
increased awareness of the importance of family and peer dynamics, interdisciplinary
teams’ collaboration, and support for nursing advocacy behaviors when working with the
adolescent and young adult oncology patient. Lastly, nurses can potentially affect policy
decisions in their practice regarding the process that is used to obtain informed consent
with this group of AYA’s, as well as, help improve the quality of information about

clinical trials and evaluation of patients’ understanding of that information. Nurses’
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strategic engagement in the informed consent process, including advocacy actions on
behalf of their patients when needed, can potentially improve the safety and quality of
patient care for this age group and may have broader effects on the informed consent

process used with other groups of patients.

RECOMMENDATIONS FOR FUTURE RESEARCH

Based on the findings of this current exploratory study, there is a need to replicate
this study among a larger, more representative sample of pediatric oncology nurses that
include nurses who are more ethnically diverse and also have a broader range of years of
oncology nursing experience with adolescent and young adult cancer patients. Expanding
the diversity and experience levels of the nurse sample may provide more substantial
data about the differential impact of those variables on nurses’ perceptions about the
adequacy of the informed consent process with their adolescent and young adult patients
and their decisions to engage in advocacy on their behalf.

There is also a need for parallel research that examines the informed consent
process from the perspective of the adolescent and young adult patients themselves, as
well as, potential ethical issues that may arise with this unique population. Adolescent
and young adult patients remain a vulnerable population and both quantitative and
qualitative studies could provide valuable information regarding their perspectives and
experiences with the informed consent process. In addition, there is a need for future
studies that further examine the extent and nature of nursing advocacy behaviors among

pediatric oncology nurses and other nurse specialty groups.
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CONCLUSIONS

The results of this exploratory study provided further support for the current body
of related research literature that suggests the informed consent process that is currently
used with adolescent and young adult oncology patients who are recruited into clinical
trials is often very inadequate. The results of this study reflect that oncology nurse
participants recognized that adolescent and young adults may not fully understand the
impact of their decisions, the complex nature of cancer clinical trials, or how it will
impact their survival and daily lives. Based on that knowledge, this group of nurses
reported that they often take advocacy actions to try to improve their patients’
understanding and protect their health and safety.

Finally, the results point to a critical need for ongoing research related to the
ethical and potential legal issues in the informed consent process with this vulnerable
group of adolescent and young adult patients, as well as additional research which
addresses differential knowledge and advocacy responses of both inexperienced and
experienced oncology nurses as well as those from differing ethnic and cultural
backgrounds. There is also a pressing need for seminal research which examines the
perspectives and experiences of adolescent and young adult oncology patients relative to
informed consent and their involvement in decision-making about entering experimental

cancer clinical trials.
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APPENDIX A: DEMOGRAPHIC DATA INFORMATION SHEET

Demographic Information:

The following questions ask about your work in oncology and background
information about yourself. Unless otherwise indicated, please circle ONE response only.

1. Caucasian
2. African American

3. Hispanic
4. Asian
5. Other

Are you: How many years have you been in Nursing?
1. Male
2. Female What is your age?
Ethnicity: What is the highest qualification you have obtained?

1. Associate degree

2. Bachelor degree

3. Master degree

4. Doctorate

5. Other (Please Specify)

U.S. state in which you are employed:

Which Nursing Certification do you currently have?
1. ONC
2. APHON
3. Other (Please specify)

Do adolescent and young adult patients (AYA)
participate in cancer clinical trials in your work
setting?

Yes No N/A

What percentage of AYA patients in your work
setting do you estimate are participating in cancer
clinical trials:

1. 0%

2. 1-25%

3. 26-50%

4. >50%

5. Not applicable (not involved in clinical
care)

In what type of setting do you work?

=

Hospital - Teaching
Hospital — Non-teaching
3. Other - clinical setting

(please state)

n

4. Other - non-clinical setting
(please state)

In what field of nursing do you work (if you work in
more than one area, please circle the PRIMARY
field in which you work)?

1. Patient care

2. Education

3. Administration

4. Clinical Research

5. Other (please specify)

What percentage of your work time is devoted to
adolescent and young adult (AYA) oncology
patients (please circle one box only)

1. 0%

2. 1-25%

3. 26-50%
4. >50%

5. Full time

How many years have you been working in
oncology?
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APPENDIX B: NURSING ETHICS QUESTIONNAIRE (NEQ)

This survey asks a series of questions about your opinions and experiences as a nurse
regarding cancer clinical trials. While you may not be involved directly in the care of
adolescent and young adult patients participating in clinical trials, your views and
perceptions about these issues are important.

