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DEVELOPMENT OF A MEASURE OF SELF-ADVOCACY
AMONG FEMALE CANCER SURVIVORS
Teresa Louise Hagan, PhD, RN

University of Pittsburgh, 2015

Background: The Female Self-Advocacy in Cancer Survivorship (FSACS) Scale is a new
measurement tool designed to address the increasing need for cancer survivors to participate in
and lead there care in face of barriers. Pilot work has demonstrated the FSACS Scale’s content
validity and reliability.

Purpose: This purpose of this study was to evaluate the construct validity of the FSACS Scale.
This instrumentation study evaluates the construct validity of the FSACS Scale as evidenced by:
() Internal structure consistent with the underlying model of self-advocacy; (Il) Sensitivity to
differences between known groups; (I11) Relationships between self-advocacy and key predictors
(openness and conscientiousness; information engagement; social support) and outcomes
(symptom distress and healthcare utilization); (IV) Relationships between FSACS subscales and
related concepts (patient activation; self-advocacy within the HIV/AIDS population); and (V)
Relationships between FSACS scores and criterion measures.

Methods: A mixed-mode (online or mailed) cross-sectional survey design was used. Women
with a history of an adult diagnosis of invasive cancer were recruited from two patient registries
and seven advocacy organizations. Instrument selection and analyses to evaluate construct
validity were based on the American Educational Research Association’s instrumentation

guidelines. Analyses included an exploratory factor analysis, t-tests, and bivariate correlations.



Results: A total of N = 315 adult female cancer survivors completed the survey. Evidence from
all five construct validity hypotheses supports the construct validity of the FSACS Scale. The
FSACS Scale factor analysis confirmed the three underlying dimensions of self-advocacy
resulting in a 20-item measure explaining 45.87% of the variance in responses with subscales’
Cronbach’s alphas between 0.791 and 0.850. While able to detect differences between women
with low and high levels of education, the scale did not differentiate between recent and long-
term survivors. Predictor and outcome variables performed as expected. The FSACS subscales
were more highly correlated with these outcomes than the measure of self-advocacy for
HIV/AIDS.

Conclusion: Results support that the FSACS Scale is a theoretically-grounded measure of self-
advocacy that can be used by clinicians and researchers to identify women at-risk for the poor

outcomes associated with low self-advocacy.
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1.0 INTRODUCTION

1.1 SPECIFIC AIMS

Currently, more than 6.8 million adult women are living with a history of cancer in the U.S.
(Jemal, Siegel, Xu, & Ward, 2010). Female survivors face significant barriers to achieving
optimal, high-quality, patient-centered cancer treatment and care including disparities in
recognition and treatment of symptoms (Cleeland et al. 1994; Donovan, Hartenbach, & Method,
2005; Miaskowski, 2003; Paulson, Wirtalla, Armstrong, & Mahmoud, 2009; Skalla, Bakitas,
Furstenberg, Ahles, & Henderson, 2003; Yeom & Heidrich, 2009). Survivors must invest
significant personal involvement in order to manage the complexities of treatment decisions,
treatment side-effects, and a fragmented healthcare system on top of facing considerable life
disruptions, financial burdens, and long-term survivorship issues (Aranda et al., 2005; Ferrell,
Koczywas, Borneman, Piper, & Uman, 2010; Ferrell, Smith, Cullinane, & Melancon, 2003;
Hewitt & Simone, 1999; Pigott, Pollard, Thomson, & Aranda, 2009; Saatci, Akin, & Akipinar,
2007; Sherwood, Donovan, Rosenzweig, Hamilton, & Bender, 2008; Stovall, Greenfield, &
Hewitt, 2005; Wen & Gustofson, 2004). Self-advocacy is a concept uniformly encouraged by
healthcare professionals (Clark & Stovall, 1995), cancer advocacy organizations (American
Society of Clinical Oncology, 2012; Shapiro et al., 2009), and policy organizations (Institute of

Medicine, 2001) as a means of addressing such barriers to quality, patient-centered cancer care.



However, a critical disconnect exists between the expectation and ability of female cancer
survivors to self-advocate for their cancer care.

Despite being roundly prescribed as a remedy for achieving quality cancer care and
symptom management, the term self-advocacy remains largely unexamined among female
cancer survivors. Among the HIVV/AIDS, disability, and mental health populations’ self-
advocacy has been shown to be a modifiable factor associated with positive outcomes such as
improved symptom relief, quality of life, and effective use of healthcare resources (Brashers,
Neidig, & Goldsmith, 2004; Pickett et al., 2010; Test, Fowler, Brewer, & Wood, 2005).

However, studies also show that women are at particular risk for poor self-advocacy
(Mendelson & Poole, 2007; Rosenzweig, Wiehagen, Brufsky, & Arnold, 2009; Sinding, Miller,
Hudak, Keller-Olaman, & Sussman, 2012; Wade, 2001; Wiltshire, Cronin, Sarto, & Brown,
2006). Even with a strong basis in other populations, attempts at translating previous
conceptualizations of self-advocacy to the cancer population have shown distinct incongruities
(Hermansen-Kobulnicky, 2008). The PI’s pilot work studying self-advocacy in cancer
survivorship (Hagan & Donovan, 2013a) and specifically among female survivors (Hagan &
Donovan, 2013b) further demonstrates this population’s unique experiences of and barriers to
self-advocacy including difficulty asserting needs to others and the additional demands of being
a caregiver.

One major barrier to examining self-advocacy is that no valid, reliable measurement tool
exists specific to female cancer survivors. This lack of clear conceptualization of the construct of
this population’s distinct form of self-advocacy and an associated measurement tool prevents the
development and testing of evidence-based interventions to improve self-advocacy among

female survivors and to improving quality cancer care. The Patient Self-advocacy Scale (PSAS)



(Brashers, Haas, & Neidig, 1999) originally developed in the context of patients with HIV,
captures some essential dimensions, however it does not adequately capture the unique
characteristics of self-advocacy in cancer survivors in general (Hermansen-Kobulnicky, 2008),
and female survivors in particular (e.g. few items focus on females’ unique symptom
experiences, propensity for social connectivity, and roles as caretakers and mothers) (DeMarco,
Miller, Patsdaughter, Chisholm, & Grindel, 1998; Wade, 2001). Notably, the original measure
was based on an 89% male sample.

Following a comprehensive literature review and concept analysis of self-advocacy and a
focus group study of ovarian cancer survivors, the candidate (Hagan) has developed an initial
measure of self-advocacy, the Female Self-Advocacy in Cancer Survivorship (FSACS) Scale.
The scale’s content validity has been analyzed using an 8-member expert panel of female
survivors, clinicians, researchers, and advocates. The scale includes 3 key dimensions specific to
cancer survivors and females: 1) the application of information, 2) mindful non-adherence, and
3) connected strength. The FSACS Scale’s reliability has been tested among a sample of 40 adult
female cancer survivors. Initial evaluations indicate that the test-retest reliability is strong (r =
0.94, p<.001). The scale’s internal consistency demonstrates a strong degree of common variance
among items (Cronbach’s alpha = 0.92). Item revision and reduction based on the item and scale
reliability findings along with cognitive interviews will be completed prior to the proposed

construct validity study. The FSACS Scale’s validity has yet to be examined.



1.2 PURPOSE

The purpose of the proposed instrumentation study is to evaluate the construct validity of the
FSACS Scale in a diverse sample of adult female cancer survivors (N = 300). Validity will be
evaluated based on the following hypotheses (illustrated in red in Figure 1):

1. The internal structure of the FSACS Scale should be consistent with the three proposed
theoretical dimensions of self-advocacy;

2. FSACS Scale scores should be significantly higher for survivors who have increased time
since diagnosis and higher levels of education compared to newly diagnosed women and
women with less education, respectively;

3. FSACS Scale scores should be positively associated with survivors who are open to new
ideas, conscientious, engaged in health information, have available social support.
FSACS Scale scores should be negatively associated with symptom severity and
interference and healthcare utilization;

4. Higher scores on the FSACS Scale should scores be positively associated with scores on
a measure of patient activation. Subscale scores between the FSACS Scale and the
previous patient advocacy should vary according to the level of similarity between the
old and new subscales; and

5. FSACS Scale scores should be more highly correlated with outcome measures of
symptom severity and interference and healthcare utilization than the PSAS total score.
The proposed instrument will provide a new means to assess self-advocacy that

incorporates female-specific aspects of self-advocacy. This scale will advance the science by
providing a means to: 1) identify key components of self-advocacy among female cancer

survivors, 2) evaluate the impact of self-advocacy on patient outcomes including symptom



management and healthcare utilization, and 3) identify individuals at risk for poor outcomes
associated with low self-advocacy.

This study directly addresses the National Institute of Nursing Research’s focus on
improving symptom management and patient outcomes through an innovative patient-focused
approach. The development and validation of the FSACS Scale represents the critical first step in
the candidate’s program of research. Data from this study will inform future research to identify
at-risk cancer survivors and elements of self-advocacy amenable to intervention in order to

improve patient outcomes.



1.3 BACKGROUND, SIGNIFICANCE & INNOVATION

1.3.1 Background

The Institute of Medicine (IOM) asserted that within the new model of healthcare “control
should reside with patients” because this has been associated with better outcomes and lower
costs (Institute of Medicine, 2001). In cancer, momentum toward greater patient advocacy has
resulted in interventions to improve patient self-advocacy from the LIVESTRONG Foundation
(Shapiro et al., 2009), American Society of Clinical Oncology (2012), National Coalition for
Cancer Survivorship (2015), and international organizations (Errico & Bowden, 2006; McNally,
1996). Yet for all the attention paid to self-advocacy and attempts to promote it, clinicians
continue to have difficulty fostering self-advocacy because we lack a validated instrument to
measure changes in this concept, especially among female cancer survivors.

Self-advocacy has been studied in other populations and shown to be an important and
modifiable characteristic. Self-advocacy, understood at a simplistic level as “standing up for
one’s self”, has a strong theoretical and clinical foundation in other patient populations as a
modifiable factor important to improving health outcomes. Pickett et al. (2010) demonstrated
that an 8-week course in self-advocacy among mental health consumers decreased symptoms,
improved coping skills, and increased empowerment. Additional research in self-advocacy
among disability and HIVV/AIDS populations has demonstrated improved symptom management,
quality of life, treatment adherence, and effective use of healthcare resources (Test, Fowler,
Brewer, & Wood, 2005; Walsh-Burke & Marcusen, 1999).

There is a lack of research in self-advocacy among cancer survivors: Self-advocacy has
been widely adopted by oncology clinicians (Balough et al., 2011; Cartwright & Allotey, 2006;

Clark & Stovall, 1996; Haggstrom & Doebbeling, 2011), policy makers (McCabe, Varricchio,



Padberg, & Simpson, 1995; Stovall, Greenfield, & Hewitt, 2005), advocacy organizations
(O’Hair et al., 2003) and researchers (Green, Hart-Johnson, & Loeffler, 2011; LaFargue, 2010;
Sinding et al., 2010) as a necessary part of being a cancer survivor. Complex treatment decisions
and uncertain health outcomes place extraordinarily high demands on survivors. Nevertheless,
while an appealing means to overcome these challenges, the implicit transfer of responsibility for
self-advocacy to cancer survivors is not without problems. We risk demanding that patients do
something we do not yet understand and which may actually lead to adverse outcomes (Sinding,
Miller, Hudak, Keller-Olaman, & Sussman, 2012). One study demonstrated that when a
measurement scale based on conceptualizations of self-advocacy in other populations was
administered to cancer survivors, the scale’s reliability and validity fell and multiple problems
existed within and between the scale’s dimensions (Hermansen-Kobulnicky, 2008). To meet
IOM goals and growing demand from clinicians, it is imperative that a conceptual definition
appropriate for cancer survivors and a corresponding measure of self-advocacy be systematically
developed and validated for cancer survivors. Only then can we create interventions to improve
self-advocacy and therefore address the needs of survivors at-risk for the poor outcomes
associated with low self-advocacy.

Female cancer survivors have unique needs and are at high risk for not being able to
self-advocate. Despite advances in cancer survival for both genders, the 6.8 million female
cancer survivors in the U.S. (Jemal, Siegel, Xu, & Ward, 2010) continue to encounter challenges
in cancer care and symptom management (Cleeland et al. 1994; Paulson, Wirtalla, Armstrong, &
Mahmoud, 2009; Seale, Ziebland, & Charteris-Black, 2006). Known gender differences in
communication, decision-making, and engagement in healthcare may contribute to women’s

difficulties in self-advocating (Anderson et al., 2004; Cimprich et al., 2005; Elderkin-Thompson



& Waitzkin, 1999; Howard, Balneaves, & Bottorff, 2007; Miaskowski, 2003; O’Brien et al.,
2008; Skalla, Bakitas, Furstenberg, Ahles, & Henderson, 2003; Sulik, Cameron, & Chamberlin,
2012; Wade, 2001). Specific groups of females, including those of low socio-economic status
and minority survivors, are less likely to have the tools to self-advocate, placing them at higher
risk for poor outcomes (Deshields, Potter, Olsen, Liu, & Dye, 2011; Jones & Johnson, 2012;
Rosenzweig, Wiehagen, Brufsky, Sillaman, & Arnold, 2009). Despite these distinct challenges
and needs, no mechanism currently exists to quantify how these needs affect patient outcomes or
to create profiles of women at greatest risk for poor outcomes.

Previous measures of self-advocacy (e.g. the Patient Self-Advocacy Scale, PSAS)
developed among individuals with HIVV/AIDS were based on male conceptualizations of power,
coping, and risk assessment (Brashers, Haas, & Neidig, 1999; Brashers, Neidig, & Goldsmith,
2004). Two dimensions of the PSAS (“information-seeking” and “mindful non-adherence”) were
reflected in prior work of the candidate (concept analysis, focus groups findings); however, the
third dimension (“assertiveness”) was not. This lack of congruence between previous measures
such as the PSAS and the experiences of female cancer survivors appears to be caused by two
factors: 1) inability to identify gender differences in self-advocacy with a sample comprised of
89% males; and 2) a lack of attention to factors unique to cancer survivorship. A new measure is
required that focuses on the distinct phenomenon of self-advocacy among female cancer
survivors.

Self-advocacy is required in symptom management: The ability to self-advocate may
affect myriad aspects of cancer survivorship including the ability to achieve adequate cancer
symptom management. Cancer- and treatment-related symptoms are known to co-occur; change

over time; influence multiple domains of patients’ lives; and require vigilance and persistence on



the part of the survivors to achieve symptom relief (DeFlorio & Massie, 1995; Donovan,
Hartenbach, & Method, 2005; Ferrell, Koczywas, Borneman, Piper, & Uman, 2010). Research
demonstrates that achieving effective symptom relief remains challenging for females.
Significant patient- and system-level barriers exist including physiological differences in pain
sensitivity, analgesic effectiveness, incomplete provider assessment, lack of effective treatments,
and poor patient-provider communication (Anderson et al., 2000; Cheung, Le, Gagliese, &
Zimmerman, 2011; Cleeland et al. 1994; Duncan, Forbes-Thompson, & Bott, 2008; Donovan,
Hartenbach, & Method, 2005; Ferrell, Koczywas, Borneman, Piper, & Uman, 2010; Ferrell,
Smith, Cullinane, & Melancon, 2003; Komurcu et al., 2000; Miaskowski, 2004; Shoemaker,
Estfan, Induru, & Walsh, 2011; Yeom & Heidrich, 2009). Female subjects in Dr. Donovan’s
study reported a mean of 14 + 4.84 concurrent symptoms with 5.6 £ 4.35 of these rated as >5 (0-
10 severity scale). However, women received management recommendations for only 15-33% of
these symptoms. These statistics are disheartening given the documented negative impact of
symptoms on function and quality of life (Ferrell, Koczywas, Borneman, Piper, & Uman, 2010;
National Institute of Nursing Research, 2011; U.S. Public Health Service, 2010; Yeom &
Heidrich, 2009). Unrelieved symptoms can also lead to healthcare utilization (Sherwood,
Donovan, Rosenszweig, Hamilton, & Bender, 2008). The goal of this study is to provide a
theoretically-based measurement tool with the potential to identify these problems and be easily
integrated into clinical practice.

In summary, this study addresses a critical disconnect: self-advocacy is widely prescribed
as a remedy for achieving quality cancer care and symptom management but the concept remains

under-examined and difficult to quantify for female cancer survivors particularly in the area of



symptom management. To date, no valid, reliable scale to measure the ability of female cancer

survivors to self-advocate exists.

1.3.2 Significance

A reliable, valid measure of self-advocacy in female cancer survivors (defined as any woman
with a history of a cancer diagnosis) is urgently needed. Although self-advocacy is widely
endorsed by healthcare providers and cancer advocacy organizations as a means of improving
patient outcomes, the vast majority of research in self-advocacy has been completed in men, with
an alarming paucity of conceptualization and testing in the female cancer survivor population.
Without this information, clinicians, researchers, and advocacy organizations are creating and
promoting self-advocacy interventions based on conceptualizations of self-advocacy that have
been shown to be non-generalizable to cancer survivors and inconsistent with the experiences of
self-advocacy in females, inadvertently creating the possibility of doing harm.

The Female Self-Advocacy in Cancer Survivorship (FSACS) Scale will provide a mechanism for

answering the role self-advocacy plays in patient outcomes for female cancer survivors by identifying:
e Female cancer survivors at risk for poor outcomes associated with low self-advocacy; and
e Factors of self-advocacy most amenable to intervention and most capable of reducing the
poor symptom management outcomes known to be experienced by female cancer
survivors.
This study directly addresses the NINR’s goal of improving symptom management
(2011), the IOM’s call for innovative ways to involve patients in their healthcare, and the Office
of Research on Women’s Health priority of personalized prevention based on individual

differences in behavior (U.S. Public Health Service, 2010).
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This study addresses a critical disconnect: self-advocacy is widely prescribed as a remedy
for achieving quality cancer care and symptom management but the concept remains under-
examined and difficult to quantify for female cancer survivors particularly in the area of
symptom management. To date, no valid, reliable scale to measure the ability of female cancer

survivors to self-advocate exists.

1.3.3 Innovation

We challenge the idea that self-advocacy is adequately understood among female cancer
survivors due to its non-specific definition and origin in dissimilar male patient populations. We
caution that practice and advocacy focusing on current conceptualizations of self-advocacy may
actually do a disservice to female cancer survivors.

We propose a new scale of self-advocacy born out of a systematic review of the literature
and research with female cancer survivors to identify the specific and unique aspects of self-
advocacy within this population. This is the first study to conceptualize and test self-advocacy in
female cancer survivors and can therefore uncover the characteristics of self-advocacy that are
important to women and provide critical information for the development of interventions to
improve self-advocacy. The FSACS Scale has the potential to transform the current approach to

promoting self-advocacy in clinical practice, advocacy, and research arenas.
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1.4  PRELIMINARY STUDIES

In collaboration with her mentoring team and consultation with multiple experts in women’s
health, cancer survivorship, qualitative research, and instrumentation, the candidate’s prior work

led to the creation of the FSACS Scale.

1.4.1 Concept Analysis (Publication #1 in Chapter 3.1)

First, the candidate conducted a systematic literature review and concept analysis of self-
advocacy to uncover the defining attributes, antecedents, and consequences of self-advocacy and
their applicability to cancer survivorship (Hagan & Donovan, 2013a). Secondly, she led and
analyzed focus groups to describe self-advocacy as experienced by female cancer survivors
(Hagan & Donovan, 2013Db). Based on these results, key dimensions of self-advocacy were
selected based on conceptual congruency with the concept analysis, essential and distinct factors
found in the focus groups, and modifiability of factors for the purposes of future intervention
studies.

The construct of self-advocacy among female cancer survivors is defined as a woman’s
ability to know her body and her needs, and ensuring that both are respected throughout her
cancer care journey. This process resulted in 3 key dimensions of the FSACS Scale: “application
of information”, “mindful non-adherence”, and “connected strength” (Table 1). “Application of
information” refers to the ability of female cancer survivors to gather trustworthy, personally
relevant information and apply it to their personal experiences and problems related to their
cancer. “Mindful non-adherence” refers to the survivor’s ability to ask questions and adjust
provider recommendations to fit her health concerns, needs, and preferences. “Connected

strength” refers to the survivor’s ability to seek support, give support, balance personal needs
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with others’ needs, and raise awareness. This dimension incorporates female health psychology
and women’s experiences expressed during the focus group study (Hagan & Donovan, 2013b).
These dimensions are distinct from the PSAS as they focus on the application rather than
possession of information and highlight relational strength rather than individual assertiveness.
These findings parallel previous literature uncovering the need for gender-specific considerations
to the ways in which individuals encounter the healthcare system which may marginalize their
needs and prevent them from receiving optimal care (Carr, 2003; Martin, 1988; Szumacher,

2006; Sulik, 2007).

Table 1. FSACS Scale Subscales

Item
ESACS Subscale # of response Corresponding PSAS
Items options/Level of Subscale
Measurement
1. Application of information 16 6-p0|rgrla|il:lzrlt-type IlIness education
2. Mindful non-adherence 21 6-p0|nérl(_j|ilr<]zrlt-type Mindful non-adherence
3. Connected strength 20 D! L|_kert-type Assertiveness
Ordinal

1.4.2 Justification of Predictors and Outcomes of Self-Advocacy

Key predictors established in the literature include demographic characteristics (e.g. education,
income, race/ethnicity) (Hibbard & Cunningham, 2008; McConigley et al., 2011; Wiltshire,
Cronin, Sarto, & Brown, 2006), openness & conscientiousness (Hagan & Donovan, 2013b;
Osborne, Elsworth, Kissane, Burke, & Hooper, 1999; Test, Fowler, Brewer, & Wood, 2005)
engagement in information (Clark & Stovall, 1995; Haggstrom & Doebbeling, 2011; Radina,
Ginter, Brandt, Swaney, & Longo, 2011; Vessey & Miola, 1997) and availability of social

support (Brashers, Neidig, & Goldsmith, 2004; Hagan & Donovan, 2013b; Lythcott, Green, &
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Kramer Brown, 2003; Sulik, 2007). Documented outcomes of self-advocacy in other patient
populations that are posited to be relevant to female cancer survivors include improved symptom
management (Hagan & Donovan, 2013b; Hibbard, Greene, & Tusler, 2009; Tschopp, Frain, &
Bishop, 2008) and decreased healthcare utilization (Hibbard & Cunningham, 2008; Hibbard,

Greene, & Tusler, 2009; Mutchler et al., 2011).
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Figure 1. Measurement Model of the Female Self-Advocacy in Cancer Survivorship Scale with Hypotheses for
Validity Testing

While other outcomes of self-advocacy are likely to exist, these outcomes were selected
because they are proximal, significant, defined, and specific to cancer symptom management.
The measurement model of self-advocacy (Figure 1) illustrates how the 3 dimensions are related

to key predictors and outcomes from the literature and pilot work.
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1.4.3 Initial Item Creation & Evidence of Validity Based on Instrument
Content (Unpublished Manuscript #3 in Chapter 3.3)

A large set of items was developed to encompass the breadth and depth of each dimension of
self-advocacy using items specific to cancer survivorship (see Appendix A for all items). Item
wording was based on the overall measurement model, content analysis, focus groups, and
content validity experts’ opinions.

Likert-type scaling was used to form a continuum ranging from 1 (strongly disagree), 2
(disagree), 3 (somewhat disagree), 4 (somewhat agree), 5 (agree), to 6 (strongly agree). Six
response options were selected in order to capture variability and discriminate meaningfully
between respondents. Negatively worded items and reverse coded items were included. Varying
levels of difficulty (or how hard the action or belief described in an item would be for a survivor)
were included to differentiate between levels of self-advocacy. An even number of response
options was selected to avoid a neutral response option and require directionality of response
(agree or disagree).

Content validity of this scale was evaluated using 8 experts including 3 female cancer
survivors, 2 clinicians, 2 researchers, and 1 patient advocate. Each expert panelist was sent a
copy of the preliminary FSACS Scales and asked to review each item and the scale as a whole.
Each item was rated for relevancy and clarity using a 4-point Likert-type scale (1 = not
relevant/clear to 4 = very relevant/clear) and space was given for comments. Lynn’s (1986)
methodology was used to calculate the Content Validity Index (CVI). The CVI was determined
for each scale item and the entire scale. Based on Lynn’s criteria, a CVI of 0.78 (or 7 of the 9
panelists) indicates adequate endorsement of an item or the instrument beyond the 0.05 level of

significance.
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Based on panelist feedback, 22 items had > 3 panelists rate relevancy as a 1 or 2.
Interestingly, 5 items from the previous self-advocacy measure (PSAS) received low-rankings
from the panelists. Fourteen items were deleted due to low CVI, redundancy of items, and
inclusion of items that were determined to be outcomes of self-advocacy rather than behaviors of
self-advocacy. Thirteen items were reworded, mainly to soften adversarial language, improve
specificity, and include action-orientation. Also of note, 3 items were preserved despite low
ratings because of disagreement between researchers and survivors. For example, the item “I
don’t know enough to make decisions about my cancer and treatment” (reverse scored) was
endorsed by survivors but not researchers.

Table 2 reports the CVI statistics for the revised FSACS Scale. The CVI was calculated
in multiple ways to account for the item-level and scale-level variations in expert ratings of
the FSACS Scale’s relevancy. The Average Scale-CVI (S-CVI/Ave) was calculated by averaging
the proportion of experts rating each individual item as relevant (rating of 3 or 4). In other words,
the S-CVI/Ave is equal to the average of each of the individual item CVIs (I-CVI). The
Scale-CVI/Universal Agreement (S-CVI/UA) was calculated as the proportion of items
rated as relevant (rating of 3 or 4) by all 8 experts (Polit & Beck, 2006). Both the S-CVI/Ave

(0.81) and S-CVI/UA (0.83) were above the recommended cut-off level of 0.78.

Table 2. CVI Statistics of FSACS Scale

Type of CVI Statistic  Calculation

Average Scale-CVI (S- 0.81 Average proportion experts rating each item as
CVI/Ave) ' relevant (rating of 3 or 4).

Scale-CVI Universal 0.83 Proportion of total items judged by all experts as
Agreement (S-CVI/UA) ' relevant (rating of 3 or 4)
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Pilot testing of the final 57 items was conducted with a group of masters-prepared nurses,
research staff, and staff at the University of Pittsburgh School of Nursing as final check for

readability, grammar, spelling, and formatting.

1.4.4 Evaluation of Reliability (Unpublished Manuscript #3 in Chapter 3.3)

Reliability testing was performed in order to 1) evaluate internal consistency and test-retest
reliability of the FSACS Scale; 2) evaluate the feasibility of assessing self-advocacy and related
measures necessary for instrument validation; and 3) produce a parsimonious scale to be
validated in the candidate’s dissertation.

Design: A repeated measure design with baseline and 2-week measures was used. Time
points were chosen to test the scale’s consistency (test-retest reliability) within a time period in
which little variation is thought to occur (DeVillis, 2012).

Sample: Subjects (N = 40) were recruited from three cancer clinics (two at Magee
Women’s Hospital of UPMC and Passavant Hospital) and members of four advocacy and cancer
organizations (Gilda’s Club of Western PA, National Ovarian Cancer Coalition of Pittsburgh,
Urban League of Greater Pittsburgh, and the African American Women Speaker’s Bureau). Two
women who were approached at the clinics refused to participate, both due to time constraints
while at the clinic.

Inclusion Criteria: 1) female, 2) at least 18 years old, and 3) have a history of a cancer
diagnosis at age 18 or older (younger cancer survivors are likely to differ in their responses).

Exclusion Criteria: 1) unable to complete questionnaires in English (only English

version) or 2) have a diagnosis of basal cell carcinoma or cervical intraepithelial neoplasia stage
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1 (these survivors have inherently different treatment and symptom experiences than other
cancer survivors).

Procedures: Directors at clinics and organizations identified potential participants and
introduced the study to them. Potential subjects who expressed interest in participating were
introduced to the candidate who then carried out screening and informed consent procedures.

On Day 1, the candidate screened potential subjects for eligibility. If the inclusion criteria
were met and the potential participant was interested in participating in the study, written consent
was obtained. Participants completed all baseline study measures in a private room within the
clinic or office. The candidate handed all measures to the participant, instructed the participant to
complete the survey independently, asking the candidate for clarifications or assistance as
needed. Following completion of the FSACS Scale, the candidate conducted cognitive
interviews with the participant to review any problems or issues with the items or survey and to
assess the feasibility of completing the survey.

After all surveys were complete, the candidate provided the participant with an envelope
containing the follow-up survey, instructions to complete the survey in 2 weeks (14 days), and a
pre-addressed, pre-stamped envelope to mail the survey to the candidate. The candidate called
each participant 2 days before the follow-up survey was to be completed and sent reminder
postcards 3 and 5 days after the due date if the survey was not received. Participants were sent
thank you cards with payment after receipt of the follow-up survey.

Measures (See Table 4 for full description of measures):

Baseline: a) Demographic questionnaire; b) FSACS Scale; and c) related measures.

Two-week follow-up: a) FSACS Scale.
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Analysis: Internal consistency reliability was measured using Cronbach’s alpha for
summary scores (total scale and proposed subscales), item-total correlations, and the influence of
each item on total scale and relevant subscale reliability. Test-retest reliability was calculated
using Pearson’s Product-Moment Correlation. Criteria for reliability were based on standards set
by Nunnally (1978).

Results: The sample had a mean age of 57.28 years (SD = 13.16, Observed Range = 25-
89) and 53.8% were married. Considering racial and ethnic background, 12.8% identified as
Black or African American and one woman identified as Hispanic. For education and
employment status, 20.5% of women had a high school degree or less and only 35.9% were
working full-time. About 20% (n = 8) of women had a household gross annual income less than
$30,000.

Most women (n = 17, 42.5%) had a diagnosis of ovarian cancer, followed by breast
cancer (n = 15, 37.5%). The remaining eight women reported a variety of six additional cancer
sites. Almost half of the women were within one year of their cancer diagnosis (n = 19, 47.5%).
The remaining women were either between 1 and 5 years since diagnosis (n = 11, 27.5%) or
greater than 5 years since diagnosis (n = 10, 25%). Most women (n = 26, 65%) were receiving
treatment at the time of survey completion. Seven (12.5%) women had experienced at least one
recurrence.

Preliminary evaluations show that the test-retest reliability is strong (r = 0.94),
indicating that the scale is stable across time points. The scale’s internal consistency
demonstrates a strong degree of common variance (internal consistency) among items
(Cronbach’s alpha = 0.92 for the full scale). The three dimensions had Cronbach’s alpha’s of

0.88, 0.81, and 0.90, respectively.
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Feasibility and acceptability of completing the FSACS Scale was reported to be high by
participants.

Transition to Proposed Study: Based on the findings from reliability testing and cognitive

interviews, adjustments will made based on Nunnally’s standards of reliability including a
reduced number of items. Considerations for item deletion include: 1) low item-to-total score
correlations (<0.30), 2) improved Cronbach’s alphas if item deleted, 3) poor clarity or ease of
understand from the feasibility data, and 4) large amounts of user-defined missing data (refusal

or confusion on how to respond).

1.5 RESEARCH DESIGN & METHODS

1.5.1 Research Design & Setting

A cross-sectional design with a sample will be used to evaluate the validity of the FSACS Scale.
The primary sampling strategy is random sampling followed by purposive sampling based on a
review of completed questionnaires to ensure adequate representation of important sub-groups.

All data will be collected through web-based or mailed self-report surveys.

1.5.2 Population & Sample

Potential subjects will be identified through 1) cancer and research registries and 2) advocacy

organization databases.

1.5.2.1 Sample Size Adequacy No gold standard exists to determine the necessary sample size

when conducting an instrument validation study. Rather, sample size determination must
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consider the proposed use of data in the study. Major considerations used to determine the ideal
sample size for this study include: 1) performing an exploratory factor analysis (Hypothesis 1),
2) comparing groups of survivors by stage of diagnosis and educational achievement (Hypothesis
2), and 3) evaluating relationships between the FSACS Scale/Subscales and related concepts.

(Hypotheses 3-5).

Sample Size for Exploratory Factor Analysis Various ideal sample sizes have been
suggested for drawing valid conclusions during factor analysis. Table 3 summarizes the most

commonly cited sample size justifications.

Table 3. Suggestions for Exploratory Factor Analysis Sample Size

Author(s) Sample Size Suggestions

Comrey & Lee (1992) 300 subjects as “good”

DeVellis (2012) 300 for pilot samples

Rouquette (2011) generally need 300; for EFA with 3 constructs and >30 items
Tabachnick & Fidell

(2001) 300 subjects as rule of thumb

difficult to estimate sample size a priori; required sample size needs
MacCallum, Widaman, depends in large part to obtained data (i.e. large communalities
Zhang, and Hong (2001)  <0.60 and several items for each factor, can reduce the necessary

sample size)

Munro (2001) >5 subjects per variable; minimum required in order to perform a
factor analysis

Stevens (2002) 5-20 participants per variable; fewer when component saturation is

high

Based on these suggestions, a sample size of 300 appears adequate given the FSCACS
Scale’s 3 subscales and 57 items. Even if communalities (the squared multiple correlation among
items) are low, 300 individuals is adequate to provide reliable correlation coefficients in the

factor analysis.
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Sample Size for Group Comparisons and Relationship to Other Concepts The
sample size must be large enough to perform hypothesis testing for Hypotheses 2-5. These
hypothesis-driven comparisons will establish construct validity and also be used as pilot data in
future studies testing the FSACS Scale. For two-tailed t-tests between groups (Hypothesis 2),
desired confidence level of 95% and 80% power, and anticipated Cohen’s D effect size of 0.45
(Stevens, 2002) (based on the patient activation literature) a sample size of N = 158 and
subgroup sample size of n = 79 is needed. Because the sample size of each subgroup (time since
survival and educational level) will be used in targeted recruitment and checked regularly during
recruitment, this sample size will be easily reached with the overall goal of N = 300 for the factor
analysis. For bivariate correlations between scales and subscales (Hypotheses 3-5) using two-
tailed test of significance set at a = 0.05, a correlation coefficient with an acceptable absolute
error rate of 0.15 (the difference between different scales’/subscales’ correlations) a sample size
of 223 is needed. A sample size goal of N = 300 will be able to tolerate an absolute error rate of
0.13. In conclusion, a sample size of N = 300 is large enough to both perform the construct

validity testing and group comparisons.

Using a conservative response rate of 30-50% (based on Dillman’s estimate of 74%
(2002)), an estimated 600 to 1,000 women will be contacted with equal numbers from registries

and organizational databases.

1.5.2.2 Inclusion Criteria Identical to the reliability testing study, participants will meet
inclusion criteria if they are: 1) female, 2) over the age of 18, and 3) have a history of a cancer
diagnosis after the age of 18. This sample is purposefully broad in order to include of a wide
variety of cancer sites, survivorship stages, health statuses, ethnicities, socioeconomic status, and

current disease status (a key principle of instrument development necessary to ensure potential

23



generalizability). Exclusion Criteria: Participants will be considered ineligible if they are 1)
unable to complete questionnaires in English or 2) have a diagnosis of basal cell carcinoma or
cervical intraepithelial neoplasia stage 1 because these survivors are expected to have inherently

different experiences than other female cancer survivors.

Sampling procedures are designed to limit the risk of coverage error and sampling error.
Coverage error (or failure to randomly sample from the population of interest) and sampling
error (or obtaining responses from too few people representative of the population) are addressed
by recruiting from national and local registries and databases, regular recruitment checks, and

minority recruitment plans.

1.5.2.3 Sampling Procedures Emailed or mailed letters of invitation will be sent to
approximately 600 to 1,000 women in order to meet the target sample size of 300. If data is
available from the registries or organizational databases regarding socio-demographic
information of interest (time since diagnosis, cancer type, minority status, and/or
educational level), then that information will be used to help target specific groups of potential

participants.

Potential participants will be identified through cancer and research registries and

advocacy organization databases.

e Cancer and research registries: Participants will be recruited from two research
registries: 1) a research registry (the Clinical and Translational Research Institute Patient
Research Registry and 2) tumor registry (the Pennsylvania Tumor Registry). Participants
included in the CTSI Registry have previously participated in research studies and have
agreed to be contacted by researchers. A convenience sample of the Patient Research

Registry will be obtained by members of the registry responding to an email from the

24



registry notifying them of their potential eligibility in this study. A random sample of the
Pennsylvania Tumor Registry members from specific years between 1985 and 2013 will
be created. Letters of introduction will be emailed to participants who may be eligible for
the proposed study. If no email address is provided in the registry, letters of introduction
will be mailed to the address provided by potential participants.

Advocacy organization databases: Participants will be recruited from the American
Cancer Society, National Ovarian Cancer Coalition, the African American Women’s
Speaker’s Bureau, the Urban League of Greater Pittsburgh, and the Cancer Caring
Center. The organizations’ databases contain names and information about the
organization’s members. Directors at these organizations have agreed to introduce the
candidate and the proposed study to potential participants. A random sample of the
organization’s members will be selected. If an email address is available, organization
directors will email the letter of introduction to potential participants. If no email address
is provided in the organization’s database, letters of introduction will be mailed by the
directors of the organizations to the address provided by potential participants.

Both registries and organization databases: After 150 participants have completed
questionnaires, the candidate will review the cumulative proportion of participants with
different times since diagnoses, cancer sites, years since education, and racial and ethnic
backgrounds. Based on these findings, purposive sampling will be used in both registries
and organization databases containing this information to target under-represented sub-

groups.
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1.5.3 Instruments

Appendix A includes a paper copy of all survey instruments given to participants. The Qualtrics
online survey mirrored the format of these surveys. The construct of self-advocacy among
female cancer survivors is defined as a woman’s ability to know her body and her needs, and
insuring that both are respected throughout her cancer care journey. The FSACS Scale is a 57-
item (will be reduced) 6-point Likert-type self-report scale. Likert-type scaling was used to form
a continuum ranging from 1 (strongly disagree), 2 (disagree), 3 (somewhat disagree), 4
(somewhat agree), 5 (agree), to 6 (strongly agree). The number of items will be reduced after
reliability analysis is complete. Six response options were selected in order to capture variability
and discriminate meaningfully between respondents. Negatively worded items and reverse coded
items were included. Varying levels of difficulty (or how hard an item would be) were included
to differentiate between levels of self-advocacy. An even number of response options was
selected to avoid a neutral response option and require directionality of response (agree or
disagree). Content validity has demonstrated strong internal consistency (Cronbach’s a = 0.92)
and test-retest reliability (r = 0.94) among a sample of 40 women with a history of a cancer
diagnosis.

During reliability testing, the average time to complete the 57-item FSACS Scale was 17
minutes, and 49 minutes for the complete set of questionnaires. The Flesch Reading ease score is
69.5 (ideal range for patient information and questionnaires is 60-70 on a 100-point scale). The
Flesch-Kincaid reading level is 6.4 (ideal level of 7 or 8, though less to include a broader range
of educational backgrounds). Acceptability was high among women in the reliability study. No
special requirements, such as looking up health information or performing tasks, are required

while completing the measurement.
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The 3 key dimensions of the FSACS Scale are “application of information”, “mindful
non-adherence”, and “connected strength” (Table 1). “Application of information” refers to the
ability of female cancer survivors to gather trustworthy, personally relevant information and
apply it to their personal experiences and problems related to their cancer. “Mindful non-
adherence” refers to the survivor’s ability to ask questions and adjust provider recommendations
to fit their health concerns, needs, and preferences. “Connected strength” refers to survivor’s
ability to seek support, give support, balance personal needs with others’ needs, and raise

awareness.
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Table 4. Predictors, Outcomes, and Related Measures to Self-Advocacy

ltem

Construct Citation Measure # of response # of % Female Cronbach’s
Items . Subscales a
options
Predictors
. . CRCD
Demographl-c (Sereika & Engberg, Sociodemogra- 25 Variable n/a 100 n/a
Characteristics 2006) .
phic Survey - R
Disease o n/a Investigator- 7 Single n/a n/a n/a
Characteristics developed response
(Goldberg et al., e
Openness and 1999: Goldberg, IPIP 0  Opoint 2 Not — g1.g2
conscientiousness 2006) Likert-type reported
Information (DuBenske et al., 5-point
engagement 2009) HIOS 8 Likert-type 1 63.6 65
Perceived availability 4-point
of social support (Cohenetal., 1985) ISEL 12 Likert-type 3 74.4 31-.81
Outcomes
Symptom severity &  (Cleeland et al., 11-point i
interference with life  2000) MDASI 24 Likert-type 2 >7 91-.94
Healthcare utilization (Given & Given, AdapFed . 4 Single 4 Not n/a
2013) questionnaire response reported
Related Measures
. A (Hibbard et al., 5-point
Patient activation 2004) PAM 13 Likert-type 1 63 91
. : (Brashers, Haas, & 5-point i
Patient self-advocacy Neidig, 1999) PSAS 12 Likert-type 3 9.2 .60-.82
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Valid, reliable measures were selected to capture the hypothesized predictors, outcomes,
and related concepts in the literature (Table 4). Measures were selected based on their conceptual
congruence with the literature and focus groups, number of items to reduce patient burden, the
percent of female participants in the original scale development, and reliability. Measures with

low reliability (ISEL) were kept based on the strength of other criteria.
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1.5.3.1 Predictors Specific socio-demographic characteristics such as age, level of education,
and income are measured using the Center for Research in Chronic Disorders (CRCD)
Sociodemographic Survey. The personality traits of openness and conscientiousness are
measured using the International Personality Inventory Pool (IPIP). Information engagement is
measured using the Health Information Orientation Scale (HIOS). Perceived availability of social

support is measured by the Interpersonal Support Evaluation List (ISEL).

1.5.3.2 Outcomes Symptom severity and interference, measured by the MD Anderson Symptom
Inventory (MDASI), captures the symptoms commonly experienced by individuals with cancer
and how symptoms interfere with their daily life. The adapted healthcare utilization
questionnaire tracks the number of primary care visits, emergency department visits, hospital
admissions, and home health care visits individuals had within past 3 months and whether or not

these were related to cancer.

1.5.3.3 Related Concepts Patient activation, measured by the Patient Activation Measure
(PAM), assesses the knowledge, confidence, and skills individuals have in managing their health.
A previous measure of self-advocacy, the Patient Self-Advocacy Scale (PSAS), measures patient
involvement in decision-making and was developed among a mostly male population of

individuals with HIV/AIDS.
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1.5.4 Data Collection Procedure

The finalized FSACS Scale will be developed into web-based and paper-pencil formats. Both
approaches will use Dillman’s Tailored Design Method to increase internet and mailed survey
response rates through personalized, systematic design and implementation strategies (Dillman,
2002). The Research Electronic Data Capture (REDCap) application will be used for web-based
guestionnaires, and mailed questionnaire responses will be manually entered into REDCap. The
following will occur after receipt of participant information from the registry and organization

databases. A mixed mode data system will be used including both web-based and mailed surveys.

1.5.4.1 Web-based A) Initial Email and Survey Delivery (Day 0): For web-based questionnaires,
emails will be sent to potential participants containing information about 1) the purpose of the
research study; 2) amount of time involved; 3) description of voluntariness of participation,
minimal risks, and lack of personal benefit involved; 4) candidate’s contact information for any
questions about the research; and 5) contact information for the IRB regarding questions about
rights as a research participant. A link to the study website containing all questionnaires will be
included. Potential participants will be given the choice to opt out of further contact in the email.
Even if they do not opt out, no potential participant will be contacted more than twice (initial and
follow-up invitation).

On the website, all information on informed consent will be included as a required page
for reading prior to beginning the web-based survey and that can be printed for their records. A
question asking for voluntary consent to participate in the research study will be required. The

website will include explicit statements that no identifiable information is being collected in the
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surveys, that responses will not be linked to participants’ emails (after the data collection phase),
and that completion of the surveys implies that participants are consenting to be a part of this
research study.

B) Reminder Emails (Days 5 and 10): Reminders will be emailed to the participant
including a link to the survey if the candidate has not received the returned survey.

C) Final Reminder Email (Day 21): A final reminder will be emailed to the participant
including a link to the survey if the candidate has not received the returned survey with a note

that this is the final notice to participate.

1.5.4.2 Mailed A) Initial Letter and Survey Delivery (Day 0): For mailed questionnaires, an
initial letter will be mailed to the participant’s address provided by the registry or advocacy
organization. It will include the same introduction and consent information as the emailed survey
along with a pre-stamped postcard to allow women to opt out of participation.

B) First Questionnaire Delivery (Day 7) If no postcard is received by the in 1 week, the
candidate will mail a packet of information to the participant including all the information
emailed in the web-based questionnaire (see above), a written consent form indicating that
completion and return of the questionnaires indicates agreement to participate in the research
study, instructions to complete the questionnaires, a copy of the questionnaires, and instructions
to return all items in the pre-addressed, pre-stamped envelope to the candidate at the participants’

earliest convenience.
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C) Reminder Post-card (Days 14): A reminder post-card will be mailed if the candidate
has not received the returned survey.

D) Replacement Questionnaire Delivery (Day 21): If the survey has not be returned, the
study will send a replacement questionnaire along with a reminder letter and replacement

consent form. A pre-addressed, pre-stamped return envelope will also be included.

1.5.4.3 Both Web-based and Mailed Emailed and mailed questionnaire items and formatting
will be identical and use standardized methodology for constructing questionnaires to decrease
patient burden and increase response rate (Dillman, 2002). This mixed-mode use of a web-based
survey with the option for a paper-and-pencil version with reminders has demonstrated
equivalency of scale measurements, has minimal confounding effects, and will compensate for
the differences in response rate and data completeness known to exist in each delivery method
(Kongsved, Basnov, Holm-Christensen, & Hjollund, 2007). This approach does not exclude
those without internet access, decreases need for resources and funds, is appropriate for all age
groups (Edwards et al., 2009; van den Berg, et al., 2011).

Participants will be paid $8 after successfully completing and returning questionnaires.
Participants completing web-based questionnaires will receive Amazon.com gift codes in an
email from the candidate. Participants completing mailed questionnaires will receive WePay pre-

paid credit cards in the mail.
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1.5.,5 Data Analysis Procedures

This study evaluates the validity of the FSACS Scale in a sample of 300 female cancer survivors.
The proposed psychometric testing in this study will focus on reducing total items to the most

parsimonious set of items in order to achieve optimal reliability and validity.

1.5.5.1 Descriptive Statistics Descriptive statistics will be collected and analyzed on all scales
through a collection of methods. These statistics serve to describe the sample, examine
distributions for each variable, and examine relationships among variables before completing the
primary analyses.

Frequency distributions will provide numerical comparisons within and between
categorical variables. Graphs such as bar graphs and bivariate scatterplots will provide pictorial
comparisons between variables and help identify outliers. Variable distributions (along with
FSACS Scale item distributions) will be summarized through plots. Box and whisker
(percentiles), histograms (number or percent of cases for ranges of values), and stem-and-leaf
plots (all data values but group similar data values) will be analyzed for each variable.

Summary statistics will calculate the distribution of observed data values for each
variable. For nominally-scaled categorical data, mode and range will be reported for individual
items. For all ratio scales and intervally-treated Likert-type scales (due to large number of
response options with meaningful variation in responses), the mean, standard deviation, and

standard errors will be reported along with appropriate subscale scores. For the FSACS Scale,
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mean, standard deviation, standard error, range, and minimum/maximum values will be analyzed

as appropriate for the total scale, item means, item variances, and inter-item correlations.

1.5.5.2 Data Screening Procedures Patterns of missing data will be examined to detect the type
of missingness for variables and cases. Nonrandom missing data will be explored for patterns
between variables. A t-test for variables missing completely at random will be performed to
examine differences between sub-groups (select socio-demographic, disease, and site variables).
If greater than 5%, missing data will be handled using Expectation Maximization (EM)
algorithm because this method uses observed values and current estimates of relationships
between variables in order to substitute an expectation for missing data. This iterative method is
considered more desirable than mean substitution or last observation carried forward methods.
Regression methods and multiple imputation methods will also be considered and compared to
EM using a sensitivity analysis to ensure the strongest method incorporating available data is
used.

Assumptions of validity testing and factor analysis will be tested prior to analysis. All
variables will be examined for violations of normality (histograms, Shapiro-Wilk, and
Kolmogorov-Smirnov testing), independence of observations (inherent in design), linear
relationships between variables (scatterplots), and homogeneity of variance (boxplots and
Levene test). Variables exhibiting significant skewness and/or kurtosis will be adjusted in order

to satisfy the assumptions and produce stable results. Violations of assumptions will be reported,
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and if egregious, transformations will be performed. Prior to analyses between known groups,
these same assumptions will be checked and corrected for each sub-group.

Additional assumptions for conducting an Exploratory Factor Analysis will be tested.
Factorability will be tested to ensure an adequate degree of intercorrelation between FSACS
Scale items so that coherent factors can be named. This assumption will be tested with the inter-
item correlations, anti-image correlation matrix diagonals, and measures of sampling adequacy
(Kaiser-Myer-Olkin greater than 0.5 and Bartlett’s test in which the sphericity should be
statistically significant). Sample size adequacy will be tested to ensure reliable estimates of
correlations between items can be made. In addition to the sample size estimates provided in
Section 1.5.2.1, this assumption will also be tested post hoc by checking sample distribution for

each group and estimating sample size as described in Section 1.5.2.1.

Instrument development requires variability in response rates among participants. Item
distributions of the FSACS Scale will be examined by reviewing frequency distributions and
means/standard deviations for all questionnaire items. Items that are highly skewed and have
unbalanced distributions will be identified because these items convey little information. Items
reflecting a broad range of distribution will be retained because these items discriminate between
individuals and are desirable during factor analysis and psychometric evaluation. Iltem
performance across different sub-groups (cancer site, time since diagnosis, active treatment) will
be examined and chi-square statistics of association produced in order to check assumptions
prior to analysis. Tukey’s test of non-additivity will be performed to test the assumption that

there is no evidence of multiplicative interaction among FSACS Scale items.
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Categorical data will be examined for univariate and bivariate outliers by examining
frequency distributions and cross-tabulations. Continuous data will be examined for univariate
and bivariate outliers by creating standardized scores and reviewing cases with z-scores above 3
or below -3, examining box-and-whisker plots, bivariate scatterplots, and Mahalanobis’
distances. Any atypical values will be considered for transformation or deletion depending on
their influence on hypothesis testing. Winsorizing, or score alteration, will be considered for
extreme values.

Data transformations will be conducted for highly skewed or non-normal data
distributions. Positively skewed data will be considered for square-root or logarithmic (Log 10)
transformations, depending on the extent of the skewness. Negatively skewed data will be
considered for square-root or logarithmic (Log 10) transformations following a reflection of the

variable, depending on the extent of the skewness.

1.5.5.3 Data Analysis Procedures Validity refers to the extent to which an instrument is capable
of producing inferences that actually capture the underlying construct it intends to measure. If
valid, the interpretation of a measurement’s scores should be able to be used in making
inferences about an individual’s scores on the measure. Unlike previous decades in which
validity was measured as static and discrete forms (i.e. content, criterion, and construct
breakdown), validity is now recognized as a unitary quality of a measurement. Validity involves

“an overall evaluation of the plausibility of the intended interpretations” (Kane, 1994) of a
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measure. Validity evidence requires multiple, diverse types of bodies of evidence and arguments
that are substantiated with evidence collected over time.

According to the American Educational Research Association’s (AERA) Standards for
Educational and Psychological Testing, in the absence of a gold standard against which to
measure convergent validity, establishing construct validity is a process of gathering evidence on
the extent to which a measure performs as expected in relevant situations (1999). To establish
construct validity, an investigator must generate a set of propositions that guide interpretation of
the measure’s performance.

For the FSACS Scale, validity will be based on evaluation of the hypotheses testing
validity (in red in Figure 1):

e H1) Internal structure: the internal structure of the FSACS Scale should be consistent
with the three proposed theoretical dimensions of self-advocacy;

e H2) Sensitivity to differences between known groups: Total and subscale FSACS scores
should be significantly higher for: 1) Experienced survivors (> 5 years since diagnosis)
compared to newly diagnosed women (< 6 months); and 2) Women with high levels of
education (> master’s degree) compared to those with low levels of education (< a high
school education);

e H3) Relationships between self-advocacy and key predictors and outcomes: FSACS
Scale total score and subscale scores should be positively associated with the personal

attribute of openness and conscientiousness (IPIP), the learned skill of information
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above.

engagement (HIOS), social support (ISEL) and negatively associated with symptom
severity and interference (MDASI) and healthcare utilization;

H4) Concurrence with related concepts (formerly convergent validity): Higher scores on
the FSACS Scale should be positively associated with scores on the Patient Activation
Measures (PAM). Subscale score correlations between the FSACS Scale and the previous
patient advocacy measure (PSAS) are expected to vary according to the level of
similarity between the old and new subscales: 1) the two “mindful non-adherence”
subscales should be strongly positively correlated (r>0.70); 2); the “illness education”
(PSAS) and “application of information” (FSACS) subscales are expected to be
moderately correlated (r=0.30-0.70); and 3) the “assertiveness” (PSAS) and “connected
strength” (FSACS) subscales are expected to be weekly correlated (r<.30), and finally;
H5) Criterion measures (formerly criterion validity): The FSACS Scale total score
should be more highly correlated with outcome measures of symptom severity and
interference and healthcare utilization than the PSAS total score.

Psychometric evaluation of the FSACS Scale will be based on the propositions defined

H1: Exploratory Factor Analysis will be performed using maximum likelihood (ML)

method with the goal of reducing items and producing a parsimonious scale. Oblique rotation

will be used to allow for correlation between factors. A chi-square goodness-of-fit statistic will

evaluate the degree of congruence between data and the proposed model. In the event that the

assumptions of ML method are not met, Principal Axis Factoring will be used along with an
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examination of the residual correlation matrix instead to determine goodness-of-fit. Scree plots
and percent of variance explained will be used to help identify how many factors to extract. The
pattern matrix will be used to examine the partial standardized regression coefficients and
determine if a simple solution has been achieved. Items will be considered for deletion based on
item-to-total correlations < 0.35, inter-item correlations < 0.20, and factor loadings < .40 and
>.90 in order to ensure items contribute to the total variance explained without being redundant.
Items that cross-load onto more than one factor will be individually reviewed in consideration for
their congruency with factors and the overall construct and retained if loading higher on the
intended factor. Ultimately, a parsimonious scale should be created based on the above criteria
that considers the theoretical underpinnings, distinguishability, simplicity, internal consistency,
and interpretability of factor scores.

H2: T-tests will be used to compare FSACS Scale scores between experienced and newly
diagnosed cancer survivors and survivors with high and low levels of education.

H3: Bivariate correlations and t-tests as appropriate will be conducted between FSACS
Scale scores and scores on designated measures of predictors (IPIP, HIOS, and ISEL) and
outcomes (MDASI, Healthcare Utilization).

H4: Bivariate correlations will be conducted between the FSACS Scale scores and
subscale scores of related concepts from the literature (PAM and PSAS) to evaluate concurrent
validity.

H5: Bivariate correlations will be calculated between the PSAS scale scores and outcome

variables (MDASI, Healthcare Utilization) and compared with the strength of association
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between the FSACS and outcomes to evaluate whether the FSACS performs better among
female cancer survivors compared to the PSAS. Pearson correlations between the both the PSAS
and FSACS Scale will be respective outcome measures will be compared.

All tests will be conducted at the o =0.05 significance level. Data analysis will be

conducted using SPSS (version 21, SPSS, Inc., Chicago, IL).

1.6 DISSERTATION TIMELINE

Table 5 outlines the dissertation timeline originally presented by the candidate during her
Comprehensive Exam and Overview in May 2015. As of late June 2015, all anticipated deadlines

and times were met except that participants were recruited through March 2015.
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Dissertation Proposal

Dissertation Approval
Recruitment (minority
recruitment strategy
implemented at 50% &
75% recruitment)
Analysis

-Developing syntax
Performing planned
analyses

Consulting research team
members

Manuscript Preparation
Dissemination
Post-doctoral Award

Preparation

Table 5. Dissertation Timeline

W EVE July- March-
June-Aug.
June Sept. . May
AN
2014 2014 2015
X
X

X X X
X X X
X X
X
X X X
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1.7 DATA INTERPRETATION

Validity of the interpretation of FSACS Scale scores will be evaluated based on the five

hypotheses listed in Section 1.5.5.3. Since each hypothesis could be rejected or retained, the

argument for validity testing will be based on the extent each hypothesis is or is not retained.

If these hypotheses are substantiated in this study’s results, then the interpretation of high
FSACS Scale scores will be indicative of an adult woman with cancer with a high ability to self-
advocate.

Item reduction of the FSACS Scale will occur by looking at the performance of the new
instrument based on scale-, factor-, and item-level statistics. Criteria for exclusion will include 1)
low item-item correlations (<0.30), 2) poor fit into the factor structures within the Exploratory
Factory Analysis, and 3) large amounts of user-defined missing data (refusal or confusion on

how to respond).

1.8 STUDY LIMITATIONS

Survey research inherently includes errors of observation and non-observation. Furthermore,
using a self-reported administration method introduces respondent recall and bias error which
can impact external validity of score interpretations. Particularly in the current study, bias is

introduced because of the social desirability of self-advocacy. Concerns of observation and bias
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were addressed by including a large number of items behaviors varying in difficulty that reflect
the depth and breadth of self-advocacy as defined in previous work.

Another limitation to this study includes not including more types of validity evidence.
Given the lack of an alternate measure of self-advocacy for female cancer survivors, item
responses cannot be compared to a gold standard. Responsiveness, or a measurement’s
sensitivity to detect change, is not measured given the cross-sectional design of the study. Future
studies collecting longitudinal data will measure changes in outcomes based on individuals’

responses to the FSACS Scale.

1.9 POTENTIAL PROBLEMS

1.9.1 Reducing Survey Error

Survey development research must be concerned with error in estimating the true score of the
surveys being administered. In order to produce accurate information about self-advocacy in
female cancer survivors, four types of survey error all pose potential problems with this study:
coverage error, sampling error, nonresponse error, and measurement error (Dillman, 2002). Each
of these types will be systematically addressed:

e Coverage error, or the risk of not all members of the population have a known, nonzero

chance of being included in the sample, will be addressed by using broad sample frames
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(particularly the Pennsylvania Tumor Registry) and regularly scheduled recruitment
checks.

e Sampling error, or error in precision due to not all members of the population being
sampled, is addressed by randomly sampling a high enough proportion of the portion
based on sample size estimations.

e Nonresponse error, or error due to systematic differences between participants receiving
the survey who do and do not return completed surveys, is addressed by sending
personalized, tailored instructions intended to motivate all women receiving
questionnaires.

e Measurement error, or inaccurate or imprecise survey responses, is addressed through
extensive pilot testing of survey questions to ensure clarity of instructions and wording

along with survey design and construction.

1.9.2 Achieving Sample Size

One of the major potential problems in this study is not achieving the desired sample of 300
adult female cancer survivors. To address this problem, special attention will be made to include
culturally sensitive statements in the recruitment flyers/paperwork, survey paperwork, FSACS
scale, and consent forms. Recruitment activities during will include personalized, culturally
sensitive language according to Dillman’s methods of formatting web-based and paper surveys

according to social exchange theory. Minority female survivors were included within the eight-
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member expert panel during the creation of the FSACS Scale items and assisted in assuring the
FSACS Scale represents minority female cancer survivors’ experiences.

Table 6 illustrates the intended recruitment by site and racial status. To ensure inclusion
of a wide variety of cancer sites, survivorship stages, health statuses, ethnicities, socioeconomic
statuses, and current disease statuses (a key principle of instrument development necessary to
ensure potential generalizability), these factors will be evaluated by the research team after
accrual is 50% and 75% complete. If necessary, the candidate will increase efforts to recruit a
diverse sample including targeted selection of clinics and direct requests to clinical staff.

less than a high school education and 20% being non-Caucasian.

Table 6. Numbers of Potentially Eligible Participants by Recruitment Site

White Black Asian/Pl Other

TOTAL
(n) (n) (n) (n)
PA Cancer Tumor Registry* 52 16 3 1 72
CTSI Participant Research
Registry 70 4 1 3 78
| TOTAL Registries 122 20 4 4 150 |
American Cancer Society 80 1 0 5 86
Urban League of Greater
Pittsburgh 0 o 0 0 d
National Ovarian Cancer
Coalition (Pittsburgh and 30 1 0 4 35
National)
African A,\merlcan Women’s 0 10 0 0 10
Speakers’ Bureau
Cancer Caring Center 10 0 0 0 10

*These data were provided by the Bureau of Health Statistics and Research, Pennsylvania
Department of Health. The Department specifically disclaims responsibility for any analyses,
interpretations or conclusions.
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Our goal is to ensure diversity in education and race by achieving the pre-set goals of
10% having Based on demographic information from the individual recruitment sites, we believe
this enrollment strategy is feasible.

Minority recruitment will be discussed at the weekly research team meetings and monthly
meetings. Low minority recruitment at specific clinics and organizations will be addressed
through a detailed recruitment plan with Dr. Rosenzweig. These contingency minority
recruitment plans are detailed below:

e A panel of minority recruitment experts including Dr. Rosenzweig, the Center for Minority
Health (CMH), and the directors of the African American Women’s Speakers’ Bureau and
Urban League of Greater Pittsburgh plan to meet for consultation and formation of a detailed
plan including: 1) targeting minority female survivors within cancer clinics and cancer
registries, 2) developing culturally-sensitive recruitment flyers and literature, and 3) working

directly with clinic and advocacy organization staff to direct efforts at minority women.

e The candidate has registered with an additional cancer advocacy organization, the Army of
Women, and will be able to recruit from the women included in this registry who have
indicated interest in participating in cancer trials and research projects. The registry currently
includes 12,297 Black of African American women, 12,000 Hispanic or Latina women,
3,897 Asian women, 1,665 Native American women, and 19,806 women of other racial and

ethnic groups.
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1.10 ALTERNATIVE APPROACHES

Alternate methods exist to empirically validate new measurement tools. Different modes of
survey delivery could be used including telephone or face-to-face survey delivery modes.
Alternatively, a single mode of web-based or mailed questionnaires could be used. However,
these alternate survey delivery modes reduce external validity and generalizability for future use
of the FSACS Scale in clinical or research settings. Likewise, using a single mode would
significantly increase the cost of implementation (mailed) or increase sampling error if not
including women without reliable access to the internet (web-based).

Additional alternative approaches include consideration of additional hypotheses to
establish validity based on the AERA guidelines. However, the five hypotheses currently
included consider both the structural dimensions of the FSACS Scale and external relationships
of the FSACS Scale with other measures, both of which are based on previous literature
surrounding self-advocacy and female cancer survivorship literature. Content validity has
previously been reviewed and found to be adequate. Future research can explore additional
hypotheses regarding the interpretation of the FSACS Scale scores with additional measures,

samples, and settings.
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1.11 PROTECTION OF HUMAN SUBJECTS

Approvals have been achieved to secure the safety of research participants, access to
participants, and instrument use:
e Institutional Review Board
0 University of Pittsburgh Institutional Review Board (PR0O12110062)
e Access to Participants
0 CTSI Participant Research Registry
0 Pennsylvania Department of Health for the Cancer Registry
o National Ovarian Cancer Coalition (National)
o African American Women Speaker’s Bureau (Pittsburgh)
o0 Cancer Caring Center (Pittsburgh)
0 *American Cancer Society (National) (currently being developed)
e Instrument Use for paper- and web-based questionnaires from the owners or creators of
each instrument.

Consents will be obtained from all participants. Mailed questionnaires will include a
consent form stating “By completing and returning the completed questionnaire you agree to
participate in this research study”. Web-based questionnaires will include a typed copy of the
consent form and ask participants to indicate their voluntary consent by responding “Yes” to the

item “By clicking “YES” you agree to participate in this research study.”
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Potential Risks and Risk Reduction: The major risks of 1) subject burden and 2) breach of

confidentiality will be systematically addressed.

1) Subject Burden: To reduce the risk of subject burden, shortened versions of scales and
select subscales of larger measures were used when valid/reliable and appropriate to minimize
patient burden. Participants will be given written instructions in their formal introduction to the
survey to take time to rest and return to questionnaires at a later time if they begin to experience
fatigue and/or distress during questionnaire completion. These instructions will be provided for
both web-based and mailed questionnaires.

2) Breach of Confidentiality: To reduce the likelihood of a breach of confidentiality,
questionnaire data will be assigned a code number and stored in a locked file cabinet separate
from the file identifying participants by code number. Internet surveys will be designed to assure
confidentiality in responses. Internet surveys will be delivered on a secure website (REDCap)
which uses the Secure Sockets Layer (SSL) encryption. The REDCap website ensures that data
are maximally secured and in accord with the Health Information Portability and Accountability
Act. Data is stored behind the University of Pittsburgh firewall. Unique identification numbers
will be assigned to each participant. No identifying information will be collected on the web-
based survey. Survey responses will be stored on a secure server at the University of Pittsburgh.
The candidate has established plans with clinic and organization directors to assure protection of
all participants including confidentiality of all identifiable information, minimization of any risk,

use of informed consent materials, and description of risks and benefits.
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Data and safety monitoring will be conducted during monthly meetings with Drs.
Donovan and Cohen during which data quality, management and any adverse events arising from
the study will be reviewed. A summary of these reviews will be provided to the IRB at the time

of the yearly renewal. Any unanticipated adverse events will be reported immediately to the IRB.

1.12  INCLUSION OF WOMEN, MINORITIES, AND CHILDREN

This study specifically addresses a research question relevant to female cancer survivors. All
adult women with a history of a cancer diagnosis ages > 18 years old are included in this study
independent of cancer stage. Women with a previous diagnosis only of basal cell carcinoma or
cervical intraepithelial neoplasia stage 1 are excluded because these survivors are expected to
have inherently different experiences than other female cancer survivors.

We plan to ensure that 10% of the sample has less than a high school education and 20%
be non-Caucasian. Tables 7 and 8 describe the racial and ethnic make-up of the recruitment sites.
We anticipate that adult women at various stages of cancer survivorship share experiences and
situations in which self-advocacy and symptom management are likely to occur and significantly
impact their lives. These statements are supported by the candidate’s focus group study in which
female survivors’ experiences consistently expressed the same central themes of self-advocacy
independent of individual disease state, age, number of recurrences, years since diagnosis, racial

background, and years of education (Hagan & Donovan, 2013b).

51



Allegheny
County
CTSI
Participant
Research

Registry”*

PA Cancer
Tumor
Registry®

TOTAL

6,974

82.5%

697,25

82.6%

92%

74

5.6%

9,990

7.1%

7%

49

0.6%

4,683

0.6%

0.001
%

954

11.3%

82,102

9.7%

Table 7. Demographics of Registries

8,451

100%

844,026

100%

100%

7,426

93.1%

358,17
7

Not
availa
ble

97%

By Ethnicity

1.6% n/a
9 1
0.1% 6.8%
386 ot

8¢ avail
able

Not Not
avail avail
able able

3% n/a

100%

7,976

100%

62,045

Not
availabl
e

100%

A: Females > 18 years old in with history of cancer diagnosis as of February 2014.

B: Females > 20 years old with previous diagnosis of cancer in registry (1990-2010 data

available for statistical review. These data were provided by the Bureau of Health Statistics and

Research, Pennsylvania Department of Health. The Department specifically disclaims

responsibility for any analyses, interpretations or conclusions.

C: Data from 2002-2010. The Pennsylvania Department of Health began tracking ethnic data in

2002.
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Table 8. Demographics of Advocacy and Cancer Organizations

%

Total Female % Minority
American Cancer Society TBD* TBD* TBD*
Urban League of Greater Pittsburgh 20,000**  75%** 85%
National Ovarian Cancer Coalition (Pittsburgh) 400** 85%** Not known
National Ovarian Cancer Coalition (National) 5,000**  85%** Not known
African American Women’s Speakers Bureau 20*** 100% 100%
Cancer Caring Center 7,000*** 90% Not known

TOTAL Advocacy and Cancer Organizations 32,420 75-100%

*Information from the American Cancer Society will be given to the candidate prior to study
implementation.

**Estimate from advocacy organization director. Because organizations’ records vary, directors
estimates of total membership and what proportion is female and minority are described to
represent the large sample from which eligible women can be recruited.

***The African American Women’s Speakers Bureau includes 20 African American women.
This organization sponsors regular educational series, health forums, and events that are widely
advertised to African American women throughout western Pennsylvania. Dr. Rosenzweig has

high success in recruiting minority cancer survivors through this organization.
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1.13 RESEARCH PARTICIPATION RISK & RISK REDUCTION

Human participants will be protected from risks associated with participating in this research

study.

1.13.1 Involvement

Three hundred female adult cancer survivors will participate in this study by completing paper-
or web-based surveys at one time point. Inclusion Criteria: 1) female, 2) at least 18 years old,
and 3) have a history of a cancer diagnosis at age 18 or older (younger cancer survivors are likely
to differ in their responses). Exclusion Criteria: 1) unable to complete questionnaires in English
(only English version) or 2) have a diagnosis of basal cell carcinoma or cervical intraepithelial
neoplasia stage 1 (these survivors have inherently different treatment and symptom experiences

than other cancer survivors).

1.13.2 Sources of Data

All data will be collected in the paper- or web-based surveys completed by participants.

1.13.3 Recruitment and Retention

Recruitment strategies have been developed with each recruitment site to identify email listservs

and databases from which the candidate can contact potential participants.
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Dillman’s Tailored Design Method (2002) will be utilized to maximize recruitment and
return of paper- and web-based surveys by reducing the burden of participation. Dillman’s
survey procedures are based on social exchange theory in which the survey request and
motivation to complete the surveys is based on establishing trust and increasing the perceived
benefits of completing the survey while decreasing the expected costs of participation.

Trust will be established by 1) providing written endorsement from the leaders of the
organizations from which the participants are recruited, 2) stressing the importance of the
knowledge to be gained in this study, and 3) ensuring confidentiality of all participant
information. Participants’ perceived benefits of participation will be highlighted by providing
background information about the survey, asking for help and advice, showing respect for
individuals, and providing social validation. Participants’ expected costs of participation will be
decreased by making participation convenient, used abbreviated versions of questionnaires,
requesting minimal private information and no sensitive information, and avoiding any
subordinating language.

Scheduled recruitment checks will occur after 50% and 75% of the total sample has been
recruited. If it low participation among women with low educational status and minority status is
discovered, then targeted recruitment strategies will be developed and implemented if with
consultation with Dr. Rosenzweig and her research team. Surveys are completed at one time

point, so retention strategies are not included.

55



1.13.4 Potential Risks & Risk Reduction

1) Subject Burden: To reduce the risk of subject burden, shortened versions of scales and select
subscales of larger measures were used when valid/reliable and appropriate to minimize patient
burden. Participants will be given written instructions in their formal introduction to the survey
to take time to rest and return to questionnaires at a later time if they begin to experience fatigue
and/or distress during questionnaire completion. These instructions will be provided for both
web-based and mailed questionnaires.

2) Breach of Confidentiality: To reduce the likelihood of a breach of confidentiality,
questionnaire data will be assigned a code number and stored in a locked file cabinet separate
from the file identifying participants by code number. Internet surveys will be delivered on a
secure website (REDCap) which uses the Secure Sockets Layer (SSL) encryption. Data is stored
behind the University of Pittsburgh firewall. Surveys are designed to assure confidentiality in
responses. Unique identification numbers will be assigned to each participant. No identifying
information will be collected on the web-based survey.

Survey responses will be stored on a secure private server with the assistance of Dr.
Donovan’s research team’s web-design experts and information science specialist who will be
available to assist the candidate for the duration of the study. The candidate has established plans
with clinic and organization directors to assure protection of all participants including
confidentiality of all identifiable information, minimization of any risk, use of informed consent

materials, and description of risks and benefits.
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1.13.5 Risk-Benefit Ratio

This study has minimal risk. The benefit of creating a valid, reliable measure of self-advocacy
among female cancer survivors constitutes a significant and innovative research methodology

capable of being used in future research to address the needs of female cancer survivors.
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20 SUMMARY OF STUDIES

2.1  FINAL SAMPLE

We originally planned to compare FSACS Scale scores of women within 6 months of their
diagnosis and over 5 years (Hypothesis 2). In order to ensure more equal distribution
during planned analyses, participants’ times since diagnosed with classified as 0-1 year, 1-5
years, and over 5 five years. Given that most women within 1 year of diagnosis had
received or were currently receiving some type of ongoing treatment (e.g. radiation
(40.0%), chemotherapy (70.5%), or adjuvant treatment(18.8%)), it is likely that between 6
months and 12 months these women were still acutely impacted by their cancer and its

treatment.

2.2 RECRUITMENT
2.2.1 Registries

The Pennsylvania Tumor Registry contained the names, street addresses at time of diagnosis,
racial and ethnic categories, date of birth, and ICD-9 codes of all adult females diagnosed

with cancer from 1985-2013. Concerns arose with the registry including:
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e Outdated addresses caused many initial letters to be returned.

e The registry was not checked against the Social Security Death Index.

e In situ cancers were included with invasive cancers; some ICD-9 coded that were of
unclear invasiveness and malignancy. Several women called or mailed the researcher to
indicate that they had never received a cancer diagnosis.

e The registry contained more years for women who would be > 5 years since diagnosis
(1985 — 2009) than 1 — 5 years (2009 — 2013) or < 1 year (some 2013) although the
planned hypotheses of the study required roughly equally numbers from these three
groups.

To address these concerns, the candidate used a random number generator to randomly
identify women from specific years and checked each randomly selected woman against: (1) a
publically available website with addresses (whitepages.com), (2) the Social Security Death
Index, (3) online obituary searches particularly for women diagnosed within the past two years,
and (4) a list of ICD-9 codes. Years from the original list of registry participants were
weighted toward 2009-2013 in order to achieve equal numbers participants from the three
groups of times since diagnosis.

Initial letters sent through the Pennsylvania Tumor Registry were not cross-
checked against the ICD-9 manual to ensure all potential participants had invasive cancers.
Even after cross-checking occurred, some participants still indicated having been diagnosed
with an in situ or non-invasive cancer. As a result, 19 participants (6.1%) in the final sample

had a non-invasive cancer diagnosis. These participants remain in the analyses because
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the treatment and psychological adjustment for this population has been shown to reflect
that of individuals diagnosed at later stages.

While the response rate of 17.3% from the Pennsylvania Tumor Registry is low
compared with other studies having used this registry, this study randomly selected potential
participants from the entire registry. Individuals who are older, non-White, and have more
advanced disease are known to have lower response rates when recruited through state tumor
registries (Kelly, Fraze, & Hornik, 2010), but it was important to the study design and

hypotheses to select a variety of ages, ethnicities, and times since diagnosis.

2.2.2 Advocacy Organizations

Difficulties recruiting occurred at several sites. At the Urban League, personnel changes
and problems accessing eligible participants greatly impeded recruitment. To address these
barriers to recruitment, the candidate instead attended events sponsored by the Urban League
and brought copies of the survey study, consent form, return envelopes with postage, and
business cards to recruit potential participants face-to-face at these events.

At the American Cancer Society (ACS), both national and local recruitment strategies
were undertaken. Originally, the ACS’s online website for their Cancer Support Network

posted a study announcement on their website (http://csn.cancer.org/announcements). However,

given the limited visibility of this advertisement, very few participants were recruited
despite bi-monthly updates to put the study at the top of the Announcement webpage. Several

suspicious emails were sent to the study’s email address requesting to participate
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referencing this announcement. While the first few requesters were given access to the survey, a
distinct pattern of email addresses, email text, and abnormal survey responses raised
concerns which the candidate brought to her Committee and determined that emails fitting
this pattern could be ignored in order to preserve the integrity of the data. While the
announcement remained on the ACS website, the candidate decided to also recruit from the
local ACS Pittsburgh Chapter by speaking at local volunteer meetings.

The African American Women’s Speakers Bureau leadership helped recruit participants
at events they were organizing or attending. Researchers from this study were not present at
those events. Few potential participants elected to participate in the study.

Due to the low recruitment from the Urban League of Greater Pittsburgh and the African
American Women’s Speakers Bureau (both of which were assumed to help ensure diversity of
the sample), the candidate used available racial and ethnic data through the Pennsylvania Tumor
Registry to target minority women.

Additional sites were included including the LiveWell Survivorship Program at
Hillman Cancer Center (October 2014), cancer support groups at Hillman Cancer Center
(November 2014), and Magee Women’s Hospital newsletters and clinic flyers (October 2014).

All of these sites were able to recruit several eligible to complete online and paper surveys.
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2.3 DATA COLLECTION PROCEDURES

Prior to the start date of the study, the decision was made to use Qualtrics rather than REDCap
for web-based survey dissemination, data collection and management. Qualtrics’

superior survey-building capabilities, export options, and usability drove this decision.
Blocks of individual questionnaires were randomly presented to participants in order to
prevent order effect.

The Pennsylvania Tumor Registry had guidelines for using their registry that altered
the data collection procedures. Prior to any participant research activity, the participant
needed to return a signed consent form. Originally, no reminders were sent to participants after
sending the questionnaire packet. Later, after clarification with the directors of the registry,
replacement questionnaires were sent to participants who had not yet returned the
questionnaires.

Participants were given $10.00 Amazon.com gift cards instead of WePay cards. This was
done to avoid collecting participants’ Social Security numbers and to make the experience

as easy as possible for all participants in accordance with Dillman’s Tailored Design Method.

24  ASSUMPTIONS FOR DATA ANALYSIS

Prior to any analyses, all data was cleaned, recoded, and assumptions were checked. For the
factor analysis, item performance was checked. Item-to-total correlations and inter-item

correlations were examined. While some correlations were less than 0.35 and 0.20, respectively,
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these items were determined to be poor performers during earlier testing and throughout future
factor analysis stages.

Almost all assumptions for the factor analysis (Hypothesis 1) and additional hypotheses
(Hypotheses 2 — 4) were met for all scales except for the FSACS Scale and the MDASI. The
MDASI symptom severity and symptom interference subscales had significant floor effects. One
hundred and ten women did not report any symptoms. The 205 women who did report any
symptom being above 0 had a mean symptom severity score of 1.37 (SD = 1.38) and
mean symptom interference of 1.16 (SD = 1.83) indicating low overall symptom burden
among this sample.

For the final 20-item FSACS Scale, several univariate and multivariate outliers existed
and several items demonstrated high skewness and kurtosis. Sx participants were univariate
and/or multivariate outliers on the FSACS and other scales. The factor analysis and
additional analyses were run with and without these 6 participants, and the number of factors
and factor loadings did not significantly differ. Eleven of the final 20 items in the FSACS
Scale had skewness and/or kurtosis +/- 1.00 mostly due to ceiling effects in which most
respondents scored items as a 4, 5, or 6 on the 6-point Likert scale. After collapsing response
options 1 and 2 into option 3, the problems of skewness and kurtosis were resolved.

All scales had less than 4.1% missing data save for the FSACS Scale which had 8.0%
missing data. Although the pattern of missingness was determined to be random (MCAR:
chi-square = 790.754, df = 1317, p = 1.000), the decision was made to use estimation

maximization (EM) to input missing data in order to provide the largest sample size for the
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factor analysis. After missing data was imputed using EM, factor analyses results were
compared to results without the EM imputation, regression, regression with residuals, and
multiple imputation techniques for addressing missing data. Factor analysis results did not vary

between methods.

The six univariate and multivariate outliers were deleted from analyses for
Hypotheses 2-5. Results of hypotheses testing did not change when these outliers were

eliminated.