1 = All of the time 3 = Some of the time 5 = Never
2 = Most of the time 4 = Rarely 6 = Don’t know

About adolescent and young adult patients who decide to participate in cancer
clinical trials: How well do the following statements reflect your perception as a nurse
of adolescent and young adult patients’ decisions to participate in cancer clinical trials?
For each item please circle the one response which best indicates your view.

. Patients understand why they participate in cancer clinical trials

. Patients want to participate in cancer clinical trials

. Patients request to participate in cancer clinical trials

. Patients have unrealistic expectations of treatments on cancer clinical trials

. Patients believe cancer clinical trial treatments offer a better chance of benefit

. Patients who participate in cancer clinical trials are more motivated to do well

. Patients don’t like being asked to be in cancer clinical trials

. Patients will participate in anything that offers hope

. Patients will participate in cancer clinical trials even if they know the treatments will
not cure them

About assessment of informed consent: How well do the following statements reflect
your perception as a nurse of the consent process in cancer clinical trials? For each item
please circle the one response which best indicates your view.

. Patients consent freely

. Patients have enough time to decide whether to participate in cancer clinical
. Patients don’t understand the risks of participating in cancer clinical trials

. Patients are willing to participate in cancer trials of toxic treatments

. Patients are unrealistic in expecting benefits from cancer trial treatments

. Patients don’t understand the cancer clinical trials to which they consent

. Patients give consent quickly

. Patients participate knowingly in trials of limited drug efficacy

__9. Patients are willing to have toxic treatments

__10. Patients are coerced to participate in cancer clinical trials

__11. Patients do not realize they are participating in a cancer clinical trial

__12. Patients understand how they can withdraw from a cancer clinical trial
__13. Patients would prefer the doctor to decide about their participation in a cancer
clinical trial

OO ~NO O WDN P
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About patients’ knowledge of their cancer: How well do the following statements reflect your
perceptions as a nurse of patients’ knowledge of their cancer? For each item please circle one
response which best indicates your view.

__1. Patients understand their prognosis

__ 2. Patients understand their treatment options

__ 3. Patients are realistic about the benefits of cancer clinical trial treatments

__4. Patients are realistic about the benefits of treatments outside cancer clinical trials

__ 5. Patients don’t understand how their cancer and treatment will affect their survival
__6. Patients don’t understand how their cancer and treatment will affect their daily lives
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APPENDIX C: PROTECTIVE NURSING ADVOCACY SCALE (PNAS)

Instructions: Please complete the questionnaire by placing a V in the box to the right of
each statement which most closely indicates your rating (strongly disagree, moderately
disagree, moderately agree, and strongly agree) in regards to the adolescent and young
adult oncology patient.

1 = strongly disagree 3 =neither agree nor disagree 5 = strongly agree
2 = disagree 4 = agree

__1. AYA patients need nurses to act on the their behalf
__ 2. Nurses are legally required to act as patient advocates when patients are perceived to
be in danger
__3. Asanurse, | keep my AYA patient’s best interest as the main focus.
__ 4. Nurses who understand the benefits of patient advocacy are better patient advocates
__ 5. lam acting on the AYA patient's behalf when acting as the patient's advocate
__6. I speak out on my AYA patient's behalf when acting as my patient's advocate
__7.1am acting as my patient's voice when | am advocating for my patient
__8. lam acting as the patient's representative when | am acting as the patient's advocate
__9. I am advocating for the AYA patient when I protect my patient's rights in the health
care environment
__10. I am acting as a patient advocate when | am protecting vulnerable patients from
harm
__11. Nurses that act on a patient’s behalf are preserving the patient’s dignity
__12. 1 am ethically obligated to speak out for my patients when they are threatened by
harm
13. Nurses that provide information to patients about patient care are acting as patient
advocates
__14. Patients have varying degrees of ability to advocate for themselves
__15. Vulnerable patients need my protection in harmful situations
__16. Nurses are acting as advocates when nurses protect the rights of patients to make
their own decisions
__17. I may suffer risks to my employment when acting as a patient advocate
__18. Nurses that speak out on behalf of patients may face retribution from employers
__19. I may be punished for my actions by my employer when | inform my patients of
their own rights
__20. Nurses that speak out on behalf of vulnerable patients may be labeled as disruptive
by employers
21. When nurses inform and educate patents about patient rights in the clinical setting,
the nurses may place their employment at risk
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APPENDIX D: EMAIL RECRUITMENT LETTER

Dear Colleague,

My name is Virginia Chandlee, and | am a PhD Nursing Student at the University
of Texas Medical Branch in Galveston, Texas. The reason for this email is to ask you to
participate in a research survey. I am currently working on my dissertation research
which is a study of An Exploratory Study of Pediatric Oncology Nurses’ Perceptions
of and Advocacy Responses to Ethical Issues in Securing Informed Consent in
Adolescent and Young Adult Patients. | would really appreciate your participation in
a 7 to 15 minute survey. | believe my research is important to pediatric oncology nursing
and the adolescent young adult population and your participation and perspective would
contribute valuable information to this study.