2.5 ITEM REDUCTION PROCESS

The original 57 items used during reliability testing were included in the construct
validity testing. Online surveys had random ordering of the 57 items. Paper surveys had
the same ordering.

Decisions about what items to keep or delete must incorporate multiple sources of
information regarding item performance. While the data analysis plan inferred that results of
factor analysis statistics (item-to-total correlations, inter-item correlations, factor loadings,
cross-loading items) would be the primary determinants of item deletion while considering
theoretical underpinnings, reliability, interpretability, and simplicity.

During the process of determining the final set of items for a theoretically-
consistent, psychometrically robust, parsimonious, and clinically useful measurement, we also
considered item’s previous performance during content validity, cognitive interview, and

reliability testing. For example, during content validity testing the experts were asked to rank
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the five items they found most important and the five items they found least important to self-
advocacy. These items were noted and kept in the analyses despite low communalities and
factor loadings in order to increase the face validity of the final measure. Responses of the
cancer survivors on the expert panel were given extra weight during this process.

In order to track decisions to delete or retained items in the FSACS Scale, a table was
used to track item performance across several psychometric criteria (Table 9). As noted in the
table, items were reworded after content validity testing, therefore complicating cross-
evaluations with reliability and construct validity testing results. While there was no one
formula or rule by which items were deleted or retained, this table provides evidence and/or
explanations behind the choices we made in deciding on the final items measure. Future
research will investigate items that performed differently than expected based on the original

theory or which may be performing poorly due to lack of clarity or poor wording choice.
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Table 9. Item Reduction Criteria and Elimination from 57 to 20 Item Scale

Content
Validity: # Problems
oo Low
of experts  Identified Poor Low Low
: . Content . Delete
ranking during i Initial  Commu  Factor o
. " Validity . . . Notes or
item as Cognitive Index Reliabil = nalities Loading Kee
Mostand  Interview 1Y (<0.30) @ (<0.40) P
Score
Least S
Important*
BEING AN INFORMED DECISION MAKER
(FORMERLY APPLICATION OF INFORMATION)
1. 1 seek out information to help me Poor
improve my life as a cancer survivor. Most: 2 con_ceptu_al
clarity with
(1 cancer factor- Delete
survivor) Low '
variability
2. | make sure the health information | get is . Poor
Most: 1 (cancer
trustworthy. . conceptual
survivor) . .
. clarity with
Item confusing to factor- Delete
others including Low’
survivors Co
variability
3. | can tell the difference between health Most: 1
information that does and does not apply : X X Delete
to me Least: 1
4. Health information gives me more control Most: 1
as a cancer survivor. Many experts Low
disagree with s Delete
variability
concept of
“control”
5. lignore questionable health information. X X Delete
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Table 10 (continued)

6. | try new things to improve my life as a Most: 1 (cancer
. . Cross-
cancer survivor. survivor) loading Delete
Least: 1
7.1 do_n_t know enough to help make Least: 1 X Delete
decisions about my cancer care.
8. 1 use my skills to soI\_/e the problems | Most: 3 X Keep
face as a cancer survivor.
9. | gather information before making Most: 1 (cancer Keep
decisions about my cancer care. survivor)
10. If I had problems with my job or other
responsibilities, I would know where to Least: 1 X X Delete
look for help.
11. 1 weigh my options carefully before
making important decisions about my X Keep
cancer care.
12. | prepare myself to make decisions about Most: 1 Keep
my cancer care.
13. When it comes to making decisions about
my cancer care, | know what my priorities Most: 2 Keep
are.
14. Having information helps me to make Most: 3 (1 cancer
decisions about my cancer care. survivor)
Confusing item Lowest Delete
to many; hard to variability
disagree with
item
15. Ifa health_problem doesn’t go away, | Least: 2 X X Delete
look for different ways to manage it.
16. If I had problems covering the costs of
my cancer care, | would know where to Least: 1 X Delete
look for help.
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Table 10 (continued)

COMMUNICATING WITH MY HEALTH CARE PROVIDERS

(FORMERLY LEADING MY HEALTH CARE)

17. Sometimes | adjust my provider’s Most: 1
recommendations to better fit with my Least: 2 (1 X X X X Delete
life. cancer survivor)
18. Ifa treatment is not working, | wait for X X X Delete
my provider to make a change.
19. | ask questions when | don’t understand Cross-
what my provider is telling me. Most: 5 (1 loading
) X between Keep
cancer survivor)
factors 1
and 3
20. My provider knows what is best for me. Most: 1 X X X X Delete
21. Sorr_letlmes I deC|d_e not to follow the Most:. 1 X X X X Delete
advice of my provider. Least: 1
22. 1 _do_n t want my provider to think | am a Least: 1 X X X Delete
difficult patient.
23. If 1 don’t do what my provider asks me to Least: 1 X X X X Delete
do, | have a good reason.
24. 1 feel_ like I can disagree with my Most:. 1 X X X Delete
provider. Least: 1
25. If a medication is not working, | tell my Most: 1 (cancer
provider. survivor)
Confusion if
person not
taking X X Ve_r y I.O.W Delete
9 variability
medication;
confusion about
chemotherapy
vs. medication
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Table 10 (continued)

26. | question my provider if | don’t agree Cross-
with his or her recommendations. loading
between
Factors 1
Most: 1 and 3; Kept Keep
in due to
Content
Expert
approval
27. 1 don’t talk about a health concern with
my provider unless I think there is a X Keep
solution.
28. | rarely tell my provider about the Keep
problems | am having.
29. | know where to get an answer if my Kept in due
provider can’t give me one. Most: 3 X to Content Keep
' Expert
approval
30. 1 ask my provider to explain his or her Cross-
recommendations. Most: 4 (2 loading
cancer between Keep
survivors) Factors 1
and 3
31. Iam not sure where | would go if my Removed
prowgier is not able to answer the Not included due to Delete
questions | have. redundancy
with #29
32. 1 am comfortable asking for a second Kept in due
opinion. Most: 2 to Content Keep
' Expert
approval
33. Not following the advice of my provider X X Delete
bothers me.
34. | know what’s best for me medically. X X Delete
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Table 10 (continued)

35. | seek other help for my needs that are not Initially
being met by my provider. kept in
initially
due to
Most: 1 Content
Least: 1 X X Expert Delete
approval,
but
ultimately
poor fit
36. | worry that asking for a second opinion .
. A Duplicate
would hurt my relationship with my Delete
. of Item 32
provider.
37. I have a hard time voicing my preferences Most: 2 (2
to my provider. cancer Keep
survivors)
CONNECTED STRENGTH
38. | see_k out support from other cancer Most: 1 Keep
survivors.
39. | see_k out support from friends and Most: 1 X X Delete
family.
40. mzl'pmg other cancer survivors also helps Most: 1 Keep
41. 1don’t like asking my friends and family Most: 1
for help. Least: 1 (cancer X Delete
survivor)
42. Man¥ of my decisions are based on X Delete
what’s best for my family.
43. Being there for other cancer survivors is Redundant
an important part of being a cancer Most: 1 Wwith #44 Delete

survivor.
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Table 10 (continued)

44. When | hear someone has cancer, | try to
Keep
reach out to them.
45. It helps me to know that other cancer
survivors have gone through what | am Most: 1 X Keep
going through.
46. My friends and family motivate me to get Keptin
better. initially
Most: 1_ (cancer X due to Delete
survivor) Content
Expert
approval
47. 1 can balance my needs with the needs of X X Delete
others who depend on me.
48. 1 am comfortable telling my friends and Most: 1 X Delete
family what | need.
49. | protect my family and friends from my Cross-
health problems. Least: 1 X loaded Delete
onto
Factor 3
50. Sometimes | have to put myself first. X Delete
51. | feel connected to other cancer survivors. Poor
conceptual Delete
clarity
with factor
52. | support other cancer survivors. Poor
conceptual Delete
clarity
with factor
53. Telling other people my story makes me
Keep
feel good.
54. | prefer to deal with my cancer on my Most: 1 c
. ross-
own. Least: 1 (cancer X - Delete
. loading
survivor)
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Table 10 (continued)

55. I want to give back by helping other Poor
cancer survivors. Least: 1 conceptual Delete
clarity
with factor
56. | try to raise awareness about cancer. Cross-
loaded Keep
onto
Factor 3
57. lam qomfortgble sharing my cancer Least: 1 Keep
experience with others.

*Many items during content expert review were worded differently from the items in the 57-item scale included in the Reliability and Validity testing.
**This category was only considered in the last rounds of item deletion if there was acceptable item performance on all previous measures.

Underlined X’s indicate that poor communalities and/or factor loadings occurred after the first set of items was deleted.
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Several items loaded or cross-loaded on unexpected factors. Two items (Item 19: “I ask
questions when | don't understand what my provider is telling me.”; Item 26: “I question my
provider if I don’t agree with his or her recommendations.”; and Item 30: “I ask my provider to
explain his or her recommendations.”) were originally included in the “Leading my Health Care”
dimension but cross-loaded slightly more strongly on the “Application of Information”
dimension. This was assumed to be because all three questions included aspects of
communication (e.g. “l ask...” and“l question...”) and decision-making (e.g. seeking
clarification and explanations). Due to the original intent for the items to be in the “Leading
my Health Care” dimension, lack of impact on factor correlations, and difference of < 0.25
factor loading between dimensions, the decision was made to keep Items 19 and 30 on the
“Leading my Health Care” factor which would later be named “Communicating with My
Health Care Providers.”

One item, (Item 32: “I am comfortable asking for a second opinion.”) clearly and solely
loaded onto the “Application of Information” factor rather than the “Leading my Health
Care” dimension for which it was originally intended. While the intent of the item was
intended to tap into patients who fear speaking up to their provider or being rude at the expense
of their pursuing more diagnosis and treatment options, the item also includes aspects of
seeking out information and going to a new provider to ask for a recommendation. De to
the clear loading and conceptual congruence with patients seeking out information this item

was moved to the factor on which it loaded.
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2.6 RENAMING FSACS SCALE DIMENSIONS

In accordance with scale development procedures, the FSACS Scale dimensions were renamed
after the final item set was determined. First, the three factors from the factor analysis were
selected. For each factor, the items were ranked from highest to lowest factor loadings. Items that
cross-loaded onto other factors (e.g. Items 19 and 30) were ranked at the bottom. Items were
reviewed by three researchers (T. L. H., S. M. C., and H. S. D.) to identify common attributes
or themes between a factor’s items. A new dimension name was agreed upon by the
three researchers that encompassed all items within the factor.

The original dimension “Application of Information” was updated to “Being an

Informed Decision Maker” after reviewing factor loadings. Not only was the word “decision”

used in 4 of the 6 items, but the terms “prepare,” “weigh my options,” “asking,” and “use
my skills,” and “gather information” all demonstrate the work necessary to being informed
decision makers and participants in their health care. This factor explained the most amount of
variance in participant responses.

The original dimension “Connected Strength” remained the same after reviewing the
factor loadings. This factor explained the second most variance in participant responses. Items
reflect the ways in which female cancer survivors benefit from giving and receiving support..

The original dimension “Mindful Non-adherence” had been updated to “Leading my
Health Care” prior to construct validity testing and was finally updated to “Communicating
with My Health Care Providers” after reviewing the factor items. Many items within this
dimension had significant problems throughout all stages of psychometric testing. The items

that remained strong during most or all of the content validity, reliability, and factor analysis

testing centered on the ability of participants to communicate their questions, problems,
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misunderstandings, and preferences to their healthcare providers. The verbs “tell,”
*ask,” *“voicing,” “talk,” and *“question” were included in these items. Due to this emphasis
on communication, the dimension was named to emphasize the ability or inability of some
participants to communicate their needs to their providers. This factor explained the least
amount of variance in participant responses.

The final 20-item FSACS Scale is reported in Appendix B.

2.7  ADDITIONAL FSACS SCALE DETAILS

After the final FSACS Scale item set was determined, reliability statistics were reanalyzed for
the total scale and three dimensions. Internal consistency was measured using Cronbach alpha as
a coefficient of consistency for the 20-item set. The Cronbach’s alpha for the total FSACS Scale
was a.=0.880 and a.= 0.817, 0.791, and 0.850 for the “Being an Informed Decision Maker,”
“Connected Strength,” and “Communicating with My Health Care Providers” dimensions,
respectively.

Test-retest reliability was also calculated for the final FSACS Scale. Using data from the
previous reliability study, test-retest reliability for the final 20-item scale was calculated. The
Pearson Product Moment Correlation for the total FSACS Scale was r = 0.926 (p <0.001) and r
=0.982, 0.980, and 0.888 for the “Being an Informed Decision Maker,” “Connected Strength,”
and “Communicating with My Health Care Providers” dimensions, respectively, all at a

significance level below p = 0.01.
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3.0 MANUSCRIPTS

The candidate has 2 published, 1 submitted, and 1 submission-pending manuscripts documenting
her research team’s linear process of creating, testing, and validating the FSACS Scale.

Manuscript 1: First, the candidate conducted a systematic literature review and concept
analysis of self-advocacy to uncover the defining attributes, antecedents, and consequences of
self-advocacy and their applicability to cancer survivorship. The focus group manuscript is
published in the Journal of Advanced Nursing in October 2013.

Manuscript 2: The candidate then led and analyzed focus groups to describe self-
advocacy as experienced by female cancer survivors The focus group manuscript is published in
the Oncology Nursing Forum in March 2013.

Manuscript 3: Next, the candidate tested the content validity and initial reliability of the
FSACS Scale in order to endure the face validity and consistency of item response. The content
validity and reliability manuscript has been submitted to the Journal of Nursing Measurement in
June 2015.

Manuscript 4: Finally, the candidate will submit the construct validity manuscript to

Cancer in August 2015.
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3.1 CONCEPT ANALYSIS

See Attachment 1.
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3.2 FOCUS GROUP TESTING

See Attachment 2.
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3.3 CONTENT VALIDITY AND RELIABILITY TESTING MANUSCRIPT

Theoretical to Tangible: Creating a Measure of Self-Advocacy

3.3.1 Abstract

Background & Purpose: Abstract concepts are difficult to measure. This article reports the
process of creating a measurement of self-advocacy among female cancer survivors.

Methods: The development of the Female Self-Advocacy in Cancer Survivorship
(FSACS) Scale’s theoretical underpinnings and item development led to evaluations of the
measure’s content validity and reliability.

Results: The construct of self-advocacy contains 3 sub-dimensions with a total of 57
Likert-type self-report items. Content validity results (S-CVI = 0.81 and S-CVI/UA = 0.83)
indicated strong relevancy of items. Reliability results supported the consistency of the FSACS
Scale scores, with strong internal consistency (Cronbach’s alpha = 0.92) and test-retest reliability
(PPMC r = 0.94).

Conclusions: Translating constructs like self-advocacy into quantifiable measures takes

substantial effort, but is crucial to developing psychometrically strong, relevant measurements.

3.3.2 Background & Conceptual Framework

Self-advocacy has been identified as a critical component of improving health outcomes because
it underlies individuals’ ability to understand and lead their own care (Clark & Stovall, 1996;
Ferrell, McCabe, & Levit, 2013; Walsh-Burke & Marcusen, 1999). A patient’s ability to
advocate for her health, social, and personal needs not only has the potential to make her a

proactive and engaged health care consumer, but also affords her the ability to ensure her health

79



and care promote her self-worth and identity. Yet a dearth of research leaves researchers and
clinicians unable to measure survivors’ ability to self-advocate and therefore provide evidence-
based interventions (Hermansen-Kobulnicky, 2008). Moreover, differences between and within
genders are known to exist in how cancer survivors self-advocate (Sinding et al., 2010; Wiltshire
et al., 2006). In order for self-advocacy to be an accurate, effective variable for use in research
and practice, a new measurement tool must be created specific to the phenomena of self-
advocacy in this population.

The purpose of this study is to report the content validity and reliability of a measurement
of self-advocacy among female cancer survivors, the Female Self-Advocacy in Cancer
Survivorship (FSACS) Scale. We aim to 1) report the conceptual and empirical steps included in
our process and 2) evaluate the initial content validity and reliability of the FSACS Scale.
Conceptual challenges and key decisions will be discussed along with their implications for
clinical and research use of the final instruments. The process of compiling quantitative
(deductive) and qualitative (inductive) sources of information to form the domains of a construct,
developing items within each domain, and then testing the content validity and reliability of the

instrument will be described.

3.3.3 Procedures for Instrument Development

Concepts and constructs are the basic building blocks of scientific theory and represent our
verbal representations of “real world” phenomena (Watt & van den Berg, 1995). Some of these
phenomena are directly observable; others are more abstract. Regardless of the level of
abstraction, concepts and constructs must be unambiguously defined in order to operationalize

the construct into reliable and valid instruments. As Shadish, Cook, & Campbell (2002) caution,
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“To the extent that experiments contain construct errors, they risk misleading both theory and
practice.” Ensuring that measures of these subjective phenomena accurately and meaningfully
detect the presence of these concepts allows inferences to be made regarding the presence of the
construct based on the measurement.

The process of creating valid and reliable measures of abstract constructs such as
behaviors, attitudes, personal characteristics, and quality of life is a complex, time-consuming,
but essential task in behavioral research. Few articles provide practical advice and
methodological directions about how to operationalize abstract behavioral concepts into
psychometrically sound, parsimonious instruments. Similarly, most manuals and textbooks
provide broad guidelines without describing the contextual nuances of item and scale
development. This article, which describes the progression from concept to tool can provide an
exemplar for researchers endeavoring to develop measures that accurately operationalize abstract
constructs.

Establishing the initial FSACS Scale was performed in multiple steps using established
methods for psychometric and instrument development (American Educational Research
Association, 1999; Food and Drug Administration, 2009): 1) Developing the initial instrument:
Quantitative and qualitative findings from the literature and qualitative data from focus groups
was analyzed and synthesized into a construct definition, three dimensions, and 57 items. 2)
Content validity testing: The initial instrument was tested for face value approval among a group
of professional and lay experts in self-advocacy to evaluate relevancy and clarity. 3) Reliability
testing: A revised instrument was tested among a pilot sample of 40 adult female cancer

survivors for consistency in item responses over a two week time period.
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3.3.3.1 Intent The first step in instrument development is defining the intent of the instrument.
We wanted to measure adult female cancer survivor’s abilities to advocate for their health, well-
being, and self-worth during their cancer journey. Self-advocacy was assumed to be a state, or

transient characteristic, rather than a trait, or enduring, characteristic.

3.3.3.2 Construct Definition Constructs link theories to experiments, and therefore how we
define constructs is crucial to ensuring that inferences from measurement to theory can be made
within and across concepts, theories, and uses (Shadish, Cook & Campbell, 2002). During a two-
year period, we collected and analyzed multiple sources of evidence and reduced all of our data
into clearly defined, essential attributes of self-advocacy. The goal was to operationalize the
concept of self-advocacy using its distinguishing features as revealed by previous research and
patient experience. This iterative process included several revisions before deciding on a set of
items. Conceptual domains were created using both deductive and inductive methods.

Deductive methods included a concept analysis and literature review of self-advocacy
within cancer survivorship (Hagan & Donovan, 2013a). An in-depth review of the literature and
patient experiences were absolutely critical to uncovering the full range and breadth of the
phenomena. Research was included from oncology, HIV/AIDS, mental health, disability,
empowerment, engagement, and female health psychology fields. After reviewing this broad
literature, theoretical clarity came through conceptually differentiating the predictors, outcomes,
and defining characteristics of self-advocacy within oncology according to Walker and Avant’s
methodology (2005).

During the literature review, an existing measure of self-advocacy, the Patient Self-
Advocacy Scale (PSAS; Brashers, Haas, & Neidig, 1999), was identified. While both the PSAS

and the FSACS attempt to capture the construct of “self-advocacy,” the populations of interest
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are categorically distinct. The PSAS was developed among individuals with HIV and a primarily
male population. Because of the significant disease and gender differences and existing evidence
for inadequacy of the PSAS when tested among cancer survivors (Hermansen-Kobulnicky,
2008), we chose not to adapt the previous measure but to create a new measure with
consideration for the behavioral aspects that may overlap between patient and gender
populations.

Inductive methods included a focus group of cancer survivors (n = 14) in order to elicit
patient perspectives on and experiences of self- advocacy (Hagan & Donovan, 2013b). The
results corroborated several of the findings from the concept analysis, but also revealed new
attitudes about self-advocacy particular to the female cancer population that had not yet been

discussed in the literature.

3.3.3.3 Construct The construct of self-advocacy was ultimately defined as how patients stand
up for themselves during their cancer experience. When faced with any of the myriad challenges
that cancer diagnosis, treatment, and survivorship presents, how is a woman able to get her
needs, priorities, and preferences met? Beyond just being proactive and engaged, self-advocacy
defines the ability to face problems that come as a result of the cancer. Many of these problems
may concern treatment and working with the medical team, but other problems may concern
accessing and utilizing information or maintaining relationships with family members, friends,
and other cancer survivors.

While historically advocacy has been used as a means of addressing social inequalities
and power hegemony within the medical institution (Brashers, Haas, Neidig, & Rintamaki,
2002), the construct of self-advocacy does not promote adversarial relationships between patients

and their health care providers or institutions. Rather, the degree to which a patient is able to
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self-advocate is the degree to which she can productively participate as an equal member of her

health care team and social support network even in the face of difficult situations.

3.3.3.4 Challenges Conceptual challenges arose while developing the definition of self-
advocacy. This has consequences not only for the measurement tool but also in how the tool 1)
will be applied to and translated into intervention research and 2) can support broader theory
development. As discovered while conducting the concept analysis (deductive method), theories
of self-advocacy within cancer are largely immature and non-parsimonious, creating confusion
regarding the defining features of self-advocacy and differentiation with its antecedents or
consequences. Definitions encompassed both attitudinal and behavioral components; inter- and
intrapersonal applications; and situational and policy spheres of action. Different disciplines
made different assumptions about the intent of advocacy varying from collective groups
changing national or state policies to groups of individual survivors for improving their personal
health, well-being, and autonomy. Ultimately, we decided to define self-advocacy in terms most
relevant to cancer survivors which had scientific evidence in the literature and would ensure that
the application of the tool would be meaningful given the needs of this population.

Difficulties also occurred during the inductive derivation of item content. The focus
groups uncovered the real-life behaviors and attitudes of how women define “self-advocacy” in
their contextually situated cancer experiences. The initial analysis of the results provided rich
descriptive data identifying a multitude of themes and subthemes. However, consistent with
traditional focus group analysis, analyses focused on reaching theoretical saturation and not
generalizability to other populations. In order for instrument development to encompass the full

breadth of the participants’ conversations, a fresh reading of the focus group transcripts was
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required to assure all possible behavioral indicators of self-advocacy would be captured in the
measurement’s items and dimensions.

Combining the results from the use of the deductive and inductive methods was a third
challenge, and the most conceptually demanding. Our aim was to have subscales that were
similar enough to have a shared relationship with the overall construct yet different enough to
provide unique information about the full conceptual breadth of self-advocacy. After consulting
with instrumentation experts, it was decided to focus on three dimensions of self-advocacy
supported by both deductive and inductive methods which together would be able to define self-
advocacy, discriminate between women who do and do not self-advocate, and potentially be the
most modifiable characteristics. This meant that some findings from the concept analysis and
focus group study were not directly included in the scale’s dimensions. These findings were
considered outside the scope of the measurement model and scale building because they did not
focus on actions but remain significant aspects of self-advocacy to be integrated into future
research. Figure 2 illustrates the synthesis and refinement of the focus group and concept

analysis results into the dimensions of the FSACS Scale.
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Concept Analysis (Deductive)

Defining Characteristic 1: Thoughts and
Cognitions

e Prioritization of needs, wants

e Sense of empowerment

e Creation of ‘new normal’

Defining Characteristic 2: Actions for Self
e Make informed decisions

e Navigation of healthcare system

e Teamwork with healthcare providers

e Mindful non-adherence

Defining Characteristic 3: Utilization of

Resources

e Seeking and providing support

e Membership in cancer-related groups

e Advancing cancer awareness, policy, and
research

</

FSACS Scale

Dimension 1:
Application of

Information

Dimension 2:
Leading My

Health Care

Dimension 3:
Connected

Strength

Focus Groups (Inductive)

Theme 1: Knowing Who | Am and
Keeping My Psyche Intact

e Having a strong will

e Keeping a positive attitude

e Being on the tipping point

Theme 2: Knowing What | Need

and How to Get It

e Knowing how and when to seek
information

e Being pro-active to manage my
healthcare team

e Taking advantage of my support
network

Figure 2. Derivation of Female Self-Advocacy in Cancer Survivorship Scale’s Dimensions Based on Deductive and Inductive Pilot Work
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3.3.4 Description, Administration, and Scoring of the Instrument

3.3.4.1 Operationalization and Item Development After each of the three dimensions was
defined, self-report items were created according to the domain sampling model (DeVellis,
2012). An exhaustive list of items from a hypothetical universe of items relating to the defining
characteristics of self-advocacy among female cancer survivors resulting in 20-30 items for each
dimension with a total of 71 items. This was considered enough to provide sufficient breadth of
items per domain. Redundancy was encouraged at this stage with the goal of capturing the full
breadth of the construct.

Response options included a 6-point Likert-type (1 = strongly disagree and 6 = strongly
agree) response scale to avoid over-selection of a neutral response option that is often observed
in response bipolar scales with a midpoint. Positive and negative stems were included. Varying
levels of intensity or difficulty were included to ensure response variance and scale sensitivity to
differences in self-advocacy.

Central to our consideration of writing items was ensuring that the items were specific
and concrete enough to inform future research to support women who struggle to self-advocate.
By selecting reflective indicators of the construct as opposed to unobservable precursors that
give rise to self-advocacy, items are more likely to be modifiable and translated into intervention.
Items asking for respondents to indicate their beliefs or react to hypothetical situations were

therefore avoided and preference given to actions and behaviors.

3.3.4.2 Administration & Scoring The FSACS Scale is intended to be a self-administered

measurement tool to be used in both research and practice settings as a means of identifying
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female cancer survivors who struggle to advocate for themselves. A total score will be used to
measure a woman’s overall ability to self-advocate, while sub-dimension scale scores will

provide more specific information about areas in which they may struggle.

3.3.5 Content Validity Testing & Results Content validity is “the degree to which elements
of an assessment instrument are relevant to and representative of the targeted construct for a
particular assessment purpose” (Haynes, Richard, & Kubany, 1995). Testing content validity
assesses the degree to which the content of the instrument reflects the construct of self-advocacy
among female cancer survivors. Employing both population and content experts was critical to
establishing a valid measure (Vogt, King, & King, 2004). The expert panel, described in Table
10, included 9 representatives (N = 9): 3 females with cancer, 1 nurse practitioner, 1 physician, 2
researchers, 1 social worker, and 1 patient advocate. One of the survivors was an African
American female. All professionals on the panel specialized in working with female cancer
survivors. Qualifications of experts were evaluated by their professional and personal experience
with female cancer survivors and identification by peers as promoting patient self-advocacy

(Grant & Davis, 1997).

Table 10. Expert Panelists for Content Validity

Years in Cancer
Member Number Gender
Role Survivor
Breast, Ovarian,
Cancer Survivors 3 Female 9,10, & 18
& Brain
Nurse Practitioner 1 Female 18 No
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Table 10 (continued)

Physician 1 Male 30 No
Researcher 2 Female 14, 25, &35 No
Social Worker 1 Female 30 No
Patient Advocate 1 Male 10 Melanoma

We personally contacted each panel member to explain the instrument development
process, the definition of self-advocacy, and the value of their experiential expertise in self-
advocacy to critiquing our instrument. All contacted experts agreed to participate. Each expert
panel member was sent the initial FSACS Scale, a written introduction to the concept of self-
advocacy, a content validity questionnaire, and a copy of the preliminary FSACS Scale. The
experts reviewed each item and the scale as a whole. Each item was rated separately for
relevancy and clarity using 4-point Likert-type scales ranging from 1 (not relevant/clear) to 4
(very relevant/clear) and space was given for comments. We also asked questions regarding the
overall scale, suggestions for additions and revisions to the measure, and any other comments.
Completed packets were returned and analyzed.

Lynn’s (1986) methodology was used to calculate the Content Validity Index (CVI) for
each scale item and the entire scale. Based on Lynn’s criteria, a CVI1 of 0.78 (or 7 of the 9
panelists) indicates adequate endorsement of an item or the instrument beyond the a = 0.05 level
of significance.

In total, 14 items were deleted due to low CVI, redundancy of items, or for being
outcomes rather than behaviors of self-advocacy. Thirteen items were reworded, mainly to soften

any confrontational language, improve specificity, and include action-orientation. Based on
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panelist feedback, 22 items had > 3 panelists rating its relevancy as a 1 or 2. Five of the twelve
items from the previous self-advocacy measure received low-rankings from the panelists. Of
note, 3 items were preserved despite low ratings because of discrepancies between researchers’
and survivors’ ratings with preference given to survivors’ ratings. For example, the item “I don’t
know enough to make decisions about my cancer and treatment” (reverse scored) was endorsed
by survivors but not researchers.

Content validity statistics of the 57-item scale are reported in Table 11. The Average
Scale-CVI (S-CVI/Ave) was calculated by averaging the proportion of experts rating each
individual item as relevant (rating of 3 or 4). In other words, the S-CVI/Ave is equal to the
average of each of the individual item CVIs (I-CVI). The Scale-CVI/Universal Agreement (S-
CVI/UA) was calculated as the proportion of items rated as relevant (rating of 3 or 4) by all 8
experts (Polit & Beck, 2006). Both the S-CVI/Ave (0.81) and S-CVI/UA (0.83) were above the

recommended cut-off level of 0.78.

Table 11. Content Validity Statistics

Type of CVI Statistic  Calculation

Average Scale-CVI (S- 081 Average proportion experts rating each item as
CVI/Ave) ' relevant (rating of 3 or 4)

Scale-CVI Universal 0.83 Proportion of total items judged by all experts as
Agreement (S-CVI/UA) ' relevant (rating of 3 or 4)

3.3.6 Reliability Testing & Results

Reliability testing was performed in order to 1) evaluate internal consistency (the degree of
consistency among items in the instrument) and test-retest reliability (the stability of the

observed scores over time) of the FSACS Scale; 2) evaluate the feasibility of assessing self-
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advocacy and related measures necessary for instrument validation; and 3) produce a
parsimonious scale to be validated in a large sample study. Note that prior to reliability testing,
pilot testing of the final 57 items was conducted with a group of masters-prepared nurses,
research staff, and staff at the University of Pittsburgh School of Nursing as final check for
readability, grammar, spelling, and formatting.

Evaluation was completed with a sample of female adult cancer survivors. To estimate
test-retest reliability, a repeated measure design with baseline and 2-week measures was used.
Time points were chosen to test the scale’s consistency within a time period in which little
variation is expected (DeVillis, 2012).

Recruitment of N =40 participants was conducted at four cancer and advocacy
organizations and three cancer clinics in Pittsburgh, PA. Inclusion criteria included: 1) female, 2)
> 18 years old, 3) history of a cancer diagnosis at > 18 years old, and 4) a cancer diagnosis other
than basal cell carcinoma or cervical intraepithelial neoplasia stage 1 (these survivors have
inherently different treatment and symptom experiences than other cancer survivors). Equal
numbers of participants were recruited through clinics and organizations. Directors at clinics and
organizations identified potential participants and introduced the study to them. Potential
subjects who expressed interest in participating were introduced to the researcher (T. H.) who
then carried out screening and informed consent procedures.

On Day 1, the researcher screened potential subjects for eligibility. If the potential
participant met the inclusion criteria and was interested in participating in the study, written
consent was obtained. Participants completed all baseline study measures in a private room at the
clinic or office. Individual measures were randomly ordered to avoid an order effect. The

researcher (T. H.) handed all measures to the participant, instructed the participant to complete
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the survey independently, asking the candidate for clarifications or assistance as needed.
Following completion of the FSACS Scale, the researcher conducted cognitive interviews with
the participant to review any problems or issues with the items or survey and to assess the
feasibility of completing the survey.

After all surveys were complete, the researcher provided the participant with an envelope
containing the follow-up survey, instructions to complete the survey in 2 weeks (14 days), and a
pre-addressed, pre-stamped envelope to mail the survey to the candidate. The researcher called
each participant 2 days before the follow-up survey was to be completed and sent reminder
postcards 3 and 5 days after the due date if the survey was not received. Participants were sent
thank you cards with a $20 pre-paid debit card after receipt of the follow-up survey.

Sample characteristics and health histories for the reliability study are described in Table
12 and Figure 3. The sample had a mean age of 57.28 years (SD = 13.16, Observed Range = 25-
89) and 53.8% were married. Women represented a diverse population with 12.8% of
participants identifying as Black or African American and one identifying as Hispanic. Twenty-
one percent of women had a high school degree or less, and only 35.9% were working full-time.
About 20% (n = 8) of women had a household gross annual income less than $30,000. Most
women (n = 17, 42.5%) had a diagnosis of ovarian cancer, followed by breast cancer (n = 15,
37.5%). Almost half of the women were within one year of their cancer diagnosis (n = 19,
47.5%). The remaining women were either between 1 and 5 years since diagnosis (n = 11,
27.5%) or greater than 5 years since diagnosis (n = 10, 25%). Most women (n = 26, 65%) were
receiving treatment at the time of survey completion. Seven (12.5%) women had experienced at

least one recurrence.
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Table 12. Demographic and Health Information for Reliability Study Sample

n % M SD
Demographic Information
Age 57.5 13.1
Years of education 14.6 4.2
Race and Ethnicity
White 32 84.2
African American/Black 5 13.2
Other 1 2.6
Latina 1 2.6
Employment status
Working > 35 hours/week 14 35.9
Retired 10 25.6
Working < 35 hours/week 9 23.1
Disabled 4 10.3
Laid off/unemployed 1 2.6
Relationship status
Currently married 21 53.8
Divorced/separated 7 18.0
Never married 4 10.3
Widowed 4 10.3
Living with partner 3 7.7
Household annual income
< $30,000 7 20.6
$30,000 - $59,999 8 23.5
$60,000 - $99,999 9 26.5
> $100,000 9 26.5
Cancer History
Time since diagnosis
<1 year 19 47.5
1-5years 11 27.5
> 5 years 10 25.0
ancer recurrence (M and SD y 175 3.4 44
if any recurrence)
Multiple cancer diagnoses 5 12.5
Currently on treatment 26 65.0
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45 - 425

Figure 3. Cancer Diagnoses of Reliability Study Sample

Two measures of reliability were estimated: 1) internal consistency as measured by
Cronbach’s alphas based on N = 40 and 2) test-retest reliability or item response stability as
measured by Pearson’s Product Moment Correlations based on n = 39. Participant feedback was
reviewed using content analysis to identify recurring themes. Internal consistency for the FSACS
was strong (alpha = 0.92). The three dimensions had Cronbach’s alpha’s of 0.88, 0.81, and 0.90,
respectively.

Preliminary evaluation of test-retest reliability indicates that the scale is highly stable
across time points (Pearson Product Moment Correlation of r = 0.94). The three dimensions also
showed strong test-retest reliability (Application of Information: r = 0.85; Leading My Health
Care: r = 0.97; Connected Strength: r = 0.88). Feasibility and acceptability of completing the
FSACS Scale was reported to be high by participants though several participants noted that the
number of items in the FSACS Scale would need to be greatly reduced to reduce response

burden.
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Cognitive interviews identified participant concerns about specific questionnaire items.
The most common concerns reported by participants included difficulty responding to items that
implied that they have control over their cancer, have an adversarial relationship with their
provider, or suggested a need to actively reach out to other survivors or tell their story to others.
Future iterations of the survey instructions and final item selection will consider these patient
concerns.

Figure 4 illustrates the FSACS Scale used during reliability testing. Indications are made
to highlight items that performed poorly during content validity testing, reliability testing, and
cognitive interviewing. Items listed in this figure do not represent the final FSACS Scale;
construct validity testing will further test this measurement model and result in a parsimonious
scale with a significantly reduced number of items. Figure 4 is meant to be a useful template for
instrument developers who are looking to take a construct and clarify its dimensions, sub-
dimensions (if any), and items while ensuring consistency between these varying levels of

abstraction.
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Construct

Dimension

Sub-dimension 1

Sub-dimension 2

Self-Advocacy Among Female Cancer Survivors

N

Application of
Information

\%

Using information related to
problems related to cancer
(7 items)

-Know how to address problems
related to job/responsibilities*”
-Know how to cover costs of
cancer” *
-Weigh options before making
decision”
-Prepare to make decisions
-Know priorities before making
decision
-Feel information helps make
decisions
-Look for alternative ways to

manage problems™ " *

N

Leading My
Health Care

\%

Voicing needs/preferences
to provider

(7 items)
-Hard to voice my
preferences °
-Wait for provider to make
changes ®*
-Tell provider if
medication is not working
-Don’t discuss problems
unless solution”
-Rarely tell provider about
problems R
-1 know what is best for me
P+ *#
-Provider knows what is

best R*#

N2

Connected
Strength

\%

Seeking/giving support

(8 items)

-Seek support from other
survivors

-Seek support from
friends/family™**

-Helping others helps me
-Being there for other cancer
survivors is important
-Reach out to other survivors
-Knowing others gave gone
through this helps me”

-Feel connected to other
survivors

-Support other survivors

Applying information to
problems related to cancer

(4 items)

Asking questions

(2 items)

96

Feeling comfortable asking
for help

(2 items)



Sub-dimension 3

Sub-dimension 4

-Try new ways to improve life
-Don’t know enough to make

decisions ***

-Use skills to solve problems”
-Gather information prior to

making decisions

-Ask questions if | don’t
understand 7 *
-Ask provider to clarify

recommendations ”

-Comfortable telling
friends/family what | need”

-Don’t like asking for help®

Finding trustworthy, relevant
information
(5 items)

-Seek out information *
-Make sure information is
trustworthy
-Distinguish if information is
applicable or not
-Feel control from information

-Ignore questionable information

Seeking additional support
beyond that of provider
(5 items)

-Know other places to get
answers to my questions”
-Don’t know where to go if
provider can’t help me ®
-Feel comfortable asking
for second opinion

-Worry that second opinion
would hurt relationship

-Seek help for other needs™

#

Balancing needs of self with
needs of others
(6 items)

-Make decisions based on
family
-Friends and family motivate
me”
-Balance my needs with
others’ needs”
-Able to put self first
-Prefer to deal with cancer by
myself”
-Protect friends/family from

health problems ®

Adjusting providers
recommendations
(3 items)
-Adjust recommendations
to fit my life P+~
-Decide not to follow
recommendations "~ *

-Have reason for not

Raising awareness and
support for cancer causes
(4 items)
-Feel good telling my story
-Want to give back to
survivors
-Try to raise awareness

-Feel comfortable sharing my
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following experience

recommendations” *

Feeling comfortable
disagreeing with provider
(4 items)

-Feel I can disagree with
provider”

Sub-dimension 5 -Don’t want to be seen as
difficult **
-Question provider if |
disagree with him or her”
-Bothered by not following

provider™ " *

P = In previous measure of self-advocacy for HIVV/AIDS population
R = Reverse-scored item
+ = Cognitive Interviews: Negative verbal feedback from at least 3 participants
* = CVI score: Low score measured by at least 3 content experts rating item a 1 or 2 for relevancy or clarity
# = Reliability: Low internal consistency measure by item-total correlations <0.30
Italicized = Considered for deletion in future testing based on > I negative reliability and content validity testing
(+,*, or#)
Figure 4. Initial Female Self-Advocacy in Cancer Survivorship Measurement Model with Results of
Content Validity, Reliability, and Cognitive Interview Testing

3.3.7 Discussion

Self-advocacy is a process that precedes and promotes many positive healthcare behaviors and
attitudes. Only by measuring self-advocacy through scientifically-discovered indicators of the
construct can we as researchers and practitioners aim to improve it. The FSACS Scale, which

operationalizes the latent variable of self-advocacy, should provide the means by which to

98



measure self-advocacy. In this study, we moved the construct of “self-advocacy” from a well-
appreciated but under-defined part of the cancer lexicon into a concrete, measurable construct.
Using both deductive and inductive reasoning in a conjoint, purposeful manner we formed and
tested the FSACS Scale for content validity and reliability. By rigorously developing and testing
the initial content validity and reliability of the measure, users can have increased confidence in
the ability to make inferences about patients’ abilities to self-advocate based on their FSACS
Scale scores.

A S-CVI of 0.81 and S-CVI/UA of 0.83 and strong reliability results provide promising
evidence that the content is 1) representative of the targeted construct, 2) item responses are
stable over time, and 3) items have a high degree of consistency with each other. Cronbach’s
alpha is a function of scale length and may be overinflated, so internal consistency will be
retested in future construct validity testing with the final set of scale items.

While the methodology of clarifying the dimensions of self-advocacy was time-
consuming and required reading multiple sources of literature to understand the historical uses
and intentions of self-advocacy, we believe this detailed attention resulted in a clear tool capable
of being retested and reapplied in future patient populations. By paying attention to previous
research, patient experiences, expert opinion, and thorough analysis of the initial tool, future
applications of the tool should be easier to understand and interpret because it reflects the best
understanding of the phenomena of self-advocacy among female cancer survivors.

The version of the FSACS Scale discussed in this analysis is not the final scale.
Currently, in-depth construct validity testing of the FSACS Scale is underway in a large-sample
study. Hypotheses will be tested related to the extent to which the factor structure of the scale is

congruent with the conceptual dimensions of self-advocacy and how the FSACS Scale scores
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should compare to scores on other measures including, 1) predictors and outcomes of self-
advocacy and 2) constructs that are similar but distinct from self-advocacy (e.g. PSAS, patient
activation). Our goal is to validate a parsimonious measure of self-advocacy that is specific to
self-advocacy in female cancer survivors, sensitive to changes in self-advocacy over time, and
specific enough to distinguish between women who struggle to self-advocate and those who do
not.

Finally, this study has limitations. Survey research inherently includes errors of
observation and non-observation that impact the precision of a measure. Participant responses
may not be accurate (observational error), the sample may not represent the population to which
the instrument is to be made generalizable (coverage error), and people who are approached do
not always complete the study (response error). Self-reported administration methods introduce
respondent recall, bias error, and social desirability error which can impact external validity of
score interpretations. Concerns of observation and bias were addressed by instructing
participants that little is known about the benefits or harms of self-advocacy, including a large
number of items, and targeting behaviors varying in level of difficulty. Despite these limitations,
the initial FSACS Scale meets most of Lohr et al.’s (1996) attributes for high-quality, health

outcome measurement tools.
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3.4  CONSTRUCT VALIDITY TESTING MANUSCRIPT

3.4.1 Abstract

Background: The Female Self-Advocacy in Cancer Survivorship (FSACS) Scale is a new
measurement tool designed to address the increasing need for cancer survivors to participate in
and lead there care in face of barriers. Pilot work has demonstrated the FSACS Scale’s content
validity and reliability.

Purpose: This purpose of this study was to evaluate the construct validity of the FSACS
Scale. This instrumentation study evaluates the construct validity of the FSACS Scale as
evidenced by: (1) Internal structure consistent with the underlying model of self-advocacy; (I1)
Sensitivity to differences between known groups; (I11) Relationships between self-advocacy and
key predictors (openness and conscientiousness; information engagement; social support) and
outcomes (symptom distress and healthcare utilization); (IV) Relationships between FSACS
subscales and related concepts (patient activation; self-advocacy within the HIV/AIDS
population); and (V) Relationships between FSACS scores and criterion measures.

Methods: A mixed-mode (online or mailed) cross-sectional survey design was used.
Women with a history of an adult diagnosis of invasive cancer were recruited from two patient
registries and seven advocacy organizations. Instrument selection and analyses to evaluate
construct validity were based on the American Educational Research Association’s
instrumentation guidelines. Analyses included a exploratory factor analysis, t-tests, and
bivariate correlations.

Results: A total of N= 315 adult female cancer survivors completed the survey.
Evidence from all five construct validity hypotheses supports the construct validity of the

FSACS Scale. The FSACS Scale factor analysis confirmed the three underlying dimensions of
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self-advocacy resulting in a 20-item measure explaining 45.87% of the variance in
responses with subscales’ Cronbach’s alphas between 0.791 and 0.850. While able to detect
differences between women with low and high levels of education, the scale did not
differentiate between recent and long-term survivors. Predictor and outcome variables
performed as expected. The FSACS subscales were more highly correlated with these
outcomes than the measure of self-advocacy for HIVV/AIDS.

Conclusion: Results support that the FSACS Scale is a theoretically-grounded measure
of self-advocacy that can be used by clinicians and researchers to identify women at-risk for the

poor outcomes associated with low self-advocacy.

3.4.2 Introduction

Individuals with cancer benefit from being engaged, active members in their care. A united
group of patients, providers, advocacy organizations, and government agencies (American
Society of Clinical Oncology, 2012; Clark & Stovall, 1995; Institute of Medicine, 2001; Shapiro
et al., 2009) extols the benefit of cancer patients advocating for their needs, preferences, and
desires. Self-advocacy is a concept similar to concepts of self-management and engagement, but
distinct in its focus on situations in which a challenge or problem occurs. Despite this call for
increased patient involvement, little research has guided providers, patients, or researchers on
how to support patient self-advocacy.

Existing theories and measurements of self-advocacy have been shown to inadequately
represent the unique needs of individuals with cancer, especially those of women who face
different problems of communication, symptom management, and quality of life compared to

male cancer survivors (Anderson et al., 2004; Cleeland et al. 1994; Cimprich et al., 2005;
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Elderkin-Thompson & Waitzkin, 1999; Howard, Balneaves, & Bottorff, 2007; Miaskowski,
2003; O’Brien et al., 2008; Paulson, Wirtalla, Armstrong, & Mahmoud, 2009; Seale, Ziebland,
& Charteris-Black, 2006). Over 7.6 million U.S. adult women had a history of a cancer diagnosis
in 2013 (American Cancer Society, 2014). Women face physical, psychological, social, and
financial challenges during their diagnosis, treatment, and survivorship. From the time of
diagnosis through to long term survivorship, survivors must overcome barriers and negotiate to
ensure they receive quality care that is concordant with their priorities (Sheppard, Adams,
Lamdan, & Taylor, 2011). Gender differences in symptom prevalence and severity, patient care
delivery, and communication place female cancer survivors at risk for poor health outcomes such
as increased symptom distress and healthcare utilization (Bertakis & Azari, 2011; Bertakis &
Azari, 2012; Keogh, 2014; Miaskowski, 2003). The degree to which these challenges can be
addressed in a way that supports women’s needs, preferences, and priorities is a defining feature
of providing patient-centered care.

To fill this gap, a multi-phase instrument development process beginning with a literature
review (Hagan & Donovan, 2013a), focus groups (Hagan & Donovan, 2013b), content validity
(Hagan, Cohen, Stone & Donovan, 2015), and initial reliability (Hagan, Cohen, Stone &
Donovan, 2015) studies resulted in a novel measure of self-advocacy for female cancer survivors
that established the face validity and consistency of participant responses. The purpose of the
current study is to evaluate the construct validity of the Female Self-Advocacy in Cancer
Survivorship (FSACS) Scale in order to test the accuracy with which researchers and clinicians
can use the FSACS Scale to make inferences about women’s abilities to self-advocate.

The FSACS Scale is intended to measure the ability of female cancer survivors to get

their needs, priorities, and desires met in the context of their cancer care. The construct consists
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of three conceptual dimensions: (a) Application of Information, (b) Leading my Healthcare, and
(c) Connected Strength. Application of information captures a woman’s ability to find
trustworthy information and apply it to herself. Leading my healthcare exemplifies how a woman
can build productive, respectful relationships with her health care team. Connected strength
refers to a woman’s ability to both give and receive support, balance her needs with the needs of
others, and gain strength through relationships.

According to the American Educational Research Association (1999), establishing the
construct validity of a measure is a process of developing and testing hypotheses about how the
interpretation of a measurement’s scores should perform if it truly captures the intended
construct. For example, by constructing proposed relationships between the interpreted scores of
a new measure and scores of validated measures, a researcher can build an argument that the new
measure’s scores accurately predict the presence of a latent concept.

In order to test the FSACS Scale’s conceptual accuracy, the researchers tested a series of
hypotheses including self-advocacy’s relationship with theoretical predictors, outcomes, related
measures, and known differences between survivors. Predictors (personality traits of being open
and conscientious, engaging in health information, and having social support) and outcomes
(symptom distress and using healthcare resources) were selected based on findings from the
concept analysis and focus group studies. Related measures were selected based on their
conceptual similarity to self-advocacy and included patient activation and the previous measure
of self-advocacy developed within the HIVV/AIDS patient population. Evidence for construct
validity will be determined by the failure to reject these five hypotheses. Figure 5 illustrates the

measurement model relating all measures and hypotheses for construct validity testing.
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Figure 5. Measurement Model of the Female Self-Advocacy in Cancer Survivorship Scale with Hypotheses for

Validity Testing

3.4.3 Methods

3.4.3.1 Design A cross-sectional mixed-mode survey study design with a mixture of random and
convenience sampling was used. A sample of 315 adult female cancer survivors was justified
based on Tinsely and Tinsley (1987) and Comrey’s (1973) recommendations for factor analyses.

Inclusion criteria included: 1) female, 2) being diagnosed with cancer after the age of 18, 3)

105



ability to read and write in English, and 4) a diagnosis of an invasive cancer (e.g. not basal cell
carcinoma, squamous cell carcinoma, or cervical intraepithelial neoplasia Stage I).

Women were recruited from 2 patient registries and 7 advocacy organizations. Figure 6
lists each recruitment site and strategy. For the advocacy organizations and cancer clinics,
leaders notified their members about the study through email, newsletters, and in-person
meetings based on the preferences and feasibility of each site. Interested women contacted the
principle investigator who screened the potential participants and mailed online or paper-based
questionnaires to all eligible participants based on their preference.

Members of the University of Pittsburgh Clinical and Translational Science Institute
(CTSI) Patient Research Registry were alerted about the study, contacted the CTSI, and referred
to the principal investigator if they screened as eligible for the study. Members of the
Pennsylvania Tumor Registry (34.0% of the total study sample) were randomly selected from a
list of women diagnosed with any type of cancer in the state for 15 selected years between 1985

and 2013.

3.4.3.2 Procedure Surveys were completed either on paper through the mail or online according
to participant preference between July 2014 and March 2015. Dillman’s (2002) Tailored Design
Method (e.g. personalization, ease of participation, and building a relationship with the
participants) guided the design and delivery of both mailed and online surveys in order to build
trust with participants and increase response rates and data quality. To further reduce sources of
sample and respondent bias, refusal forms were given in the initial mailing to members of the
Pennsylvania Tumor Registry if they did not want to participate.

Paper surveys were mailed with a pre-addressed, pre-stamped return envelope. Online

surveys were sent through Qualtrics, a secure web-based data management system. If
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questionnaires were not returned, then reminder postcards or emails were sent on 5, 10, and 21
days after the initial survey. Participants received a $10 gift certificate after returning the survey.

The study was approved by the University of Pittsburgh’s Institutional Review Board.

3.4.3.3 Measures The previously developed FSACS Scale is a 57-item 6-point Likert-type self-
report scale capturing 3 dimensions of how women with a history of cancer advocate (or stand up
for) their needs, priorities, and wants in the face of an obstacle. Valid, reliable measures were
selected to capture the hypothesized predictors, outcomes, and related concepts in the literature.
Shortened versions were selected when available to reduce participant burden. Table 13
describes each construct’s selected measure including number of items, response options, percent
of female participants in the original study population, and reliability data. Predictors and
outcomes were derived from the literature and previous qualitative work. Related measures were
selected to compare and contrast the FSACS Scale with patient activation and the previous
measure of self-advocacy derived from an HIVV/AIDS population of mostly male patients

(Brashers, Haas, & Neidig, 1999).
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Table 13. Predictor, Outcome, and Related Measures

Item ,
Construct Citation Measure # of response # of % Female Cronbach’s
Items . Subscales o
options
Predictors
. . CRCD
gﬁgggtr:r?:tliis (2%%";)' ka & Engberg, Sociodemogra- 25 Variable n/a 100 n/a
phic Survey - R
Disease Investigator- Single
Characteristics n/a developed ! response n/a n/a n/a
(Goldberg et al., o
Openness and 1999: Goldberg, IPIP 0 2point 2 Not 8189
conscientiousness 2006) Likert-type reported
Information (DuBenske et al., 5-point
engagement 2009) HIOS 8 Likert-type 1 63.6 65
Perceived availability 4-point i
of social support (Cohenetal., 1985) ISEL 12 Likert-type 3 74.4 31-.81
Outcomes
Symptom severity &  (Cleeland et al., 11-point i
interference with life  2000) MDASI 24 Likert-type 2 57 91-.94
Healthcare utilization (Given & Given, AdapFed . 4 Single 4 Not n/a
2013) questionnaire response reported
Related Measures
. o (Hibbard et al., 5-point
Patient activation 2004) PAM 13 Likert-type 1 63 91
. : (Brashers, Haas, & 5-point i
Patient self-advocacy Neidig, 1999) PSAS 12 Likert-type 3 9.2 .60-.82
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3.4.3.4 Data Analysis

Hypothesis 1: Internal Structure To test if the internal structure of the FSACS Scale
reflected its theoretical underpinnings, an Exploratory Factor Analysis was performed using
maximum likelihood (ML) method, oblique rotation, and scree plots. For comparison, Principal
Axis Factoring and Principle Components extraction methods, orthogonal rotation, and
eigenvalues were used to extract factors, and found to provide weaker explanations of item
variance and factor structure. A goodness-of-fit statistic was evaluated the degree of congruence

between data and the proposed model.

Hypothesis 2: Sensitivity to Known Groups Comparisons were made between groups
of women known to differ in their abilities to self-advocate to assure that the FSACS Scale is
sensitive enough to detect differences between these groups. FSACS subscale scores should be
significantly higher among (a) women with 5 or more years since their diagnosis compared to
women within 1 year of their diagnosis and (b) women with more than a bachelor’s degree
compared to women with a high school degree or less. Student t-tests were used to make these

comparisons.

Hypothesis 3: Relationships to Key Predictors and Outcomes FSACS total and
subscale scores should be positively correlated to key predictors: participant’s personality traits
of being open to new experiences and conscientiousness (IPIP), comfort and engagement in
health information (HIOS), and perceived availability of social support (ISEL). Scores should
also be negatively correlated to key outcomes: symptom severity and interference (MDASI) and
healthcare utilization (HCU). Bi-variate correlations and t-tests as appropriate were conducted

between FSACS Scale scores and other scale scores.
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Hypothesis 4: Concurrence with Related Concepts Convergent validity was tested
by comparing FSACS Scale scores with measures of patient activation and a previous measure of
self-advocacy. Higher scores on the FSACS Scale should be positively associated with scores on
the Patient Activation Measures (PAM). Subscale score correlations between the FSACS Scale
and the previous patient advocacy measure (PSAS) are expected to vary according to the level of
similarity between the old and new subscales: 1) the “Mindful Non-adherence” and “Leading My
Health Care” subscales should be strongly positively correlated (r > 0.70); 2); the “llIness
Education” (PSAS) and “Application of Information” (FSACS) subscales are expected to be
moderately correlated (r = 0.30-0.70); and 3) the “Assertiveness” (PSAS) and “Connected
Strength” (FSACS) subscales are expected to be weekly correlated (r < 0.30). Bi-variate
correlations were conducted between the FSACS Scale scores of related concepts from the

literature (PAM and PSAS) to evaluate concurrent validity.

Hypothesis 5: Criterion Measures Criterion validity was tested by comparing FSACS
Scale scores and PSAS total scores on outcome measures. FSACS Scale scores should be more
highly correlated with outcome measures of symptom severity and interference (MDASI) and
healthcare utilization (HCU) than the PSAS total score. Bi-variate correlations were calculated
between the PSAS scores and outcome variables and compared with the strength of association
between the FSACS Scale and outcomes to evaluate whether the FSACS Scale performs better
among female cancer survivors compared to the PSAS. All data analyses were conducted using

SPSS (Version 22, SPSS, Inc., Chicago, IL).
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3.4.4 Results

A total of N = 315 adult female cancer survivors completed the study. Recruitment site
information and enrollment are listed in Figure 6. Women who refused to participate were
significantly older (2 (4, N = 409) = 93.6, p < .001), further from their time of diagnosis (32 (2, N =
403) = 8.3, p = .015), more racially diverse (y? (6, N = 405) = 14.8, p = .022), and less educated (y? (4, N

=400) = 79879.9, p < .001) than women who did participate in the study.
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Convenience & Simple Random Sampling (estimated total

female membership*)

oo ¢CTSI Patient Research Registry (n =)

oo ¢ £National Ovarian Cancer Coalition (n = 4,250)

oo ¥ ¢EAmerican Cancer Society (n = 1,000)

oo ¢ Cancer Caring Center (n = 6,300)

¥ ¢ Urban League of Greater Pittsburgh (n = 15,000)

¥ ¢ African American Women’s Speakers Bureau (n = 20)
oo ¢ LiveWell Survivorship Program (n = 100)

oo ¢ £ Magee Women’s Research Hospital (n = 21,000)

!

Sent questionnaire (n = 234)

Random Sampling

8 £ Pennsylvania Tumor Registry
o Assessed for eligibility (n = 1,201)
e Sent introductory packet (n = 896)

Excluded (n = 210)
e Envelopes returned as

undeliverable (n = 110)

¢ Declined to participate (n = 100)

Enrolled (n = 136)
e Signed and returned consent form

> Lost to follow-up (n = 29)

Completed (n = 107)
e Returned questionnaires

Lost to follow-up (n = 26)

y
Completed (n = 208)
e  CTSI Patient Research Registry (n = 53)
e National Ovarian Cancer Coalition (n = 42)
e  American Cancer Society (n = 27)
e  Cancer Caring Center (n = 32)
e  Urban League of Greater Pittsburgh (n = 5)
e  African American Women’s Speakers Bureau (n = 8)
e  LiveWell Survivorship Program (n = 15)
e  Magee Women’s Research Hospital (n = 27)
Key:
oo = Online invitation Analyzed (n= 315)
8§ = Paper invitation _
¥ = In-person invitation y Pap?r (O __129)
¢ = Local e Online (n = 186)
£ = National

Figure 6. CONSORT Flowchart of Site Recruitment, Sample Enrollment, and

Data Collection
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Sociodemographic and health information of the sample are reported in Table 14. Among
the total sample, participants had a mean age of 58.4 (observed range = 21 — 95). Most women
were white (n = 280, 89.7%), married (n = 194, 62.2%), earned at least a bachelor’s degree (n =
166, 53.4%), and had a median household income of at least $50,000 (n = 164, 54.7%). Forty-

one women (13.0%) reported that their current household income did not meet their basic needs.
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Table 14. Sample Demographics

n %

Age (Mean, Standard deviation) 58.4 135
Highest Degree Earned

Less than high school 2 0.6

High school 70 22.5

Associates 72 23.2

Bachelor’s 83 26.7

More than bachelor’s 83 26.7
Household Annual Income

< $20,000 33 11.0

$20 - 49,999 65 21.7

$50 — 79,999 70 23.3

$80 — 150,000 74 24.7

> $150,000 20 6.7

Unknown/decline 53 16.8
Marital Status

Currently married 194 62.2

Separated/Divorced 41 13.1

Never married 30 9.6

Living with partner/

22 7.1

significant other
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Table 14 (continued)

Widowed 22 7.1

Other 3 1.0
Race

White 280 89.7

African American/Black 24 7.7

American Indian 1 0.3

Alaska Native 1 0.3

Asian 3 1.0

Other 3 1.0
Ethnicity

Hispanic or Latino 7 2.2

Types of Health Insurance

Private 242 76.8
Medicare 121 38.4
Medicaid 25 7.9
Disability 14 4.4
Other 30 9.5

Figure 7 lists the frequencies and percentages of all cancer diagnoses reported by
participants. While most women reported having breast (n = 148, 47%) or ovarian (n = 68,
21.6%) cancer, women listed over twenty different types of cancer. Figure 8 reports participants’

stages at diagnosis. Almost half of the participants were diagnosed at Stage | or Il (n = 153,
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48.7%). Figure 9 illustrates participants’ times since diagnosis. The sample included 63 (20.0%)
women within one year, 109 (34.6%) women between one and five years, and 140 (44.4%)
women over five years since their cancer diagnosis. Fifty-three (16.9%) women had more than
one cancer diagnosis, and 73 (23.4%) women reported a recurrence of a cancer. Seventy women

(45.5%) had previous illness experiences related to cancer outside of their own diagnosis.
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Figure 7. Types of Cancer Diagnoses in Sample
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Figure 9. Time Since Diagnosis in a Three-group Split

Assumptions for maximum likelihood factor analysis, sub-group analyses, and planned
comparisons were tested prior to data analyses. Estimation maximization was used to address
missing data (8.0%) in the FSACS Scale responses; all other measures had <4% missing data.
All assumptions for scales and subscales were upheld save for the FSACS Scale, which had

skewness and kurtosis concerns which were managed by collapsing item response categories into
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4 rather than 6 point scales. Also, both subscales of the MDASI were negatively skewed which
was expected for this broad population of all cancer survivors. Descriptive statistics for all

measures are reported in Table 15.
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Table 15. Descriptive Statistics for All Measures

Measure Mean SD SE
FSACS Scales
Being an
Informed FSACS Scale 34.55 4.67 0.26
Decision Maker
Connected FSACS Scale 3311  5.96 0.34
Strength
Communicating
with My Health FSACS Scale 29.80 4.40 0.25
Care Providers
Predictors
Openness and
Conscientiousness IPIP 76.45 9.58 0.03
Health
Information HI10S 23.57 4.18 0.03
Orientation
Social Support ISEL 43.45 5.66 0.03
Outcomes
Symptom MDASI -
Burden* Severity 11.97 16.90 0.10
MDASI -
Interference 5.06 10.02 0.13

Utilization (n, %) Hospitalized

0,
in past 3 months 39 12.5%
Visited
Emergency 36 11.5%
Department
Visited
Primary Care 187 59.9%
Provider
Visited by 0
Home Care 12 3.9%
Related Measures
Patient self-
advocacy PSAS 43.59 6.26 0.03
Patient activation PAM 43.31 5.02 0.02
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3.4.4.1 Hypothesis 1: Internal structure The factor analysis of the 57-item FSACS Scale
resulted in a 20-item, 3-factor structure consistent with theoretical dimensions of self-advocacy.
The three factors were named based on the content and themes of retained items within each
dimension: 1) “Application of Information” was changed to “Being an Informed Decision
Maker” (6 items); “Leading My Health Care” was changed to “Communicating with My Health
Care Providers” (7 items); and “Connected Strength” remained the same (7 items). Reliability
testing using Cronbach’s alpha and test-retest reliability data from the previous study (Hagan,
Cohen, Stone, & Donovan, Submitted) was performed on the final measure and was strong

across the FSACS Scale total and subscale scores (Table 16).
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Table 16. Hypothesis 1: Factor Analysis with Oblique Rotation

Comi;r;unal Factor1  Factor 2 Factor 3
Being an Informed Decision Maker (o =
0.817; r==0.980*%*)
I gather information before making
0.569 0.822 -0.036 -0.131
decisions about my cancer care.
| weigh my options carefully before
making important decisions about my 0.646 0.793 0.036 -0.005
cancer care.
| prepare myself to make decisions
0.575 0.768 -0.058 0.017
about my cancer care
I use my skills to solve the problems |
0.418 0.638 0.152 -0.133
face as a cancer survivor.
When it comes to making decisions
about my cancer care, | know what my 0.450 0.632 -0.065 0.109
priorities are.
I am comfortable asking for a second
0.249 0.437 0.031 0.088
opinion.
I know where to get an answer if my
0.164 0.395 0.049 -0.021
provider can't give me one.
Connected Strength (oo = 0.791; r =
0.888**)
| try to raise awareness about cancer. 0.561 -0.050 0.758 0.020
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Table 16 (continued)
Helping other cancer survivors also
helps me.
Telling other people my story makes me
feel good.
| seek out support from other cancer
survivors.
I am comfortable sharing my cancer
experience with others.
When | hear that someone has cancer, |
try to reach out to them.
It helps me to know that other cancer
survivors have gone through what | am
going through.

Communicating with My Health Care

Providers (a = 0.850; r = 0.980**)
I don’t talk about a health concern with
my provider unless I think there is a
solution. (Reverse)
I rarely tell my provider about problems
I am having related to cancer. (Reverse)
I have a hard time voicing my

preferences to my provider. (Reverse)

0.598

0.507

0.449

0.492

0.403

0.342

0.562

0.552

0.343
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0.139

-0.150

0.161

-0.173

0.027

0.101

-0.068

-0.031

0.178

0.722

0.717

0.655

0.641

0.633

0.574

-0.033

0.052

-0.051

-0.023

0.106

-0.197

0.253

-0.024

-0.097

0.791

0.739

0.495



Table 16 (continued)

I question my provider if | don't agree

0.299 0.416 -0.103 0.247
with his or her recommendations.
I ask my provider to explain his or her

0.518 0.404 0.089 0.381
recommendations.
I ask questions when | don't understand

0.474 0.420 0.003 0.373
what my provider is telling me.

Primary factor loadings for each item are indicated in bold text.

Reliability statistics are in parentheses following each dimension’s name (Total Internal
Consistency: Cronbach’s o, = 0.880; Total Pearson Product Moment Correlation: r = 0.926**)

* indicates correlation is significant at a level below p =0.01)

** indicates correlation is significant at a level below p = 0.001)

The chi-square goodness of fit test statistic tested the adequacy of the number of extracted
factors. At y2 (133, N = 315) = 272.42, p < 0.01. To protect against a Type Il error of rejecting
additional factors due to the conservative p-value of 0.05, additional numbers of factors were
tested. The chi-square statistics for the 4-factor solution also resulted in significant chi square
statistics. While the 5-factor solution resulted in a non-significant chi square statistic, the pattern

matrix did not result in conceptually understandable factors based on the underlying theory.
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Thirty-seven items were deleted based on their individual communalities, inter-item
correlations, item-to-total correlations, factor loadings, previous input from content validity
experts, and conceptual meaningfulness. The alternative extraction methods did not result in
significantly different item-total correlations, extracted factors, or explanation of variance in item
responses. The Kaiser-Meyer-Olkin measure of sampling adequacy of 0.902 and Bartlett’s test of
sphericity was significant (X? (190) = 2,583, p < 0.001), indicating adequate sampling size.

Table 16 shows the factor loadings for all three dimensions, which in total explained
45.87% of the variance in participant responses (Table 17). The three factors were significantly
correlated with each other but had weak to moderately-high correlations (Table 18). Due to this
empirical evidence of distinct subscales, the decision to report FSACS subscale scores rather

than total scores was made.
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Table 17. FSACS Scale Variance Explained

Rotated
Extracted Sums of Squared Sums of
Initial Eigenvalues
Loadings Squared
Loadings
% of Cumulative % of Cumulative
Factor Total Total Total
Variance % Variance %
Being an
Informed 6.32 31.61 31.61 5.80 29.00 29.00 4.87
Decision Maker
Connected
2.78 13.88 45.49 2.25 11.27 40.27 4.03
Strength
Communicating
with My Health ~ 1.61 8.03 53.52 1.12 5.60 45.87 3.50

Care Providers
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Table 18. FSACS Subscale Correlation Matrix

Being an Communicating
Connected
Informed with My Health
Strength
Decision Maker Care Providers
Being an
Informed 1.00 - -
Decision Maker
Connected
0.452** 1.00 -
Strength
Communicating
with My Health 0.628** 0.279** 1.00

Care Providers

*p < 0.05

**p < 0.01

3.4.4.2 Hypothesis 2: Sensitivity to Known Groups Table 19 compares FSACS subscale scores

of women with varying educational levels and times since diagnosis. As hypothesized, women

with higher levels of education scored significantly higher on all three FSACS total scale and

subscale scores compared to women with lower levels of education. However, experienced

survivors did not have significantly different scores than women within a year of cancer

diagnosis.

126



Table 19. Hypothesis 2: Group Comparisons

Being an Communicating
Connected
Informed with My Health
Strength
Decision Maker Care Providers
M t(p- t (p- t(p-
M (SD) M (SD)
(SD) value) value) value)
Time Since Diagnosis
Within 1 3352  -1.82 32.95 -0.98  29.43 -0.87
year (5.21)  (0.07) (5.65) (0.33)  (5.06) (0.39)
(n=63)
Greater than 34.76 33.78 29.99
5 years (4.10) (5.50) (3.91)
(n = 140)
Highest Level of Education

High school 3334  -4.25 33.04 -0.18  28.35 -4.39
or less (4.15)  (<.001)** (5.58) (0.38)  (4.46) (<.001)**
(n=72)
Morethana 36.00 33.87 31.22
bachelor’s (3.62) (6.16) (3.67)
degree
(n=83)

*p < 0.05 two-tailed significance

**p < (.01 two-tailed significance
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3.4.4.3 Hypothesis 3: Relationships to Key Predictors and Outcomes Table 20 shows
correlations between FSACS subscale scores and those of predictors and outcomes of self-
advocacy. Predictors: FSACS subscale scores were significantly positively correlated with all
predictors (openness and conscientiousness, information engagement, and social support). The
only predictor that did not perform as expected was information engagement which was
significantly positively correlated with “Connected Strength” but significantly negatively

correlated with “Communicating with My Health Care Providers.”
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Table 20. Hypotheses 3 and 4 : FSACS Subscale Scores Compared to Predictors, Outcomes, and

Related Concepts

Being an Communicating
Connected
Informed with My Health
Strength
Decision Maker Care Providers
Predictor Variable
Openness and conscientiousness 0.460** 0.245** 0.438**
(IPIP)
Information engagement (HIOS) 0.047 0.127* -0.127*
Social support (ISEL) 0.243** 0.199** 0.227**
Outcome Variable
Symptom severity (MDASI) -0.076 0.032 -0.130*
Symptom interference (MDASI) -0.167** -0.044 -0.260**
Hospitalization 0.210** 0.030 0.130*
Emergency Department Visit 0.153** -0.058 0.117*
Primary Care Visit 0.008 0.035 -0.113
Home Health Visit -0.146** -0.150** -0.097
Related Concepts
Patient Activation (PAM) 0.553** 0.272** 0.498**
Patient Self-Advocacy (PSAS) 0.501** 0.237** 0.342**
*p <0.05
**p<0.01

Outcomes: FSACS subscale scores showed mixed evidence for the hypothesized

relationships between FSACS subscale scores and symptom distress and healthcare utilization.
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The “Being an Informed Decision Maker” subscale was significantly negatively correlated with
symptom interference only. The “Connected Strength” subscale was not related to either
symptom distress subscale. The “Communicating with My Health Care Providers” subscale was
significantly negatively correlated with both symptom severity and symptom interference.

For healthcare utilization, the “Being an Informed Decision Maker” subscale was
significantly negatively correlated with having had a home health visits and significantly
positively correlated with being hospitalized and emergency department visits. The “Connected
Strength” subscale was significantly negatively correlated only with home health visits. The
“Communicating with My Health Care Providers” subscale was significantly positively

correlated with both being hospitalized and emergency department visits.

3.4.4.4 Hypothesis 4: Concurrence with Related Concepts Table 21 reports correlations
between the FSACS subscale scores and related concepts. As hypothesized, patient activation
scores were significantly positively correlated with each of the FSACS subscale scores.
Compared to the self-advocacy scale created for individuals with HIV/AIDS, the FSACS
subscales demonstrated similarities and differences (Table 22). “Being an Informed Decision
Maker” was significantly positively correlated with “lliness Education.” “Connected Strength”
was weakly, but significantly positively correlated with “Assertiveness.” However, the
“Communicating with My Health Care Providers” was not correlated with “Mindful Non-

Adherence.”
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Table 21. Hypothesis 4: FSACS and PSAS Subscale Correlations

FSACS Subscales
Being an Communicating
Connected
PSAS Subscale Informed with My Health
Strength
Decision Maker Care Providers
IlIness Education 0.517**
Assertiveness 0.373**
Mindful Non-
-0.042
Adherence
*p <0.05
**p < 0.01

3.4.4.5 Hypothesis 5: Criterion Measures The FSACS Subscales were more highly correlated
with the outcomes of symptom distress and healthcare utilization than the PSAS total score

(Table 22). The PSAS scores were only significantly and positively related to hospitalizations.
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Table 22. Hypothesis 5: FSACS Subscale Scores vs. PSAS Scores on Outcome Measures

FSACS Scale

Being an
Communicating

Informed Connected PSAS Total
with My Health

Decision Strength
Care Providers
Maker
Symptom Distress
Symptom severity (MDASI) -0.076 0.032 -0.130* -0.100
Symptom interference -0.167** -0.044 -0.260** -0.023
(MDASI)
Healthcare Utilization
Hospitalization 0.210** 0.030 0.130* 0.155**
Emergency Department Visit 0.153** -0.058 0.117* -0.010
Primary Care Visit 0.008 0.035 -0.113 0.074
Home Health Visit -0.146** -0.150** -0.097 0.042
*p<0.05
**p <0.01

3.4.5 Discussion

Results of the five a priori hypotheses larges supported the accuracy of the FSACS as a measure
of self-advocacy. The internal structure of the FSACS Scale is consistent with the theoretical
underpinnings of self-advocacy among female cancer survivors and provides a parsimonious set

of 20 items tapping into three distinct dimensions of self-advocacy.
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In this model of self-advocacy, women’s self-advocacy is defined as (a) preparing and
making informed decisions consistent with a woman’s priorities, (b) finding strength through
mutually supporting and being supported by other cancer survivors, friends, and family, and (c)
openly and confidently voicing concerns, problems, and confusions with health care providers
and working with them to find solutions. The more a woman is able to be an informed decision
maker in her health care, communicate her concerns and questions to her health care provider,
and both get and give receive support, the more she is able to advocate for herself. Like similar
self-care concepts, self-advocacy promotes patient engagement and empowerment (Richard &
Shea, 2011), but unlike these other concepts incorporates specific behaviors of how survivors
perform when faced with a challenge or problem in their experience.

The FSACS Scale adeptly detected differences between women with high and low levels
of education. The lack of difference between women at different times since diagnosis may
reflect the long-term survivors’ distance from the health-related problems and the paucity of
recently diagnosed women in the sample. If women further from diagnosis and treatment
experience fewer challenges related to being a cancer survivor, then their need for self-advocacy
may naturally decrease over time. The lack of difference may also reflect the current lack of
training in self-advocacy skills for cancer survivors, leaving all survivors at risk for poor self-
advocacy. Given that both informed decision making and communication are amenable to
intervention (Au et al., 2012; Meropol et al., 2013), self-advocacy may also be capable of
increasing if directly taught through a targeted intervention.

The FSACS subscale scores largely performed as expected with the predictors of self-
advocacy. Openness and conscientiousness (IPIP) were the most strongly correlated with all

three self-advocacy subscales as was perceived availability of social support (ISEL). The health

133



information engagement measure (HIOS) was positively correlated with “Connected Strength”
but negatively correlated with “Communicating with My Health Care Providers.” While the
association between health information seeking and Connected Strength was expected, the
inverse relationship with communication with providers was unexpected. This may reflect a
tendency for those who have strong communication with their providers to view providers as
their most trusted source of health information and therefore reduce their need to actively seek
outside sources of health information.

Several outcomes were associated with “Being an Informed Decision Maker” and
“Communicating with My Health Care Provider.” The higher a woman’s score on these self-
advocacy subscales, the less likely her symptoms were to interfere with her life. A woman who
discusses her symptoms with her health care provider may be more likely to receive effective
recommendations on how to treat them. Surprisingly, higher self-advocacy scores on these same
two dimensions were positively correlated with hospitalizations and emergency department
visits. This unexpected finding could be because a woman (a) is engaged in making health
decisions and communicates openly so refers herself or receives a referral from her healthcare
providers to go to a hospital or emergency department or (b) has several medical problems that
cause her to have hospital admissions and emergency department visits which then necessitate
decision-making and communication with her healthcare providers. Unfortunately, there is no
way to determine whether the healthcare utilization by women in this study were appropriate.
Therefore, it remains unclear whether self-advocacy is associated with women’s ability to seek
and obtain medical attention when in need.

Compared to the previous measure of self-advocacy among individuals with HIV/AIDS

(PSAS), the FSACS subscale of “Communicating with My Health Care Providers” was not
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associated with “Mindful Non-Adherence” as hypothesized. In fact, many of the items derived
from the PSAS measure were eliminated during the factor analysis including items about
adjusting provider recommendations, deciding not to follow provider’s advice, and
acknowledging that health care providers did not know more about the woman’s health than she
did. Given this discrepancy along with the weak to moderate correlations among other subscales
and mostly insignificant correlations with symptom distress and healthcare utilization, the
FSACS subscale seems to be tapping into a type of self-advocacy distinct from that of the PSAS
and one that relates to important health outcomes.

The poor correlation between the FSACS communication subscale and the PSAS mindful
non-adherence subscale may reflect the significant changes made to this dimension throughout
psychometric testing and therefore represent a drift from the original concept. For this reason
along with concerns about the three cross-loading items on this subscale, future testing will
explore whether these communication items adequately detect a woman’s ability to drive her
own care and work with her health care team or if there are additional behaviors needed to more
completely represent this concept.

As the first psychometric analysis of a measure of self-advocacy particular to cancer and
females, additional testing of the FSACS Scale will continue to refine the model and find targets
for intervention. Specifically, research will focus on find predictors of low self-advocacy and
identifying sub-groups of female cancer survivors at risk for poor self-advocacy. In this way,
self-advocacy interventions can be tailored to fit the distinct needs of women struggling in
specific dimensions of self-advocacy.

In accordance with principles of instrument development, the sample in this study was

purposefully broad in order to capture the full breadth of self-advocacy among and be
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generalizable to all adult female cancer survivors. Future research explicitly will explore
variations in self-advocacy among women who are likely to face greater challenges during their
cancer experience including women with advanced cancers, recurrences, lower levels of
education, financial difficulties, etc. Likewise, more precise measures of healthcare utilization
appropriateness will be used.

Limitations to this study are consistent with those of survey studies. Self-reported disease
and treatment information were not able to be verified. The cross-sectional design limits
statistical testing to associations rather than using self-advocacy as a predictor or outcome as
proposed in the measurement model. Low response rates and significant differences between
non-responders and responders in the Pennsylvania Tumor Registry along with unknown non-
response rates with the advocacy organizations risks bias in the sample and therefore limits the

generalizability of data to all adult female cancer survivors.