As a pediatric oncology nurse since the late 1980’s, I know first-hand how
important informed consent and advocacy is for this age group. The purpose of my
research study is to explore pediatric oncology nurses’ perceptions of ethical issues that
may arise in the process of obtaining informed consent in adolescent and young adult
patients, ages 16-24 years, and to examine if nurses engage in advocacy on behalf of
these patients. My hope is that by studying this topic, attention can be brought to this
important subject, and with that, more support for those of us who directly work with and
care for this vulnerable adolescent young adult population.

There are few criteria that each participant must meet prior to taking the survey:

. Currently working full or part-time caring for adolescent and young adult
pediatric oncology patients in the U.S.

. Read and understand English and have access to the internet

. Be at least 21 years of age

. And possess at least six months experience as a pediatric oncology nurse

Important information that you should know about this survey is that your
participation is voluntary and all information you provide will remain anonymous.
Opening and completing the survey indicates your consent to participate. You may take
this survey on any computer of your choice in any location of your choice. If you wish to
end your participation prior to completion of the survey for any reason please simply exit
the survey.

Once again, | really appreciate your willingness to participate. If you have
questions or concerns about this survey, please feel free to contact me at the email
address indicated below.

The University of Texas Medical Branch (UTMB) committee that reviews
research on human subjects, the Institutional Review Board (IRB) will answer any
questions about your rights as a research subject and take any comments or complaints
you may wish to offer. You can contact the UTMB IRB by calling 409-266-9400.
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Best regards,

Virginia Chandlee, MSN, RN

Doctoral Student

University of Texas Medical Branch at Galveston

Graduate School of Biomedical Sciences and School of Nursing
301 University Blvd.

Galveston, Texas 77555-1029

Primary Investigator Contact Information:
Virginia Chandlee

1 Pinedale Ct.

Mansfield, TX 76063

Email: vdchandl@utmb.edu
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APPENDIX E: IRB APPROVAL LETTER

Institutional Review Board
301 University Blvd.
Galveston, TX 77555-0158
Submission Page

11-Jul-2019
MEMORANDUM

TO: Virginia Chandlee
Grad School Biomedical Science GSBS9999

FROM: Dwight Wolf, MD
Chairman, IRB #2

RE: Initial Study Approval
IRB #: IRB # 19-0125

TITLE: An Exploratory Study of Pediatric Oncology Nurses’ Perceptions of and Advocacy
Responses to Ethical Issues in Securing Informed Consent in Adolescent and Young
Adult Patients

DOCUMENTS: Research Protocol Version 1 - May 5, 2019
Recruitment Email
Demographic Information and Survey Instruments

The UTMB Institutional Review Board (IRB) reviewed the above-referenced research
protocol via an expedited review procedure on 06-Jun-2019 in accordance with 45 CFR
46.110(a)-(b)(1). Having met all applicable requirements, the research protocol is
approved. The approval for this research protocol begins on 11-Jul-2019. Continuing
Review for this protocol is not required, as outlined in 45 CFR 46.109.

Written documentation of consent is waived in accordance with 45 CFR 46.117(c).

The research protocol cannot continue beyond the approval period without continuing
review and approval by the IRB. In order to avoid a lapse in IRB approval, the Principal
Investigator must apply for continuing review of the protocol and related documents before
the expiration date. A reminder will be sent to you approximately 90 days prior to the
expiration date.

The approved number of subjects/specimens to be enrolled/utilized for this project is
300.00. If, the approved number needs to be increased, you first must obtain permission
from the IRB to increase the approved sample size.

If you have any questions related to this approval letter or about IRB policies and
procedures, contact the IRB office via email at IRB@utmb.edu.
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General Instructions

To maintain IRB approval in good standing, please observe the following requirements:

1. Obtain prior IRB approval for any modifications including addition of new recruiting
materials, changes in research personnel or site location, sponsor amendments or other
changes to the protocol or associated documents. Only those changes that are necessary to
avoid an immediate apparent hazard to a subject may be implemented without prior IRB
approval.