3.4.6 Conclusions

The FSACS Scale is a psychometrically-sound, parsimonious measure self-advocacy among
female cancer survivors. Evidence in support of the tool’s construct validity supported the
theoretical dimensions of the overall construct, and the final 20-item measure performed mostly
as expected compared to proposed predictors, outcomes, and related measures of self-advocacy.
Future work to explore the use of the tool in detecting women with low self-advocacy
will assist clinicians and researchers in being able to support women ill-equipped to address their
problems, needs, and wants throughout their cancer experience. Partnering with key health care
providers and patient navigators in the clinical setting will be critical next steps to ensuring the

application of this new tool and theory of self-advocacy in the most appropriate settings.
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4.0 INCIDENTAL FINDINGS

4.1 DIMENSIONALITY

Surprisingly, many of the items conceptually derived from the Patient Self-Advocacy Scale
(PSAS) did not have strong reliability and validity results in the current study. In fact, the
FSACS subscale “Communicating with My Health Care Providers” had an extremely weak, non-
significant correlation (r = -0.042) with the PSAS subscale “Mindful Non-adherence” subscale.
The lack of significant association between these two dimensions suggests that they are unique
and distinct despite originally being intended to tap into a similar concept. The “Mindful Non-
adherence” questions regarding whether or not survivors adjusted their providers’
recommendations did not perform well during cognitive interviews, content validity and
reliability testing. Despite being conceptually congruent with the PSAS (2 of the three items
were directly derived from the PSAS), these items were below the acceptable cut-off for at least
two of these three psychometric evaluations. In short, these large discrepancies in this one
subscale along with weak correlations in the other two subscales confirm that the FSACS Scale
is tapping into a type of self-advocacy among women with cancer that is conceptually distinct

from self-advocacy among individuals with HIV/AIDS.
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4.2  SUB-GROUP DIFFERENCES IN FSACS SCORES

Subsets of participants were compared on the FSACS subscales, predictors (IPIP, ISEL, and
HIOS), outcomes (symptom severity and interference; healthcare utilization), and related
measures (PSAS and PAM) to explore if there were significant differences among women with
varying health and sociodemographic backgrounds. While exploratory in nature, these
demographic distinctions will be essential in designing future study’s sampling procedures and
interventions in order to ensure that women who struggle to self-advocate are both being

identified and served according to their unique needs.

4.2.1 Cancer Type Differences

The two largest subgroups of cancer types were breast (n = 122) and ovarian cancer (n = 65).
Comparing women with breast and ovarian cancer diagnoses only the “Connected Strength”
subscale significantly varied between groups with women with ovarian cancer reporting higher
scores (M = 35.17) than women with breast cancer (M = 32.49), t(185) = -3.13, p = 0.002).
Because most ovarian cancer survivors were recruited through the National Ovarian Cancer
Coalition (NOCC) which is an advocacy group with no breast cancer advocacy group
counterpart, this result may reflect the sampling bias. For example, when FSASCS subscale
scores of women recruited from the NOCC were compared to women recruited from the
Pennsylvania Tumor Registry (which used a random sampling procedure), “Connected Strength”
was the only subscale that significantly differed between groups with women with NOCC
members having higher scores ) (t(147) = -2.67, p = 0.008). Conversely, this difference between
women with breast vs. ovarian cancer diagnoses may reflect true differences in the extent to

which ovarian cancer seek out and support others with their same diagnosis.
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4.2.2 Time Since Diagnosis Differences

Compared to women within a year of diagnosis, women with more than 5 years since their
cancer diagnosis did not have significantly different scores on any FSACS subscale. However,
when compared to women between 1 and 5 years of diagnosis, women within a year of diagnosis
had significantly lower scores on the “Being an Informed Decision Maker” subscale (t(170) = -
2.43, p = 0.016). Although symptom severity did not differ between women who were newly
diagnosed compared to long-term survivors, symptom interference was significantly higher
among women within a year of diagnosis (t(196) = 2.15, p = 0.032). Surprisingly, long-term
survivors were more likely to have been admitted to a hospital in the past three months (t(196) =
-4.72, p <0.001), less likely to have a PCP (t(200) = 2.11, p = 0.036), and have a visiting nurse
(t(199) = -1.99, p = 0.048) than women who were newly diagnosed. These two groups did not

significantly differ in any of the predictor or related measures.

4.2.3 Stage of Cancer Diagnosis Differences

FSACS subscale scores did not significantly differ between women diagnosed at Stage |
compared to Stage IV. These groups did not differ on any predictor, outcome, or related measure
save for the PAM on which women diagnosed at Stage IV scored higher (t(110) =-2.30, p =
0.023). Interestingly, women diagnosed at Stage 111 reported higher “Connected Strength”
subscale scores than women diagnosed at Stage | (t(141) =-2.28, p = 0.024). Beyond symptom
distress (which women diagnosed at Stage 111 understandably reported significantly higher scores
than women diagnosed at Stage 1), no other significantly different scale scores existed between
these two groups. No significant differences existed between women diagnosed at Stage 111

compared to women diagnosed at Stage V.
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4.2.4 Racial Differences

FSACS subscale scores did not significantly differ between white (n = 280) and African
American (n = 24) women, nor did any of the scores of any of the predictors, outcomes, or
related measures. Given the uneven sample sizes, this variable will continue to be examined in

the future in order to detect if race impacts self-advocacy scores.

4.2.5 Age Differences

In order to compare women based on their age, six groups were created based on the median age
and quartile ranges. Only scores on the “Connected Strength” subscale significantly differed
between young women (age 25 — 42) and older women (age 76 and above), with younger women
reporting higher scores on this subscale (t(67) = 2.76, p = 0.007). Furthermore, these two groups
had significantly different scores on many of the predictor, outcome, and related measures.
Compared to older women, younger women reported significantly higher symptom interference,
patient self-advocacy with individuals with HIV/AIDS (PSAS), health information orientation
(HIOS), and openness and conscientiousness (IP1P) scores. Healthcare utilization did not
significantly differ between the youngest and oldest participants, nor did perceived availability of
social support (ISEL) or patient activation (PAM).

Interestingly, when women age 25-42 (youngest) were compared to women age 68-75
(second oldest), the older age group scored significantly higher on the “Being an Informed
Decision Maker” (t(87) =-2.74, p = 0.007) and “Communicating with my Health Care Providers”
(t(87) =-2.41, p = 0.018) subscales. Yet, this youngest group of women scored significantly
higher than women age 68-75 on the health information orientation (HIOS) measure. These

findings may reflect more healthcare experience among older women and a better ability to
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prepare and communicate their needs, and younger women’s skills at obtaining and gathering

health information.

4.2.6 Educational Differences

Comparing women with a high school degree or less with women with at least some graduate
school, both the “Being an Informed Decision Maker” (t(153) = -4.25, p < 0.001) and
“Communicating with My Health Care Providers” (t(153) = -4.39, p < 0.001) subscales
significantly varied with more educated women having higher FSACS subscale scores.
“Connected Strength” subscale scores did not significantly vary between these groups. The same
statistically significant differences in FSACS subscale scores existed among women with a
vocational degree or 2-year degree compared to women with at least some graduate school, but
not between women with a vocation degree or 2-year degree and women with a bachelor’s
degree.

Symptom severity (t(149) = 3.63, p < 0.001) and symptom interference (t(149) = 1.97, p
= 0.05) were also significantly higher among women with less than a high school education
compared to those with at least some graduate school. Women with a vocational degree or 2-year
degree also had significantly higher symptom severity and symptom interference than women
with a graduate degree.

Women with less than a high school education scored significantly lower on the PSAS,
PAM, and IPIP compared to women with at least some graduate school but on no other

measures.
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4.2.7 Income Differences

Women with a household income less than $20,000 a year reported strong differences than
women with household incomes over $150,000 a year. Women with higher household incomes
had significantly higher scores on the “Being an Informed Decision Maker” (t(44) = -3.56, p =
0.001) and “Communicating with My Health Care Providers” (t(44) = -3.79, p < 0.001)
subscales of the FSACS compared to poorer women, but not the “Connected Strength” subscale.
This wealthiest group also reported statistically higher PSAS, PAM, IPIP, and ISEL total scores.
There were no group differences in either symptom distress or healthcare utilization. Similar
results were found among the subset (n = 41) women who responded “No” to the
sociodemographic question asking if their current household income met their basic needs.
Women’s reported household income was combined with their total number of adult and
children living their house. These household incomes by total household number were compared
to the 2015 federal poverty thresholds in order to categorize all participants as either below or
above the poverty line. Only 15 women were below the poverty line. While this was not a large
enough sample size for comparisons, exploratory analyses were conducted to evaluate whether
women below the federal poverty line scored differently on the three FSACS dimensions
compared to women above the federal poverty line. Across all three dimensions, women below
the poverty line had significantly lower FSACS scores than women above the federal poverty

line.
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4.2.8 Summary of Differences

Strong differences in FSACS subscales and other measures by age, educational status, and
income warrant further investigation. Of note, the 18 women who were over age 80 all had
household incomes below $50,000 a year and 12 (66.7%) had less than a high school education.
Lack of differences between newly diagnosed women and long-term survivors needs to
be further investigated. It is not clear if women further from diagnosis are not making decisions
regarding their health, interacting with their health care team and not in need of getting/giving
support from others and therefore scoring lower. Or, self-advocacy may be behaving more like a

trait rather than a state, in which case efforts to build self-advocacy as a skill might be difficult.
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APPENDIX A

VALIDITY INSTRUMENTS
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Self-Advocacy in Cancer Survivorship
Questionnaires

Thank you for being a part of this study!




Screening
Questionnaire

1. Are you female?
Yes
No

2. Can you read and write in English?
Yes
No

3. Have you been diagnosed with cancer AFTER the age of 187

Yes
No

4. Have you been diagnosed with a cancer OTHER THAN basal cell
carcinoma, squamous cell carcinoma, or cervical intraepithelial

neoplasia?
Yes
No



Instrument Number:
. Shade circles like thiz: @ Study ID:
Not like this: w oo w1185
111/5/9
Please use BLACK Pen Only!
Female Self-Advocacy Measure - Oncology
ID Number: Administration Date: / /
(month) (day) (year)
Visit Number: 1 2
O O
Baseline 2 Weeks
( FOR STAFF USE ONLY )
INSTRUCTIONS:

The following statements reflect "self-advocacy” among female cancer survivors. A cancer survivor is anyone who
has ever been diagnosed with cancer.

These questions are purposefully redundant. We are trying to find the best statements to reflect "self-advocacy."
Your responses will help us figure out which statements are best.

Please read each of the following statements carefully. Think about your experiences having cancer and, if you
currently do not have cancer, think about your experiences since you had cancer.

Then, for each statement, fill in the circle that corresponds to the response that best reflects how much you agree
or disagree with each statement.

Strongly Somewhat | Somewhat Strongly

Disagree Disagree Disagree Agree Agree Agree
1 2 3 4 5 6
" life 25 2 cancer sarwivor, o™ 0 o o o o o
2. lrrlew;l;:/aos,rl:r:)e/.the health information | get is o o o o o o
> lion that does and does not apply o me. | O o o o o o
4, ?:r?lct:r i;];(r)\zwgtri.on gives me more control as a o o o o o o
5. lignore questionable health information. @) e e) o 0 o
6. ISL?/\/R/%V:_ things to improve my life as a cancer o o o o o o
7. ngz;t;r;ocv;necne?ucir::) help make decisions o o o o o o
8. ;ucs;?e); zﬁirl\llsivtgr.solve the problems | face as o o o o o o
9. ngturler:]iynigrnngzﬁiggrglefore making decisions o o o o o o
% Gibilties, Twould know where o look for help. | © o o o o o

Continued on next page . . .
40813

u == B

CRE - 1159SAC, V1.1

June 27, 2014 Page 1 of 4



o Number: Date: _ _ [ _ _ [ _ _
. (for internal use only) (for internal use only) StUdy ID: 1 8 5 .
Strongly Somewhat [ Somewhat Strongly
Disagree Disagree Disagree Agree Agree Agree
1 2 3 4 5 6

11. Iweigh my options carefully before making

important decisions about my cancer care. o o o o o o
12. | prepare myself to make decisions about my

cancer care. o o o o o o
13. When it comes to making decisions about my

cancer care, | know what my priorities are. o o o o o o
14. Having information helps me to make decisions

about my cancer care. o o o o O o
15. If a health problem doesn't go away, | look for

different ways to manage it. o o o o o o
16. If I had problems covering the costs of my

cancer care, | would know where to look for O O o o o o

help.
17. Sometimes | adjust my provider's

recommendations to better fit with my life. O O O o o O
18. If atreatment is not working, | wait for my

provider to make a change. O O o o o O
19. lask questions when I don't understand what

my provider is telling me. o o o o o o
20. My provider knows what is best for me. O O O O O 0
21. Sometimes | decide not to follow the advice of

my provider. o o o o o o
22. ldon't want my provider to think | am a difficult

patient. yP o O O O O o
23. If I don't do what my provider asks me to do, |

have a good reason. O o o o o o
24. |feel like | can disagree with my provider. O O O e e e)
25. If amedication is not working, | tell my provider. e e e e 9) e)
26. | question my provider if | don't agree with his

or her recommendations. o o o o o o
27. ldon't talk about a health concern with my

provider unless I think there is a solution. O O O o o O
28. lrarely tell my provider about problems | am

having related to cancer. O O o o o o
29. I know where to get an answer if my provider

can't give me one. o o o O O o

CRE - 1159SAC, V1.1
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o Number: Date: _ _ [ _ _ [ _ _
. (for internal use only) (for internal use only) StUdy ID: 1 8 5 .
Strongly Somewhat | Somewhat Strongly
Disagree Disagree Disagree Agree Agree Agree
1 2 3 4 5 6

30. lask my provider to explain his or her

recommendations. o o o o o O
31. lam not sure where | would go if my provider

is not able to answer the questions | have. o o o o o O
32. | am comfortable asking for a second opinion. O O O O O 0
33. Not following the advice of my provider bothers

me. o) o) o) o) o) o)
34. | know what's best for me medically. e e e e e e)
35. |seek other help for my needs that are not

being met by my provider. o o o o o O
36. lworry that asking for a second opinion would

hurt my relationship with my provider. o o o o o O
37. Ihave a hard time voicing my preferences to

my provider. o o o o o O
38. |seek out support from other cancer survivors. O O O O O 0
39. |seek out support from friends and family. O O O O O 0
40. Helping other cancer survivors also helps me. O O O O O 0
41. ldon't like asking my friends and family for

help. 9my Y @ @ @ @ @ @
42. Many of my decisions are based on what's best

for my family. O O O O O O
43. Being there for other cancer survivors is an

important part of being a cancer survivor. O O O O O O
44. When | hear that someone has cancer, | try to

reach out to them. O O O O O O
45. It helps me to know that other cancer survivors

have gone through what | am going through. O O O O O O
46. My friends and family motivate me to get better. O O O O O 0
47. | can balance my needs with the needs of others

who depend on me. O O O O O O
48. | am comfortable telling my friends and family

what | need. O O O O O O
49. | protect my family and friends from my health

problems. O O O O O O
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ID Number: Date: _ _ [/ _ _ [ _ _
. (for internal use only) (for internal use only) Study ID: 1 8 5 .

Strongly Somewhat [ Somewhat Strongly
Disagree Disagree Disagree Agree Agree Agree
1 2 3 4 5 6
50. Sometimes | have to put myself first. O O O O O 0
51. |feel connected to other cancer survivors. e e e e e e)
52. |support other cancer survivors. O O O O O O
53. Telling other people my story makes me feel
54. | prefer to deal with my cancer on my own. O O O O O O
55. | want to give back by helping other cancer
survivors. o o o o o o
56. |try to raise awareness about cancer. O O O O O O
57. 1am comfortable sharing my cancer experience
with others. o o o o o o
40813
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Instrument Number:

. Shade circles like thiz: @ Studv ID:
Not like this: w oo uey I 8|5
1/11/6/0
Please use BLACK Pen Only!
Patient Self-Advocacy Scale (PSAS)
ID Number: Administration Date: / /
(month) (day) (year)
Visit Number: 1 2
O ©)
Baseline 2 Weeks
( FOR STAFF USE ONLY )

INSTRUCTIONS:

Please read each of the following statements carefully. Think about what you experienced while having cancer
and, if you currently do not have cancer, think about your experiences since you had cancer.

Then, for each statement, fill in the circle that corresponds to the response that best reflects how much you agree
or disagree with each statement.

Brashers, D.E., Haas, S.M., & Neidig, J.L. (1999). The patient self-advocacy scale: Measuring patient
involvement in health care decision-making interactions. Health Communication, 11(2), 97-121.

CRE - 1160PSA, V1.0
June 24, 2013

Page 1of 1

[d W

Strongly Strongly
Disagree Disagree Neutral Agree Agree
1 2 3 4 5
1. |Ibelieveitis important for people with cancer
to learn as much as they can about their illnesses O O O O o
and treatments.
2. lactively seek out information on my illnesses. O e e e e)
3. lam more educated about my health than most O O O O 0
US citizens.
4. 1 have full knowledge of the health problems of O O O O 0
people like myself (people with cancer).
5. ldon't get what | need from my physician because O O O O 0
I am not assertive enough.
6. |am more assertive about my health care needs O O O O 0
than most U.S. citizens.
7. lfrequently make suggestions to my physicians O O O O 0
about my health care needs.
8. If my physician prescribes something | don't O O O @) O
understand or agree with, | question it.
9. Sometimes there are good reasons not to follow O O O O 0
the advice of a physician.
10. Sometimes | think | have a better grasp of what | O O O O 0
need medically than my doctor does.
11. If  am given atreatment by my physician that | O O O O 0
don't agree with, | am likely not to take it.
12. ldon't always do what my physician or health O O O O 0
care worker has asked me to do.
21648




Instrument Number:

. Shade circles like thiz: @ Studv ID:
Not like this: w oo 111815
11/6|1
Please use BLACK Pen Only!
Health Information Orientation Scale (HIOS)
ID Number: Administration Date: / /
(month) (day) (year)
Visit Number: 1 2
©) ©)
Baseline 2 Weeks
( FOR STAFF USE ONLY )

INSTRUCTIONS:

Think about the following statements in terms of how you react when you are dealing with health concerns.

Then, for each statement, fill in the circle that corresponds to how true each statement is for you, choosing only

ONE response per line.

CRE - 1161HIO, V1.0
June 24, 2013

Page 1of 1

Not at all A little bit Somewhat Quite a bit Very much
true true true true true
0 1 2 3 4
1. llike to gather as much information as | can before | O 0 O O O
make a decision.
2. I have difficulty making sense of information from O 0 O O O
multiple sources.
3. Ifear that | might find out something | don't want to O 0 O O O
know.
4. 1like to review information multiple times before O 0 O O O
making a decision.
5. Ilike to make decisions quickly. ©) O ©) ©) ©)
6. After I've made a decision, | continue to look for O 0 O O O
related information.
7. Ithink it's the doctor's job to deal with information, O 0 O O O
not mine.
8. Ifeel overwhelmed by the amount of information O 0 O O O
available.
DuBenske, L. L., Burke-Beckjord, E., Hawkins, R. P., & Gustafson, D. H. (2009). Psychometric
evaluation of the Health Information Orientation Scale: a brief measure for assessing health
information engagement and apprehension. Journal of Health Psychology, 14(6), 721-730.
22235




Instrument Number:

Shade circles like this:

Not like this: o SwdylD:1 1 18| 5
1/1]6]2 — o
Please use BLACK Pen Only!
International Personality Inventory Pool (IPIP)
ID Number: Administration Date: / /
(month) (day) (year)
Visit Number: 1 2
O O
Baseline 2 Weeks ( FOR STAFF USE ONLY)
INSTRUCTIONS:

This questionnaire contains phrases that describe people's behaviors. Please use the rating scale below to indicate
how accurately each statement describes you. Describe yourself as you generally are now, not as you wish to be in

the future.

Describe yourself as you honestly see yourself, in relation to other people you know of the same sex as you, and
roughly your same age. So that you can describe yourself in an honest manner, your responses will be kept in

absolute confidence.

Please read each statement carefully, and then fill in the circle that corresponds to your response.

Goldberg, L. R. (1999). A broad-bandwidth, public domain, personality inventory measuring the lower-level facets of several five-factor models,
Personality Psychology in Europe. I. D. Mervielde, I., De Fruyt, F. & Ostendorf, F. Tilburg (Eds.), The Netherlands, Tilburg University Press, 7: 7-28.

. CRE - 1162IPI, V1.0
August 6, 2013

Page 1of 1

Neither
~ Very Moderately | inaccurate Moderately Very
inaccurate | inaccurate |noraccurate | accurate accurate

1 2 3 4 5
1. Ibelievein the importance of art. O
2. 1am not interested in abstract ideas. O O O O ©)
3. Ihave avivid imagination. O O O O O
4. 1tend to vote for liberal political candidates. O O O ©) ©)
5. Icarry the conversation to a higher level. O ©) O ©) ©)
6. lavoid philosophical discussions. O ©) O ©) ©)
7. lenjoy hearing new ideas. ©) ©) ©) O O
8. Ido not like art. O O O O O
9. ldo not enjoy going to art museums. O O O @) O
10. Itend to vote for conservative political candidates. O O O O O
11. |am always prepared. O O O O O
12. 1 make plans and stick to them. O O O O O
13. Ishirk my duties. @) O O O O
14. 1don't see things through. O O O O O
15. | pay attention to details. O O O O O
16. 1get chores done right away. O O O O O
17. |carry out my plans. O O O O O
18. |waste my time. O O @) O O
19. |find it difficult to get down to work. O O O O O
20. Ido just enough work to get by. O O @) O O

22558




Instrument Number:

. Shade circles like this: @ 0/ suyi:| 1| g | 5
Mot like this: ’
1/1/6(3 e e o

Please use BLACK Pen Only!

M.D. Anderson Symptom Inventory (MDASI)

ID Number: Administration Date: / /

(month) (day) (year)
Visit Number: 1 2

O O

Baseline 2 Weeks

( FOR STAFF USE ONLY )

INSTRUCTIONS:

People with cancer frequently have symptoms that are caused by their disease or by their treatment. We ask you
to rate how severe the following symptoms have been in the last 24 hours.

For each symptom listed below, fill in one circle that corresponds to its severity in the last 24 hours, using a scale
from "0" (the symptom was "Not present") to "10" (the symptom was "As bad as you can imagine").

1. How severe are your symptoms in the last 24 hours?

Not As bad as you
present can imagine

o 1 2 3 4 5 6 7 8 9 10
a. Your pain at its WORST? © o0 o o o o 0o 0o o O O
b. Your fatigue (tiredness) at its WORST? ©c o o o o o o 0o 0 O O
c. Your nausea at its WORST? © o o o o o o o o o O
d. Your disturbed sleep at its WORST? © o o o o o o o o o O
e. Your feelings of being depressed (upset) atitsworsT? © O O O O O O O O O O
f. Your shortness of breath at its WORST? o o0 o o o 0o o 0o 0 O O
g. Your problem with remembering things atitsworsT? © O O O O O O O O O O
h. Your problem with lack of appetite at its WORST? © o o o o o o o o o O
i. Your feeling drowsy (sleepy) at its WORST? o 0 o 0o O 0o 0O o O O O
j- Your having a dry mouth at its WORST? o o o o o0 o o O 0o O O
k. Your feeling sad at its WORST? © o0 o o oo o o o o0 o
l.  Your vomiting at its WORST? © 0 o o 0o oo O o o0 O
m. Your numbness or tingling at its WORST? 0O o 0o o o o o o o o O

22881

A
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ID Number: Date: _ _ [/ _ _ [ _ _
(for internal use only) (for internal use only)

INSTRUCTIONS:

Study ID:

Now, we are asking you to rate how your symptoms possibly interfered with your life in the last 24 hours.

For each symptom listed below, fill in one circle that corresponds to its interference in your life in the last 24 hours,
using a scale from "0" (the symptom "Did not interfere") to "10" (the symptom "Interfered completely").

2. How have your symptoms interfered with your life in the last 24 hours?

. CRE - 1163MDAS, V1.0
June 24, 2013 Page 2 of 2

Did not Interfered
interfere completely
0 1 2 3 4 5 6 7 8 9 10
a. General activity? © o0 o o oo o o o o0 o
b. Mood? O o o o o o o o o o o
c. Work (including around the house)? © o0 o o oo o o o o0 o
d. Relations with other people? © o0 o o oo o o o o0 o
e. Walking? o 0o o o o o o o o O O
f. Enjoyment of life? o 0 o o o o o o o o O
Cleeland, C. S., T. R. Mendoza, Wang, X. S., Chou, C., Harle, M. T, Morrissey, M., &
Engstrom, M. C. (2000). Assessing symptom distress in cancer patients: The M. D.
Anderson Symptom Inventory. Cancer, 89(7), 1634-1646.
22881




Instrument Number:

. Shade circles like this: @ 0/ suyi:| 1| g | 5
Mot like this: ’
1164 e e i

Please use BLACK Pen Only!

Healthcare Utilization

ID Number: Administration Date: / /

Visit Number: 1 2 (month) (day) (year)

O O

Baseline 2 Weeks

( FOR STAFF USE ONLY )

INSTRUCTIONS:

Please indicate the number of times you have used health care services in the past 3 months.

1. Were you admitted to a hospital in the past 3 months?

O1Yes O 2No----3 SKIP to Question 2 on the next page
V
How many times:
a. Firsttime: b. Second time: c. Third time:
If not hospitalized a second time, If not hospitalized a third time,
fill in this circle: O n/A (-2) fill in this circle: O n/A (-2)
then,
|SKIP to Question 2 on the next page
\/ \/ \/

1. How many nights did you 1. How many nights did you 1. How many nights did you

spend in the hospital? spend in the hospital? spend in the hospital?
(nights) (nights) (nights)

2. Was the admission related to 2. Was the admission related to 2. Was the admission related to
your cancer or its treatment? your cancer or its treatment? your cancer or its treatment?
O1Yes (O2No O3 Notsure O1Yes O2No O 3 Notsure O1Yes O2No O 3 Notsure

3. Were you admitted to the ICU? 3. Were you admitted to the ICU? 3. Were you admitted to the ICU?
O 1 Yes --->| a. For how many O 1 Yes --->| a. For how many O 1 Yes --->| a. For how many
02 No nights: 02 No nights: 02 No nights:

(nights) (nights) (nights)

4. Name of the hospital: 4. Name of the hospital: 4. Name of the hospital:

5. In what city is it located: 5. In what city is it located: 5. In what city is it located:

FOR 4. FOR 4. FOR 4.

OFFICE OFFICE OFFICE

USE USE USE
oNLY | % onLY | % oNLY | %

23148
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ID Number: Date: _ _ [/ _ _ [ _ _
. (for internal use only) (for internal use only) Study ID: 1 8 5

2. Have you visited an Emergency Department in the past 3 months?

O1Yes O 2No ----3 SKIP to Question 3 on the next page

\Y
How many times:

a. Firsttime: b. Second time: c. Third time:
If not applicable, If not applicable,
fill in this circle: O n/A (-2) fill in this circle: O n/A (-2)
then,
|SKIP to Question 3 on the next page
\/ \/ \/
1. What were the approximate 1. What were the approximate 1. What were the approximate
dates for the first ER visit? dates for the second ER visit? dates for the third ER visit?
a / / a / / a / /
(month) (day) (year) (month) (day) (year) (month) (day) (year)
through through through
b. / / b. / / b. / /
(month) (day) (year) (month) (day) (year) (month) (day) (year)
2. Was the admission related to 2. Was the admission related to 2. Was the admission related to
your cancer or its treatment? your cancer or its treatment? your cancer or its treatment?
O1Yes (O2No O3 Notsure O1Yes O2No O 3 Notsure O1Yes O2No O 3 Notsure
3. Name of the hospital: 3. Name of the hospital: 3. Name of the hospital:
4. In what city is it located: 4. In what city is it located: 4. In what city is it located:
FOR 3. FOR 3. FOR 3.
OFFICE OFFICE OFFICE
USE USE USE
onLY | % OoNLY | 4 onLY | %

23148
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ID Number: Date: _ _ [/ _ _ [ _ _
. (for internal use only) (for internal use only) Study ID: 1 8 5

3. Do you have a Primary Care physician?

O1Yes O 2No----3 SKIPto Question 4 below
\/ FOR
. . - OFFICE
a. What is your Primary Care physician's name? USE
ONLY
a.
(First Name) (Last Name)
b. In what city is he/she located: b.

c. Have you visited your Primary Care physician in the past 3 months?

O 1 Yes --->/ 1. How many times?
O 2 No

2. Were the visits related to your cancer or its treatment?

O 1 Yes - >| 3. How many of the visits were related
O 2 No to your cancer or its treatment?

O 3 Not sure

4. Has a nurse from a home care service (Visiting Nurse) provided care to you in your home in the past 3
months?

O1lYes O2No

\/

a. How many times:

b. Were the visits related to your cancer or its treatment?

O1 Yes -—--- >| ¢. How many of the visits were related to your cancer or
02 No its treatment?
O 3 Not sure

23148
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Instrument Number:

. Shade circles like thiz: @ Studv ID:
Not like this: w oo 111815
111/ 6|5
Please use BLACK Pen Only!
Patient Activation Measure (PAM)
ID Number: Administration Date: / /
(month) (day) (year)
Visit Number: 1 2
O O
Baseline 2 Weeks
( FOR STAFF USE ONLY )
INSTRUCTIONS:
For each statement, fill in the circle that indicates how much you agree or disagree with the statement.
Strongly Strongly Not
Disagree Disagree Agree Agree Applicable
1 2 3 4 (-2)
1. When all is said and done, | am the person who is
responsible for taking care of my health. o o o o o
2. Taking an active role in my own health care is the
most important thing that affects my health. O O O o O
3. lam confident | can help prevent or reduce problems
associated with my health. O O O o O
4. 1know what each of my prescribed medications
dooe. P e e e 0 e
5. lam confident that | can tell whether | need to go to
the doctor or whether | can take care of a health O O O o O
problem myself.
6. |am confident that | can tell a doctor concerns |
have even when he or she does not ask. O O O o O
7. lam confident that | can follow through on medical
treatments | may need to do at home. O O O o O
8. lunderstand my health problems and what causes
i Y P e e e e e
9. I know what treatments are available for my health
problems. O O O o O
10. | have been able to maintain (keep up with) lifestyle
changes, like eating right or exercising. O O O o O
11. 1 know how to prevent problems with my health. O O O 0 O
12. | am confident | can figure out solutions when new
problems arise with my health. O O O o O
13. | am confident that | can maintain lifestyle changes,
like eating right and exercising, even during times O O O o O
of stress.
Hibbard, J.H., Stockard, J., Mahoney, E.R., & Tusler, M. (2004). Development of the 23358

CRE - 1165PAM, V1.0
August 6, 2013

Patient Activation Measure (PAM): Conceptualizing and measuring activation in
patients and consumers. Health Service Research, 39(4 Pt 1), 1005-1026.
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Instrument Number:

. Shade circles like this: @ 0/ suyi:| 1| g 5
Mot like this: ’
11/6|6 e e o

Please use BLACK Pen Only!

Interpersonal Support Evaluation List

ID Number: Administration Date: / /

Visit Number: 1 2 (month) (day) (year)

©) O

Baseline 2 Weeks
(FOR STAFF USE ONLY )

INSTRUCTIONS:

This scale is made up of a list of statements each of which may or may not be true about you.

If you are absolutely certain a statement is true about you, choose "Definitely True." If you think it is true but you
are not absolutely certain, choose "Probably True."

Similarly, if you are absolutely certain a statement is false, choose "Definitely False." If you think it is false but you
are not absolutely certain, choose "Probably False."

Definitely Probably Probably Definitely

False False True True
1 2 3 4

1. If Iwanted to go on atrip for a day (for example, to the country or

mountains), | would have a hard time finding someone to go with me. O O O O
2. Ifeel that there is no one | can share my most private worries and fears

with. e 0 0 0 0
3. If lwere sick, | could easily find someone to help me with my daily O O O O

chores.
4. Thereis someone | can turn to for advice about handling problems with

my family. O O O O
5. If I decide one afternoon that | would like to go to a movie that evening,

I could easily find someone to go with me. O O O O
6. When | need suggestions on how to deal with a personal problem, |

know someone | can turn to. o o o o
7. ldon't often get invited to do things with others. O O O O

8. If I had to go out of town for a few weeks, it would be difficult to find
someone who would look after my house or apartment (the plants, pets, O O O O
garden, etc.).

9. If lwanted to have lunch with someone, I could easily find someone to

join me. O O O O
10. If Iwas stranded 10 miles from home, there is someone | could call who

could come and get me. O O O O
11. |If afamily crisis arose, it would be difficult to find someone who could

give me good advice about how to handle it. O O O O
12. If Ineeded some help in moving to a new house or apartment, | would

have a hard time finding someone to help me. O O O O

23630

Cohen, S., Mermelstein, R., Kamarck, T., & Hoberman, H. (1985). Measuring the

functional components of social support. Social support: Theory, research, and
. CRE - 1166ISU, V1.0 application. 1.G.S.B.R Sarason (Eds.) The Hague, Holland, Martinus, Nijhoff.
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Instrument Number:

. Study ID: 1 8 5

0(0|7
SOCIODEMOGRAPHIC QUESTIONNAIRE
(Short Form)

Center for Research and Evaluation
University of Pittsburgh School of Nursing

ID Number: Administration Date: / /

(month) (day) (year)

( FOR STAFF USE ONLY )

Shade circles like this: @

Not like this: w oo
Please use BLACK Pen Only!

For optimum accuracy, it is recommended that characters be written block style
without touching the sides of the blocks, such as in the following example.
Place only one letter or one number in each box as shown . ..

Ol |2|/3/4/5/6b|7|8|9

The following information requested is important in helping us understand more about you and your health.
The information that you provide will be used for research purposes ONLY and will be held in confidence.

Please do not skip any questions. Thank youl!

1. What is your sex?

O1 Male
O 2 Female

2. What is your date of birth? / /

(month) (day) (year)

3. What was your age at your last birthday?

(years)

36132
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ID Number: Date: _ _ [/ _ _ [ _ _
. (for internal use only) (for internal use only) Study ID: 1 8 5

4. Which one of the following best describes your current relationship status?

O 1 Never married

O 2 Currently married

O 3 Living with partner/significant other
O 4 Widowed

O 5 Separated
O 6 Divorced
O 7 Other; specify ---->

(for office use only)

)
. , , O ]
5. How many years have you been in your current relationship: N/A:

(If less than one year, write in "00")

I am not currently

(years) . . .
in arelationship

Given the ever-increasing ethnic diversity of the population in the United States of America, the following
guestions are being asked to gather information on your racial/ethnic background . . .

6. What is your race:

a. Do you consider yourself to be Hispanic or Latino, that is, of Mexican, Puerto Rican, Cuban, or of Latin
American descent?
O1 Yes
O 2 No
O 3 Unknown

b. Please choose the one category that best appliestoyou . ...

1 White

Black or African American
American Indian; please specify:
Alaska Native

Native Hawaiian or other Pacific Islander
Asian

Other; specify:

Unknown

(ONONONONONONONC)
O~NOUOAWN

c. Are you of more than one racial/ethnic background?

O1 Yes ---------- tPlease specify all categories that apply toyou . . . .
O 2 No @ _
O 3 Unknown O 1 White

1

2 Black or African American

3 American Indian

4 Alaska Native

5 Native Hawaiian or other Pacific Islander
6
7

Asian

O O O OO

Other 36132
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ID Number: Date: _ _ [/ _ _ [ _ _
. (for internal use only) (for internal use only) Study ID: 1 8 5

7. Is English your first language? 11. Select the highest diploma or degree you have
completed:
O1l Yes
O 2 No ---3a. What was your first O 1) Grade school [grades 1-8]
language: O 2) High school [grades 9-12]
O 3) Earned G.E.D. [Graduate Equivalent Diploma]
O 4) Vocational/Technical school certificate
(for office use only) .
O 5) 2-year college [Associate's level]
O 6) 4-year college [Bachelor's level]
O 7) Graduate school [Master's level]
) i O 8) Professional school [i.e., MD; D.V.M.; JD]
8. We'd like to know where you live. .
Please enter the 5-digit ZIPCODE of O 9) Graduate school [Doctoral level, i.e., PhD; Ed.D.]
your PRIMARY RESIDENCE: O 10) Unknown

(where you live most of the time)

12. What is your current employment status?

O 1 Fulltime (working at least 35 hours a week)

9. In what type of area did you live most O 2 Parttime (working less than 35 hours a week)
of your childhood? O 3 Laid off or unemployed, but looking for work
O 1 Urban, large city O 4 Laid off or unemployed, but not looking for work
O 2 Urban, small city O 5 Retired, not working at all

O 3 Suburb of large city

O 6 Retired, but working part or full time
O 4 Suburb of small city gp

O5 Rural farm O 7 Disabled, unable to work
O 6 Rural, non-farm O 8 Full time homemaker
O 7 Other; specify --> O 9 Other; specify:

(for office use only)

(for office use only)

10. How many years of formal education 13. Are you currently a student?
have you completed?

(For example, if you completed high school O1 Yes -3 Whatis your student status?

in the USA, you would have had 12 years of O2 No .
education.) O 1 Parttime

(years) O 2 Full time

36132
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ID Number: Date: _ _ [/ _ _ [ _ _
. (for internal use only) (for internal use only) Study ID: 1 8 5

14. Have you ever been employed?

O1 Yes ----¥ Areyou currently employed?

O 2 No
O1 Yes 02 No
A4 Y \
SKIP a. What is your primary occupation? (the one a. When you were employed, what was your
to . where you work the most hours per week): primary occupation? (the one where you
Question worked the most hours per week):
15 Job title:

(for office use only) Job title:
(for office use only)
b. Has this been your primary occupation for
most of your working life? b. When was the last year that you were
employed:

O1 Yes

O 2 No --3C. What was your primary
occupation?

Job title: ) .
— : c. Did you stop working because of health
(for office use only) reasons?
O1lYes O2 No
|
N
d. Did you change occupations Please select all reasons that
because of health reasons? applytoyou....
@
o1 Y?S O2 No O 1. Ichanged because of
v the physical demands
of my job.

Please select all reasons

that apply to you ... O 2. Ichanged because of

(€] the mental demands

O 1. | changed because of of my job.
the physical demands
of my job. O 3. Other; specify:

O 2. |changed because of : :
the mental demands (for office use only)
of my job.

O 3. Other; specify:

(for office use only)

36132
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ID Number: Date: _ _ [/ _ _ [ _ _
. (for internal use only) (for internal use only) Study ID: 1 8 5

15. Do you have any children?

O1 Yes ---->|a. How many:
O 2 No

16. Including yourself, how many people currently live in your household?

a. (adults) b. (children under age 18)
If NONE, enter 00.

17 a.) Do you have areligious preference?

O 1 Yes --—-->| 1. Please specify:
02 No (Choose ONE response only.)

O 1 Christianity
O 2 Judaism

O 3 Islam

O 4 Hinduism
O5 Buddhism (for office use only)
O 6 Other; specify:

2. To what extent do you follow the customs and practices of your
religion?
O1 Never
O 2 Sometimes
O 3 Frequently
O 4 Always

b.) How important is religion in your life?
O1 Notatall O2 Somewhat O 3 Extremely

. CRE - 007SSF, V1.9
June 24, 2013 Page 5of 7



o Number: — ! __
(for internal use only) (for internal use only)

Date: / /

18. Do you have health care insurance?

Study ID:

to
Question
19

a. What type(s) of insurance do you have?
(Please choose ALL that apply.)

@
o1

O
\‘

o O O O O
A

Medicare

Medicaid

Supplemental Security Income (SSI)
Veterans Administration

Disability income

Private health insurance

Other; specify:

b. Does your insurance cover the cost of medication?

o1
02
O3
O4

Yes, all
Yes, some of the cost -----> Please specify in what way:
No

Unknown

c. Does your insurance cover the cost of health care?

o1
02
O3
o4

Yes, all
Yes, some of the cost -----> Please specify in what way:
No

Unknown

. CRE - 007SSF, V1.9
June 24, 2013

Page 6 of 7
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Date: _ _ / /

(for internal use only)

. ID Number:

Study ID:

(for internal use only)

The following questions concern family and individual income. We recognize the sensitive nature of these
questions. This information is important in order to understand the economic impact of the chronic illness on
the family and individual. Your answers will be held in strict confidence.

19. What are all the sources of your own total gross annual income (before taxes and deductions):

@
©)

a
O b.

Wages, salaries, commisions, bonuses, or tips from all jobs

Self-employment income from tax or non-farm business

Interest, dividend, net rental income, royalty income, or income from estates or trusts
Social security or railroad retirement

Supplemental Security Income or other public assistance income

- o a0

Retirement, survivor, or disability pensions

Workers Compensation
Other; specify:

O O O O O O

> @

(for office use only)

20. If you are currently employed, please select your own gross annual income from wages only (before

taxes and deductions):

oM
O
O @)
O ()
O (3)
O (6)
O (@)

Under $10,000

$10,000 to $14,999
$15,000 to $19,999
$20,000 to $29,999
$30,000 to $39,999
$40,000 to $49,999
$50,000 to $59,999

(2)
O
N/A

( not employed )

O (8) $60,000 to $69,999
O (9) $70,000 to $79,999
O (10) $80,000 to $99,999
O (11) $100,000 to $150,000
O (12) Over $150,000

O (13) Unknown

O (14) Refused

21. What is the total gross annual income for your household from all sources (before taxes and

deductions):

O
O (@
O @)
O ()
O (3)
O (6)
O (@)

Under $10,000

$10,000 to $14,999
$15,000 to $19,999
$20,000 to $29,999
$30,000 to $39,999
$40,000 to $49,999
$50,000 to $59,999

O (8) $60,000 to $69,999
O (9) $70,000 to $79,999
O (10) $80,000 to $99,999
O (11) $100,000 to $150,000
O (12) Over $150,000

O (13) Unknown

O (14) Refused

22. Does your current household income meet your basic needs (such as food, housing, utilities, and

health care)?
O1 Yes
O 2 No

36132

Copyright 2009
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Health History
Questionnaire

(1) With what type of cancer(s) have you been diagnosed?

If you have had multiple types of cancer, please fill out the
remaining questionnaires about your first cancer diagnosis.

(2) What stage was your cancer when it was diagnosed?

__DCIS or pre-cancer
__ Stage |

__Stage Il

__ Stage Il

__Stage IV
___Unknown
__Notsure

(3) When were you diagnosed with cancer? (MM/DD/YYYY)

(4) Have you had any recurrences?

__Yes Vv
If YES, how many recurrences have you had?
No

(5) Are you currently receiving treatment?

__Yes ﬁ



No
If YES, what kind of treatments are you currently receiving? (Select all that apply.)
___Chemotherapy
___Radiation therapy
___Surgery
___Adjuvant therapy
___Maintenance therapy
__ Other

(6) What past treatments have you had for your cancer (if different from what you are
currently receiving)?

Select all that apply. Please type in the approximate dates that you received this/these
treatment(s).)

___Chemotherapy Dates (approximate):
___Radiation therapy Dates (approximate):
___Surgery Dates (approximate):
___Adjuvant therapy Dates (approximate):
__Maintenance therapy Dates (approximate):
__ Other Dates (approximate):

(7) Were you diagnosed with more than one type of cancer?

__Yes
__No 1'
If yes, when were you diagnosed with the other types of cancer you have had? What

types of treatment did you receive?
(Any details you give us are welcome!)




Some Final Questions...

1. Where did you hear about this study?
CTSI Research Participant Registry (University of Pittsburgh)
Pennsylvania Tumor Registry
National Ovarian Cancer Coalition
American Cancer Society (Cancer Survivors Network)
Cancer Caring Center
Urban League of Greater Pittsburgh
African American Women's Speakers Bureau
Our Clubhouse (formerly Gilda's Club of Western Pennsylvania)
Other: (Please describe)

2. Would you like to see the results of this study?
Yes
No

3. How much experience do you have managing a complex illness (your own or someone
else’s) in addition to your own cancer? Please describe.

4. Would you be open to being contacted in the future for other research studies regarding
self-advocacy and cancer?

Yes

No

5. Is there anything else that you would like us to know about yourself or your answers to
this survey?




You have completed all questionnaires.

Thank you for your time and thought!

If you have any additional thoughts you want us
to know, please add them here:

If you have any questions or concerns,
please contact the study’s principle investigator,
Teresa Hagan at 412-624-4101or selfadvocacystudy@gmail.com.




APPENDIX B

FINAL FSACS SCALE

147



FSACS Scale — 20 item

Female Self-Advocacy in Cancer Survivorship Scale

Please read each of the following statements carefully. Think about your experiences having
cancer and (if you do not currently have cancer) your time since cancer.

Circle the number the best reflects how much you agree or disagree with each statement.

aTEgFéT [ X 1. 1use my skills to solve the problems | face as a cancer survivor.

Strongly Disagree Somewhat Somewhat A Strongly
. : gree
disagree disagree agree agree

2. | gather information before making decisions about my cancer care.

1 2 3 4 5 6
Strongly Disagree Somewhat Somewhat Strongly
. . Agree
disagree disagree agree agree

3. 1'weigh my options carefully before making important decisions about my cancer care.

1 2 3 4 5 6
Strongly Disagree Somewhat Somewhat A Strongly
. : gree
disagree disagree agree agree

4. | prepare myself to make decisions about my cancer care.

1 2 3 4 5 6
Strongly Disagree Somewhat Somewhat A Strongly
. : gree
disagree disagree agree agree

5. When it comes to making decisions about my cancer care, | know what my priorities are.

1 2 3 4 5 6
Strongly Disagree Somewhat Somewhat Agree Strongly
disagree disagree agree g agree

6. | am comfortable asking for a second opinion.

1 2 3 4 5 6
Strongly Disagree Somewhat Somewhat A Strongly
. : gree
disagree disagree agree agree

7. Task questions when I don’t understand what my provider is telling me.

1 2 3 4 5 6
Strongly Disagree Somewhat Somewhat A Strongly
. : gree
disagree disagree agree agree

© 2015 University of Pittsburgh (Hagan, Cohen, Rosenzweig, Stone, & Donovan)



FSACS Scale — 20 item

8. | question my provider if I don’t agree with his or her recommendations.

1 2 3 4 5 6
Strongly Disagree Somewhat Somewhat A Strongly
. : gree
disagree disagree agree agree

9. Idon’ttalk about a health concern with my provider unless | think there is a solution.*

1 2 3 4 5 6
Strongly Disagree Somewhat Somewhat A Strongly
. : gree
disagree disagree agree agree

10. I rarely tell my provider about the problems | am having.*

1 2 3 4 5 6
Strongly Disagree Somewhat Somewhat Aqree Strongly
disagree disagree agree g agree

11. I know where to get an answer if my provider can’t give me one.

1 2 3 4 5 6
Strongly Disagree Somewhat Somewhat A Strongly
. : gree
disagree disagree agree agree

12. I ask my provider to explain his or her recommendations.

1 2 3 4 5 6
Strongly Disagree Somewhat Somewhat Agree Strongly
disagree disagree agree g agree

13. I seek out support from other cancer survivors.

1 2 3 4 5 6
Strongly Disagree Somewhat Somewhat Adree Strongly
disagree disagree agree g agree

14. 1 seek out support from friends and family.

1 2 3 4 5 6
Strongly Disagree Somewhat Somewhat Adree Strongly
disagree disagree agree g agree

15. Helping other cancer survivors also helps me.

1 2 3 4 5 6
Strongly Disagree Somewhat Somewhat Strongly
. . Agree
disagree disagree agree agree

16. When | hear someone has cancer, | try to reach out to them.

1 2 3 4 5 6
Strongly Disagree Somewhat Somewhat Agree Strongly
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FSACS Scale — 20 item

disagree disagree agree agree

17. 1t helps me to know that other cancer survivors have gone through what | am going through.

1 2 3 4 5 6
Strongly Disagree Somewhat Somewhat A Strongly
. ) gree
disagree disagree agree agree

18. Telling other people my story makes me feel good.

1 2 3 4 5 6
Strongly Disagree Somewhat Somewhat A Strongly
. : gree
disagree disagree agree agree

19. I try to raise awareness about cancer.

1 2 3 4 5 6
Strongly Disagree Somewhat Somewhat Agree Strongly
disagree disagree agree g agree

20. I am comfortable sharing my cancer experience with others.

1 2 3 4 5 6
Strongly Disagree Somewhat Somewhat A Strongly
. : gree
disagree disagree agree agree

* Reverse=scored item
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Informational Script
Title: Content Validity of the Self-Advocacy in Cancer Survivorship (SACS) Scale

Pl: Teresa Hagan

The purpose of this research study is to assess the validity of a questionnaire of self-advocacy
among women with a history of cancer (the Self-Advocacy in Cancer Survivorship (SACS)
Scale). Validity means that this questionnaire is measuring what it is supposed to measure. We
are asking 8 individuals who are experts in self-advocacy, oncology, and/or women’s health to
review our proposed measure of self-advocacy. You are being asked to participate in this study
because your expertise fits in these categories and allows you to give expert opinion concerning
this measure of self-advocacy. If you chose to participate, we will send you three documents:

1. A brief introduction to the SACS Scale
2. A copy of the SACS Scale
3. A survey about your opinion the SACS Scale

You will review our proposed measure. Then you will complete the survey about the proposed
measure. Finally, you will return the survey to Teresa in a pre-stamped, pre-addressed envelope.
This study should take a total of approximately 90 minutes. Reading the introduction will take
about 15 minutes. Reading the scale will take about 30 minutes. Responding to the survey will
take about 45 minutes. These times may vary depending on how much time you take in
reviewing the measure and preparing your response.

There are no risks or benefits to participating in this study. No personal or sensitive information
will be collected. Your responses to the survey are confidential and will not be kept in a locked
file cabinet at the School of Nursing. To ensure confidentiality, the survey will be completely
anonymously. You will not receive any payment for participation. Your participation in this
research study is completely voluntary. You may withdraw at any time. This study is being
conducted by Teresa Hagan. She can be reached at 412-334-6457 if you have any questions or
concerns.



9, University of Pittsburgh

School of Nursing

Acute/Tertiary Care Department

CONSENT TO ACT AS A PARTICIPANT IN A RESEARCH STUDY

TITLE: Establishment of the Reliability of the Self-Advocacy in Cancer Survivorship Scale

PRINCIPAL INVESTIGATOR:

CO-INVESTIGATORS:

CONSULTANTS:

SOURCE OF SUPPORT:

Why is this research being done?

Teresa Hagan, BSN, RN

Graduate Student

University of Pittsburgh School of Nursing
336 Victoria Building, 3500 Victoria Street
Telephone: 412-334-6457

Heidi Donovan, PhD, RN

Associate Professor, Department of Acute and Tertiary Care
University of Pittsburgh School of Nursing

336 Victoria Building, 3500 Victoria Street

Telephone: 412-624-2699

Susan Cohen, DSN, APRN, FAAN

Associate Professor, Department of Health Promotion and Development
University of Pittsburgh School of Nursing

440 Victoria Building, 3500 Victoria Street

Telephone: 412-624-5345

Margaret Rosenzweig, PhD, CRNP-C, AOCN

Associate Professor, Department of Acute and Tertiary Care
University of Pittsburgh School of Nursing

336 Victoria Building, 3500 Victoria Street

Telephone: 412-383-8839

Clement Stone, PhD

Professor, Department of Education

University of Pittsburgh School of Education

5920 Wesley W. Posvar Hall, 230 South Bouquet Street
Telephone: 412-624-9359

NINR F31 NR01466-01A1
Sigma Theta Tau International/Rosemary Crisp Berkel Research Award
Nightingale Awards of Pennsylvania PhD Award

You are being asked to participate in a research study. We are studying a measurement tool to assess self-
advocacy among female cancer survivors. Self-advocacy is a term that describes how well someone is able to stand
up for their values, priorities, and beliefs. Right now, there is no measurement tool for self-advocacy for female
cancer survivors. This study will measure the reliability (or consistency) of a questionnaire that can measure self-
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advocacy among female cancer survivors.

Who is being asked to take part in this research study?

You are being invited to take part in this research study because you are a female with a history of cancer.

People invited to participate in this study must be at least 18 years old, female, have a history of cancer (that has
been diagnosed after the age of 18), and be able to complete the questionnaires in English. You can not have a
diagnosis of basal cell carcinoma or cervical intraepithelial neoplasia stage 1. The study is being performed on a total
of 40 individuals in three different medical centers and four cancer and advocacy organizations in Pittsburgh.

What procedures will be performed for research purposes?

If you decide to take part in this research study, you will undergo the following procedures that are not part of your
standard medical care:

Screening Procedures:

You have already undergone screening to participant in this research study. You have indicated that you
meet the following inclusion and exclusion criteria (listed above in “Who is being asked to take part in this
research study” section).

Research Study Procedures:

If you qualify to take part in this research study, you will undergo the procedures listed below. These
procedures will take place in a private area in the clinic or organization.

You will be asked to complete a set of questionnaires today and 2 weeks from today.
Questionnaires include a demographic questionnaire, basic health information, and self-advocacy among
people with cancer.

i. Today: You will complete the first set of questionnaires the same day as you sign this
consent form (today):

1. After you complete the first set of questionnaires, you will be asked five short
questions about how you answered one of the questionnaires and if you had
problems completing this questionnaire.

ii. Two Weeks from Today: You will complete the second set of questionnaires 2 weeks
from today. It is the same set of questionnaires as before.

1. After you finish completing the first set of questionnaires today, the Principal
Investigator (Ms. Hagan) will provide you a copy of the second questionnaire and
instructions of when and how to complete the questionnaires. You will also be
given instructions of how to return the completed questionnaires, along with a
pre-stamped, pre-addressed envelope.

2. Ms. Hagan will call you to remind to complete and return the second
questionnaires 2 days before the due date.

3. Ms. Hagan will send reminder postcards to you to complete and return the
questionnaires 3 and 5 days after the due date if the questionnaires are not
received.

What are the possible risks, side effects, and discomforts of this research study?
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This is a very low risk study, but you should be aware of risks.

1. The major potential risk is a breach of confidentiality, but we will do everything possible to protect your privacy. To
reduce the likelihood of a breach of confidentiality

To protect your privacy, only Ms. Hagan and members of the research team will be aware of your participation in this
research study. All information will be identified only by a code or case number. The information linking these case
numbers with your identity will be kept separate from the research records. All researchers involved in this study
have been thoroughly trained to maintain your privacy. All information you provide will be kept by the Principle
Investigator in a locked file cabinet within a locked office at the School of Nursing. Your identity will not be revealed
in any description or publications of this research.

Although we will do everything in our power to protect your privacy and the confidentiality of your records, just as with
the use of your medical information for health care purposes, we cannot guarantee the privacy of your research
records. Authorized representatives from the University of Pittsburgh Research Conduct and Compliance Office may
review your data for the purpose of monitoring the conduct of this study

2. Another possible risk of this research study may include stress from having to complete the guestionnaires. Itis
expected to take between 40 and 60 minutes total for each set of questionnaires. (The questionnaires will take 30 to
45 minutes to complete. The interview will take between 10 and 15 minutes.) To reduce the stress, you will be
allowed to take breaks during this time as often as needed. You may stop participating at any time.

What are possible benefits from taking part in this study?

You will receive no direct benefit from taking part in this research study. The creation and use of this measurement
tool may benefit female cancer survivors in the future, but will have no direct benefit to you.

Will | be paid if | take part in this research study?

You will receive a $20 gift card for your time and effort in taking part in this research study. You will receive this gift card after
completing and returning both sets of questionnaires to Ms. Hagan.

Who will know about my participation in this research study?

Any information about you obtained from this research will be kept strictly confidential. All records related to your
involvement in this research study will be stored in a locked file cabinet in a locked room at the School of Nursing. .
Your identity on these records will be indicated by a case number rather than by your name, and the information
linking these case numbers with your identity will be kept separate from the research records. You will not be
identified by name in any publication of the research. All records will be retained by us for a minimum of seven years.

It is possible that we may use the information obtained from this study in other research studies examining the
validity of this questionnaire. This information may also be shared with other researchers here, and at other research
centers, but those researchers will never be provided with any personal identifiers that would allow them to learn who
you are.

Will this research study involve the use or disclosure of my identifiable medical information?

No.

Page 3 of 5 Participant’s Initials

University Of Pittsburgh Approval Date: 12/12/2012 IRB #: PRO12100617
Institutional Review Board Renewal Date: «Renewal Date»




Is my participation in this research study voluntary?

Your participation in this research study is completely voluntary. Whether or not you provide your consent for
participation in this research study will have no effect on your current or future relationship with the University of
Pittsburgh. Whether or not you provide your consent for participation in this research study will have no effect on
your current or future medical care at a UPMC hospital or affiliated health care provider or your current or future
relationship with a health care insurance provider.

May I withdraw, at a future date, my consent for participation in this research study?

You may withdraw, at any time, your consent for participation in this research study. Any information recorded for, or
resulting from, your participation in this research study prior to the date that you formally withdrew your consent may
continue to be used and disclosed by the investigators for the purposes described above.

Your decision to withdraw your consent for participation in this research study will have no effect on your current or
future relationship with the University of Pittsburgh. Your decision to withdraw your consent for participation in this
research study will have no effect on your current or future medical care at a UPMC hospital or affiliated health care
provider or your current or future relationship with a health care insurance provider.

If you decide you no longer wish to participate after you have signed the consent form, you should contact Ms. Hagan
(412-334-6457). Your decision to withdraw from this study will have no effect on your current or future relationship
with the University of Pittsburgh. If you or would like additional information, you may contact the Research Office at
412-692-5551. Questions about your rights as a research participant can be answered by the Human Subject
Protection Advocate at the University of Pittsburgh IRB Office- 866-212-2668.

If I agree to take part in this research study, can | be removed from the study without my consent?

You will not be removed from this study without your consent.
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VOLUNTARY CONSENT

The above information has been explained to me and all of my current questions have been answered. | understand
that | am encouraged to ask questions about any aspect of this research study during the course of this study, and
that such future questions will be answered by a qualified individual or by the investigator(s) listed on the first page of
this consent document at the telephone number(s) given. | understand that | may always request that my questions,
concerns or complaints be addressed by a listed investigator.

| understand that | may contact the Human Subjects Protection Advocate of the IRB Office, University of Pittsburgh
(1-866-212-2668) to discuss problems, concerns, and questions; obtain information; offer input; or discuss situations
that have occurred during my participation.

By signing this form, | agree to participate in this research study. A copy of this consent form will be given to me.

Participant's Signature Printed Name of Participant Date

Kkkkkkkkkkkkkkkkkhkkkhkkkkkkkhkkhkkhhhkkkkkkkhkkkhkkkhkkkhkkhkhkkhkkhkkkk

CERTIFICATION of INFORMED CONSENT

| certify that | have explained the nature and purpose of this research study to the above-named individual(s), and |
have discussed the potential benefits and possible risks of study participation. Any questions the individual(s) have
about this study have been answered, and we will always be available to address future questions as they arise.”

Printed Name of Person Obtaining Consent Role in Research Study

Signature of Person Obtaining Consent Date
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School of Nursing

Acute/Tertiary Care Department

j University ot Pittsburgh

CONSENT TO ACT AS A PARTICIPANT IN A RESEARCH STUDY

TITLE: Establishment of the Validity of the Female Self-Advocacy in Cancer Survivorship Scale

PRINCIPAL INVESTIGATOR:

CO-INVESTIGATORS:

CONSULTANTS:

SOURCE OF SUPPORT:

Why is this research being done?

Teresa Hagan, BSN, RN

Graduate Student

University of Pittsburgh School of Nursing
336 Victoria Building, 3500 Victoria Street
Telephone: 412-624-4101

Heidi Donovan, PhD, RN

Associate Professor, Department of Acute and Tertiary Care
University of Pittsburgh School of Nursing

336 Victoria Building, 3500 Victoria Street

Telephone: 412-624-2699

Susan Cohen, DSN, APRN, FAAN

Associate Professor, Department of Health Promotion and Development
University of Pittsburgh School of Nursing

440 Victoria Building, 3500 Victoria Street

Telephone: 412-624-5345

Margaret Rosenzweig, PhD, CRNP-C, AOCN

Associate Professor, Department of Acute and Tertiary Care
University of Pittsburgh School of Nursing

336 Victoria Building, 3500 Victoria Street

Telephone: 412-383-8839

Clement Stone, PhD

Professor, Department of Education

University of Pittsburgh School of Education

5920 Wesley W. Posvar Hall, 230 South Bouquet Street
Telephone: 412-624-9359

NINR F31 NR01466-01A1
American Cancer Society Doctoral Scholarship in Cancer Nursing

You are being asked to participate in a research study. We are developing a questionnaire to measure how well
female cancer survivors are able to stand up for themselves. We call a person’s ability to stand up for her own values
and beliefs “self-advocacy”. We want to see whether our questionnaire accurately measures self-advocacy among

female cancer survivors.

Who is being asked to take part in this research study?

You are being invited to take part in this research study because you are an adult female with a history of cancer

diagnosed after age 18.

What procedures will be performed for research purposes?
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The study procedures consist of 2 mailed questionnaires. We will send you paper copies of both questionnaires with
a pre-stamped, pre-addressed return envelope.

1. The first questionnaire is a screening questionnaire.

You will answer 4 questions to make sure you are eligible to participate. If you are not eligible, you will not complete
the second questionnaire. Instead, you will be asked to complete 4 additional questions to help us understand what
women are not participating in this study. Answering these 4 additional questions is voluntary.

We estimate that this screening questionnaire will take 1 minute to complete.

2. The second questionnaire will be completed online or by mail.

You will complete a set of questionnaires including demographic information, basic health information, and questions
about your health and experience with cancer. You will then return the completed questionnaires in the return
envelope provided to you.

We estimate that both questionnaires will take 60 minutes to complete.

If we do not receive these questionnaires, we will send you a reminder postcard 2 weeks after the initial letter and a
reminder letter and replacement questionnaire 3 weeks after the initial letter.

What are the possible risks, side effects, and discomforts of this research study?

This is a very low risk study, but you should be aware of risks.

1. The major potential risk is a breach of confidentiality, but we will do everything possible to protect your privacy. To
protect your privacy, only Ms. Hagan and members of the research team will be aware of your participation in this
research study. Mailed questionnaires will be kept in secure, locked file cabinets at the School of Nursing. All
information will be identified only by a case number. The information linking these case numbers with your identity
will be kept separate from the research records. All researchers involved in this study have been thoroughly trained
to maintain your privacy. All information you provide will be kept by the Principle Investigator in a locked file cabinet
within a locked office at the School of Nursing. Your identity will not be revealed in any description or publications of
this research.

Although we will do everything in our power to protect your privacy and the confidentiality of your records, just as with
the use of your medical information for health care purposes, we cannot guarantee the privacy of your research
records. Authorized representatives from the University of Pittsburgh Research Conduct and Compliance Office may
review your data for the purpose of monitoring the conduct of this study.

2. Another possible risk of this research study may include stress from having to complete the questionnaires. In
case any questions cause you stress or discomfort, you can take a break from completing the questionnaires.

What are possible benefits from taking part in this study?

You will receive no direct benefit from taking part in this research study. The creation and use of this measurement
tool may benefit female cancer survivors in the future, but will have no direct benefit to you.

Will | be paid if | take part in this research study?

Participants will be paid a $10 Amazon.com gift card after completing and returning the questionnaires to Ms. Hagan.

Who will know about my participation in this research study?

Any information about you obtained from this research will be kept strictly confidential. All records related to your
involvement in this research study will be stored in a locked file cabinet in a locked room at the School of Nursing.



Your identity on these records will be indicated by a case number rather than by your name, and the information
linking these case numbers with your identity will be kept separate from the research records. You will not be
identified by name in any publication of the research. All records will be retained by us for a minimum of seven years.

It is possible that we may use the information obtained from this study in other research studies examining the
validity of this questionnaire. This information may also be shared with other researchers here, and at other research
centers, but those researchers will never be provided with any personal identifiers that would allow them to learn who
you are.

Will this research study involve the use or disclosure of my identifiable medical information?

No.

Is my participation in this research study voluntary?

Your participation in this research study is completely voluntary. Whether or not you provide your consent for
participation in this research study will have no effect on your current or future relationship with the University of
Pittsburgh. Whether or not you provide your consent for participation in this research study will have no effect on
your current or future medical care at a UPMC hospital or affiliated health care provider or your current or future
relationship with a health care insurance provider.

May I withdraw, at a future date, my consent for participation in this research study?

You may withdraw, at any time, your consent for participation in this research study. Any information recorded for, or
resulting from, your participation in this research study prior to the date that you formally withdrew your consent may
continue to be used and disclosed by the investigators for the purposes described above.

Your decision to withdraw your consent for participation in this research study will have no effect on your current or
future relationship with the University of Pittsburgh. Your decision to withdraw your consent for participation in this
research study will have no effect on your current or future medical care at a UPMC hospital or affiliated health care
provider or your current or future relationship with a health care insurance provider.

If you decide you no longer wish to participate after you have signed the consent form, you should contact Ms. Hagan
(412-624-4101). Your decision to withdraw from this study will have no effect on your current or future relationship
with the University of Pittsburgh. If you or would like additional information, you may contact the Research Office at
412-692-5551. Questions about your rights as a research participant can be answered by the Human Subject
Protection Advocate at the University of Pittsburgh IRB Office- 866-212-2668.

If | agree to take part in this research study, can | be removed from the study without my consent?

If you are ineligible to participate, you will be removed from the study. Your screening data may be kept to track who
was not participating. If you are eligible to participate, you will not be removed from this study without your consent.

Agreement to Participate
By completing and returning the completed questionnaire you agree to
participate in this research study.
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CONSENT TO ACT AS A PARTICIPANT IN A RESEARCH STUDY

TITLE: Establishment of the Validity of the Female Self-Advocacy in Cancer Survivorship Scale

PRINCIPAL INVESTIGATOR:

CO-INVESTIGATORS:

CONSULTANTS:

SOURCE OF SUPPORT:

WHY IS THIS RESEARCH BEING DONE?

Teresa Hagan, BSN, RN

Graduate Student

University of Pittsburgh School of Nursing
336 Victoria Building, 3500 Victoria Street
Telephone: 412-624-4101

Heidi Donovan, PhD, RN

Associate Professor, Department of Acute and Tertiary Care
University of Pittsburgh School of Nursing

336 Victoria Building, 3500 Victoria Street

Telephone: 412-624-2699

Susan Cohen, DSN, APRN, FAAN

Associate Professor, Department of Health Promotion and Development
University of Pittsburgh School of Nursing

440 Victoria Building, 3500 Victoria Street

Telephone: 412-624-5345

Margaret Rosenzweig, PhD, CRNP-C, AOCN

Associate Professor, Department of Acute and Tertiary Care
University of Pittsburgh School of Nursing

336 Victoria Building, 3500 Victoria Street

Telephone: 412-383-8839

Clement Stone, PhD

Professor, Department of Education

University of Pittsburgh School of Education

5920 Wesley W. Posvar Hall, 230 South Bouquet Street
Telephone: 412-624-9359

NINR F31 NR01466-01A1
American Cancer Society Doctoral Scholarship in Cancer Nursing

You are being asked to participate in a research study. We are developing a questionnaire to measure how well
female cancer survivors are able to stand up for themselves. We call a person's ability to stand up for her own values
and beliefs "self-advocacy". We want to see whether our questionnaire accurately measures self-advocacy among

female cancer survivors.

WHO IS BEING ASKED TO TAKE PART IN THIS RESEARCH STUDY?

You are being invited to take part in this research study because you are an adult female with a history of cancer

diagnosed after age 18.
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WHAT PROCEDURES WILL BE PERFORMED FOR RESEARCH PURPOSES?

The study procedures consist of 2 questionnaires on a secure website. We will send you the web address of the
website.

1) The first questionnaire is a screening questionnaire (you just completed this).

You previously answered 4 questions to make sure you are eligible to participate. If you are not eligible, you will not
complete the second questionnaire. Instead, you will be asked to respond to 4 additional questions to help us
understand a little more about women who are not participating in the study.

We estimate that this screening questionnaire will take 1 minute to complete.

2) The second guestionnaire will be completed on-line. You will also be asked if you want to be mailed the
questionnaires to do on paper.

You will complete a set of questionnaires including demographic information, basic health information, and questions
about your health and experience with cancer.

We estimate that the second questionnaire will take 60 minutes to complete.

If we do not receive your questionnaires, we will send you reminder emails 5, 10, and 21 days after the first email we
sent you.

WHAT ARE THE POSSIBLE RISKS, SIDE EFFECTS, AND DISCOMFORTS OF THIS RESEARCH STUDY?
This is a very low risk study, but you should be aware of risks.

1) The major potential risk is a breach of confidentiality, but we will do everything possible to protect your privacy. To
protect your privacy, only Teresa Hagan (the principle investigator) and members of the research team will be aware
of your participation in this research study. The website where you complete the questionnaires is secure, and your
data will be safely stored and only be accessed by Ms. Hagan. Any records will be kept in secure, locked file cabinets
at the School of Nursing. All information will be identified only by a case number. The information linking these case
numbers with your identity will be kept separate from the research records. All researchers involved in this study
have been thoroughly trained to maintain your privacy. All information you provide will be kept by the Principle
Investigator in a locked file cabinet within a locked office at the School of Nursing. Your identity will not be revealed in
any description or publications of this research.

Although we will do everything in our power to protect your privacy and the confidentiality of your records, just as with
the use of your medical information for health care purposes, we cannot guarantee the privacy of your research
records. Authorized representatives from the University of Pittsburgh Research Conduct and Compliance Office may
review your data for the purpose of monitoring the conduct of this study.

2) Another possible risk of this research study may include stress from having to complete the questionnaires. In
case any questions cause you stress or discomfort, you can take a break from completing the questionnaires and
return at any time without any of your data being lost.

WHAT ARE POSSIBLE BENEFITS FROM TAKING PART IN THIS STUDY?

You will receive no direct benefit from taking part in this research study. The creation and use of this measurement
tool may benefit female cancer survivors in the future, but will have no direct benefit to you.



WILL | BE PAID IF | TAKE PART IN THIS RESEARCH STUDY?
Participants will be given a $10 Amazon.com gift code after returning the completed on-line survey to Ms. Hagan.

Note: If you want to complete the questionnaires through mail rather than on-line, you will receive a $10 Amazon.com
gift code when you return the completed questionnaires to Ms. Hagan.

WHO WILL KNOW ABOUT MY PARTICIPATION IN THIS RESEARCH STUDY?

Any information about you obtained from this research will be kept strictly confidential. All records related to your
involvement in this research study will be stored in a locked file cabinet in a locked room at the School of Nursing.
Your identity on these records will be indicated by a case number rather than by your name, and the information
linking these case numbers with your identity will be kept separate from the research records. You will not be
identified by name in any publication of the research. All records will be retained by us for a minimum of seven years.

It is possible that we may use the information obtained from this study in other research studies examining the
validity of this questionnaire. This information may also be shared with other researchers here, and at other research
centers, but those researchers will never be provided with any personal identifiers that would allow them to learn who
you are.

WILL THIS RESEARCH STUDY INVOLVE THE USE OR DISCLOSURE OF MY IDENTIFIABLE MEDICAL
INFORMATION?

No.

IS MY PARTICIPATION IN THIS RESEARCH STUDY VOLUNTARY?

Your participation in this research study is completely voluntary. Whether or not you provide your consent for
participation in this research study will have no effect on your current or future relationship with the University of
Pittsburgh. Whether or not you provide your consent for participation in this research study will have no effect on your
current or future medical care at a UPMC hospital or affiliated health care provider or your current or future
relationship with a health care insurance provider.

MAY | WITHDRAW, AT A FUTURE DATE, MY CONSENT FOR PARTICIPATION IN THIS RESEARCH STUDY?

You may withdraw, at any time, your consent for participation in this research study. Any information recorded for, or
resulting from, your participation in this research study prior to the date that you formally withdrew your consent may
continue to be used and disclosed by the investigators for the purposes described above.

Your decision to withdraw your consent for participation in this research study will have no effect on your current or
future relationship with the University of Pittsburgh. Your decision to withdraw your consent for participation in this
research study will have no effect on your current or future medical care at a UPMC hospital or affiliated health care
provider or your current or future relationship with a health care insurance provider.

If you decide you no longer wish to participate after you have signed the consent form, you should contact Teresa
Hagan (412-624-4101). Your decision to withdraw from this study will have no effect on your current or future
relationship with the University of Pittsburgh. If you or would like additional information, you may contact the
Research Office at 412-692-5551. Questions about your rights as a research participant can be answered by the
Human Subject Protection Advocate at the University of Pittsburgh IRB Office- 866-212-2668.



IF | AGREE TO TAKE PART IN THIS RESEARCH STUDY, CAN | BE REMOVED FROM THE STUDY WITHOUT
MY CONSENT?

If you are ineligible to participate, you will be removed from the study. Your screening data may be kept to track who
was not participating. If you are eligible to participate, you will not be removed from this study without your consent.

Agreement to Participate
By clicking “yes” to the following question asking if you consent to participate in
this research study, you are providing your consent to participate.




3500 Fifth Avenue

University of Pittsburgh Plishuroh, PA 15213
Institutional Review Board (412) 383-1508 (fax)

http://www.irb.pitt.edu

Memorandum

To: Teresa Hagan, RN, BSN, BA

From:  Sue Beers, PhD, Vice Chair

Date:  9/12/2012

IRB#: PRO12090171

Subject: Content Validity of the Self-Advocacy in Cancer Survivorship (SACS) Scale

The above-referenced protocol has been reviewed by the University of Pittsburgh Institutional Review
Board. Based on the information provided to the IRB, this project includes no involvement of human
subjects, according to the federal regulations [845 CFR 46.102(f)]. That is, the investigator conducting
research will not obtain information about research subjects via an interaction with them, nor will the
investigator obtain identifiable private information. Should that situation change, the investigator must
notify the IRB immediately.

Given this determination, you may now begin your project.
Please note the following information:

« If any modifications are made to this project, use the "Send Comments to IRB Staff" process
from the project workspace to request a review to ensure it continues to meet the determination.

« Upon completion of your project, be sure to finalize the project by submitting a "Study
Completed” report from the project workspace.

Please be advised that your research study may be audited periodically by the University of Pittsburgh Research
Conduct and Compliance Office.


http://www.irb.pitt.edu/
https://www.osiris.pitt.edu/osiris/Rooms/DisplayPages/LayoutInitial?Container=com.webridge.entity.Entity%5bOID%5b85C3CD71E2A6314B9935E531D4747F48%5d%5d

3500 Fifth Avenue

University of Pittsburgh Pitisburgh, PA 15213

(412) 383-1480

Institutional Review Board (412) 383-1508 (fax)
p://www.irb.pitt.edu

Memorandum

To: Teresa Hagan BSN RN

From:  Sue Beers PHD, Vice Chair

Date:  12/12/2012

IRB#: PRO12100617

Subject: Establishment of the Reliability of the Self-Advocacy in Cancer Survivorship Scale

The University of Pittsburgh Institutional Review Board reviewed and approved the above referenced
study by the expedited review procedure authorized under 45 CFR 46.110 and 21 CFR 56.110. Your
research study was approved under:

45 CFR 46.110.(7)

The risk level designation is Minimal Risk.

Approval Date:  12/12/2012
Expiration Date:  12/11/2013

The following documents were approved by the IRB:

We, the University of Pittsburgh Institutional Review Board, approve the protocol for this research
study, "Establishment of the Reliability of the Self-Advocacy in Cancer Survivorship Scale™ and the
following documents: -Consent form -Survey questionnaires -Cognitive interview questions

For studies being conducted in UPMC facilities, no clinical activities can be undertaken by investigators
until they have received approval from the UPMC Fiscal Review Office.

Please note that it is the investigator’s responsibility to report to the IRB any unanticipated problems
involving risks to subjects or others [see 45 CFR 46.103(b)(5) and 21 CFR 56.108(b)]. Refer to the IRB
Policy and Procedure Manual regarding the reporting requirements for unanticipated problems which
include, but are not limited to, adverse events. If you have any questions about this process, please
contact the Adverse Events Coordinator at 412-383-1480.

The protocol and consent forms, along with a brief progress report must be resubmitted at least one
month prior to the renewal date noted above as required by FWA00006790 (University of Pittsburgh),
FWAO00006735 (University of Pittsburgh Medical Center), FWA00000600 (Children’s Hospital of


http://www.irb.pitt.edu/
https://www.osiris.pitt.edu/osiris/Rooms/DisplayPages/LayoutInitial?Container=com.webridge.entity.Entity%5bOID%5bAF35DB7084794045A4AFECA8A8146C0A%5d%5d

Pittsburgh), FWAO00003567 (Magee-Womens Health Corporation), FWA00003338 (University of
Pittsburgh Medical Center Cancer Institute).

Please be advised that your research study may be audited periodically by the University of
Pittsburgh Research Conduct and Compliance Office.



3500 Fifth Avenue

University of Pittsburgh Pishuigh, PA 15213

(412) 383-1480

Institutional Review Board gtl?3/383-1_508 (fax)
p://www.irb.pitt.edu

Memorandum

To: Teresa Hagan

From:  Sue Beers, Vice Chair

Date:  11/8/2013

IRB#: PR0O12110062

Subject: Establishment of the Validity of the Self-Advocacy in Cancer Survivorship Scale

The University of Pittsburgh Institutional Review Board reviewed and approved the above
referenced study by the expedited review procedure authorized under 45 CFR 46.110 and 21
CFR 56.110. Your research study was approved under:

45 CFR 46.110.(7) characteristics/behaviors

The IRB has approved the waiver for the requirement to obtain a written informed consent.

The risk level designation is Minimal Risk.
Approval Date:  11/7/2013
Expiration Date:  11/6/2014

For studies being conducted in UPMC facilities, no clinical activities can be undertaken by
investigators until they have received approval from the UPMC Fiscal Review Office.

Please note that it is the investigator’s responsibility to report to the IRB any unanticipated
problems involving risks to subjects or others [see 45 CFR 46.103(b)(5) and 21 CFR

56.108(b)]. Refer to the IRB Policy and Procedure Manual regarding the reporting requirements
for unanticipated problems which include, but are not limited to, adverse events. If you have any
questions about this process, please contact the Adverse Events Coordinator at 412-383-1480.

The protocol and consent forms, along with a brief progress report must be resubmitted at least
one month prior to the renewal date noted above as required by FWAO00006790 (University of
Pittsburgh), FWAO00006735 (University of Pittsburgh Medical Center), FWAQ00000600
(Children’s Hospital of Pittsburgh), FWA00003567 (Magee-Womens Health Corporation),
FWAO00003338 (University of Pittsburgh Medical Center Cancer Institute).

Please be advised that your research study may be audited periodically by the University of
Pittsburgh Research Conduct and Compliance Office.


http://www.irb.pitt.edu/
https://www.osiris.pitt.edu/osiris/Rooms/DisplayPages/LayoutInitial?Container=com.webridge.entity.Entity%5bOID%5bADC5B4E665E95D4D9CC47F118B434402%5d%5d
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COLLABORATIVE INSTITUTIONAL TRAINING INITIATIVE (CITI PROGRAM)

COURSEWORK REQUIREMENTS REPORT*

* NOTE: Scores on this Requirements Report reflect quiz completions at the time all requirements for the course were met. See list below for details.
See separate Transcript Report for more recent quiz scores, including those on optional (supplemental) course elements.

REQUIRED AND ELECTIVE MODULES ONLY
Biomed Refresher 1 - Instructions (1D:960)

Biomed Refresher 1 — Informed Consent (ID:980)

Biomed Refresher 1 — Genetics Research (1D:984)

Name:

Email:

Institution Affiliation:
Institution Unit:

Curriculum Group:

Course Learner Group:

Stage:
Description:

Report ID:
Completion Date:
Expiration Date:
Minimum Passing:
Reported Score*:

Teresa Hagan (ID: 2765729)
tih42@pitt.edu

University of Pittsburgh (ID: 2074)
School of Nursing

Biomedical Human Subjects Research
Biomedical Researchers (includes fellows, residents, and medical students)
Stage 2 - Refresher Course

Choose this group to satisfy CITI training requirements for Investigators and staff involved primarily in biomedical
research with human subjects.