2. Report all adverse events, protocol violations, DSMB reports, external reports and study
closures promptly to the IRB.

3. Make study records available for inspection. All research-related records and
documentation may be inspected by the IRB for the purpose of ensuring compliance with
UTMB policies and procedures and federal regulations governing the protection of human
subjects. The IRB has authority to suspend or terminate its approval if applicable
requirements are not strictly adhered to by all research study personnel.

4. When enrolling subjects who do not speak or read English, in research involving
therapeutic or prophylactic interventions or invasive diagnostic procedures, a bilingual
translator must be continuously available to facilitate communications between research
personnel and a subject. If a bilingual translator will not always be available, it may be
unsafe for an otherwise eligible candidate to participate in the research if that person does
not speak and read English.

5. When enrolling the prisoner population, this study will also require approval from the
Texas Department of Criminal Justice (TDCJ) Executive Services in addition to approval
from the UTMB IRB. Approval from TDCJ Executive Services must be received prior to
the enrollment of offenders or the acquisition or utilization of offender data. Failure to
obtain approval from TDCJ Executive Services constitutes non-compliance with UTMB
IRB Policies and Procedures. Instructions regarding the submission and approval process
may be found at http://www.tdcj.state.tx.us/.

6. Close the project once it ends, or when personal identifiers are removed from the
data/biospecimens and all codes and keys are destroyed.
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APPENDIX F: PRELIMINARY FACTOR ANALYSIS FOR NEQ INSTRUMENT

NEQ Exploratory Factor Analysis -- Preliminary

Variance Explained

Initial Eigenvalues

Rotation Sums of Squared Loadings

% of Cumulative % of Cumulative
Component| Total Variance % Total Variance %
1 7.619| 27.209 27.209| 3413 12.188 12.188
2 3.044| 10.872 38.081| 3.244 11.587 23.775
3 1.459 5.210 43.291 2.541 9.074 32.849
4 1.349 4.817 48.107 2.248 8.029 40.878
5 1.203 4.297 52.405 1.868 6.672 47.550
6 1.094 3.907 56.311 1.826 6.521 54.070
7 1.086 3.878 60.189 1.713 6.119 60.189
8 .923 3.296 63.485
9 901 3.218 66.703
10 .810 2.894 69.597
11 .784 2.801 72.399
12 743 2.653 75.052
13 651 2.325 77.377
14 .638 2.277 79.654
15 .585 2.088 81.742
16 557 1.988 83.730
17 .536 1.916 85.646
18 515 1.841 87.487
19 482 1.721 89.208
20 467 1.668 90.876
21 406 1.450 92.326
22 .385 1.374 93.699
23 .367 1.311 95.010
24 .336 1.199 96.209
25 297 1.060 97.269
26 276 .984 98.253
27 .258 .922 99.175
28 231 .825 100.000

Extraction Method: Principal Component Analysis.
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NEQ Scree Plot for Exploratory Factor Analysis

Scree Plot

Eigenvalue
-

1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 M 22 23 24 25 2/ 27 28

Component Number
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APPENDIX G: PRELIMINARY FACTOR ANALYSIS FOR PNAS INSTRUMENT

PNAS Exploratory Factor Analysis -- Preliminary

Total Variance Explained

Initial Eigenvalues

Rotation Sums of Squared Loadings

Cumulative % of
Component | Total | % of Variance % Total Variance Cumulative %
1 7.056 33.602 33.602| 4.329 20.616 20.616
2 4.091 19.482 53.084| 4.115 19.596 40.213
3 1.715 8.169 61.253| 3.058 14.561 54.773
4 1.213 5.778 67.030| 2574 12.257 67.030
5 .839 3.993 71.024
6 .689 3.283 74.307
7 .602 2.867 77.173
8 537 2.557 79.731
9 529 2.517 82.247
10 507 2.415 84.663
11 447 2.127 86.790
12 440 2.096 88.886
13 .398 1.896 90.782
14 .367 1.749 92.531
15 311 1.483 94.014
16 .286 1.361 95.375
17 237 1.127 96.502
18 219 1.044 97.546
19 199 947 98.493
20 .185 .881 99.373
21 132 627 100.000

Extraction Method: Principal Component Analysis.
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PNAS Scree Plot for Exploratory Factor Analysis

Scree Plot

Eigenvalue
-

—
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