14808600
12/29/2014
12/28/2017
80

96

DATE COMPLETED SCORE

12/29/14 No Quiz
Biomed Refresher 1 — History and Ethical Principles (ID:975) 12/29/14 2/2 (100%)

12/29/14 2/2 (100%)
Biomed Refresher 1 — Regulations and Process (1D:981) 12/29/14 3/3 (100%)
Biomed Refresher 1 — SBR Methodologies in Biomedical Research (ID:982) 12/29/14 3/3 (100%)
Biomed Refresher 1 — Records-Based Research (ID:983) 12/29/14 2/2 (100%)

12/29/14 2/2 (100%)
Biomed Refresher 1 - Populations in Research Requiring Additional Considerations and/or Protections (ID:985)  12/29/14 2/2 (100%)
Biomed Refresher 1 — FDA-Regulated Research (ID:987) 12/29/14 3/3 (100%)
Biomed Refresher 1 — Vulnerable Subjects - Children (ID:974) 12/29/14 3/4 (75%)

For this Report to be valid, the learner identified above must have had a valid affiliation with the CITI Program subscribing institution
identified above or have been a paid Independent Learner.

CITI Program

Email: citisupport@miami.edu
Phone: 305-243-7970

Web: https://www.citiprogram.org


mailto:citisupport@miami.edu
https://www.citiprogram.org

COLLABORATIVE INSTITUTIONAL TRAINING INITIATIVE (CITI PROGRAM)

COURSEWORK TRANSCRIPT REPORT**

** NOTE: Scores on this Transcript Report reflect the most current quiz completions, including quizzes on optional (supplemental) elements of the
course. See list below for details. See separate Requirements Report for the reported scores at the time all requirements for the course were met.

¢ Name:

Email:

Institution Affiliation:
Institution Unit:

Curriculum Group:
Course Learner Group:

Teresa Hagan (ID: 2765729)
tih42@pitt.edu

University of Pittsburgh (ID: 2074)
School of Nursing

Biomedical Human Subjects Research
Biomedical Researchers (includes fellows, residents, and medical students)

» Stage: Stage 2 - Refresher Course
* Description: Choose this group to satisfy CITI training requirements for Investigators and staff involved primarily in biomedical
research with human subjects.

¢ Report ID: 14808600

* Report Date: 06/23/2015

* Current Score**: 96
REQUIRED, ELECTIVE, AND SUPPLEMENTAL MODULES MOST RECENT SCORE
Biomed Refresher 1 - Instructions (1D:960) 12/29/14 No Quiz
Biomed Refresher 1 — History and Ethical Principles (ID:975) 12/29/14 2/2 (100%)
Biomed Refresher 1 — Regulations and Process (1D:981) 12/29/14 3/3 (100%)
Biomed Refresher 1 — Informed Consent (ID:980) 12/29/14 2/2 (100%)
Biomed Refresher 1 — SBR Methodologies in Biomedical Research (1D:982) 12/29/14 3/3 (100%)
Biomed Refresher 1 — Records-Based Research (ID:983) 12/29/14 2/2 (100%)
Biomed Refresher 1 — Genetics Research (1D:984) 12/29/14 2/2 (100%)
Biomed Refresher 1 - Populations in Research Requiring Additional Considerations and/or Protections (1D:985) 12/29/14 2/2 (100%)
Biomed Refresher 1 — Vulnerable Subjects - Children (1D:974) 12/29/14 3/4 (75%)
Biomed Refresher 1 — FDA-Regulated Research (ID:987) 12/29/14 3/3 (100%)

For this Report to be valid, the learner identified above must have had a valid affiliation with the CITI Program subscribing institution

identified above or have been a

CITI Program

Email: citisupport@miami.edu
Phone: 305-243-7970

Web: https://www.citiprogram.org

paid Independent Learner.


mailto:citisupport@miami.edu
https://www.citiprogram.org

COLLABORATIVE INSTITUTIONAL TRAINING INITIATIVE (CITI PROGRAM)
COURSEWORK REQUIREMENTS REPORT*

* NOTE: Scores on this Requirements Report reflect quiz completions at the time all requirements for the course were met. See list below for details.
See separate Transcript Report for more recent quiz scores, including those on optional (supplemental) course elements.

* Name: Teresa Hagan (ID: 2765729)

* Email: tih42@pitt.edu

* Institution Affiliation:  University of Pittsburgh (ID: 2074)

¢ Institution Unit: School of Nursing

e Curriculum Group: Biomedical Responsible Conduct of Research

* Course Learner Group: Same as Curriculum Group

» Stage: Stage 2 - RCR Refresher

* Description: This course is for investigators, staff and students with an interest or focus in Biomedical Research. This course

contains text, embedded case studies AND quizzes.

¢ Report ID: 14813840

e Completion Date: 12/29/2014

» Expiration Date: 12/28/2017

¢ Minimum Passing: 80

* Reported Score*: 100
REQUIRED AND ELECTIVE MODULES ONLY DATE COMPLETED SCORE
Authorship (RCR-Refresher) (ID:15661) 12/29/14 5/5 (100%)
Collaborative Research (RCR-Refresher) (ID:15662) 12/29/14 5/5 (100%)
Conflicts of Interest (RCR-Refresher) (ID:15663) 12/29/14 5/5 (100%)
Data Management (RCR-Refresher) (1D:15664) 12/29/14 5/5 (100%)
Peer Review (RCR-Refresher) (ID:15665) 12/29/14 5/5 (100%)
Research Misconduct (RCR-Refresher) (ID:15666) 12/29/14 5/5 (100%)
Mentoring (RCR-Refresher) (ID:15667) 12/29/14 5/5 (100%)
Research Involving Human Subjects (RCR-Refresher) (ID:15668) 12/29/14 5/5 (100%)

For this Report to be valid, the learner identified above must have had a valid affiliation with the CITI Program subscribing institution
identified above or have been a paid Independent Learner.

CITI Program

Email: citisupport@miami.edu
Phone: 305-243-7970

Web: https://www.citiprogram.org


mailto:citisupport@miami.edu
https://www.citiprogram.org

COLLABORATIVE INSTITUTIONAL TRAINING INITIATIVE (CITI PROGRAM)
COURSEWORK TRANSCRIPT REPORT**

** NOTE: Scores on this Transcript Report reflect the most current quiz completions, including quizzes on optional (supplemental) elements of the
course. See list below for details. See separate Requirements Report for the reported scores at the time all requirements for the course were met.

* Name: Teresa Hagan (ID: 2765729)

* Email: tih42@pitt.edu

« Institution Affiliation: University of Pittsburgh (ID: 2074)

¢ Institution Unit: School of Nursing

e Curriculum Group: Biomedical Responsible Conduct of Research

* Course Learner Group: Same as Curriculum Group

» Stage: Stage 2 - RCR Refresher

* Description: This course is for investigators, staff and students with an interest or focus in Biomedical Research. This course

contains text, embedded case studies AND quizzes.

¢ Report ID: 14813840

* Report Date: 06/23/2015

* Current Score**: 100
REQUIRED, ELECTIVE, AND SUPPLEMENTAL MODULES MOST RECENT SCORE
Authorship (RCR-Refresher) (1D:15661) 12/29/14 5/5 (100%)
Collaborative Research (RCR-Refresher) (ID:15662) 12/29/14 5/5 (100%)
Conflicts of Interest (RCR-Refresher) (ID:15663) 12/29/14 5/5 (100%)
Data Management (RCR-Refresher) (ID:15664) 12/29/14 5/5 (100%)
Peer Review (RCR-Refresher) (1D:15665) 12/29/14 5/5 (100%)
Research Misconduct (RCR-Refresher) (ID:15666) 12/29/14 5/5 (100%)
Mentoring (RCR-Refresher) (ID:15667) 12/29/14 5/5 (100%)
Research Involving Human Subjects (RCR-Refresher) (ID:15668) 12/29/14 5/5 (100%)

For this Report to be valid, the learner identified above must have had a valid affiliation with the CITI Program subscribing institution
identified above or have been a paid Independent Learner.

CITI Program

Email: citisupport@miami.edu
Phone: 305-243-7970

Web: https://www.citiprogram.org


mailto:citisupport@miami.edu
https://www.citiprogram.org

COLLABORATIVE INSTITUTIONAL TRAINING INITIATIVE (CITI PROGRAM)
COURSEWORK REQUIREMENTS REPORT*

* NOTE: Scores on this Requirements Report reflect quiz completions at the time all requirements for the course were met. See list below for details.
See separate Transcript Report for more recent quiz scores, including those on optional (supplemental) course elements.

* Name: Teresa Hagan (ID: 2765729)

* Email: tih42@pitt.edu

* Institution Affiliation:  University of Pittsburgh (ID: 2074)

¢ Institution Unit: School of Nursing

e Curriculum Group: CITI Conflicts of Interest

* Course Learner Group: Conflicts of Interest

» Stage: Stage 1 - Basic Course

* Report ID: 16200343

* Completion Date: 06/03/2015

¢ Expiration Date: 06/02/2018

* Minimum Passing: 80

* Reported Score*: 92
REQUIRED AND ELECTIVE MODULES ONLY DATE COMPLETED SCORE
CITI Conflict of Interest Course - Introduction (ID:15177) 06/03/15 No Quiz
Financial Conflicts of Interest: Overview, Investigator Responsibilities, and COI Rules (ID:15070) 06/03/15 5/5 (100%)
Institutional Responsibilities as They Affect Investigators (1D:15072) 06/03/15 5/5 (100%)
Conflicts of Interest Institution-Specific Policies (1D:15179) 06/03/15 9/10 (90%)
Conflicts of Commitment and Conscience (ID:15073) 06/03/15 4/5 (80%)

For this Report to be valid, the learner identified above must have had a valid affiliation with the CITI Program subscribing institution
identified above or have been a paid Independent Learner.

CITI Program

Email: citisupport@miami.edu
Phone: 305-243-7970

Web: https://www.citiprogram.org


mailto:citisupport@miami.edu
https://www.citiprogram.org

COLLABORATIVE INSTITUTIONAL TRAINING INITIATIVE (CITI PROGRAM)

COURSEWORK TRANSCRIPT REPORT**

** NOTE: Scores on this Transcript Report reflect the most current quiz completions, including quizzes on optional (supplemental) elements of the
course. See list below for details. See separate Requirements Report for the reported scores at the time all requirements for the course were met.

* Name: Teresa Hagan (ID: 2765729)

* Email: tih42@pitt.edu

« Institution Affiliation: University of Pittsburgh (ID: 2074)

¢ Institution Unit: School of Nursing

e Curriculum Group: CITI Conflicts of Interest

* Course Learner Group: Conflicts of Interest

» Stage: Stage 1 - Basic Course

* Report ID: 16200343

* Report Date: 06/23/2015

* Current Score**: 92
REQUIRED, ELECTIVE, AND SUPPLEMENTAL MODULES MOST RECENT
CITI Conflict of Interest Course - Introduction (ID:15177) 06/03/15
Conflicts of Interest Institution-Specific Policies (1D:15179) 06/03/15
Financial Conflicts of Interest: Overview, Investigator Responsibilities, and COIl Rules (ID:15070) 06/03/15
Institutional Responsibilities as They Affect Investigators (ID:15072) 06/03/15
Conflicts of Commitment and Conscience (ID:15073) 06/03/15

SCORE
No Quiz
9/10 (90%)
5/5 (100%)
5/5 (100%)
4/5 (80%)

For this Report to be valid, the learner identified above must have had a valid affiliation with the CITI Program subscribing institution

identified above or have been a paid Independent Learner.

CITI Program

Email: citisupport@miami.edu
Phone: 305-243-7970

Web: https://www.citiprogram.org
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JOHN WILEY AND SONS LICENSE

TERMS AND CONDITIONS
May 11, 2015

This Agreement between Teresa L Hagan (*You") and John Wiley and Sons ("John Wiley
and Sons") consists of your license details and the terms and conditions provided by John

Wiley and Sons and Copyright Clearance Center.

License Number

License date

Licensed Content Publisher
Licensed Content Publication
Licensed Content Title
Licensed Content Author
Licensed Content Date
Pages

Type of use

Requestor type

Format

Portion

Will you be translating?

Title of your thesis / dissertation

Expected completion date
Expected size (number of pages)

Requestor Location

Billing Type

Billing Address

3625970336506

May 11, 2015

John Wiley and Sons

Journal of Advanced Nursing
Self-advocacy and cancer: a concept analysis
Teresa L. Hagan,Heidi S. Donovan
Jan 24, 2013

12

Dissertation/Thesis

Author of this Wiley article
Electronic

Full article

No

Development of a Measure of Self-Advocacy
Among Female Cancer Survivors

Aug 2015
60
Teresa L Hagan

336 Victoria Building
3500 Victoria Street

PITTSBURGH, PA 15261
United States

Attn: Teresa L Hagan
Invoice

Teresa L Hagan
336 Victoria Building
3500 Victoria Street

PITTSBURGH, PA 15261
United States
Attn: Teresa L Hagan



Total 0.00 USD
Terms and Conditions
TERMS AND CONDITIONS

This copyrighted material is owned by or exclusively licensed to John Wiley & Sons, Inc.
or one of its group companies (each a"Wiley Company") or handled on behalf of a society
with which a Wiley Company has exclusive publishing rights in relation to a particular
work (collectively "WILEY"). By clicking €paccept€ in connection with completing this
licensing transaction, you agree that the following terms and conditions apply to this
transaction (along with the billing and payment terms and conditions established by the
Copyright Clearance Center Inc., ("CCC's Billing and Payment terms and conditions"), at
the time that you opened your Rightslink account (these are available at any time at
http://myaccount.copyright.com).

Terms and Conditions

o The materials you have requested permission to reproduce or reuse (the "Wiley
Materials™) are protected by copyright.

e You are hereby granted a personal, non-exclusive, non-sub licensable (on a stand-
alone basis), non-transferable, worldwide, limited license to reproduce the Wiley
Materials for the purpose specified in the licensing process. This license is for a one-
time use only and limited to any maximum distribution number specified in the
license. The first instance of republication or reuse granted by this licence must be
completed within two years of the date of the grant of this licence (although copies
prepared before the end date may be distributed thereafter). The Wiley Materials
shall not be used in any other manner or for any other purpose, beyond what is
granted in the license. Permission is granted subject to an appropriate
acknowledgement given to the author, title of the material/book/journal and the
publisher. You shall also duplicate the copyright notice that appears in the Wiley
publication in your use of the Wiley Material. Permission is also granted on the
understanding that nowhere in the text is a previously published source
acknowledged for all or part of this Wiley Material. Any third party content is
expressly excluded from this permission.

o With respect to the Wiley Materials, all rights are reserved. Except as expressly
granted by the terms of the license, no part of the Wiley Materials may be copied,
modified, adapted (except for minor reformatting required by the new Publication),
translated, reproduced, transferred or distributed, in any form or by any means, and
no derivative works may be made based on the Wiley Materials without the prior
permission of the respective copyright owner. You may not alter, remove or
suppress in any manner any copyright, trademark or other notices displayed by the
Wiley Materials. You may not license, rent, sell, loan, lease, pledge, offer as
security, transfer or assign the Wiley Materials on a stand-alone basis, or any of the


http://myaccount.copyright.com/

rights granted to you hereunder to any other person.

The Wiley Materials and all of the intellectual property rights therein shall at all
times remain the exclusive property of John Wiley & Sons Inc, the Wiley
Companies, or their respective licensors, and your interest therein is only that of
having possession of and the right to reproduce the Wiley Materials pursuant to
Section 2 herein during the continuance of this Agreement. You agree that you own
no right, title or interest in or to the Wiley Materials or any of the intellectual
property rights therein. You shall have no rights hereunder other than the license as
provided for above in Section 2. No right, license or interest to any trademark, trade
name, service mark or other branding (“Marks") of WILEY or its licensors is
granted hereunder, and you agree that you shall not assert any such right, license or
interest with respect thereto.

NEITHER WILEY NOR ITS LICENSORS MAKES ANY WARRANTY OR
REPRESENTATION OF ANY KIND TO YOU OR ANY THIRD PARTY,
EXPRESS, IMPLIED OR STATUTORY, WITH RESPECT TO THE
MATERIALS OR THE ACCURACY OF ANY INFORMATION CONTAINED IN
THE MATERIALS, INCLUDING, WITHOUT LIMITATION, ANY IMPLIED
WARRANTY OF MERCHANTABILITY, ACCURACY, SATISFACTORY
QUALITY, FITNESS FOR A PARTICULAR PURPOSE, USABILITY,
INTEGRATION OR NON-INFRINGEMENT AND ALL SUCH WARRANTIES
ARE HEREBY EXCLUDED BY WILEY AND ITS LICENSORS AND WAIVED
BY YOU

WILEY shall have the right to terminate this Agreement immediately upon breach
of this Agreement by you.

You shall indemnify, defend and hold harmless WILEY, its Licensors and their
respective directors, officers, agents and employees, from and against any actual or
threatened claims, demands, causes of action or proceedings arising from any breach
of this Agreement by you.

IN NO EVENT SHALL WILEY OR ITS LICENSORS BE LIABLE TO YOU OR
ANY OTHER PARTY OR ANY OTHER PERSON OR ENTITY FOR ANY
SPECIAL, CONSEQUENTIAL, INCIDENTAL, INDIRECT, EXEMPLARY OR
PUNITIVE DAMAGES, HOWEVER CAUSED, ARISING OUT OF OR IN
CONNECTION WITH THE DOWNLOADING, PROVISIONING, VIEWING OR
USE OF THE MATERIALS REGARDLESS OF THE FORM OF ACTION,
WHETHER FOR BREACH OF CONTRACT, BREACH OF WARRANTY,
TORT, NEGLIGENCE, INFRINGEMENT OR OTHERWISE (INCLUDING,
WITHOUT LIMITATION, DAMAGES BASED ON LOSS OF PROFITS, DATA,
FILES, USE, BUSINESS OPPORTUNITY OR CLAIMS OF THIRD PARTIES),
AND WHETHER OR NOT THE PARTY HAS BEEN ADVISED OF THE
POSSIBILITY OF SUCH DAMAGES. THIS LIMITATION SHALL APPLY
NOTWITHSTANDING ANY FAILURE OF ESSENTIAL PURPOSE OF ANY
LIMITED REMEDY PROVIDED HEREIN.



Should any provision of this Agreement be held by a court of competent jurisdiction
to be illegal, invalid, or unenforceable, that provision shall be deemed amended to
achieve as nearly as possible the same economic effect as the original provision, and
the legality, validity and enforceability of the remaining provisions of this
Agreement shall not be affected or impaired thereby.

The failure of either party to enforce any term or condition of this Agreement shall
not constitute a waiver of either party's right to enforce each and every term and
condition of this Agreement. No breach under this agreement shall be deemed
waived or excused by either party unless such waiver or consent is in writing signed
by the party granting such waiver or consent. The waiver by or consent of a party to
a breach of any provision of this Agreement shall not operate or be construed as a
waiver of or consent to any other or subsequent breach by such other party.

This Agreement may not be assigned (including by operation of law or otherwise)
by you without WILEY"s prior written consent.

Any fee required for this permission shall be non-refundable after thirty (30) days
from receipt by the CCC.

These terms and conditions together with CCC€ps Billing and Payment terms and
conditions (which are incorporated herein) form the entire agreement between you
and WILEY concerning this licensing transaction and (in the absence of fraud)
supersedes all prior agreements and representations of the parties, oral or written.
This Agreement may not be amended except in writing signed by both parties. This
Agreement shall be binding upon and inure to the benefit of the parties' successors,
legal representatives, and authorized assigns.

In the event of any conflict between your obligations established by these terms and
conditions and those established by CCCs Billing and Payment terms and
conditions, these terms and conditions shall prevail.

WILEY expressly reserves all rights not specifically granted in the combination of
(i) the license details provided by you and accepted in the course of this licensing
transaction, (ii) these terms and conditions and (iii) CCC€s Billing and Payment
terms and conditions.

This Agreement will be void if the Type of Use, Format, Circulation, or Requestor
Type was misrepresented during the licensing process.

This Agreement shall be governed by and construed in accordance with the laws of
the State of New York, USA, without regards to such state€ps conflict of law rules.
Any legal action, suit or proceeding arising out of or relating to these Terms and
Conditions or the breach thereof shall be instituted in a court of competent
jurisdiction in New York County in the State of New York in the United States of
America and each party hereby consents and submits to the personal jurisdiction of
such court, waives any objection to venue in such court and consents to service of



process by registered or certified mail, return receipt requested, at the last known
address of such party.

WILEY OPEN ACCESS TERMS AND CONDITIONS

Wiley Publishes Open Access Articles in fully Open Access Journals and in Subscription
journals offering Online Open. Although most of the fully Open Access journals publish
open access articles under the terms of the Creative Commons Attribution (CC BY) License
only, the subscription journals and a few of the Open Access Journals offer a choice of
Creative Commons Licenses:: Creative Commons Attribution (CC-BY) license Creative
Commons Attribution Non-Commercial (CC-BY-NC) license and Creative Commons
Attribution Non-Commercial-NoDerivs (CC-BY-NC-ND) License. The license type is
clearly identified on the article.

Copyright in any research article in a journal published as Open Access under a Creative
Commons License is retained by the author(s). Authors grant Wiley a license to publish the
article and identify itself as the original publisher. Authors also grant any third party the
right to use the article freely as long as its integrity is maintained and its original authors,
citation details and publisher are identified as follows: [Title of Article/Author/Journal Title
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Abstract
Aim. To report an analysis of the concept of self-advocacy among individuals

Nursing, PA, USA with cancer to clarify its meaning, to differentiate this meaning with related
concepts, and to unify understanding of the concept in cancer research and

Heidi S. Donovan PhD RN practice.

Department of Acute and Tertiary Care, Background. Cancer survivors are increasingly required to assume an active role

The University of Pittsburgh School of in their health care. A thorough analysis of how survivors advocate for

Nursing, PA, USA themselves is a crucial aspect in supporting survivors’ ability to engage and

manage their care throughout all stages of cancer survivorship.

Design. Walker and Avant’s eight-step process of conducting a concept analysis
was used.

Data sources. PubMed, PsycINFO, and CINAHL databases were searched for
articles, reviews, editorials, and grey literature directly addressing self-advocacy.
Review methods. A broad inquiry into the literature from 1960 to 2012 that
produces a definition of self-advocacy. Model and contrary cases of self-advocacy
demonstrate the concept’s application and intricacies.

Results. Antecedents to self-advocacy include particular personal characteristics,
learned skills, and attainable support. The essential element of self-advocacy and
what differentiates it from related concepts, is the internalization of these
antecedent resources into self-advocacy thoughts and actions while incorporating
personal values and priorities in a way that upholds the survivors’ goals and
beliefs. A full realization of self-advocacy facilitates a cancer survivor attaining a
strong self-concept, sense of control, and adaptation to a life with cancer.
Conclusions. Self-advocacy is a process of internalizing skills and resources to act
in a way that supports survivors’ needs and goals.

Keywords: advocacy, cancer survivorship, concept analysis, nursing, self-advocacy

with cancer until the end of life’. Survivorship care
increasingly emphasizes patient participation and patient-
Introduction centredness throughout all these stages, expecting survivors
to be willing and able to engage in complex decision-mak-
Cancer survivorship, as defined by the National Cancer ing (Clark 1996, Rose et al. 2008, Peppercorn et al. 2011).

Institute (2012), consists of ‘the health and life of a person Yet, many survivors have difficulty making informed deci-
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sions that incorporate their needs and wants, especially
when the ramifications are substantial and choices them-
selves are uncertain. Self-advocacy has been broadly defined
as an assertiveness and willingness to represent one’s own
interests when managing a life-threatening disease (Brashers
et al. 1999). While self-advocacy is often touted as an
(Walsh-Burke &
Marcusen 1999), there is no clear or consistent understand-

important skill for cancer survivors

ing of what the concept is or how to support it.

Background

Three global trends have created a need to better understand
the phenomenon of self-advocacy within cancer survivor-
ship: (1) an increasingly complex medical system; (2) the
movement of cancer care to a chronic care model; and (3)
the emphasis on survivor self-determination (Gaard & Schr-
ager 2007). Survivors must not only navigate obstacles asso-
ciated with each phase of survivorship, but also the obstacles
associated with a fragmented healthcare system (e.g. com-
munication with multiple healthcare providers [HCPs];
employment, financial, and insurance concerns). Survivors
now have access to an unprecedented variety and depth of
information and support, but are then faced with an addi-
tional barrier of how to use these resources in ways that pro-
mote useful
between survivors and HCPs (Skalla et al. 2004, Lee et al.
2010). Moving from an acute to a chronic care model
(Hewitt et al. 2006, McCorkle et al. 2011) and a greater
focus on patient participation, HCPs need to support survi-

information exchange and understanding

vors as central actors in their care consistent with the ethical
principles of self-determination and autonomy (Taylor
2009).

A critical dilemma arises within cancer survivorship:
cancer care grows more complex while the need for
survivors to advocate for themselves grows more essential
and burdensome (Pinch & Parsons 1992, Taylor 2009).
Self-advocacy training has been presented as a mechanism
by which survivors can tackle this essential, but overwhelm-
ing demand for increased pro-activity.

Self-advocacy has been broadly studied in other patient
populations with strong evidence that it is a modifiable skill
capable of impacting patients’ health outcomes and quality
of life. Jonikas et al. (2011) conducted a randomized con-
trolled trial teaching self-advocacy skills to adults with seri-
ous mental disabilities and concluded that participants
receiving the intervention reported significantly higher levels
of self-advocacy, hopefulness, and environmental quality of
life and lower levels of symptom burden compared with
et al. (2005a) reviewed 25

the control group. Test

© 2013 Blackwell Publishing Ltd
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self-advocacy intervention studies and found that each of
the interventions and educational curricula improved self-
advocacy skills among individuals with disabilities. These
findings support the potential application of self-advocacy
in oncology as a target for intervention capable of improv-
ing patient outcomes.

In cancer survivorship, however, self-advocacy currently
lacks both the conceptual clarity and constituent focus
needed to move self-advocacy from a vague mandate, but
in vogue, to a concrete model capable of guiding clinical
interventions among survivors. Without a clear understand-
ing of what self-advocacy is and how it is achieved in the
context of cancer survivorship, the healthcare professions
risk placing the burden of self-advocating on patients with-
out providing the corresponding guidance on how to do so.
Such an obligation, while intending to bolster patient
autonomy, self-determination, and self-management, may
overwhelm patients and counter-intuitively reinforce the
paternalistic relationship self-advocacy is intended to over-
turn (Feeg 1995). This concept analysis aims to (1) define
the phenomenon of self-advocacy in the context of cancer
survivorship; (2) differentiate this meaning from related
concepts; and (3) create a unified understanding of the con-
cept in cancer practice and research.

‘Concepts’ are mental representations of reality used to
represent a human phenomenon. The exploration of a con-
cept establishes its essential components to provide research
and clinical clarity. Multiple methods of concept analysis
exist, most based on Wilson’s (1963) method of defining
concepts. We used Walker and Avant’s methodology to dis-
cover how the meaning of self-advocacy developed and to
produce a shared, common meaning of the phenomenon of
self-advocacy. This analytical style includes eight steps
(Table 1) intended to streamline an abstract idea into a
more tangible concept that can be universally applied and
understood (Walker & Avant 2010). Beginning with a
broad inquiry into the concept’s wideranging uses and
essential aspects, the resulting conception of self-advocacy
provides a clear definition of the concept for use in the

literature. To overcome critiques that this approach is

Table 1 Eight steps of a concept analysis.

Select a concept

Determine the purpose of the analysis
Identify all uses of the concept
Determine the defining attributes
Construct a model case

Construct a borderline and contrary case
Identify antecedents and consequences
Define empirical referents

X NN W=
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reductionist (Morse 1995, Rogers 2005, Risjord 2009),
real-world exemplars are employed as model and contrary
examples of self-advocacy to illustrate the concept’s defini-
tion and highlight its complexities and uniqueness in this
patient population (Duncan et al. 2007). Knowingly, con-
cepts are expected to change and the result of this analysis
will not be a finished product, but one anticipating future

iterations.

Data sources

To capture the full breadth of self-advocacy, an extensive,
systematic, cross-disciplinary review of the literature was
conducted. An original review of cancer survivorship litera-
ture revealed a surprising lack of well-defined research. As
self-advocacy’s central tenets derived from research with
patients with HIV/AIDS, disabilities, and mental health
populations, the literature search was extended to include
references outside the cancer literature that specifically
measured or discussed self-advocacy. PubMed, PsycINFO,
and CINAHL were searched using the keywords ‘self-advo-
cacy’ or ‘advocacy’ and ‘cancer’ or ‘survivorship’ in vary-
ing combinations. Abstracts of research studies and
reviews, editorials, conference abstracts, and books pub-
lished in English from 1960-2012 were reviewed. Abstracts
of research studies and reviews, editorials, conference

abstracts, and books published in English from 1960-2012

Data Search:

Electronic databases, books, policy
documents, reference lists, gray literature,
unpublished manuscripts
(n=2,872)

|

Review for relevancy to concept analysis
(n=103)

Self-advocacy main concept?

v \

were reviewed. Reference lists of relevant articles were
essential to find additional articles and books and the con-
cept originated. The selection process primarily focused on
adults, although adolescent/young adult cancer survivorship
was also considered relevant to the goals of the concept
analysis. Attention was given to ensure inclusion of multi-
ple ethnic and cultural perspectives. This search resulted in
a total of 2872 pieces of literature. Abstract review identi-
fied 103 relevant articles that are included in this analysis.
The primary reason for exclusion was not mentioning self-
advocacy. This frequently occurred because of our decision
to include the broad search term ‘advocacy’ as MeSH
terms and article indexing do not include self-advocacy as
a distinct term.

A literary synthesis process was used to capture all of the
conceptual dimensions of self-advocacy available in the lit-
erature according to Walker and Avant’s methodology.
Articles were reviewed both for a broad portrayal and for a
detailed description of self-advocacy. All relevant articles
were read once and then grouped into sub-categories based
on patient population (cancer vs. other) and whether or not
self-advocacy was the primary focus of the article. Articles
that presented a more thorough description of self-advocacy
and that considered cancer survivors provided more rele-
vant information and were considered more instrumental to
the overall findings. Through this process of synthesis and
comparison, a clear conceptualizations of the phenomenon

(n=38)

Yes No
(n=65)

Cancer survivors main patient population?

\ /

Yes
(n=20) (n=47)

Yes
(n=18)

No Figure 1 Data analysis flow chart. This
(n=18) chart illustrates the distribution of articles
reviewed in the concept analysis.

2350

© 2013 Blackwell Publishing Ltd





JAN: CONCEPT ANALYSIS

emerged. A flowchart of data review and analysis is
illustrated in Figure 1.

Results

Identifying all uses of the concept

Self-advocacy is a charged word, evoking strong and varied
connotations depending on the context it is used. ‘Advo-
cacy’ comes from the Latin word ‘advocates’, meaning ‘one
who is summoned to give evidence’ (Gates 1995). The
Oxford English Dictionary defines an advocate as ‘one
called upon...to defend or speak for’ another (Simpson &
Weiner 1989).

The concept of ‘self-advocacy’ refers to a distinct type of
advocacy, which an individual or group supports and
defends either as a collective or as individual persons
(Forster 1998). The concept first originated in research on
the ethical and legal rights of adolescent, HIV/AIDS, and
disability populations. In the HIV population, Brashers
et al. (1999) defined self-advocacy as patients taking a par-
ticipative stance in healthcare interactions and becoming
‘activists’ in managing their illness. Similarly, in the disabil-
ity population Vessey and Miola (1997, p. 53) defined the
concept as ‘the ability to seek, evaluate and use information
to promote one’s own health’. Disenfranchised populations
experiencing undue inequalities began to utilize the concept
of self-advocacy as a form of emancipation. Historically,
self-advocacy has included both a reflective assessment of a
population’s needs, an active movement towards emancipa-
tion, and building agency in individuals (Rogers & Pilgrim
2008, Caldwell 2010).

While previous attempts at defining and measuring self-
advocacy among cancer survivors have adapted models
from the HIV/AIDS and disability populations (Goodley
1998, 2005, Hermansen-Kobulnicky 2008), such attempts
failed to distinguish the unique dimension of self-advocacy
in cancer survivorship. Therefore, while this analysis recog-
nizes that the roots of self-advocacy lie outside cancer survi-
vorship, it argues that cancer survivors’ experiences are
distinct and future research requires defining this phenome-

non from this population’s perspective.

Defining attributes

The defining attributes of a concept represent a cluster of
qualities most frequently associated with the concept in the
literature. Such elements help differentiate self-advocacy
from related concepts and allow for easy identification of
self-advocacy in action. Self-advocacy’s defining attributes

© 2013 Blackwell Publishing Ltd
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(Figure 2) represent internalizing and leveraging the ante-
cedents of self-advocacy into efforts to manage the chal-
lenges associated with cancer in a way that upholds the
survivors’ personal goals and beliefs. These attributes can
be categorized into three categories:

Thoughts and cognitions

Self-advocates are able to create a ‘new normal’ where they
adjust and accept life with cancer as an aspect of their life
rather than a temporary deviation (Zebrack 2001). Self-
advocates are also able to prioritize their needs and wants
during the varying phases of survivorship (Clark 1996,
Gray et al. 2005, Leigh 2006). Thirdly, self-advocates hold
an underlying sense of empowerment, defined as a sense of
command over the obstacles related to cancer (Gibson
1991, Davison & Degner 1997).

Actions for self

Self-advocates can assert themselves to gain command of
their healthcare experience. These actions include naviga-
tion of the healthcare system so that they receive the most
appropriate care available (Kahana et al. 2009). This
includes knowledge of whom and how to contact when a
problem arises, such as a bothersome side effect or an unre-
turned phone call (Levangie et al. 2011, Martin ef al.
2011). Also, self-advocates build teamwork with their
healthcare providers where both parties openly communi-
cate, share information, and check for mutual understand-
2002, 2009).
Additionally, self-advocates make informed decisions after

ing (Casarett et al. Shapiro et al.
collecting and analysing information from multiple sources
(O’Hair et al. 2003, Hoffman & Stovall 2006, Allen et al.
2007). Finally, self-advocates may engage in mindful non-
adherence, making informed decisions not to follow or to
make modifications to recommendations based on an edu-
cated understanding of the issue and personal preferences
(Brashers et al. 1999, Sinding et al. 2010). Rather than
being a naive rejection of treatment or deviant behaviour,
this is a reasoned decision based on rational choices drawn

from patient preferences, beliefs, and values.

Utilization of resources

Self-advocacy consists of survivors’ involvement with
people and groups that support their own interests and
often the interests of the larger survivor population.
Self-advocates may seek out and provide social support
through individual relationships and support groups to
share personal experiences and learn from others’. Survivor-
advocates are a new genre of patient advocates who use

their shared experiences to assist each other in navigating
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Cancer survivorship
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Strong self-concept, Control, Autonomy

Figure 2 Model of self-advocacy and cancer survivorship. This figure depicts the results of the concept analysis of self-advocacy in a flow

chart.

life with cancer. Similarly, membership in cancer-related
groups indicates a survivors’ personal identification as a
member of a larger cancer community and presents an
opportunity to gain support through their cancer experi-
ence. Finally, self-advocacy may extend to acting to
advance cancer awareness, policy and research through
involvement in personal and public service opportunities,
cancer non-profit agencies (Bastian 1998, Norton 1998,
Koon et al. 2009), political lobbying, using personal narra-
tives to increase awareness and spur action (Hoffman &
Stovall 2006), and contributing to oncology research efforts
(Andejeski et al. 2002). These actions may come from per-
sonal needs or from altruistic intentions to ‘give back’ and

are indicative of survivors’ understanding and ownership of
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their cancer and may ultimately benefit the individual
through a symbiotic relationship.

Related concepts

Self-advocacy is often confused with the concepts of

self-efficacy, self-management, and self-empowerment.
Self-efficacy is defined as the belief in one’s ability to per-
form a specified skill, such as making a difficult decision or
communicating with an HCP (Bandura 1977). By contrast,
self-advocacy incorporates not only a survivor’s confidence
in her ability, but the internal motivation and urgency
behind his or her behaviour. A second concept, self-man-

agement, refers to a survivor’s ability to manage the reali-
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ties of living with cancer and involves completion of skills
and tasks. This concept primarily focuses on educating sur-
vivors in adhering to a disease management plan (Barlow
et al. 2002, Cimprich et al. 2005, Foster et al. 2007). On
the other hand, self-advocacy originates with the survivors’
intentions to stand up for his or her values throughout all
choices. Unlike self-efficacy and self-management, which
primarily focus on enacting behaviours to improve out-
comes, self-advocacy entails the underlying activation of
survivors’ values and so has implications not only for the
survivors’ cancer care but also for the broader well-being of
the survivor (O’Hair et al. 2003).

A third related concept, self-empowerment, is most
closely related to self-advocacy and includes the survivor’s
process of gaining power and control over aspects of his or
her cancer experience (Rafael 1995, Mok 2001). While self-
empowerment is included in the defining attributes of self-
advocacy, it is not sufficient to encompass the entirety of
this phenomenon, primarily because self-advocacy has an
action-orientation where the process of self-advocating
leads the survivor acting on his or her own behalf in the

face of a challenge or threat.

Antecedents

According to Walker and Avant, antecedents are events that
must occur or characteristics that must be in place prior to
the occurrence of the concept. While each factor in each
category is not essential for self-advocacy to occur, each
factor does influence the extent to which one can become a
self-advocate. While survivors may come to their cancer
these skills  and
resources, many of these antecedents can also be learnt or
improved over time (Walsh-Burke & Marcusen 1999).
Antecedents of self-advocacy recognized in the literature

experience possessing characteristics,

include three categories of resources that support the self-

advocacy process:

Personal characteristics

Personal characteristics are the attitudes, beliefs, and
traits, which predispose survivors to advocate for them-
selves in thought and action. A level of personal aware-
ness of one’s needs, values and priorities is required to be
an effective self-advocate (Park et al. 2009). Only by step-
ping back to reflect on the impact cancer has on one’s life
and identity can a survivor discern the needs, values, and
priorities for which he or she would like to advocate.
Secondly, an internal drive to overcome, control, or own
negative experiences and an openness to try new experi-
ences have been associated with self-advocacy (Osborne
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et al. 1999). These are necessary characteristics for survi-
vors as significant effort and adjustments may be required
to manage symptoms, make role adjustments, or plan for
end of life.

Learned skills

Learned skills enhance a survivor’s ability to perform the
necessary tasks of cancer survivorship including navigating
the healthcare system, working with HCPs, and making
informed decisions. Communication skills are recognized as
essential instruments of self-advocates. The ability to effec-
tively receive and convey information to the healthcare
team, family, and friends requires proficiency in articulating
needs, negotiating solutions, and mediating conflict (Wolf
et al. 2005, Hoffman & Stovall 2006, McConigley et al.
2011). Furthermore, information-seeking skills allow survi-
vors to explore second opinions, manage side effects, and
find support (Clark & Stovall 1996, Radina et al. 2011).
Problem-solving skills equip survivors to readily address
new challenges by identifying and selecting appropriate
solutions (Tesauro et al. 2002).

Attainability of support

Availability of resources to provide support, advocacy, and
community throughout survivorship is the third category of
antecedents. Informal support refers to access to social sup-
port from family and friends in the form of emotional, tan-
gible, and informational support that is specific to the
unique needs of the survivor. Such support acts as a
foundation for the survivor to initiate the process of
self-advocacy. Formal support refers to the presence of
established support groups and organizations that provide
opportunities for survivors to connect with other survivors,
help others ‘going down the same path,” and make changes
to the delivery of cancer care (Lythcott e al. 2003, Zeigler
et al. 2004, Meneses et al. 2010). The availability of cancer
advocacy groups is an example of formal support
resources, which are established to advocate for cancer sur-
vivors at a local or national level, but also benefit individ-
ual survivors (McCabe et al. 1995, Norton 1998). As an
antecedent to becoming a self-advocate, survivors must
have access to these support resources to take advantage of
them to meet their personal needs prior to actively partici-
pating and leading in these groups (Temple 2002, Conlon
et al. 2010).

Each of these antecedents represents steps towards self-
advocacy. While each may facilitate a survivor becoming a
self-advocate, the presence of antecedents alone does not
guarantee the process of self-advocacy. The key feature of

self-advocacy is the survivors® ability to internalize personal
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characteristics, skills and support resources into actions to
support personally relevant goals.

Consequences

Consequences are the events or incidents that occur as a
result of a concept. As an outcome of self-advocacy, survi-
vors face the challenges of survivorship with improved out-
comes both directly and indirectly into the future (Clark &
Stovall 1996, Hoffman & Stovall 2006). Immediate out-
comes may include improved symptom management, adher-
ence, satisfaction with care, and quality of life along with
decreased healthcare use (Wiltshire et al. 2006, Hibbard &
Cunningham 2008, Ramsay et al. 2009, Pickett et al. 2010,
Jonikas et al. 2011, Mosen et al. 2007, Mutchler et al.
2011). Beyond such proximal outcomes, self-advocacy ulti-
mately is hypothesized to improve individual’s self-concept,
control, and a strengthened sense of autonomy (Brashers
et al. 1999, Leigh 2006, Shapiro 2009, Morris et al. 2011,
Zebrack & Landier 2011).

Model case and contradictory case

The final steps in Walker and Avant’s process include
designing model and contrary cases to explicitly embody
how the concept of self-advocacy among cancer survivors
Actual of both
non-self-advocacy have been taken from an ongoing
randomized clinical trial (NIH R01 NR010735) to form
Written

occurs. accounts self-advocacy and

substantive exemplars. The Representational
Intervention To Ease Symptoms (WRITE Symptoms) is a
web-based symptom management intervention for women
with recurrent ovarian cancer (Donovan et al. 2007). Survi-
vors interact with research nurses over web-based message
boards and as part of the intervention are asked to describe
their experiences with trying to get better control over their
symptoms. The message boards of two participants, ‘Judy’
and ‘Anne’ (pseudonyms), demonstrate how the concept of

self-advocacy occurs in real-world situations.

Self-advocacy

As described below, Judy’s message board entries describing
her experiences with gaining control over her symptoms of
nail toxicity, memory problems, and sexuality demonstrate
the presence of all three categories of antecedents and the
essential internalization process of self-advocacy:

o Leveraging personal characteristics into self-advocacy
thoughts and cognitions: Judy’s posts suggest that she
has several personal characteristics that enhance her
ability to be a self-advocate including: a high level of

2354

personal awareness, a drive to overcome challenges, an
openness to trying new things (‘T'm willing to give it a
try; glad you gave me some alternatives...I can try’)
and a sense of optimism (‘I’'m hopeful’) that things will
improve over time. She harnesses these inherent traits
and directly applies them to specific actions meant to
improve her cancer- and treatment-related symptoms.
She makes statements such as ‘will maintain my strate-
gies to continue to decrease my nail discomfort’ reflect-
ing confidence that her efforts will lead to improved
symptom control. She inherently ‘owns’ her symptoms
and demonstrates initiative by coordinating her own,
personalized goals for each of her symptoms. At one
point in the intervention, Judy recognizes her need to
‘be more mindful’ in managing her discomfort. She
shares her past participation in a mindfulness class
‘which started me on my don’t forget to breathe, stay
in the moment, etc., “journey” in the face of future
uncertainties related to her disease. She prioritizes her
life and recognizes what accomplishments she needs to
focus at the given time.

Turning learned skills into actions for self: Judy’s
posts describe impeccable communication, informa-
tion-seeking, and problem-solving skills. She leverages
skills developed as a licensed social worker into an
assertive and cooperative relationship with her HCPs
to find solutions to her symptoms. She states, ‘I don’t
have any difficulties talking to the doctor...and I have
frequently emailed the clinical trial nurse with ques-
tions, etc. I think that I have my own concept of the
Judy’s
communication skills stand out in her skilful descrip-

5

word “team”...’. Throughout her posts,
tion of her symptom experience and its impact. ‘T'm
less concerned about sounding like I'm complaining
because I see myself as “reporting” ’. A skilled infor-
mation seeker, she researches options and finds infor-
mation about cotton gloves and tea tree oil to manage
her nail problems. She has built teamwork with her
HCPs, referring to her team collectively as ‘we’ and
she feels in charge of her treatment. Her problem-solv-
ing abilities become apparent as she addresses the che-
motherapy-induced nail toxicities that are not being
adequately addressed. She makes and follows through
on a plan to work with her team to alleviate this
symptom and then chooses one of several recom-
mended strategies to carry out. She feels capable of
making informed decisions and even turns down
certain nail toxicity medications after carefully
weighing the risks and benefits to her (i.e. mindful

non-adherence):
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I feel like my body is one big repository for drugs so if I can do
without [taking additional medications], I prefer to (That is not to
say that I'm going to suffer rather than take something...I’ve never

been opposed to ‘better living through chemistry).

e Making use of available support: Judy makes use of her
support systems through reaching out to her husband for
help in trying some new strategies for her memory problems
and becoming a member of the support group. She makes
plans to seek out advice from her support group as she tran-
sitions out of her job. T talk about my new life in my sup-
port group...and will bring up the issue of not working in
my support group the next time we meet”. She takes advan-
tage of resources at the non-profit agency where she attends
a speaker’s series and takes mindfulness classes.

In response to her severe and distressing cancer-related
symptoms, Judy ends up advocating for herself in a way
that gives her a renewed self-concept and hope for the
future with a better sense of control over cancer and che-
motherapy’s symptoms: ‘It seems like it has been a long
time since I have felt so happy and free’.

Non-self-advocacy

Another participant, ‘Anne’, illustrates how the absence of
self-advocacy’s antecedents or an inability to internalize
skills and resources into self-advocating actions can lead to
poorer outcomes. Anne feels that having to deal with her
symptoms is ‘worse than death’ and while she dreams of
getting back to life, has difficulty developing a plan to
achieve a new, more positive normal: ‘I would like to get
on with my life and maybe return to work, but the periph-
eral neuropathy and fibromyalgia I incurred with chemo
and the lack of [my oncologist] treating these conditions
makes that impossible’.

Anne’s personal characteristics, lack of learned skills, and
lack of support put her at risk for increased symptom dis-
tress. She possesses a drive to overcome her symptoms: ‘I
wish T could get back to normal’, but lacks the personal
awareness and openness to try new strategies for symptom
management: ‘“The only things I have tried are Cymbalta
which does not work and B6 which also does not work. I
do not want to take Neurontin because I don’t like the side
effects of it’. In terms of learned skills, Anne’s message
board posts do not reflect information-seeking or problem-
solving skills. The communication between her and her
healthcare team has broken down as she adamantly blames
her oncologist for her recurrent cancer and distrusts their
recommendations: ‘I am so totally aggravated with these
side effects I could scream. And especially since my oncolo-
gist does not think it is his responsibility to treat them.
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After all, T did get these side effects and current medical
problems from his treatment’. She does not seek out infor-
mation or work through problem-solving to manage her
cancer-related pain even with repeated efforts by the
WRITE Study research nurse to provide her with strategies
to help her: ‘Anyway I did check out [recommendations]
and of course did not find anything to help’. Anne does not
accept from the research nurse to connect her with support
resources to assist her with symptom financial and support
needs.

Considering Anne’s lack of antecedents to self-advocacy,
her difficulty in self-advocating is not surprising. Instead of
creating a ‘new normal’, taking ownership of her cancer and
feeling empowered, her thoughts and cognitions seem stuck
in feeling victimized by the cancer and her healthcare team
and unable to move out of a state of passivity and regret.
She is unable to navigate the healthcare system effectively,
make informed choices that benefit her, or build teamwork
with her care team. Anne does not mention any availability
or use of outside support groups or organizations. She does
not indicate having a source of support or encouragement.
Without the key attributes of self-advocacy, she continues to
struggle with poorly managed symptoms and feels hopeless
and frustrated. She states:

I am...totally aggravated and out of options. I feel like I have to be
a couch potato for the rest of my life to keep these problems at
bay...That’s what I meant when I said I should have not had treat-
ment. I don’t like this life I am forced to live. It is depressing most
of the time and makes me angry and anxious the rest of the time.

I can’t seem to find a good pace — it’s either too little or too much.

Comparing Judy and Anne’s examples of self-advocacy
and non-self-advocacy clearly distinguish how self-advocacy
is a process requiring not only the presence or acquisition
of resources and healthcare-related skills, but the crucial
step of self-reflection and internalization of the process of
self-advocacy to overcome the obstacles presented by cancer
and its treatment.

Empirical referents

Empirical referents are instances that by their existence
demonstrate the occurrence of a concept (Walker & Avant
2010). Self-advocacy, defined by a fervent internalization
and activation process on the part of cancer survivors, is
yet to be objectively operationalized and measureable
(Hermansen-Kobulnicky 2008). Still, a clear activation pro-
cess is almost certainly present when the defining attributes
are observable and therefore represents a means by which
self-advocacy can be recognized and potentially measured.
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What is already known about this topic

e Clinical, research, and political mechanisms encourage
survivors to advocate for themselves.

e The overwhelming, ongoing challenges of cancer survi-
vorship demand that survivors self-advocate.

e To date, no clear definition of self-advocacy has been
provided in the literature from which to build ways of

supporting self-advocacy among survivors.

What this paper adds

e A concise definition of self-advocacy is proposed,
which explicates the process using clear antecedents,
defining attributes, and consequences.

e Real-life examples of self-advocacy from a web-based
symptom management intervention for cancer survi-
vors demonstrate the lived processes of self-advocacy
among cancer survivors

e Conceptual clarity identifies the unique potential of
self-advocacy and becomes the first step in promoting
future clinical and research focus on improving this

phenomenon.

Implications for practice and/or policy

e The proximal and long-term patient outcomes of self-
advocacy can be improved by increased understanding
of the process of self-advocacy.

e Nursing’s role as patient advocates may be enhanced
with a better understanding of how cancer survivors
advocate on their own behalf.

Discussion

The concept of self-advocacy, as derived from this system-
atic synthesis of the literature, is a process of internalizing
and activating resources into actions to overcome cancer-
and treatment-related obstacles. When fully realized, this
process extends beyond the skills-based and situation-
focused concepts of self-management and self-efficacy to a
person-based advocacy. Self-advocacy becomes a personal
journey where survivors assess and tackle the challenges
of cancer on their own terms, thus producing a patient-
driven model of individualized care (Peppercorn et al.
2011).

The proposed conceptual model represents an integrated
understanding of the previous uses of self-advocacy in the
literature. Survivors may self-advocate in a wide range of
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issues, including both physical and emotional needs or
even in larger social and political arenas. This model is
not limited to a single phase of survivorship and should
accommodate a wide range of experiences and challenges
(Miller et al. 2008, Muraca et al. 2011). The elements in
this model are similar to key elements of a model of self-
advocacy in the disabilities literature that successfully
guided intervention research to improve patient outcomes
(Test et al. 2005b). This suggests that self-advocacy could
also be a productive target for intervention among cancer
Survivors.

Nurses and other medical professionals can use the
concept of self-advocacy in both clinical and research
capacities as a way of understanding how best to provide
patient-centred support in a mutually beneficial way
throughout the survivorship continuum (Haylock et al.
2007). Instead of viewing nurses as competing with princi-
ples of self-advocacy, a synergistic view sees nurses playing
a key role in promoting survivors’ self-advocacy by assess-
ing and valuing patient preferences and assisting survivors
navigate their care (Gallagher ez al. 2009, Mahlin 2010).

Limitations

Limitations to this model are also noted. This analysis was
unable to consider related concepts (e.g. health literacy,
locus of control, coping) not directly presented in the cur-
rent self-advocacy literature. While such concepts may be
similar to self-advocacy and assist in understanding the
dimensions of self-advocacy, no such direct link is currently
in the self-advocacy literature. Future research must com-
pare the conceptual and clinical differences between these
concepts.

Conclusion

This analysis defines self-advocacy as a developmental pro-
cess where survivors leverage personal strengths, skills, and
resources to achieve personally relevant goals. Unlike
related concepts, this phenomenon requires deeply personal
engagement to stand up for his or her beliefs and needs
particularly when met with opposition. Given the critical
and global importance of this process across all survivors’
experiences, the concept of self-advocacy must be trans-
formed from a buzz-word into a well-defined framework
for action. This concept analysis is a first step in realizing
self-advocacy’s potential as a means of understanding and
building survivors’ ability to and engagement in managing
their cancer.
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Ovarian Cancer Survivors’ Experiences
of Self-Advocacy: A Focus Group Study

Teresa L. Hagan, BSN, RN, BA, and Heidi S. Donovan, PhD, RN

ancer survivors, defined as anyone with

a history of a cancer diagnosis, are in-

creasingly required to play an active role

in their health care because of growing

emphasis on patient-centered care, com-
plex healthcare structures, and long-term survivorship
(Hewitt, Greenfield, & Stovall, 2006; Johnson, 2011).
Understanding how patients engage in and manage
their care throughout all stages of cancer survivorship
becomes crucially important in developing effective
support programs for patients (Hibbard & Cunning-
ham, 2008). One area of cancer survivorship, symptom
management, requires significant work and input from
survivors.

Self-advocacy is increasingly recognized by pro-
viders, researchers, and policymakers as a means of
increasing the capacity for patient-centered care. As
often as self-advocacy is quoted as a desirable patient
characteristic, little definition or clarification is pro-
vided, leaving this concept dramatically oversimplified
and misrepresented in clinical practice and research
(Sinding, Miller, Hudak, Keller-Olaman, & Sussman,
2012). However, the idea of promoting self-advocacy
has face validity for helping patients with cancer navi-
gate their disease trajectory (Walsh-Burke & Marcusen,
1999) and has potential value for improving symptom
management, healthcare use, and quality of life, as
demonstrated in noncancer populations (Brashers,
Haas, & Neidig, 1999). Because of self-advocacy’s
understudied but frequently referenced potential to
improve the lives of cancer survivors, a thorough analy-
sis of the concept from the perspective of the patient
with cancer is necessary. Understanding how and why
survivors advocate for themselves and the impact of
self-advocacy on their ability to manage symptoms can
influence how healthcare providers support survivors
and facilitate patient engagement and empowerment.
Female cancer survivors have distinctive experiences
of self-advocacy because of their unique cancer-related
symptoms and their gender-specific experiences of

Purpose/Objectives: To explore ovarian cancer survivors’
experiences of self-advocacy in symptom management.

Research Approach: Descriptive, qualitative.
Setting: A public café in an urban setting.

Participants: 13 ovarian cancer survivors aged 26-69 years
with a mean age of 51.31.

Methodologic Approach: Five focus groups were formed.
Focus group discussions were audio recorded and tran-
scribed verbatim. The content was analyzed using the
constant comparison method with axial coding. In-depth
interviews with 5 of the 13 participants occurred via tele-
phone one to five months after each focus group meeting
to clarify and expand on identified themes. Preliminary
findings were shared with all participants for validation.

Findings: Two major themes emerged from the data: (a)
knowing who | am and keeping my psyche intact, and (b)
knowing what | need and fighting for it. Exemplar quota-
tions illustrate the diverse dimensions of self-advocacy.
In addition, a working female-centric definition of self-
advocacy was attained.

Conclusions: Women have varying experiences with
cancer- and treatment-related symptoms, but share a
common process for recognizing and meeting their needs.
Self-advocacy was defined as a process of learning one’s
needs and priorities as a cancer survivor and negotiating
with healthcare teams, social supports, and other survivors
to meet these needs.

Interpretation: This phenomenologic process identified
key dimensions and a preliminary definition of self-advocacy
that nurses can recognize and support when patients seek
and receive care consistent with their own needs and
preferences.

Knowledge Translation: Self-advocacy among female
cancer survivors is a process of recognizing one’s needs and
priorities and fighting for them within their cancer care and
life. Practitioners can support female cancer survivors through
the process of self-advocacy by providing them with skills
and resources in making informed choices for themselves.

health care (Greimel & Freidl, 2000; Miaskowski, 2004;
Street, 2002). Patients with ovarian cancer, in particu-
lar, are in high need of advocacy regarding symptom
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management because of their high symptom burden,
intensity of treatment options, and frequency of recur-
rence (Donovan, Hartenbach, & Method, 2005; Elit et al.,
2010). Therefore, one of the purposes of this study is to
address these shortcomings in the definition of advocacy
by using a qualitative approach to understand and de-
scribe the experience of self-advocacy from the perspec-
tive of female survivors. Findings will help guide future
conceptualizations in research, practice, and policy.

Background

Ovarian cancer is responsible for 50% of all deaths
from gynecologic cancer in the United States, with
22,280 new cases of and 15,500 deaths from ovarian can-
cer estimated in 2012 (American Cancer Society, 2012).
On average, women on active treatment experience
12 concurrent symptoms, many of which are severe
and poorly controlled (Donovan et al., 2005; Wenzel
et al., 2002). Common symptoms among women
with ovarian cancer include fatigue, pain, peripheral
neuropathy, bowel disturbances, sleep problems, and
memory concerns. This high symptom burden, along
with often late-stage diagnosis, aggressive surgery
and chemotherapy, and fear and uncertainty because
of a high rate of recurrence, requires expert symptom
management to maintain the patient’s quality of life.

Several symptom management interventions have
attempted to increase patients’ abilities to manage their
symptoms, although the success of these interventions
varies widely (Badger, Segrin, Meek, Lopez, & Bonham,
2005; Bakitas et al., 2009; Given et al., 2010; Heidrich et
al., 2009; Lee, Chiou, Chang, & Hayter, 2011; Sherwood
et al., 2005; Sikorskii et al., 2007). It has been argued
that the success of symptom management interventions
may depend on a patient’s ability to advocate for him
or herself by recognizing, communicating, and acting to
improve the symptoms (Donovan et al., 2005; Hibbard,
Stockard, Mahoney, & Tusler, 2004).

The concept of self-advocacy refers to a distinct type
of advocacy in which an individual or group supports
and defends their interests either in the face of a threat
or proactively to meet their needs. Originating and ex-
tensively studied within the adolescent, disability, and
HIV/AIDS populations, this concept was adopted by
the field of cancer survivorship and is largely touted
by practitioners, federal agencies, and researchers as
an important skill for cancer survivors to have (Cen-
ters for Disease Control and Prevention, 2004; Hewitt
et al., 2006; Hoffman & Stovall, 2006; Walsh-Burke &
Marcusen, 1999). However, a lack of clarity on what
self-advocacy is and what factors support it prevents
organized understanding and application of the con-
cept. As a result, the concept is largely unexamined
and discourse is disjointed. Without a conceptual un-

derstanding, universal operationalization necessary for
research and clinical practice is not possible.

A concept analysis by Hagan and Donovan (2012)
identified self-advocacy in cancer survivorship as an
internalization of key antecedent characteristics, skills,
and resources into essential cognitions (creating a new
normal, prioritizing needs and wants, and having a sense
of empowerment), actions (navigating the healthcare sys-
tem, building teamwork with healthcare teams, and en-
gaging in mindful nonadherence), and supports (seeking
and providing support and advancing cancer awareness
and policies) to meet the challenges of cancer. However,
to date, self-advocacy within the context of symptom
management has not been studied, nor has the perspec-
tive of female cancer survivors been adequately captured.

Therefore, another purpose of this study is to explore
self-advocacy among patients with ovarian cancer who
are experiencing cancer-related symptoms and begin
to identify factors associated with self-advocacy. This
study will inform and enrich the concept of self-advocacy
by using a phenomenologic methodology of exploring
survivors’ understanding of what self-advocacy is, how
and why they do or do not self-advocate, and what
helps or hinders them in that process.

Methods
Design

Focus groups combined with in-depth interviews were
used in this qualitative study to explore the experiences
of women with ovarian cancer regarding symptom man-
agement and self-advocacy. Focus group sessions were
conducted in a private, secluded meeting room of a café
in Pittsburgh, PA. In-depth interviews were conducted
via telephone with five participants (one from each focus
group) one to five months after the focus group meet-
ings to provide an in-depth explanation of individuals’
experiences described during focus group sessions.

A focus group allows individual experiences to in-
form the understanding of an abstract concept such as
self-advocacy. Findings help develop an emergent theo-
retical and conceptual definition of what this phenom-
enon means in the context of female cancer survivors’
lives, including how they understand it, if and how
they experience it, and the challenges and benefits of
participating in it. A group context of well-structured
and systematically analyzed focus groups is congruent
with phenomenologic research and actually stimulates
conversation with the possibility for new perspectives
to arise (Bradbury-Jones, Sambrook, & Irvine, 2009).
The qualitative rigor of this study is addressed in Table 1.

Participants

Participants were identified through an ongoing
randomized clinical trial of the Written Representation
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Intervention To Erase (WRITE) Symptoms Web-based
symptom management intervention and through the
Pittsburgh chapter of the National Ovarian Cancer Co-
alition (NOCC). To maintain a broad sample of survi-
vors, including a variety of stages at diagnosis and time
since diagnosis, all women with a history of ovarian
cancer were eligible to participate. Women known to be
close to death by the WRITE Symptoms staff were not
contacted to participate. Figure 1 provides more infor-
mation on sampling and accrual. Of the overall sample,
six women were recruited from the WRITE Symptoms
study and seven were recruited from NOCC.

Procedures

Recruitment: The University of Pittsburgh Institu-
tional Review Board approved the study protocol prior
to recruitment. As mentioned, potential participants
were recruited from the WRITE Symptoms study and
the Pittsburgh chapter of NOCC.

Focus groups: The lead author was trained in
Krueger and Casey’s (2009) focus group methodology
by a qualitative expert from the School of Nursing at
the University of Pittsburgh and led each focus group
session. Throughout all prior contact and during each
focus group, the lead author attempted to build rap-
port with each participant by using active listening
skills and creating a welcoming, calm environment in
which participants were encouraged to openly discuss
their experiences and reflections of self-advocacy and
symptom management. In accordance with Husserl’s
phenomenologic epoché technique (Cohen, 1987; Hus-
serl, 1970), the lead author attempted to fully bracket or
purposefully set aside any preconceptions, biases, and
assumptions about self-advocacy from the literature and
personal beliefs prior to each contact with participants to
allow the women'’s lived experiences to guide the con-
versation. The lead author stressed that the women were
the experts and that she was present to learn from their
experiences and, consequently, would speak sparingly
and rely on the women to exchange their experiences
and direct the focus group conversation.

Focus groups were held within a private, secluded
room at a local café. This setting was selected to pro-
vide an open, informal, nonclinical setting in which
women could reflect on their previous experiences.
Food and drinks were provided to facilitate building
a relaxed environment. The first author sat at a table
with participants. Each participant was given a copy of
the three research questions, a blank pad of paper and
pen to make notes, and cue cards with “self-advocacy”
written on them to remind the women of the focus of
the discussion. The questions were
* How do you go about trying to manage your symp-

toms?

* What does the word “self-advocacy” mean to you?

e [s there anything more you can tell me about self-
advocacy or the process of managing your symptoms
that you think I should know?

Prior to each focus group meeting, the women con-
sented to participate with assurance of the anonymity
and confidentiality of all data in the focus group, in-
terview, and validation phases. Observers (predoctoral
students and nurse researchers) were introduced to the
participants and sat outside the table, listening and
taking notes on the environment, body language, and
tone of conversation.

A series of three open-ended questions were read
aloud by the author for group discussion and conversa-
tion between participants was encouraged by the lead
author through nonjudgmental body language and
allowance of silence between participants’ responses.
Questions were intentionally broad and open-ended
to invite participants’ interpretation and encourage
personal perspectives on the phenomena of interest.

Table 1. Qualitative Rigor

Criterion Application

Credibility Training each reviewer in the qualitative meth-
ods of Morse (2008) and Saldana (2009)

Debriefings between observers and principal
investigator (Pl) after each focus group

Individual interviews, which increased engage-
ment with key informants

Constant comparison method of Morse (2008)

Triangulation of transcripts, observer field
notes, Pl observations, and individual inter-
view notes

Transferability ~ Broad sampling of women of various ages,
disease statuses, and stages at diagnosis who
described and endorsed similar definitions,
themes, and subthemes of self-advocacy

Thick description with exemplar quotations
used to illustrate each subtheme

Findings reflect a literature synthesis and con-
tent analysis of self-advocacy among cancer
survivors conducted by the PI.

Dependability  Triangulation (see credibility)

Audit trail of raters’ codes from each focus
group, observers’ field notes, PI’s observations,
and meeting notes after each rater meeting

Member checking of final themes and sub-
themes by all participants

Pl used phenomenologic bracketing technique
in an attempt to eliminate biases regarding
the literature and personal beliefs.

Adequacy
of data

Enough data collected until saturation achieved

Multiple raters ~ Two independent, trained raters separately

coded each transcript.

Confirmability  Audit trail (see dependability)
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Focused questions were used to clarify
or guide the discussion when necessary
for understanding. Focus groups lasted
60-90 minutes. Recordings of the focus
groups were transcribed by a nursing
student and the lead author, checked
by the lead author for accuracy with
the observers’ notes, and entered into
NVivo, version 9, a computer program
for data management.

In-depth interviews with the five se-
lected participants were conducted one
to five months after the focus groups
met and included questions requesting
clarification and elaborations of specific
experiences participants mentioned dur-
ing the focus group, such as their deci-
sional process for stopping treatment.
The five participants were selected as
key informants based on their personal
reflections and/or descriptions of chal-
lenges of self-advocating during the
focus group. The PI called each par-
ticipant at a convenient time and asked

WRITE Symptoms study patients NOCC members contacted via e-mail

v v

Patients in geographic area (n = 54) Members responded (n = 13)

v v

e Patients died (n = 15) ¢ Scheduled to attend but canceled
* Did not meet eligibility (n = 1) (n=4)

* Purposefully excluded (n = 2) ¢ Unable to schedule (n = 2)

¢ Unable to be reached (n = 5)

’

Total contacted by principal
investigator (n = 31)

v

* Declined to participate (n = 5)
¢ Unable to attend (n = 20)

v v

Total enrolled and scheduled Total enrolled and scheduled for
for focus groups (n = 6) focus groups (n = 7)

v

Participants placed in five focus groups (n = 13)

yd Y N

o : . Group 1 (n = 4) Group 3 (n = 2) Group 5 (n = 2)
specific questions based on their com-
ments during the focus group meeting
to uncover a deeper description of the Croup 2 (n = 3) Group 4 (n = 2)

phenomenon. The in-depth interviews
lasted 30-50 minutes.

NOCC—National Ovarian Cancer Coalition; WRITE—Written Representation Inter-
vention To Erase

The validation phase consisted of
mailing or e-mailing all 13 participants
a one-page summary of the combined
major themes and subthemes across all
focus groups. Participants filled in a three-item survey
with “yes” or “no” questions asking if they agreed
with the results from their personal experience and
from their focus group experience. An additional open-
ended question asked participants if they would make
any change to the themes and/or subthemes and what
those changes would be. All participants were given
$10 gift cards after they completed the focus group and
validation phases. The five participants who completed
in-depth interviews were given an additional $10 after
completion the interview.

Data Analysis

Demographic and disease information was summa-
rized using descriptive statistics. Content analysis of
all qualitative data followed an iterative constant com-
parison approach using axial coding techniques from
Strauss and Corbin (1990). The researchers individually
reviewed and coded each focus group transcript.

Themes (the essence of the phenomena or abstracted
entities that provide meaning and identity to the
phenomena) and subthemes (a unit of information

Figure 1. Participant Recruitment Flow Chart

composed of events, happenings, or instances) were
extracted from transcripts, discussed, and agreed
on by the authors using an iterative process (Morse,
2008). Disagreements between the two authors were
resolved through discussion and consensus. Saturation
of themes and subthemes was reached after the final
focus group.

In-depth interviews were reviewed for consistency
with focus group findings. All returned validation
sheets (n = 13) indicated agreement with the themes
and subthemes. Final themes and categories were re-
viewed by the authors to ensure they were consistent,
comprehensive, mutually exclusive, and representative
of the focus group, in-depth interview, and validation
findings.

Findings

The average age of participants was 51.31 years, with
a range of 26-69 years, comparable to the national aver-
age of women with ovarian cancer (U.S. Cancer Statis-
tics Working Group, 2012). The majority was Caucasian
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(n =12, 92%), married (n = 6, 46%), had at least an
associate’s degree (n = 10, 77%), and had family in-
comes greater than $40,000 per year (n = 7, 54%). Six
women (46%) were working full- or part-time jobs, three
(23%) were retired, and three (23%) were on health-
related disability or unable to work because of illness.

Women represented a variety of illness stages: Two
women (15%) were currently receiving primary treat-
ment, six women (46%) were receiving treatment for
recurrent disease, and five women (39%) had no evidence
of disease. Of the women in the recurrent phase, four had
two or more recurrences. During the time of the focus
group, eight participants (61%) were receiving treatment.
Symptoms most often described during the focus groups
included nausea, fatigue, peripheral neuropathy, and hair
loss (discussed in all five focus groups) and depression
and anxiety (discussed in three of five groups).

Themes and Subthemes

Major findings of this qualitative study are reported
as the themes and subthemes abstracted from the focus
groups, in-depth interviews, and participant validation.
Women'’s experience clustered into two major themes:
(a) knowing who I am and keeping my psyche intact,
and (b) knowing what I need and fighting for it. Both
contained three subthemes.

Knowing who I am and keeping my psyche intact:
The first theme demonstrates the intense internal pro-
cess survivors engage in to advocate for themselves
(see Table 2). Women’s ability to participate in the
management of their many symptoms was related to
their ability to maintain a confident, hopeful perspec-
tive about their cancer. Having a strong will (subtheme
1) summarized the motivation to stick with the arduous
and ongoing demands of cancer treatment, survivor-
ship, and symptom management. Women described
this “will” as a determination to work to avoid death
and fight for their survival. Keeping a positive attitude
(subtheme 2) was mentioned by almost every woman,
and described as a method of avoiding the negative
aspects of their symptoms and fears of recurrence and
death. Despite the collective belief in the importance
of positive attitude, several women emphasized that
attitude was not a sufficient means of keeping their
cancer under control, but perhaps a means of reframing
and focusing on what was good in their lives and what
would help them deal with the challenges of cancer.
Lastly, women described a feeling of being on the tipping
point (subtheme 3) of holding their psyche together or
falling apart. One woman described her spiritual and
emotional distress that she hid from others and how she
sometimes broke down in private. Coupled with this
was the recognition that these temporary breakdowns
were a part of the process of coming to terms with a
life with cancer.

Knowing what I need and fighting for it: The sec-
ond theme expresses the women’s tenacity in seeking
information, support, and teamwork to improve their
symptoms (see Table 3). Knowing how and when to seek
out information (subtheme 1) was key to this process.
Although women reported receiving symptom man-
agement advice from healthcare providers, advocacy
organizations, friends, and the Internet, they eventually
discovered how to filter and manage the information
to meet their needs and to support their symptom
management goals.

Women reported being proactive to manage the healthcare
team (subtheme 2) by first recognizing their own pri-
orities, beliefs, and values, and then using those as
standards by which to make choices regarding their
treatment and care. Women often described instances
of self-advocacy as making informed, deliberate deci-
sions to reduce their chemotherapy dosage or not take
medications because of unwanted side effects. Women
agreed that this ability developed during the course of
survivorship, with newly diagnosed survivors less likely
to be able to recognize opportunities for choices and less
confident in speaking up with their healthcare team.

Finally, women were taking advantage of support net-
works (subtheme 3). Support networks provided invalu-
able outlets for women to learn how to advocate for
themselves and to offer camaraderie to others learning
how to advocate to improve their cancer- and treatment-
related symptoms. Spoken of as a club or team, survivors
depend on having informal groups of fellow survivors,
family, and friends to learn the process of symptom

Table 2. Subthemes and Quotations From Theme 1:
Knowing Who I Am and Keeping My Psyche Intact

Subtheme Quotations
Having a “Strong will would be the word. Because no
strong will matter what . . . we're just fighting to survive.”

“Living is hard enough as it is, you have to be
determined.”

“You do what you have to do to get by, to get
through it, to get to the end and not the end
being underground.”

Keeping a “As soon as you go and put yourself in that nega-
positive tive mode, the cancer’s going to take over. So
attitude that’s how | get myself back out of it.”

“I can't sit here and wallow in self-pity because
then | start getting depressed and, if | get de-
pressed, I don’t do things, | cant help my kids.
I mean, | just can’t do anything.”

Being onthe  “I'm just getting through it. . . . You don’t know
tipping point what I’'m doing behind the scenes and when |

have my ‘boo-hoo’ times or when I'm kneel-
ing beside the couch and I'm praying.”

“You fake everybody out! You sit there and you
act like everything’s fine but you're scared.”
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management, including who to call and how to find out
what their providers do not tell them. One woman, who
identified herself as not a “touchy-feely” personality,
described the intense connections she felt with women
in her treatment rooms and support groups. Women
often mentioned drawing strength from their family
members, particularly their children, as a motivation
for engaging in symptom management practices so that
they could have increased quality of life with their fam-
ily. Others talked about “sucking it up” with respect to
chemotherapy-related symptoms to stay on treatment
in the hopes of extending their lives. Five mothers of
young children described their process of self-advocacy
as “fighting for all you're worth” to fulfill their role as
a mother and their need to see their children grow up.

Overall, women experienced self-advocacy as requir-
ing knowledge of self and needs to stand up for their
preferences in symptom management. Advocating for
oneself was defined as an attitude (strong will), a duty
(personal responsibility), and something that evolves
within an individual survivor as she realizes who she is
and what she needs. Self-advocacy reflected the highly
individualized contexts in which women advocate
for their needs and values. For example, one woman
described herself as a self-advocate because she ne-
gotiated a treatment plan with her oncologist that fit
her needs, whereas another identified herself this way
because she was able to put her symptom management
needs above the needs of her family members.

Discussion

The lived experience of female cancer survivors’
experiences of self-advocacy and symptom manage-
ment has not, to the best of the authors” knowledge,
previously been heard. The themes identified in this
focus group study of women living with and manag-
ing symptoms highlight the complexities of women’s
experience of self-advocacy. Although managing symp-
toms involves seeking out information, identifying
management strategies, and working as a team with
healthcare providers and fellow survivors, living with
symptoms encompasses women's attitudes, emotions,
and psychological adjustments to being a cancer survi-
vor and facing mortality. Balancing these distinct areas
required women to constantly be negotiating symptom
management as it relates to their physical, mental, and
social well-being.

Women'’s descriptions indicate that self-advocacy
requires a survivor to define her personal preferences,
weigh risks and benefits of treatment and manage-
ment strategies based on her own priorities, and take
initiative with her healthcare team to ensure they are
meeting her needs. Women discussed problems and
frustrations in trying to receive proper information and

Table 3. Subthemes and Quotations From Theme 2:
Knowing What | Need and Fighting for It

Subtheme Quotations

Knowing how “Knowledge is power, some of it you can

and when handle and some of it you just can't.”
to seek out “They’re going to put me on this new inhibi-
information tor program and I'm reading more about

it; | got all the details on it.”

“You just want to be reassured all the time.
‘Nope, nothing in there. . . . Your numbers
are good.” I just needed that assurance.
And now | don’t need that anymore.”

Being proactive
to manage the
healthcare team

“Any health issues, | get up there right away
whether it’s a pain in my back, or you
know, something with my eyes or what-
ever, you just [say] ‘Okay, here’s what
we're going to do, here’s what we're not
going to do,” and that’s just it. And . . . |
weigh options, of course.”

“You don’t have to be the most intelligent
person in the room but you have to know
what’s best for you, and you have to find
medical staff that’s going to understand
that and relate to that.”

Taking advantage
of support
networks

“It’s like you're part of a club now that you
don’t want to be in, but you're there so
you might as well help each other as
much as you can.”

“Early on, you need people around you say-
ing ‘this is what you should do’.”

“Quite honestly, what has helped me more
than anything is when | stop focusing on
me and | start focusing on somebody else.”

support from their healthcare providers, particularly
noting a lack of clear symptom management recom-
mendations.

A systematic review of the literature and concept
analysis of cancer self-advocacy defined the concept
of self-advocacy as a process of internalizing personal
characteristics, learned skills, and formal support that al-
lows survivors to act on their own behalf. Only after this
internal process occurs can specific acts of self-advocacy
occur (i.e., creating a new normal, making medical de-
cisions based on personal values, negotiating with the
healthcare team, and working with advocacy groups).
This model of self-advocacy is reflected in the themes
and voices of the women in the focus groups. Simply
knowing how to manage and live with their symptoms
was not enough for women; they had to internalize
those abilities and, in so doing, infuse their personal
values and beliefs into their symptom management
processes. This deeply personal, critical reflection aimed
at overcoming an obstacle is the essential element of self-
advocacy and what differentiates this understudied con-
cept from other behavioral concepts (e.g., self-efficacy,
self-empowerment) (Richard & Shea, 2011).
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Self-advocacy has gained much support from the
clinical, research, and policy circles in cancer survivor-
ship. LIVESTRONG (Shapiro et al., 2009), the Institute
of Medicine (Hewitt et al., 2006), and a plethora of
cancer advocacy organizations (Clark & Stovall, 1996;
Hoffman & Stovall, 2006) recognize self-advocacy as a
high-priority research and clinical imperative. Most ef-
forts to promote self-advocacy among cancer survivors
have focused on enhancing the communication, health
literacy, and decision-making skills of survivors with-
out addressing the patients’ internal needs, beliefs, and
goals in understanding their disease and overcoming the
obstacles it presents (Walsh-Burke & Marcusen, 1999).

Findings from the current study add to these efforts
by providing a rich description and analysis of the
lived experiences of self-advocacy among female cancer
survivors. The major themes and subthemes can guide
future research into self-advocacy and may represent
potential targets for intervention to promote self-
advocacy among women with ovarian cancer strug-
gling with multiple symptoms.

Limitations

Recruitment issues arose early in the study, as many
women were unable to schedule a time despite a de-
sire to participate. The most common reasons given
included cancer and disease burden (severe side effects
and work and family scheduling issues). In addition,
the audio recording from the fifth focus group was
unable to be transcribed, although both authors were
present at the gathering and discussed the findings
directly after the focus group; both participants in that
focus group validated the final findings. This sample
represents a small, well-educated sample of ovarian
cancer survivors likely to be less ill than survivors un-
able to attend the focus groups. However, women with
various disease histories, stages at diagnoses, and cur-
rent treatment provided for ample variation reflective
of the broader ovarian cancer population and settings.

Implications for Nursing

Nurses and other oncology professionals can use the
findings in both clinical and research capacities as ways
of understanding how best to provide patient-centered
support throughout the survivorship continuum. Al-
though not included in the major themes of the focus

groups, a noteworthy finding was that participants re-
peatedly mentioned the importance of knowledgeable,
compassionate, skilled nurses in supporting their abil-
ity to self-advocate. Comfort in discussing symptoms
with nurses allowed women to ask questions, seek
support, and problem-solve about their symptom:s.
Women'’s trust in nursing further exemplified the key
role for nurses in supporting cancer survivors’ abilities
to self-advocate.

Nursing upholds patient advocacy as a core respon-
sibility (American Nurses Association, 2001). However,
clinicians and researchers recognize that the ability to
advocate for the needs and values of patients depends
on patients’ abilities to recognize and name their priori-
ties and how healthcare providers can support them. In
addition, with survivorship extending beyond treat-
ment to end of life, survivors often will be required to
process evolving challenges on their own, outside of
the traditional clinical setting. Therefore, a nurse’s duty
to advocate on behalf of a patient is complimented and
enhanced with a patient population capable of advocat-
ing for themselves.

Conclusions

This study provides a novel definition of self-
advocacy from the lived experience of ovarian cancer
survivors. By providing main themes and subthemes
of how female survivors advocate for themselves, the
findings add rich understanding and beginning con-
ceptualizations of how women recognize their needs
as survivors and then go about attaining them. Future
research is needed to identify women at risk for poor
self-advocacy and to develop interventions to support
the unique processes women with cancer undergo in
becoming advocates for themselves.
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